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s &h iE A 4 H A F&

CRS Congenital Rubella Syndrome S8 RVEJRVIZ I o e

DCVMN Developing Countries Vaccine Manufacturers ®BEEY 7 FUoREES Ry NY
Network —7

EPI Expanded Program on Immunization NS E 3

GMP Good Manufacturing Practice [ 2 i 2 11 SR L v

KDSV Kitasato Daiichi Sankyo Vaccine Co., Ltd. AR — =T 7 F ok att

MFT Media Fill Test £ e TR

M/M Minutes of Meeting sk ek

MOH Ministry of Health Pl

MRYU 7 F | Measles-rubella Combined Vaccine FRIZRBIRG D 7 F

NICVB National Institute for Control of Vaccines and U o F o A S A PR SE T
Biologicals

NRA National Regulatory Authority 1 TE 1 B

OPV Oral Polio Vaccine BORV AT 7 F

PDM Project Design Matrix ZA=RVE /8 N A Ve )

v J A

POLYVAC Center for Research and Production of Vaccines | 7 7 F > - A8 RFIMFIE - it
and Biologicals VP —

PQ Performance Qualification TR M8 5 A ML RR IR

PST Process Simulation Test HE B M AR RIE AR

PV Process Validation Sy TR A ME R RIE

QA Quality Assurance mn B PR AR

QC Quality Control o BB PR

SOP Standard Operating Procedure e EFIEE

SPF Specific Pathogen Free FEE DIRFARDI NN 2

WHO World Health Organization SR A
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1. EHOBE

E4 : X Mot ERICNE | Z0E4  RZRBIRA Y 7 T URERETIBE e Y2 7 b

GTEF  ORBE - ER EEERE Bt 7Y =7 b

FTHEE S © N[ BAZE /1% 7 (% 9,000 7 1

1 71 B ST BRKERE - U o F - EMRIFINIGE - ik X —
(POLYVAC)

2013 4 5 1 ~2018 4 3 / AR B - LR — =3k 7 F o sttt (KDSV)

fhOBIE ) AP 2 7y b

(1) E\EEEW ) THB U 7 F o RS sk 8% 51 )
(2003-2005)

(2) Hetfitp /1 THRZB Y 7 F o G s Eigis o Y -
7 k1 (2006-2010)

1—1 HOADEREHBE

AN Mot FEFRLFE (LR, TXFFA) L5 BUNRIEE, @O PR O, K
TP (Expanded Program on Immunization : EPI) TEH I AT 7 F o OENAFEZED
T& 72, 2006 43 A5 201043 HETO iz U 7 F U /SRR T n =2 b 2@
LT, vrFr - AR - fliEtv > % — (Center for Research and Production of Vaccines and
Biologicals : POLYVAC) (3BT 7 F o OREEFIMHTE D X H 127 o 7,

LrL, 2010 & 2011 BB OWATNABILD K 51270 | FERMEIBIERRE (Congenital
Rubella Syndrome : CRS) 72 &1 & & ORI T 2 EBUZDOWT, X MNP AEROBEMENRGFEE > T
Wolz, ZHUCEY, A THEREEOEZME LS E Y, BRIZRBIREG Y 7 F o OENRE I
BN E25ED Z ENBAORELELE 2T,

1—2 BHARS
(1) EArEEE
c RN FAIZEBT B ME & RZOREENEADT S,

2) ey s FAE
- [EBEEEEHE (WHO-cGMP) (IZHEHL L 7= 32 MIZIR G Y 7 9 (Measles-rubella Combined
Vaccine : MR 7 7 F>) 73, POLYVAC (Z k> CHlEEI NS,

(3) AR
1. POLYVAC 8, MR U 7 F 8l & L Clb 2 hz85 5,
2. POLYVAC 7 WHO-cGMP |Z58 A Lo>>, MR U 7 F o &@y)icfiliscx 5,

(4) FRILE 2 —KRETORA
BN il
CHEHEME 294 Ta vy bR YA R, WWERSE (Quality Assurance : QA) /
= 3K i 1E B H ¥ (Good Manufacturing Practice : GMP) /3 U 77— 3 > JRUR LI
WAL SMEEE (Quality Control : QC). Sk « NV T — 3




CHWET Y AKX YT REL1L, BR4AL
- MR e - WB U 7 F R ELE . OBt WHO-cGMP ~D X}
- RIEWHE - ZI0E 24 4, REEE, BA SRR QC. QA FFE DRIV
VY (Specific Pathogen Free : SPF) 7 ¥ F¥ff{H,
cu—Aa A MHE 3,303 5H
AR T A
s B —N— FOEE  POLYVAC 24 > 7
cm—fva R MM M MEOFRE, iRk - M ORERE R &
« AARNFMZFEOPHE A ~—R

2. FHEAEEOBE

oY K 4 At s

- AL | EE ARk | (JICA AMBIREERER =F—2 #RE)

WhAE | BA BAE | (JICA AFEIBERSERAREEE =T — 2 FAER)

Al BT | P EA (RSP WT ORI A b a7 )

AR | 20154E 11 A 16 H~20154 11 H 28 H HAEX : P Ea—

3. FHMEHROME

3—1 HEREKR
3—1—1 mE1
(1) #6845 1-1 : POLYVAC 2 % v 7 O #fli L ~1
AIHHE CTHREZ MY LZBAANFEMFEICL DL, THESINE DT & A E R imE L
ND Ty 4 EEHlicsn, 72, FE LV E 2 —fH&HDOA v Z 2 —2X 5 L,
WHEZ IME 2B DS AFWHE TR - B AEN T2 2R TETNDH ERB L,
1200 TR E SN TV MR U7 F Ui TRIT, SEMARBRFORE., 325 TRE -
776

(2) FEA% 1-2 - B&AF. EAEE, AT = {HEESL ORI - B BER D
POLYVAC X H & TERL L 7o BEYE#RE FIIEE (Standard Operating Procedures : SOP) (2
FEOETHM . M B, AT oR—=Y R A BEYNIHIE c BB LTV S T LA,
L —FREMICE Y BlEINT,

3—1—2 mE2

(1) $54% 2-1 : GMP B EHE D ERL
POLYVAC 1% 19 f > GMP BE 33 & 532 f D SOP Z EAK L 72, POLYVAC I L % & |
B 72 SLENZ O W TIIER NIRRT LTV D,

(2) FEHE 2-2 : GMP BEEEFAICI - 7 8d0E TR & WEE O FEE
L 2 —REMOBIEEZE U T, Uy F o8 TR L NWEEHERARIT GMP B
EHIHITIN > THTONTWAH Z L 2R LT,
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(3) ¥eEE2-3: NU T —v 3 DO EN
EWH Xy ) 7L —y g RN F—2 308, POLYVAC ICL» Tithbhu T\ b
ZEEREIRLT,

(4) $5HZ 2-4 : BEEFEASPERGE (Performance Qualification : PQ) . 3 TR ji % P R AIE
(Process Validation : PV) i}k i
BT 7 F U RIREE IR D PQ &, D% O MEMEMFEER (Process Simulation
Test : PST) MNPV T DWW TIE 2015 49 HIZ5ET L7243, 2014 4E 11~12 A2 5 hE L 7=
PV ARG & o722 L CRTREEZ WE LR, Y0EHE 6 10 7 A DB E o
776
MR U 7 F U BFNZ DWW T, PQ &5 e iEHR (Media Fill Test : MFT) [XZN %
201548 H, 9 AIZ5%E T Lz, PVIZOWTIEEBRD LBV 2016 £ 1 AHAIOET T
ETHD, BBY 7 F URKEE PV OB H - T, BHEHEND 2 7 HOEN &7

ST,

3—2 SIEEHFMER

(1) 24k
A7Vl FNOZEMEITIEFITE D, [ N T AREEBHFE 5 U 4EFHE (2011-2015) | 1
BWTH, EPI RBEYIEDOFATH L7 EDTRiEFOMRELEIREHE & LTS, 0,
NN AT & RZOWATICE OO REDN TS, K7a =7 ME, EPIX 2014
@GV%ﬁmﬁﬁioﬁ@QWMH“®ﬁz_%Té%@é(MmmWﬁHmM:Mmﬂ
DHES L%, POLYVAC ® MR U 7 F v liERE igiifb 2@ U C B L C& 7=,

(2) A%

AK7v Y= FOFHEITIEFITE D, 7u/17baﬁ ERL D FIA TR & T
b5, EOBMREZ LB, slF1 & 21 i%m&VQVAwf%é AITHHE SN
%®@kh£ﬁ%%vxw®FVNw4j&Jﬁéhfk@ - BEAF 1T SOP I2ih» T
ﬁ@mﬁ%\%ﬁﬁﬁémfwéom%vyf/ﬁM@Pv_Enﬂﬁ%htﬂ\fuy
=7 M REOER] Ek&%@%ﬁié%®fi@#okoTDV:7FH%®§ﬁﬁ\
MR U 7 F o H5E o B 2w & RIRRBROES 2o T D,

(3) Zh=M

K7y x7 NOMPEHITIEFICE ., KTv Y=y PTG INEMIX, T
SOP (2 » CHUNCAEH, MEEH I TWD, £/, A7 Y27 b TRBIHME 2% 1)
7ed &, B L7 POLYVAC A% » 713 1 A7l POLYVAC 24 v Z7IZLTH HA
A%W%’LT% ZNBFHFOT e 27 FERBRLTWDZ L, APV =27 M E

WU MR U7 F U REHTOBEBIZT 7 Z/EHL TS, RWEAZE U THESH
FlFEOBRBERaI = — g N, ade s MNEBIOSRA 2R & R ERE D
BURIZEBRL TV 5,
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4) A7k
RKI7vaVx7 hOFEMIZED, EOA 37 EBREICBNTWE, KAVry=r FTH
1 U7k & I 2 2512 POLYVAC O 7 > % —/3— MIHNORY AU 7 F 2 (Oral
Polio Vaccine : OPV) #2485 GMP EE i, ¥ V7L —var, NUTF—v 300
B8 x21To7c, U7 F o EWAIREEPMISEFT (National Institute for Quality Control of
Vaccine and Biologicals : NICVB) (ZxfLTH, Fx V7L —var, NUTF—va O
18 EICHBR L TV D, 2014 FEDORRB RIFATOBRIZIZ, AT v Y =2 MU 7 F 85
DEZEM & BARDEAM A A - 72 POLYVAC 8ED B U 7 F 2 O LM LRI 5 7%
HuiTolc, £lo, BRBELZEOAARNLDOLL ORFIEZIT AR, K7v v b
Oz m =& b s, 20154 11 AICAT v =7 SO ARANEME 5 403, R
BLro TERMEESBE (Memorabilia “For People’s Health”) | OEX#® 2% J7-2 &b, IE
DA NI NEEBEZLND,

(5) Frfgtk

POLYVAC 78 MR U 7 F o Z8li&4+ 5 7= ORENNT R LIS 53, I BEm TR EN
VETH D,
[Bsm] REEE 1T L 5 & EPLIZHESR E T ORI 5 H4EZFHA (2016-2020) 123\ T
HESIEE L 72> TV D, RIEEIX, XN T ABNOREZETY 7 F 02 EHOEMA MR U
7 F ANV R X DR E O & 2014 123 L7z, POLYVAC IZ& 5T, 2D X 9 72k EIE
DI F OB EWRIETEIZTHELLLZDILNTE S,
[ A#F - EffiiE] POLYVAC (X2 ETH, AEHHEDOSME 2 &, BH 2T, @V e
NaebDd2AZ 71T, FY - A—FT AD{EeAELE W7o, EERESL L THRERIR
D OFFBRNEREITo CETz, £, A7 av =7 b TEHELZMECHEIFER EsE 572
DOE LML TV D, 20X )M MAEMET S 2 & T, AM - HilR T
DFHEI LR FTRETH D,
[[1%HE] POLYVAC O &2 SE 570D A ¥ 1%, 4% EESNDS MR Y7 F 0
IEHETH LD, ZORICOWVWTIEELBRENEKD, METY 7 F Ao CidiE=a X Q3
WRFEAMAE 2 LRI DR BFHENTEBY , FEOZEAMR Y 7 F AoV THE 2 bR, %
JEE LT, a2 FoHEE 3R MZREA S TR IRGEANEE OFRED 2 DO[lE D HHE 2 5
EMTED, %L EHE, MHMOX YY) T L — 3% POLYVAC A% v 7131795 2
L. U F U BE TR C ORGSR O FME 72 £ POLYVAC & HARANBMFE N CZ
DEI R A FHIPERERFT L T ZERMETH D, HRAIT, 2NEDOXIGRREIT,
NN FABFRMER MR U7 F &3 _XTPOLYVAC 2O ifET 5 L) Fé#t, 3740bb
MR U7 F DGR HERINTWD Z ERHIRTH D, U7 F ORI % fiE=a 2 K
WRBSTEbDICRETHZ EBMETH L,
[Fa% - Bebim ) Mgk « M OBE, Sy U 7L —s gy RNUF—g v #EEHICS
WTIE, POLYVACIZBEIC A W =X LR L TWDHZ L, 4% B SOPIZIH» Te»- T
WS ZERHEEEEbis,

v




3—3 MERBICEML-EER
CHIE O [FRB U 7 F o GBI 7 0 Y = 7~ (2006-2010) OREER, FEk. Bl
DR EAIE S : POLYVAC, H A ANBFZE NS
* POLYVAC 756 OAIHHE S INE (CEER 23 7200 2 &, Bliz Sz - o mEdknizn
ZEEEWT S,
* MR U 7 F U BUGEREHTE ST %, POLYVAC KO H A NP FE W7 Ok #7255 1)

3—4 MERRUVHEZEEL-ER
< LAl T RESRMEE, AT N=Y  {HFEA I E O N S

3—5 128
(1) 7a=7 b
* MR U 7 Fr ORMLEMRER BRI EZ, STEEBVETIEDL T &,
* MR U7 F UEERABR O TH#H ., EHNCRIE AR ORFE R EEICITH) 2 &,
c EEEREE - BEAL (B BRASRZIEEE) OMERFEBLIZOWTIX, 4% b HERFE BRORER 72 &
DIRZFRT TN Z &
A7V FTH ﬁbtﬂﬁ R ORFE - m EExfiT 52 &,
* POLYVAC A% v 7 DEFDT-DODEE ) filh 52 L,
MR U ZF o Dax MRBICHT 720 A zfild 5 2 &,

(2) xtPRfEA

- POLYVAC LV #EHEND MR U7 F L ORFEARFFELZ, 77 ANNT v 7| TER
5Tk,

s Ry a B EOREE L SPF VY X EE OB~ DO EEIZ DN T, YO
BEBOVERT L &,

* POLYVAC THLIESND MR V27 F o Da A NaEh"A—T& 5 K9, MY Mg %%
ETHZ L,

- AR7v v s F4E POLYVAC THREEES N/ MR U2 F U2 HWT, 95%LL oK%
352 &,

AN FAENTREENDV 7 T U2 EENICHENT OBOREEE LN &y

3—6 il

HiE O iz U 7 F o G ERENBEE T o Y 27 ) T OROEEBE LS TRz U 7
F G R ER ERRETE D DO A2 N — A2, POLYVAC & AARANTMAZEOM T IZHE
Ralazmk—arNebnTEE, fiFOFa Y= b L0 RBEICHEBBEK TS T 5
:k%ﬁ%kbf%%bfwév%%V77Ww°m%®*%f\%@iﬁu%PmXW£f
Ehii STV LGS EOEFEILE N EYNIITON, EMAZML LB LT Ay b E
TOTW5O;ﬂE%LLT\ﬁﬁﬁV@ﬁﬁ@ﬁﬁd<D POLYVAC A% v 7 OFEfff L~
NOFHli 7R . BERLBENBEEATRICL TEE, EMFE LI T 7 — R — N OBRE N O
%%@3i1:5~V5Vﬁ\7DVI7F@H@§W®ﬁ#T%5O




HB1IE FHLE2—HE

1—1 REHRRKREOCERZELEM

(RRE D 7 F RSB ENBE T =7 ~) (LR, [7=2—X1) &3T) &, XM T A
fhaEREME LT, XA ERT) OU T F o - ARFIIE - 5 o % — (Center
for Research and Production of Vaccines and Biologicals : POLYVAC) 73, L OR i 2= 3K b 1
& L (World Health Organization-Good Manufacturing Practice : WHO-GMP) LY |2 HEHLT~ 5
K AGMP (VN-GMP) RMEIZAELTIZRRIZ Y 7 F % X b A DOMSB A RIS 0B 7y B % #l
ETEDEANZLTHEIICTDHI L2 HIEL LT, 20064E2> 520104 £ THEfii & 7z,

Flo, 72— X 112k > T, DREBTEEESW S TFZ U 7 F o R b g dwx G5
(2003-2006) (2 &V U7 FUoRERiFR OB L ZE L, VI FrORIEZ, VI F RO T A
IV A DIEIS TR MR DFEVIZ L0 | BOEEIRCRIE Sk SR FE IREERRE) BRRD 72D
ZTNICHE LR M O 2 8#ET 5 Z EBMEATH D, REEESW ) TIL, %Tx(f/\iﬂjﬁﬂ
WFgCET A BRI FE T (40, BUAE B — =3LU 7 F k(& 4k (Kitasato Daiichi Sankyo Vaccine
Co., Ltd : KDSV)] & POLYVAC & DO TAZHD SN HATBERFFITILSE, KDSVARHIE L7
AIK-CHRFRIZ U 7 F U BE I A B U o fiek kOB 3 it 5- =7z,

B DT DRER, POLYVAC&::LKDSW%EQ IZBHSE Lok U 7 F 8k (AIK-CEE) & v
T, 72— RO E[HEHPICVN-GMPEEIZI - e ffB Y 7 F U 2 AFET DR I 2 AT 212
o, RV F 0L, XM TAREEIC J:éﬂiﬁiﬁﬁkmu%ﬁf [E N 75 2 A 7 9 oD i
IRENEBL S, N M F LAOPLK T P45 5 (Expanded Program on Immunization : EPI) F3£|Z
RESHBLTWS

Z D%, NN FABUFIX, WES DJRIE O RMAT 2B E 2. WHOD 200045 7 (ZHE L 72 #tic
HOE (ZOH014ETHIZHET) . MMZEAZIRA Y 7 F 2 (Measles-rubella Combined Vaccine :
MRU 7 F ) ZIERICEAT L AT u Y27 b [FRBRZIRE Y 7 F o WEE i 7
BYx/ N7 x2—RX2] (7 x2—X2) ZbhBRENCEH L,

AK7m Y =7 M, POLYVACRBEICE G L CWDIRE Y 7 F LS O O Bz B
RBIRE T 7 T OREEN 2 H AT 52 itk o T, R M T ABMREPIOMRICMNZ 5 2
CIWCLTWAMRY 7 FraHETREL, EPITHEASNL2 2L 20T 0 THD, rY =
7 MiE. 201345 KV 20183 £ TORSEMO FETHEMS N TR Y . BUE, HEA DEHY]
HME (F—7 7 RSP — EBHERE, GMPELE, NV T —varnd) BRESNTHND

ARERT ARV B2 —RfETIE, A7 a7 FOEERERECHKIER EE25 *ﬁﬁ“é&k
HIZ, 7°1:"‘/°:1:7 FDFE D I OFRE KR NS %O FAPEIC O TR L., (&E) FHliHEEFIC
moxLd, AETDHZEZHNET D,



1—2 HEBRRE
JICA SN PN
Date | Day |Time FaFh/F R AR FF A5 HT
HH K% Bpky vroOER
AM B (10:00) —
11/16 | Mon oM NI A (14:15) [VN311]
JICA X b AHBIT &8
AM 9:30 HMHFITAE. T U
7 BIGHEDUER
11/17| Tue 14:00 POLYVAC FHGLM., 7F
PM fili HikOFEA, C/P & T
VU (k. BIFTE)
AM CPEeT Uy (k)
11/18 | Wed HAGEHE R T
PM C/PEeT U7 ()
CPET VT (B, Hf)
AM ERREAR R L, T e A ELR D e
11/19| Thu R EED)
peHE (17:55) — . .
M eme (22:35) [ANAS31] POLYVAC BFI=ZM
C/PET U7 (QA)
AM HEIHFEAE (QA)
, ) CPET YUY (QC)
11720/ Fri AR bk POLYVAC 4 55 P9 Bl R 2
PM REFH S~ AR
HR e 7V o7 (BRKRER)
AM &I EET .
11/21] Sat ﬁc*lj\r/[c %12:35) — ol ﬂ ‘
M4 (1a40)  [vN23s] PR
S PH (8:55) — .
11/22| Sun AM |ETFER N7 A (13:10) [ANAS857] ahalaiallic
PM |2 B X b EDOITEE BEHE L OITEE
1123 Mon AM [11:00 JICA X k- A HHATH &8 i
PM |14:00 POLYVAC R G, Wik, HHEA. BUGMRR L
1194] Tue AM | 9:30 POLYVAC & D
PM [13:30 POLYVAC & O ik
AM | 9:00 fRfEA RGN (EBEH R, BEERLEHER., TUHEEREREGR)
11/25| Wed -
PM [14:30 POLYVAC & O ik
1126 Tha AM |2 = v Y REIED =, JCC Y
PM [12:00 JICA ~ kL HE T At |
27| B AM | 8:30 BEfHZE 5 4 £# . 9:30 553 [ JCC, TR L v a—fE I = v VES
PM [18:30 X M ABUNREBRE O LT v a Lo —F 1 — (N A BIEAT V)
AM
18| sat N4 (14:25) — /_\/4’ (1:25) —
PM |PIH (21:000 [ANAS58] &l (7:10)  [VN356]
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AR WA WFE |JICANFBRBEERES =F—2 HEE

11/22-11/28

A 53 AT 7 Es

PWNIOY R A N arY LT 4 T
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1—4 FE@HRE

(1) 9o F v - YRR - g % — (POLYVAC)

Assoc. Prof. Dr. Nguyen Dang Hien

Dr. Nguyen Thuy Huong
Mr. Nguyen Xuan Hoa
Mr. Le Quoc Hung

Mr. Le Tuan Anh

Mr. Nguyen Dang Anh
Ms. Tran Thi Phuong

Dr. Ngo Thu Huong

Mr. Pham Thanh Truong
Mr. Nguyen Dang Quynh

(2) frRiEs
Dr. Tran Thi Giang Huong

Mr. Do Van Dong

(3) HARANEMETF — L4
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5
m

0t
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R

55
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AT &8
R R
[ N
N HE
M
HE EA
N2 T
£ fE=

(4) JICAX b F AEHAT
EA LD
Ms. Dao Thi Khanh
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fill ATk
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F2E mPxs FHEOLE

2—1 7oz FOEBTESR
9. vl FOBRALEREZEERE LT,

(1) LA
vzl ke TH¥A L < U w27 A (Project Design Matrix : PDM) (Z1%, A7 2=
7 NEET HOICMERFEAN, AR - X EFAEMBGIZ T TRESNTND, 20
BABFHEEBY IR INTNE I hE R LT,

(2) 7av=r NOELMHER
AA « RN FAEMNT ORENSINE LB REZ LIS, K70 Y =7 hOREE ER
THEDD, EIESHOES EZHER Lz, FEC, BMEE, oY= bR, JEOERK
JE &G L 7=,

2 —2 5IEBHE
WAz Tk TN TR T4 %7 by THEiEME] © 5 THENMS, Fav=/
k&Rl L 72,

(1) 241k
Tyl FORYMEEIEL, TP N EESS N AR O = — XE SRR E )
LATHYTHDLZ L, FABRRESHE RO )70 77 LMZESELTNDLZ ETHD,
ZMPEDO T IX, [FEF 2@V (highly relevant) |, [E VY (relevant) |, T2 (moderately
relevant) |, [°°{& V> (relevant to some extent) |, [\ (not so relevant) | D A 7 — L% Hu»
7o

(2) Atk
Tz SOFHEE I EHOEENOATEE L e Y 2 FRENER I D A
WLOZLETH D,
HMEDOFHMmIZ X, [FEFIZE W (highly effective) |, TV (effective) |, [HHFEE (moderately
effective) |, [<°CfK VY (effective to some extent) |, KUY (not so effective) | D A& — /L% ]
Wiz,

(3) ZhEME
Tl NOBFEHEEIL, BANEESZE LU TEOREDNREMITHREIZOZN>TND
MWThHDH, AR, BRADELEZA IV THiHISND,
NRVEOFHMIZ X, TIEFIZE Y (highly efficient) |, TE VY (efficient) |, [HFEE (moderately
efficient) |, [<°<°MK VY (efficient to some extent) |, MKV (not so efficient) | D A7 — /L% H
7o



(4) A2 "7 b

TaTel bOA NI NEF, TrY e MEBOEECHERE D D AT B HERN
ERTEARBLNEINTHD, £z, 7oy =7 FELTWAHZ ETTHLARWIEA
DA NI SWRBDLNE I MHEBEET D,

A N7 FOFHEIZIE, TEDA 37 FBRADA 37 % B TWD (more positive
impact expected) |, [TEAR L~V DA /37 RB3H 55 (both positive and negative impact
expected equally) |, [ > X7 72 L (no impact expected) |, B DA /X7 KIRIEDA X
7 b % klal> Tuv % (more negative impact expected) | D A7 — /L% Hu 7=,

(5) Frfetk
Ffitk L ld, 7ay =7 M2l U TELNTELONK TR LER T D AEEDZ & THD,
TAUE, BUR. AB. MBS, BRI - M oM SFHE S D,
FretE ORIz X, THIEZe < FifinlHE  (expected without reservation) |, [F#fE AlE, 7272
L &£ & (expected with some reservation) |, [FFfEtEICHE®H U (not expected) | DA — /L
W,

Sl

2—3 T—H20OE

COFELE 2 —ffEICHLBERLELE®R - T XX, FET =TV, FOARAT BV S NE
MZENOINE ST, 72, BIHRECIX, REBEESAV D V4 — = MNIxtT54 4 a—%
TV, 7evz7 hoFEA, IEEBOEE, (%7 b, FRtEICBET 2B R 2T L 7=,



HIE FRELVE2—ORE

3—1 ’AERE
(1) A A
1) HEMEOIRE
AK7v =7 FBRBBIT 2013 45 A0S 2015 4 9 ARETIZ, 3F29 A ORHH
MZEN, 7avcs b3 YA b, WMERGE (Quality Assurance : QA) /% 3 dh i 1F i
#:H4E (Good Manufacturing Practice : GMP) /XU 7 —3 =3 > JRREE, B4 WEEHE,
Mgk « MY F— a0 6 SFICEE SN TE L,
TEENB EBLHEMEED AW T2 & BARAEMZOREIZIZIFFHEELY THD

(i% - 1 )o
=—1 HEMROEE (20134F 5 5~201549 A)
P Sy HHpERF A H ERIEINE T H AL I3
FHi | AR | GEACE (%) | BHE | S50 | Rk (%) | §Hil | S5 | ERE(%)
Tl hvRT AR 414] 403 97.3] 174] 176 101.1] 23] 24 104.3
QA/GMP/N ) F— 3 163| 163 100.0| 158 158 100.0 13| 13 100.0
JRR i 351 39 111.4 9 6 66.7 3 2 66.7
2013  |HUFA 14| 14 100.0 3 3 100.0 1 1 100.0
s 119 128 107.6| 33| 33 100.0| 11| 11 100.0
figk - BN T —a v 133 133 100.0 23| 21 91.3| 11| 10 90.9
aFt 878 880 100.2| 400 397 993 62| 61 98.4
7Yzl =R AR 362 315 87.0] 118 118 100.0 21| 21 100.0
QA/GMP/X ) F— 3 114 99 86.8| 82| 79 96.3| 10 9 90.0
Rk 56| 72 1286/ 12| 15 125.0 4 5 125.0
2014 |HUFA| 35 35 100.0 9 9 100.0 3 3 100.0
S 154 130 84.4| 51| 39 765 17| 13 76.5
figk - BN T —a v 91| 75 824 21| 17 81.0| 10 8 80.0
&5t 812| 726 89.4| 293 277 945 65 59 90.8
7Yz h=wRrY AL 320 183 572 107] 62 579 18 9 50.0
QA/GMP/ XY F— g 100 39 39.0] 40| 21 525 10 3 30.0
2015 JRUR 14 0 0.0 2 0 0.0 1 0 0.0
(o ) | &A1 2 7 167 8 2 250 4] 1 25.0
B 84| 70 833 18] 13 722 9 6 66.7
JEE% - BN T — 3 v 21| 64 304.8 3| 11 366.7 1 5 500.0
&t 581 363 62.5| 178 109 612 43| 24 55.8

2) WET a2 NAK T
R4 EWMEBIANREBAMICEIVER I TV,

3) JEsk ke
AK7vav=7 M 2013 E L 2014 FFiZfTbi iz, BEU 7 F o RikEE 2 WHO-cGMP
EREIEN D WHO O GMP IZTE A S 572 D POLYVAC D fask & % LT,

4) ARIAFHE

2015 4F 8 H R £ TITEF 24 4 D POLYVAC A% v 778, Ry, S|, SVERFE, &
BEH, SPF U FEOHINBEIIR DI AMPHE IS LTz (F—2), £z, 2015 4
10~11 HIZi%, B4, BEHaR s, K& ORIEAR2 V720 (Specific Pathogen Free : SPF) 7



YREE, Mk M ANV T = a VORBICE 4K DR Yy TRAFBHEIZSINL T

60

MEES EWMHE R E DK 2 &, AHEIXIZIEFHEIEBY Th D, £7-. A7 1
TVl MIBWT, KTWHEZRITEERR L 7= A& v 713720,

F—2 KIHWE (2013F 5 H~20155F8 H)

. PREEE S AHE B 3%
R Sl = P R —— - T
A | O | EAEE (%) EARL] FhAE | R (%)
JEU 2 2 100.0 120 120 100.0
Bl 2 2 100.0 60 56 93.3
B HhR 1 1 100.0 30 28 93.3
2013 i B B 6 6 100.0 360 340 94.4
i PRAE 2 2 100.0 60 56 93.3
SPF U ¥ X5 2 2 100.0 60 54 90.0
=X:18 15 15 100.0 690 654 94.8
JEUi s 1 2 200.0 60 56 93.3
el 1 1 100.0 30 27 90.0
B bR Y 1 1 100.0 30 27 90.0
2014 i B B 3 3 100.0 150 139 92.7
' PRAE 2 2 100.0 60 52 86.7
SPF U ¥ XfAH 1 1 100.0 30 27 90.0
=X:18 9 10 111.1 360 328 91.1
Dk B3 1 1 100.0 30 28 93.3
el 1 0 0.0 30 0 0.0
2015 é%Ei%??ﬁ 2 1 50.0 60 28 46.7
8 A) il ELIRAE 2 2 100.0 30 56 186.7
SPF U ¥ XfiH 1 0 0.0 30 0 0.0
gk - AN T —v 3 v 2 0 0.0 30 0 0.0
&8t 9 4 44.4 210 112 53.3
5) BEHF - AORHIL G
A7 w7 bOBMGLIE, ¥ 5,932 THOEM LMt GE Shie, Z2F T 7

RTCTOEMPIERBEH L T\ 5B,

6) m—h)Lax NAH
A7 MIBWT, 20154FE9 ARETCICKHENZe—h a2 ML 3,303 5H

T, IXFEEERBYTHD (EF-3),

%—3 BAAO—AHILIR FEEEHE B 1,000 H)
R Gn] Ik | AR (%)
2013 17,920 17,490 97.6
2014/15 22,780 15,540 68.2
At 40,700 33,030 81.2




(2) R Al
1) By Z—r3—ORlE
B OFHE EF Y POLYVAC Friz., BIFTR &, SERGE, S, FERE, ®H0),
B HREL Fask - M ARV T = a VORHMELAZ v TR, KT VO U K
—R—=hELTRHREINTWVS, MR 77 F 852425 POLYVAC OKREIEK — 10 &
BOTHD,

Director
(Assoc. Prof. Dr. Nguyen Dang Hien) Total sumber of stafle: &8
Vice director
(. Nguyen Thuy Huong)

I C l

Production Manager QAUGMPValidation QC Manager
(M. Le Quoc Hung) Manager (Mr.Ngo Thu Huong) GMP Supporting Depts
M. Nguyen Thuy Huong)
| - Ms.Tran Thi Phuong
- Ms. Le Thu Nga
- Mrs. Nong Thi Thanh Van 3 2 l 3 I
- Ms. Le Thi Hoa Planming & Matcrial | | Financial Manager Persoand &
- Mr. Thai Hung Manager {(Mrs. Nguyen Thi Administration
1] 13 - Ma. Pham Thi Phuong Thao ((Mr. Nguyen Mank Khue! Thanh Mai) Masager (Mrs.
Bulk Production n - Ms. Hoang Thi Lan Nguyes Thi Hai
uction Manager Final Production Manager Medium preparation Engincering manager | Wi Tram Tromg Tiar Thanh)
(Mr.Nguyen Xuan Hoa) (M. Le Quoc Hung) Manager (M. Nguyen Dang Anh) - Mrs. Vi Thi Thay - Mrs. Dao Thi
—_— (Mr.Le Tuan Ank) — Duaag. Thuy [~ Nguyen Dat
- Mrs. Nguyen Thanh Van | |- Mr Nguyen Quoc Phong Thang
« Mrs. N. L. Ngoc Thanh - Mr. Nguyen Manh Dung - Ms. Cao Hai Ank
- Mrs. Nguyen Thi Thu - Mir. Nguyen Thai Hoc - Mr.Cao Mioh Due
- Mr. Nguyen Sy Ban - Mir. Nguyen Qubc Thign - Mr. Luu Van Chien
- Mr. Nguyen Dang Quynh - Mrs. Nguyen Phuong Lan - Mr. Cong Thang
- Mr. Nguyen Manh Hien - M. Pham Huu Manh - Mr. Nguyen Tuan Dung
- Mr. Dang Anh Tuan
- Mrs. Luong Thi Thu Huyen
M. Tran Thi Ho Ly ' - Me. Vu Van Dung
- Mr. Pham Van Khoi i yen Huy Trucag
- Mr. Vaa Van Huy
- Ms. Nguyen Thi Huyen 5 N 4
Micrabiologicaliest Group Physico-{hemicalGroup. QC test on animal Group
- Mrs. Ngo Thu Huong - Mirs. Nguyen Thi Mai Huong Mrs. Phigm Thi Thuoe
- Mrs.Pham - Mrs. Nguyen Thi Nguyt
- Mrs. Ngo Thi Thanh Hueng
- Mrs. Vi Thi Huong T
- Mr. Nguyen Dinh Khiem
" Mir, Cae Xuan Ngee Animal brecding
- Mirs. Le Huyen Trang . Mr. Le Van Dy
= Mr. Pham Huu Tien
- Mr. Nguyen Manh

—1 MR74FU8EIZ{HFS POLYVAC (A%IX

2) HEHF - BB
2014 & 2015 AT N AU S U 728, - BPOBFIREREIT 89 & 386 J7 2,000 KN
(4,808 17 1,000 ) TH2 (F—4),

K—4 NS LRS- MHAEE
F K EEL
2014 | 4,868,308,000 | 26,289,000
2015 | 4,035,554,000 | 21,792,000
&7 | 8,903,862,000 | 48,081,000

3) B—H LR NAH

20158 ARETIZ, XM F ALY 2794200 5 K (184,399 5 M) nva—An
A MELTHHENT (R—5), ZiUE, RIE TR - MOEFRZIZ )2 &%
Eate, (REENDOEFHIL, A7 u Yy FRBFFICIRE S0V 27 F Ko A
Y RMIEASWTE EENTE AT X —T 7 RTH D,



£—5 R+ FLflO—H)ILaR FEABEEE

. 448 (1,000 F) P 4. 4
Rl POLYVAC &3t (1,000 1)
2013 0 5,000,000 5,000,000 23,550
2014 6,200,000 9,500,000 15,700,000 80,541
2015 (-8 ) | 2,202,000 5,000,000 7,202,000 39,899
&t 8,402,000 19,500,000 | 27,902,000 | 143,990
4) ZOMmoOEAN

POLYVAC FHHNIC, HARANEMAZOHEEF VR INLTWVD,

3—2 mE1

K77 FORRE1IZ.TPOLYVACS MR U 7 F o83 b U CHEby il 26+ %)
ZEThD, VT UoREO X FEIEICET AIEENS . R 1 ORNTESIT LTV,

(1) {EEYOHER

R 1 ZERT D700, A7 a Y=y b TIEARHHESHMFIZ L DX kT A TOHI
FREAZBLU T, JAB U7 FUoRERE GEE) 1-1), MR U 7 F 8% (158 1-2), SHEE

(5B 1-3) BT 2 HMBERE 1T C& 72, 2RO OFENIITIFFE EB CESE LT
5. ZDHBLABY I T UFIRELEICOW TR, BE TR MEMEE (Process Validation :
PV) "Z# 2722 L TRT LIZ, MR U Z F U RIFNIZHOWTIEHR L B2 —FER S TPV O
EhgFTH Y, 20164 1 AHHICET FTETH D,

MR U 7 F OfliE = 2 MHEIC R T 2 G MIE & o (EE) 1-4) 1250 T, N T A
E N CHHEE FTRE 2 JEAM B O FIC, MR U 7 F U BIFIOEEE TIThN 2 SR 7 o A0
RFEEAE & W o B fLA D e T BT b,

(2) BB M

R 1 OEREZ R DIEE X, (1) POLYVAC BEE 23, MR U 7 F v Blik & OV & B
K TRIZOWTHa i L~V 25 I2f1F 5 (2R TH 200 TF), (2) MR U7 F &
DI OREMFE, JRM B, AT =2  HRESDEENCRHA - FEI D, D2OTH D,

1) POLYVAC 2% v 7 O~ (F5HE 1-1)
ARIWHEIZS I L7z POLYVAC A% v 7%, HffEE 2 UM FEIT XL - T4 B
DFMiEZ T 5% A7 s FOBEHZI LD &, BMEFOIFEALEREEL LD (L

"PVIE, U FURE TR FESMOBN B ICHEEEL TWAZ LE2 VAT F v 7 ICHRIET D INUF—v a2 @
B THD, RFr Y=/ MIBWT, AB U7 F Uik, MR 77 FUfFlE b, PVIZ3EERIND,
PUTO4BEETHS,
LoUL 1 AR EF 2T, EEMEREES L,
LAb 2 NOBEPRHIIIEENTE D, ETETOMERH 5,
L3 EEIXTIATTE D, S I00HMIEH 203D R v 7 Z#EHTE 51T ETIER,
LoL 4 FEEZEERMIZCTE D LFRIFIC, oA v 7 E2RETE 5,



UL 4 RIS, Flo, PRIVE 2 —REROA X a2 LD & THESINE
EENARRIHE THIZ R - HITATEH T2 2R TETNDHERP LI,

BRI, B 1 TR 200 TR E STV MR U7 F o8& TRIT, SR et okl
R 3RS TRER ST,

2) HEM. JRAEE, AT oN—>  JHEESLOFIA - FER (FEEE 1-2)

POLYVAC (3 H b TERL L 72 iR MEERAE IR (Standard Operating Procedures : SOP) (Z}&
DSEREM . FRE, AT =y R ZEUNCRIH - BELTWASZ R, FRELE
a—RAEMIC LV BlEI N, XM AENIC téxATA—/%ﬁﬁmwﬂiT B
IZOWTH, ZOHETHENEATND,

A%t . POLYVAC [T8UHI A 72 & OHEFFE IS, AT N— Y R ONEAE S OFZEIC

ONWTHEEHIT TN ZENEEND,

3—3 RR?2

AK7uV =7 bORE2I1 \WMXWWﬁﬂwwdwﬂkﬁnLOOMRU??/%ﬁ@ -
ETEX%] 2LThD, GMPIZIh o TS CELENRT D, T o OLEITH - TEEEZITV,
%@ﬁ%%ﬁﬁ?é&wot_k#*w%héoﬁﬁzi\mﬁl%kbfmibtpmywm
DEMNEZIEHTEDL LI RBES EMAES T HND,

(1) JEByOHEH
1) NYF—3 gL WHO-cGMP (271 - 7= 5B RFE DO IRFIAE S (FES) 2-1, 2-2)
POLYVAC I M F O ifif5E 28 U T, Mgk - B ox v ) 7L — g 7N
VT =g &iTH 2 ENTETWVD, £72, POLYVAC SERFERR X, WHO-cGMP (271
STHFY VT L= a RN TF—varoXELEREZEHRTE VD,

2) GMP B 3C#E & SOP OfERk & = DI H (IEE) 2-3, 2-4)
POLYVAC Ti%. 19 o> GMP B rE L 532 fED SOP Z{Ef L7-, 2613 T,

POLYVAC SHERFEE DO AR EHFT WD,

3) BB EARYEMEE (Performance Qualification : PQ) *& PV MM (35 #) 2-5)

Bz U 7 F o FERED PQ & PV ICHOWTIEL, SHIHENS DEBNIZH 72 DD
TLZ, MRUZFUHEAIOPV I3 EICOEYERIND, F1EPV (PV-1) 1L, WE
BHRBZ GO T2I5FE 12 HICE T TETH D, EDO%OHE 28 (PV-2) . 5 3 [E PV (PV-3)

WZOWTIE, 20164 1 AP RIORZE T 2D 37,

4) MR U 7 F o OEKERER (58 2-6)
RK7uavxzs NoRiy BV 7 F o8GR ENBIE e Y27 ) (2006-2010) &

DM E I RS DRSSO E A HIET D 2 L,
PRYF =g VOKEDO S B, PVORNICERS LD b O,



[k, POLYVAC IZHARANFEMZEOIEED T, MR V7 F 2 OEKRBRIZES 7 0 han
DIERZHED TV D, ZOERBRO 7 o R —¥ /1132014 4 12 Al sh Tl ., #
8 T REENED SN TN D,

T D%, HERFFEORMZTTITV, 2016 4 3 H OFKRERB 4 % POLYVAC 19
SLTWD, FHEEZToTVWDHHARAFEMEFIZEL D & KRR IOV CTITATS O
Tuavzr b T b EARAL—XTHEAL TN D,

(2) fEEEOE)W
R 2 OERE 2 SR, (1) WHO-cGMP (2 &9 % GMP BB EHENIER SN S,
(2) fEpi 7z GMP BHEFEH I > TRETE MThoh, mEEHE M TOR D, (3)
WHO-cGMP (25 & L72/8Y 57— 3 >3 POLYVAC I L » CEMMICE =5, (4) PQ
KNPV 3EtH B EiESh D, D4OThD,

1) GMP BEh#EEFHO/ERL (FREE 2-1)
Sk &0 POLYVAC IE 19 > GMP B 3L E & 532 ff D SOP % 1ER% L 72, POLY VAC
WX B e, BBERTEIZOWTIIERMIZIEER T LTS,

2) GMP B EHH ISR » 72 fE TR & MEE B O (% 2-2)
TR L B2 —faBMOBIEZR2@ 0T, V7 F o g TR S WEEFRRIT GMP B E
HICIH > TIThbN TWAZ & 2R LI,

3) NUF— g OEM (FEE2-3)
T2 F vV T L—2 a0 RN F—2 300, POLYVAC I2L > TiThilTWnb 2
EEBELT,

4) PQ. PV OEMEKI (F5IE 2-4)

D 7 F o R EIEICER D PQ & D% DR MEMAEER (Process Simulation Test :
PST) KNPV ICDWVTIL 2015 48 9 AIC5E T L7728, 2014 4E 11~12 HICHEMi L 7= PV 2
REGEIRoloZ L TRTRE LB LR, YWEHEG 10 7 A DB E o7,

MR U 7 F U BENZHSOW T, PQ & E5HiFIE B (Media Fill Test : MFT) S1Z#h £
2015498 H, 9 HIZSE T LTz, PVIZOWTITRD LD 2016 421 HHADOE T FET
b5, MZU 7 FUREMEPV OB H - T, BHEHEINS 2 WA OENLE ST,

722U, IR OES Z DB, Zo0ENIT e Y =27 N EEOEMRICKE R
H 2T,

3—4 Joozy FBEOERRR
A7y r7 b HEL, TWHO-cGMP [ZH#E#L L 7= MR U 7 5 7 POLYVAC |Z X » Cllig X

SRR TG S B ER G OEEMRAEOWERIEE . BRI S 2 HOTHREET S PV O FED 12,
8 LA PST &R T, WAID PV ICOWT MFT &MEEN D,



N5 Z&T, BRI e Yo7 METETIC, XM AEZHREKB (National Regulatory
Authority : NRA) "8 %1745 MR U 27 F Lo OIRFAREZESL Z L 2L LTV 5,
AKF7avxl NOBKAF Y 2—0MZXbdE, POLYVAC (2L D MR U 7 F > D RIEHAGR
ﬁ\77%V®%%ﬁﬁﬁﬂﬁbhé:&K&oTMéoLt#of\7mym7hﬁﬁ®%ﬁ
R LIX, ZOBKRBROELNLALENWD Z&I1TRD,
m%1&2®ﬁ%%%15k RK7av 2 MIMR U ZF ORI
TWbH EWNnZ 5,

AT CHEFEIZ

3—5 LtHMBEOERIKRE

AK7avxr7 FOEALBEEIEX, POLYVAC 3 8&E+ 25 MR U2 FUNENTHER IS Z &%
HWUT, XN T ARZBTL2MZLERZORBENPBDT L, VIFU2HERELIEFEH0HE
AN ISNLU LD ETHD, LEN>TINSIX, POLYVAC 78 NRA 75 MR U7 F 2 D

it x 2725 &
£#E F TIZ,

R—6 WD -

WCHI -T2, BWEZ DD,
WESERORE - BB BREREMZBY 7 F U HEERII. 608 ThH S,

BRPEEREMB I F UEEER (2010~2014 £F)

HH

23

2010

2011

2012

2013

2014

W% 2K
JRZ 5K

2,809
2,300

750
7,259

578
185

1,123
54

15,033
59

96

96

98

97

WZU 7 FopER (1EHE. %) 98
WZU 7 F R QEH. %) 98 93 83 86 94

HIAT : WHO vaccine-preventable diseases: monitoring system®

3—6 7OV rDOERERIOER
ZITIE, AT e Y NERE - ENICER
H BEEAAHRFEICOWTHERRD,

THIZATOLRYL, 7uv=7 F&EY

(1) 2014 D FRIZ KFAT ~ O BGH 72 %t
2014 AEYJFE D FRIZ KIRATIZER L, POLYVAC (TR S O EFEIZIS LT 560 11 K— X DWfE
T FroaBE e L, 2o I X0 TR EMICEER L L, POLYVAC & T o
FUMEE, BiFO HKZY 7 F oG EBRENBEE 72 =27 ~) (2006-2010) %38 U T
ik 4172 POLYVAC O AT ha"T 2 & &lnolz,

7 NRA IZ, WHO 2RI RS 5 6 DOBAEZEE O T/HH L T D, NRA ZAfAL T 2 Mk & 024 3 2 BRB I, PR
BEEGEHRR (1Y 8 - BROEFFER A & GMP 4. U 7 T A RIAE & B JEET (National Institute for Control of
Vaccines and Biologicals : NICVB, 14|V 7 7 LV AT R~DT 7k ALtay YU —2R) BEHER (BRRER) ., T
BEHR (RA S~ ~—r7 4 U 7 EMEN LD BREEDOEWERY—~<A1 7 R) Thb,

8 http://apps.who.int/immunization_monitoring/globalsummary/countries?countrycriteria%S5Bcountry%5D%5B%5D=VNM&commit=0K



(2) WHO, NRA % AXGRGE

20154 6 A, WHO IZX FFA®D NRA IZxt L, ENTHRE - FIHESNLZV 7 FroRse
VL NREARFET D 2 LN TEHOREBBE TH D & LTHIELE, K7 e P =7 b OFEMIG
R EREREEICL D L NRA X 2009 FEDOBET 6 DORERED 5 B B3 - IRFEFFR T,
2y R U—R, LIZ77 LU RATFRADTIVEAD 3 DIZONTEBE LT o210 L
2L, 2015 4F 4 HIZFER S AR O F5 K. NRA (X WHO OFHlEHES ~TA2 7 U7
L., EREEICETOREHBETH D L S,

POLYVAC (X, NRA O/ Ty N U —RE LT 7 LY ATRADT 7B AZMYE T 5
NICVBIZXf L, ¥ V7L —va N5 —ra Ol CRAM EE2 3 LT,

(3) POLYVAC T [5S+1M] FEfi
POLYVAC TlI, BGREOWELAH L C, WEINHIV 7 T U OMESRELZ XS 5SI5H)
(P, BEMH, EfR. WEER. Lo) 2, fido7uey=7 DL EL TS, X IERHE
Wi, 5SS ICHERFE PR (Maintenance) @ M Z /M x 7= [5S+1M] T&® 5, POLYVAC DA X
ZIET T2 O 5S+HIM, GMP @ 3 JFAIMN, @ - EmRg - Hk 139 - hAa - £9) 2Lz
— REFIZEIT LTS, (K—2)

fERJEDO-HOES + 1M
<3S + 1M cai thién phong cich lam viéc>

WA - Sairers
'(g& _ s;g. o *‘Shen&vl»

) - 3 L
VR DEHCRIE i MADISENR 2
Sang loc, laai b thef khdng. Siin 36, duy tri 35 trém Si
canthist ng koc, Sip xip, Sach %

Y

SRl @ 4 - Shvis - T -Maimenance
| b <Sin sing> Bio quin>

+ - Shos : e Ficien mEeREIR

i BiRoIL

*BHi - Seion

<S5 >
e ares U <Sachs i Sinsing va i fuinthi S@oCE
RTHCE -7 [{ ShiLGieicFdce theo cic quy dinh Ludn gi¥ ginmiy méx,
Sip 3p, bé tri ngin mip vae Giir Sach 3 nuiy moc, thist by thift bj értrang thii bin
nod quy dink mbi tredag lamv ik
o) T
JicA RENRAKU
KU2rOLACORBEL T, GUFRUSHDA—~AENTT ESERET, e Lién lac H
Tél, véi tu cich I mit shin viin POLYVAC, vin cam kit tuim thil cic quy dinh cia GAP HOUKOKU SOUDAN
Tacai Bio cio Trao dbi

EEE S 2/ Ho va tin-Chit I
GMP3GM 3 nguven tac GMP

1. ABWiESYEBIRETD
Giim thi#u t8i & ci nhim lindo con ngwis.

2. BEOES. SEELENC
Phingg tranh stré ns m vao sin phim, thay 46 chit brong sinphim.
. BLSRERSHRAEHE 0

Tao lip mit bé thong dim bio sinphim chit krong cao.

@

K—2 TI58+1M, GMP3JRAI, 5 A -Z5] h—F

(4) POLYVAC ©O U —F% 7 7 )—=7 L w4l
POLYVAC Titpi&ro7my=7 FED (1) ¥ V7L —varenNYFr—rar (2)

O FAME, LA FEZ M, http://www.wpro.who.int/vietnam/mediacentre/releases/2015/nra_vietnam_certification/en/
0JICA (2013) [XbMF2E BV FUoRMBEBRENBEYn Y2y 72— 2 FFMEHERERAREE], 7~9

-y
WA ARNRE TS 2 b WROBER - SEEREH L, BOREEREOHMAE S B2 L, 03Kl



W= g, (3) REGYAEE (Bid - BIR) . (4) BEE=%V 7 (5 #HE. (6)
VA=A b, (7) CEEH, (8) HKRRER, © 8 SO IR I kST 5
ZLEEHBMELT, U—F S N—T ML TV D,

DX T T N—TRN, BiFOTa el NeARTe s FOAM., bbb [
2y FOZEEWIM] (201044 A ~20134F 4 H) IZBWTHRE I T\ Z & I3RE
W3 %, POLYVAC A X v 73T _XC, ZOU—F2 7 70— N7 7o —
FCMERRZXLE T, AR THDHEEZTND,



H4A4E STHHEFHMERKR

4—1 mufr
AR FAOBEDOHANE, S b F ARSI B B =— X, HARORS T SO
MHBT, AT RV = N OTSHETHH I,

(1) XL FLOEEKE DAL
[ Arh R S DAEFHE (2011-2015) ) O HEED 1 DIk, 72 & 2, BYYED Y R
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MINUTES OF MEETING
ON

THE MID-TERM REVIEW

OF THE JAPANESE TECHNICAL COOPERATION
FOR
THE PROJECT FORSTRENGTHENING CAPACITY FOR
MEASLES-RUBELLA COMBINED VACCINE PRODUCTION
IN THE SOCIALIST REPUBLIC OF VIET NAM

The Mid-term Review Mission {hereinafter referred to as “the MTR Mission”)
organized by the Japan International Cooperation Agency (hereinafter referred to as “JICA”)
visited the Socialist Republic of Viet Nam (hereinafter referred to as “Viet Nam”) from
November 16 to 27, 2015 to conduct the Joint Mid-term Review for the Project for
Strengthening Capacity for Measles-Rubella Combined Vaccine Production (hereafter referred
to as “the Project”).

The MTR Mission had a series of meetings and interviews with relevant organizations
concerning the first half of the Project activities to examine the achievement level of the
outputs and purpose of the Project. The MTR Mission also discussed with the Center for
Research and Production of Vaccines and Biologicals (hereinafter referred to as “POLYVAC”)
concerning the changes to be made to the design and operations of the second half of the
Project.

As a result of the discussions, both the MTR Mission and the Viethamese side
{hereinafter referred to as “the both sides”) reached common understanding and agreed upon
the matters referred to in the documents attached hereto.

Hanoi, 27 November, 2015

Tt I

Mr. Tomoyﬁoshida Asso. Prof, Dr. Nguyen Dang Hien
Team Leader, Director,
Mid-term Review Mission, Center for Research and
Production of Vaccines and Biologicals
Japan International Cooperation Agency Ministry of Health
Japan Socialist Republic of Viet Nam

Witness

Dr. Tran 'l:l;l Giang Huong

Director General,
International Cooperation Department
Ministry of Health

Socialist Republic of Viet Nam
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ATTACHED DOCUMENT

Discussion Points
1-1 Revision of Project Desigh Matrix (PDM)

In order to better reflect the actual engagement of the Project, the following minor
changes of indicators and important assumptions were made to the PDM during the MTR.

Revised PDM was agreed by the both sides as PDM Ver.3 {Annex-1) as attached.

Original PDM ver. 2 PDM ver. 3 [after MTR}
4 2. Coverage rate of children immunized with | 2. Coverage rate of children immunized MR
= E o o ] vaccine in Viet Nam is at or above 95% with
% 5] MR vaccine in Viet Nam is at or above 95%. use of MR vaccine produced by POLYVAC.
23
=}
i3
S
-EPi activities are continued as national | -EPl activities are continued as national
priority program in health sector. priority program in health sector.
e -Policy on utilization of vaccines produced in | -Policy on utilization of vaccines produced in
;g. = Viet Nam is not changed. Viet Nam is not changed.
£ O | -MR vaccine supply and EPI are conducted | -MR vaccine supply and EPI are conducted
2 2 uneventfully. uneventfully.
< 5 -MOH will achieve and maintain the
s 8 percentage of coverage of MR vaccine at
£ 5 least 95% with use of MR vaccine produced
g el by POLYVAC.
= -MOH willapprove the application of
marketing license of MR vaccine produced
by POLYVACon “fast-track” process.
Indicator 1-1
- Staff of POLYVAC has acquired sufficient | Staff of POLYVAC has acquired sufficient
55 technical level {i.e. level 4 *) for each | technical level {i.e. level 4 *) for each
E -3 process of MR vaccine production and | process of MR vaccine production and
2 9 quality control. (There are 200 processes | quality control. (There are 325 processes
-] approximately in total.) {(*level 4: be able to | approximately in total.) (*level 4: be able to
work properly by himself/herself and can | work properly by himself/herself and can
train other staff} train other staff)

2. Summary of the review
2-1 Conclusions

(1) The Project is still relevant, since it is in line with development policies of the
government of Viet Nam, fapanese ODA policiesand needs of counterparts {C/Ps)
and the target areas.

(2) The Project has progressed smoothly and achieved sufficient level of outputs as
planned. Completion of PV of the rubella bulk production was delayed, but that did
not show the serious damage to the overall progress of the Project.

(3) It is too early to mention the prospects to achieve the Overall Goal of the Project,
but several positive impacts have already been realized. Quick response to measles
outbreak in 2014 is one.of the positive impacts of the Project.

(4) Technical capabilities of POLYVAC to produce MR vaccine can be sustained with
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some reservation. Especially financial aspect and human resource aspect is of

concern.

2-2 Recommendation

The Joint Review Team made the following recommendations based on the result of

MTR.
To the Project (POLYVAC and Japanese Experts)

(1)
)
°

(2)
°

To complete long-term stability test and clinical trial of MR vaccine as scheduled

To apply the marketing license promptly to MOH after completion of the clinical trial
To continue making efforts to seek the best way of maintenance of sophisticated
facilities and equipment such as those for freeze-drying vaccine

To continue making current efforts to brush up and upgrade the knowledge learned
from the Project

To continue seeking measures for cost reduction of MR vaccine to ensure the
profitability

To continue making efforts to retain the staff members within POLYVAC

To MOH

To approve the application of marketing license of MR vaccine submitted by
POLYVAC on“fast-track” process

To invest in construction of conventional animal laboratory and technical transfer on
breeding SPF rabbits in POLYVAC as originally planned

To valorize the appropriate purchasing price of MR vaccine produced by POLYVACto
cover the cost of production

To achieve and maintain the percentage of coverage of MR vaccine at least 95%with
use of MR vaccine produced by POLYVAC after the completion of the Project

Not to change the policy to priorities vaccines produced in Viet Nam

Attached Document

Annex-1: PDM Ver.3
Annex-2: The Joint Mid-term Review Report
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PDM (Project Design Matrix) (Version 3)

Project title: The Project for Strengthening Capacity for Measles-Rubella Combined Vaccine Production
Implementing Agency: Center for Research and Production of Vaccines and Biologicals (POLYVAC)
Project Duration: From the day of first dispatch of JICA Experts to March31, 2018

Target group: The staff of POLYVAC and People in the Socialist Republic of Viet Nam
Direct Beneficiaries: Children to receive MR vaccine immunization (annuzally around 1.5 million)

Target Area: The Socialist Republic of Viet Nam

Date: November 27, 2015

Narrative Summary

Objectively Verifiable Indicators

Means of Verification

Important Assumptions

Overall Goal

Spread of measles and rubella in Viet Nam is

decreased.

1. Number of case of children infected with measles and rubella in Viet
Nam is decreased compared with the average between 2009 and 2012,
{Measles: 2, 107 cases, Rubella: 3,710 cases)l

2. Coverage rate of children immunized MR vaccine in Viet Nam is at
or above 95% with use of MR vaccine produced by POLYVAC.

1. Statistical data of the Ministry of
Health )

2. Statistical data of the Ministry of
Health

* Public health activities in Viet Nam is
strengthened.

Project Purpose

Measles-Rubella combined vaccine (MR vaccing)
conforming to international standard (WHQ-cGMP)

is produced by POLYVAC.

Marketing license of MR vaccine is issued by Viet Nam NRA.

Document on clearance issued by
Viet Nam NRA

- EPI activities are continued as
national priority program in health
sector.

* Policy on utilization of vaccines
produced in Viet Nam is not changed.

- MR vaccine supply and EPI are
conducted uneventfully.

-MOH will achieve and maintain the
percentage of coverage of MR vaccine
at least 95% with use of MR vaccine
produced by POLYVAC.

~-MOH will approve the application of
marketing license of MR vaceine
produced by POLYVAC on
“fast-track” process.

Outputs

1. POLYVAC has proper technical capabilities as a

manufacturer of MR vaccine.

1-1 Staff of POLY VAC has acquired sufficient technical level (i.e. level
4 *) for each process of MR vaccine production and quality control.
(There are 325 processes approximately in total.) (*level 4: be able to
work properly by himself/herself and can train other staff)
1-2Equipment, apparatus, raw materials, spare parts and consumables
for production of MR vaccine are properly utilized and maintained.

[-1Evaluation records on technical
level of staff of POLYVAC

1-2 Appropriateness of inventory
control and maintenance.

2. POLYVAC can produce MR vaccine properly

complying with WHO-cGMP.

2-1 GMP documents complying with WHO-cGMP are prepared.

2-2 Production process and QC tests are executed complying with
prepared GMP documents.

2-3Validations complying with WHO-cGMP are conducted periodically
by POLYVAC.

2-4Performance Qualification (PQ) and Process Validation (PV) are
executed as scheduled.

2-1 GMP documents

2-2 Records of production and QC
tests

2-3 Records of validation activities
2-4Records of activities on PQ and
PV

* GMP inspection is carried out at
POLYVAC by Viet Nam NRA.

1 2009-2011: Vaccine Preventable Discases Monitoring (WHO), 2012: Measles-Rubella Bulletin (WHO/WPRO)

%




Activities

Inputs

1. POLYVAC has proper technical capabilities
as a manufacturer of MR vaccine.

1-1 Conduct technical transfer on production
of rubella vaccine bulk through the processing
of producing vaccine bulk from the seed virus.
1-2 Conduct technical transfer on final bulk
composition, filling, freeze-dry through the
process of preducing MR vaccine.

1-3 Conduct technical transfer on quality
control of the products.

1-4 Collect and examine information for
lowering unit production cost of MR vaccine,

2, POLYVAC can produce MR vaccine
properly complying with WHO-cGMP.

2-1Establish validation system for the
production and quality control, and strengthen
the validation skill of the staff.

2-2 Establish and implement quality assurance
functions complying with WHO-cGMP
standard.

2-3 Prepare and implement necessary SOPs for
the process of production, storage, carrying
infout of the products, etc.

2-4 Conduct technical transfer on preparation
of documents that need to meet WHO-cGMP
standard and to be approved by NRA.

2-5 Conduct PQ/PV for vaccine production
from seed virus.

2-6 Provide necessary advices on clinical trial
on MR vaccine under management of
Vietnamese side.

<Japan>

1. JICA Experts

(1) Chief Advisor/ Vaccine Production
(2) Bulk Production

(3) Histopathological Examination

(4) Final Production

{5) Quality Control

(6) Management of Experimental Animals
(7} Quality Assurance

(8) GMP

(9) Validation

(10) Facility Management

(including Third Country Experts)
Other necessary fields.

2. Fall-time project staff
(1)Secretary
(2)Interpreter

3. Training in Japan
(1)Production management
(2)Quality management

4. Modification of facilities

Modification of the facilities in the filling room on 1F and the
disinfection room/changing rcom(IN) on 2F of the production building

5. Provision of equipment and materials
(1) Equipment for validation

(2) Equipment for technical activities on vaccine production and

quality assurance

(3)Other equipment mutually agreed upon as necessary

6. Local cost
(1)Training textbooks and materials
(2)Running expenses of the project office

<Viet Nam>

I.  Counterparts
POLYVAC Staffs

(1) Director

(2) Deputy Director

(3) QA Manager

(4) Production Manager
(5) QC Manager

(6) Pathologists
(7)Production Unit Staff
(8)Quality Management Unit staff
(9)Engineering Staff

2. Equipment and materials
(1)Stationary

(2)Consumables for Vaccine
Production and Quality Control
(3) Working seed

(4) Biological materials

3. Local cost
Maintenance for equipment

4. Others
Project
Experts

office for Japanese

= Most of trained staff
keeps working at
POLYVAC.

Pre-condition
Personnel distribution
from C/P (Counterpart)

Note: GMP: Good Manufacturing Practice, NRA: National Regulatory Authority, SOPs: Standard Operating Procedures, PQ: Performance Qualification, PV: Process Validation
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CHAPTER1 OUTLINE OF MID-TERM REVIEW

1-1 Objectivesof the Mid-term Review

The objectives of the Mid-term Review are as follows:

® To review all the inputs, activities, outputs, and achievement of the plan based on
the Project Design Matrix (PDM) and the project overall schedule ;

® To evaluate the achievement of the Project in light of five criteria, i.e. relevance,
effectiveness, efficiency, impact and sustainability; and

® To prepare a Mid-term Review Report that will be attached to the Minutes of
Meeting expected to be signed by Viethamese and Japanese sides.

1-2 Members of the Mid-term Review Team

Name = | - Responsibility - | ~ ~  Affiliation -
Mr. Tomoya Yoshida | Team Leader Director, Health Team 3
Human Development Dept. JICA HQs
Ms. Haruka Nomura | Cooperation Planning | Assistant Director, Health Team 3
Human Development Dept. JICA HQs
Mr. Naoki Take Evaluation Analysis Consultant, KMC Inc.

1-3 Schedule of the Mid-term Review

The Mid-term Review was carried out from 16 to 27 November 2015 (Appendix-01).

1-4 Persons Interviewed during the Mid-term Review

Persons interviewed during the Mid-term Review are listed in Appendix-02.

o b
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CHAPTER 2 OUTLINE OF THE PROJECT

2-1 Background of the Project

2-2

Since 1981, the Government of Viet Nam has participated in the Expanded
Programme on Immunisation (EPI) and continuously implemented national programmes
for the inoculation of children against primarily the six major infectious diseases
(measles, polio, diphtheria, pertussis, tetanus, and tuberculosis) as an effective means of
lowering both infant and under-five mortality rates as well as of limiting the spread of
infectious diseases. The EPI, which was initiated in 1974 by the World Health
Organization {WHO), is considered one of the most effective means available for
lowering martality rates of children.

The Government of Viet Nam has not only placed a strong emphasis on maintaining
high rates of immunization but has also implemented initiatives for the domestic
production of the vaccines used for EPI, thereby to ensure a stable supply of the
vaccines necessary for immunisation. As a part of these activities and in accordance with
WHO recommendations, a second dose of immunisation against measles was started in
2006. In addition, the successful completion of the Project for Strengthening Capacity
for Measles Vaccine Production undertaken during the period from March 2006 to
March 2010 resulted in the start during 2009 of domestic production of measles vaccine
in Viet Nam at the Centre for Research and Production of Vaccines and Biologicals
(POLYVAC). At present, POLYVAC continues to production measles vaccine for use in EPI
programmes in Viet Nam.

More recently, however, an increased incidence of rubella cases has been observed.
This not only poses a threat to the health of children, but also has led to increased
awareness of the previously underappreciated risk of congenital rubella syndrome in
infants born to women who contract rubella during pregnancy and has increased
understanding of the importance of implementing rubella immunisation programmes.
This situation together with advice from WHO has led the Government of Viet Nam to
initiate an inoculation campaign for measles-rubella (MR) vaccine through use of
imported MR vaccines since 2014. For the routine vaccination, the Ministry of Health
(MOH} decided to replace with a MR vaccine for the second inoculation. Therefore,
acquiring the capability for domestic production of MR vaccine is now a matter of
urgency for the Government of Viet Nam.

Summary of the Project

The Project is summarised in the Project Design Matrix (PDM) dated on 22 November
2013 (Appendix-03). Also as for the overall schedule of the Project, see Appendix-04.
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CHAPTER 3 METHODOLOGY OF MID-TERM REVIEW

3-1 Review of Progress of the Project

The inputs and progress of project activities were reviewed.

(1) Review of Inputs
The PDM specifies the inputs necessary to implement the Project from both the
Japanese and Vietnamese sides. This item was reviewed to ascertain whether or not
inputs were allocated as planned.

(2)  Review of Progress of Project Activities
Progress of activities to achieve the Outputs of the Project was assessed based upon
the information collected from the Japanese experts and Viethamese counterparts.
Prospects of achieving the Outputs, Project Purpose and Overall Goal were also
scrutinised with use of indi¢ators to measure these current levels of achievement.

3-2 Review by Five Criteria

The Project was evzluated from the view of Five Criteria: relevance, effectiveness,
efficiency, impact and sustainability.

(1} Relevance

Relevance of the project is the degree to which the Project Purpose remains pertinent,
significant and worthwhile in relation to the priority needs and concerns in the
Vietnamese health sector, the consistency of the Project with the Vietnamese
development plan and alignment with Japan’s assistance policy and JICA’s country
programmae.

The following scale was used for evaluation of relevance: highly relevant, relevant,
moderately relevant, relevant to some extent and not so relevant.

(2) Effectiveness
Effectiveness of the project is the prospects of achieving the Outputs and Project
Purpose based on the progress of activities.
The effectiveness was assessed by the following scale: highly effective, effective,
moderately effective, effective to some extent and not so effective.

(3) Efficiency
Efficiency of the project is to evaluate how efficiently the Inputs of the project
produce the Outputs through the Activities. Quantity, quality and timing of the Inputs
are also taken into consideration.
The efficiency was measured by the scale of highly efficient, efficient, moderately

3 /g-\*( /{/k,
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(4)

()

efficient, efficient to some extent and not so efficient.

Impact

Impact of the project is likelihood of achieving the Overall Goal based on the progress
of activities and external circumstances around the project. Unintended impacts, both
positive and negative, are also observed.

The impact was evaluated by the following scale: more positive impact expected,
both positive and negative impact expected equally, no impact expected and more
negative impact expected.

Sustainability

Sustainability is the possibility that the fruits of the project will be prolonged after the
completion. It is assessed from the aspects of policy, organisation,; techniques and
finance.

The scale of expected without reservation, expected with some reservation and not
expected was used for evaluation of the sustainability.

Data Collection

The information necessary for the Mid-term Review was collected through sharing
relevant documents possessed by the Japanese experts, searching relevant websites and
interviews with Vietnamese stakeholders.
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CHAPTERA RESULTS OF MID-TERM REVIEW

4-1 Inputs

(1) Iapanese Side
1) Allocation of Japanese Experts
From May 2013 to September 2015, 29 short-term experts have been allocated for
the categories of project management, quality assurance (QA)/Good Manufacturing
Practice {GMP)/validation, bulk production, final production, gquality control {QC) and
facilities and equipment validation (Appendix-05).
In terms of man-days for the Project both in Viet Nam and Japan and number of trips
to Viet Nam, fapanese experts have been allocated mostly as planned (Table-01).

Table-01: Allocation of Japanese Experts by Japanese Fiscal Year (JFY) and Category

TRy Categories Man-days in Viet Nam Man-days in Japar} i B Trips to'Viet Nam - ;

: Plan [A)  Actuat{B) . % {BJA) Plan A} - Actual{B) - %(B/A) Plan{A}  Actual (B} %{8/A) |

Project Management 414 403 97.3% 174 176 10L.1% 23 24 104.3%

OA'/GMP/ Validation 163 163 100.0% 158 158 100.0% 13 13 100.0%

Bulk Production s 35 39 111.4% 9 & 66.7% 3 2 66.7%

2013 Final Production 14 14 100.0%% 3 3 100.0% 1 1 100.0%

' Quality Control ’ 119 128 107.6% 33 33 100.0% 11 11 100.0%
Facilities/Equipment 133 133 100.0% 23 21 91.3% 11 10 90.8%

TOTAL - : 878 880 100.2% 400 397 9%.3% 62 6l 98.4%

‘|Project Management 362 315 87.056 118 118 100.0% 21 21 100.0%
QA/_GMP]Va'l idation 114 99 86.8% 82 79 96.3% 10 9 - 90.0%

: Bulk Production 56 72 128.6% 12 15 125.0% 4 5 125.0%

2014 Final Production 35 35 100.0% 9 E} 100.0% 3 3 100.0%

. |Quallty Cantrol . 154 130 84.4% 51 39 76.5% 17 13 76.5%

! Facllities/Equipment 91 75 82.4% 21 17 81.0% 10 8 80.0%
; TOTAL - 812 726 89.4% 293 277 94.5% &5 59 90.8%
‘ Project Managerment 320 183 57.2% 107 62 57.9% 18 9 50.0%
: OA/GMP/Validation . 160 39 30.0% 40 21 52.5% 10 3 30.004
i Bulk Production. - 14 0 0.0% 2 0 0.0% 1 0 0.0%
12015 (-5ep) |Final Production 42 7 16.7% g 2 25.0% 4 1 25.0%
¢ Quality Control . 84 70 83.3% 18 13 72.2% 9 6 66.7%
Eacilities/Equipment 21 64 304.8% 3 11 366.7% 1 5 S00.0%

TOTAL - : 581 363 62.5% 178 108 61.2% 43 24 55.8%

2) Allocation of Full-time Project Staff
Four interpreters and one administrator have been hired by the Japanese side.

3) Madification of Facilities
The Project supported renovation and modification of facilities in POLYVAC in 2013
and 2014 to deal with the bulk production of rubella vaccine and to comply with the
latest WHO-cGMP (Appendix-06).

4) Training in Japan
By the end of August 2015, 24 staff members working in POLYVAC have been trained
in Japan in the categories of bulk production, final production, medium preparation,
quality control, quality assurance and Specific Pathogen Free (SPF) rabbit
breeding{Appendix-07}.In addition, four staff members of final production, SPF rabbit

:6 < y
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breeding and validation/calibration are trained in October and November 2015.

In terms of number of trainees and days of training, the training has been done
mostly as planned (Table-02). It is noted that no participants left POLYVAC after the
training in Japan.

Table-02: Training in Japan by Category

' . L Number of Trainees - ‘Number-of Training Days
- JFY - Categories - - e e
. R Plan (A} -Actual (B) % (B/A) Plan{A) . Actual {B) - - %{B/A}

{Bulk Production” 2 2 100.0% 120 120 100.0%
{Final Production 2 2 100.0% 60 56 93.3%
|Medium Preparation 1 1 100.0% 30 28 93.3%
2013 |Quality Control - 6 6  100.0% 360 340 94.4%
- Quality Assurance 2 2 100.0% 60 56 93.3%
SPF Rabbit Breeding 2 2 100.0% 60 54 90.0%
TOTAL 15 15 100.0% ' 690 654 94.8%
Bulk Production 1 2 200.0% 60 56 93.3%
Final Production 1 1 100.0% 30 27 90.0%
Medium Preparation 1 1 100.0% 30 27 90.0%
2014 - |Quality Control 3 3 100.0% 150 139 92.7%
- |Quality Assurance 2 2 100.0% 60 52 86.7%
SPF Rabbit Breeding 1 1 100.0% 30 27 90.0%
TOTAL. 9 10 111.1% 360 328 91.1%
Bulk Production 1 1 100.0% 30 28 93.3%
Fina! Production 1 0 0.0% 30 0 0.0%
: Quality Control 2 1 50.0% 60 28 45.7%
| 2015 {-Aug) |Quality Assurance 2 2 100.0% 30 56 185.7%
' ‘ SPF Rabbit Breeding 1 0 0.0% 30 0 0.0%
_ |validation/Calibration 2 0 0.0% 30 0 0.0%
TOTAL ' 9 4 44.4% 210 112 53.3%

5) Provision of Equipment and Materials ‘
Since the commencement of the Project, 59,320,000 Japanese Yen (JPY} has been

spent for provision of equipment for vaccine production, quality control, pathology,
calibration and validation (Appendix-08}. All of them work properly.

6) Local Cost
In total, 33,030,000 IPY has been used for project implementation by the end of
September 2015 mostly as planned (Table-03, Appendix-09).

Table-03: Summary of Local Cost by Japanese Side {(Thousand JPY)

S JEY .| Plan{A) o Actual {B) .. % (B/A).
2013 17,920 17,490 97.6%
¢ 2014/15 22,780 15,540 68.2%
" TOTAL 40,700 33,030 81.2%

(2) Vietnamese Side

1) Assignment of Counterparts

As initially planned, Director, Deputy Director, managers and staff members of QA, QC,
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2)

3)

4)

4-2
4-2-1

4-2-2

bulk production, final production, medium preparation and engineering have been
assigned from POLYVAC {(Appendix-10).

Equipment and Materials

The Vietnamese side spent 8,903,862,000 Viethamese Dong (VND: equivalent of
48,081,000 JPY) for provision of equipment and materials for the Project in 2014 and
2015 (Table-04, Appendix-11).

Table-04: Summary of Expense for Equipment and Materials by Vietnamese Side
“Year: |- VND - - CCIPY
2014 4,868,308,000 26,289,000
2015 4,035,554,000 21,792,000
. TOTAL | 8,903,862,000 48,081,000

Local Cost
By the end of August 2015, the Vietnamese side has allocated 27,902,000,000 VND
(143,990,000 JPY) for the Project including maintenance of the equipment (Table-05,
Appendix-12).
Table-05: Summary of Local Cost by Vietnamese Side

Budget forthe Project (Thousand VND)
Year = JPY{, 000)
oo MOH POLYVAC TOTAL -
2013 0 5,000,000 5,000,000 23,550
S 2014 6,200,000 5,500,000 15,700,000 80,541
2015 (~Aug) 2,202,000 5,000,000 7,202,000 39,899
. TOTAL 8,402,000 19,500,000 27,902,000 143,990

Other Inputs
POLYVAC has provided office space for the Japanese expert team in its premises.

Output 1

Outline of Output 1
Output 1 of the Project is to upgrade the technical capabilities of POLYVAC to produce
MR vaccine. Cost reduction of MR vaccine is also examined in the Output.

Progress of Activities

The Project has provided opportunities to transfer technology of bulk production of
rubella vaccine, final production of MR vaccine and quality control of the products
through the training in Japan and the technical advices of the experts in Viet Nam. As
illustrated in Appendices-05 and 07, these activities have been implemented mostly as
scheduled. The technical transfer of bulk production of rubella vaccine was completed
since the process validation (PV) was completed, while PV for the final production is

< y


digital2
長方形

digital2
長方形

digital2
長方形

digital2
長方形

digital2
長方形

digital2
長方形

digital2
長方形


PROJECT FOR STRENGTHENING CAPACITY FOR MR VACCINE PRODUCTION
MID-TERM REVIEW REPORT

4-2-3

(1)

(2)

4-3

4-3-1

4-2-2
(1)

on-geing and will be completed by Mid-January 2016.

As for the examination of the cost reduction of MR vaccine, the Project has tried to
take consideration of materials procured locally and reduction of time for the process of
freeze-drying of MR vaccine.

Current Status of Indicators

The two indicators are used to assess the level of achievement of Qutput 1: (1) Staff
of POLYVAC has acquired sufficient technical level (i.e. Level 4) for each process of MR
vaccine production and quality control; and {2) Equipment, apparatus, raw materials,
spare parts and consumables for production of MR vaccine are properly utilised and
maintained.

Technical Level of POLYVAC

Appendix-13“Summary of Education and Training Activities” shows that most of
participants in the training in Japan got “Level 4%, i.e. capable of performing assigned
works and providing training other staff members. According to them interviewed
during the Mid-term Review, all can utilise their knowledge and techniques learned after
the training.

After re-examination of the production process of MR vaccine by the Project, the total
number of process was increased from 200 to 325.

Status of Utilisation and Maintenance of Equipment, etc.

POLYVAC has properly utilised and maintained equipment, apparatus, spare parts and
consumables in accordance with the standard operating procedures (SOPs) refined by
the Project. Availability of spare parts and consumables has been also improved for the
last few years.

It will bebetter if POLYVACcontinuesto elaborate the mechanism of maintenance of
the equipment of the final preduction e.g. and procurement of spare parts and
consumables further.

Output 2

Outline of Output 2

Output 2 of the Project is to develop the necessary documents complying with GMP,
actually operate the mechanism based on the documents and record the results of
operation. This mechanism is the environment that enables POLYVAC to utilise the
capabilities upgraded by the Project.

Progress of Activities
Establishment of Validation System and Quality Assurance in Line with WHO-cGIVIP

As described in Appendix-14, POLYVAC can operate the mechanism of calibration and
validation of the facilities and equipment through the technical support of experts of the
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Project. Its QA Department can also manage documents of calibration and validation
complying with WHO-cGMP.

(2)  Preparation and Implementation of GMP Documents and SOPs
As listed in Appendix-15, POLYVAC completed development of 19 GMP documents
and 532 SOPs. According to the interview with QA Department, all of them were
approved.

(3) Implementation of Performance Quaiification (PQ) and PV
All process of PQ and PV was completed for the bulk production of Rubella vaccine in
spite of the delay of schedule. As for the final production of MR vaccine, PV is conducted
three times. PV-1 including QC tests will be completed in December 2015. PV-2,
PV-3and their QC tests will be completed by Mid-January 2016.

(4) Clinical Trial of MR Vaccine

As done in the previous project on measles vaccine production in 2006-2010,
POLYVAC is elaborating the protocol of clinical trial of MR vaccine with technical support
from Japanese experts. The proposal of the trial was submitted in December 2014 and
being preliminarily scrutinised by MOH.

Following the submission of all documents required to the Ministry, the clinical trial
will be commenced in March 2016. According to the expert, POLYVAC is preparing the
trial more smoothly than the previous project.

4-2-3 Current Status of Indicators
The four indicators are used to assess the level of achievement of Output 2: (1) GMP
documents complying with WHO-cGMP are prepared; (2) Production process and QC
tests are executed complying with prepared GMP documents; (3) Validations complying
with WHO-cGMP are conducted periodically by POLYVAC; and (4) PQ and PV are
executed as scheduled.

(1)  Preparation of GMP Documents
As already described, 19 GMP documents and 532 SOPs were developed and
approved by POLYVAC.

(2)  Execution of Production Process and QC Tests
The Mid-term Review Team confirmed the execution of production process and QC
tests based on the observation of facilities and documents.

(3} Implementation of Validation
Calibration and validation are being carried out regularly by POLYVAC, as indicated in

Appendix-14.
9 _
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(4)

4-4

Performance of PQ and PV

PQ, Process Simulation Test (PST) and PV of the bulk of rubella vaccine were
completed in September 2015, 10-month delay from the initial schedule due to the
re-examination of whole process of the bulk production following failure of PV in
November-December 2014.

As for the final production, PQ and Media Fill Test {MFT) were completed in August
and September 2015 respectively, and PV will be done by Mid-January 2016. It was
two-month delay due to the delay of the bulk production of rubella vaccine.

Project Purpose

The Project Purpose is that measles-rubella combined wvaccine conforming to
international standard is produced by POLYVAC, and its indicator is marketing license of
MR vaccine is issued by Viet Nam National Regulatory Authority (NRA).

According to the overall schedule of the Project illustrated in Appendix-04, POLYVAC
will apply the license following the long-term stability test and the clinical trial of MR
vaccine. Prospects 1o achieve the Project Purpose depend on the progress of these
activities.

It can be said for the moment that the Project is moving forward to getting the license
steadily based on the current status of Output 1 and 2.

Overall Goal

The Overall Goai of the Project is to decrease the case of measles and rubella in Viet
Nam and to reach the percentage of children immunised with MR vaccine at 95% or
more as a result of utilisation of the vaccine produced by POLYVAC.Therefore, it can be
measured after it gets the marketing license issued by Viet Nam NRA,

The number of reported cases of measles and rubella and the coverage of measles
containing vaccine (MCV; MCV1 is first dose and MCV2 is second dose) for the last five
years are summarised in Table-06.

Table-06: Reported Cases of Measles and Rubella and Coverage of MCV

CYear| 2010 . 2011 2012 2013 2014 |
Item . - : S oL e
‘Cases of measles 2,809 750 578 1,123 15,033
Casesof rubella 2,300 7,259 185 54 59
%MCVL 98 96 96 98 97
% MCV2 _ 98 93 83 86 94

Source: WHO vaccine-preventable diseases: monitoring system
{http://apps.who.int/immunization_monitoring/globalsummary/countriesPcountrycriteria%SBcountry%

5D%5B%5D=VNM&commit=0K)

10
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4-6 Project Implementation Process

This section is used for summarising the measures to implement the Project
effectively and efficiently and the major events around the Project.

(1) Quick Response of POLYVAC to Measles Outbreak in 2014
POLYVAC responded to the urgent request of MOH to deal with measles outbreak in
early 2014 and provided 5.6 million doses of vaccines. That contributed to quick
containment of measles and proved quality of the vaccines produced by POLYVAC and
its technical capabilities strengthened by the previous project on measles vaccine
production in 2G06-2010.

(2)  Viet Nam NRA Officially Certified by WHO

In June 2015, WHO officially certified Viet Nam NRA as a fully-equipped national
regulatory system to ensure the safety and efficacy of vaccines produced and used in
Viet Nam®. According to the information at the time of project formulation for MR
vaccine, Viet Nam NRA could not meet the requirements of three functions out of six in
2009 i.e. marketing authorisation and licensing, lot release and laboratory access. But in
April 2015, a team of independent experts evaluated that Viet Nam NRA has met all of
the WHO criteria for functioning at international standards of excellence.

POLYVAC contributed to strengthening of technical capabilities of National Institute
for Quality Controlof Vaccine and Biologicals (NICVB), which is in charge of lot release
and laboratory access, from the aspects of calibration and validation.

(3} Practice of “55+1M”
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Figure-01: 55+1M, GMP and Hou-Ren-Sou Card

v A

1ht‘tp://www.wpro.who.int/vietnam/mediacentre/releases/2015/nra_v'letnam_certification/en/
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(4)

POLYVAC is practicing 55 (Sort, Set, Shine, Standardise and Sustain) + 1M
(Maintenance) to improve the working environment and process that result in the
improvement of quality of vaccines. The staff members are always bringing a card
illustrating 55+1M as well as description of three principles of GMP (Figure-01).

Working Groups and Morning Short Meeting

Since the previous project, POLYVAC has organised the working groups for eight
different topics: (1) Calibration/Validation, {2) Formalin Fumigation, (3) Environmental
Pollution Control, {4) Environmental Monitoring, (5) Procurement Control, {6) Risk
Management, (7) Document Control and (8} Clinical Trial. All technical departments
participate in and discuss specific topics (Appendix-16).

It is noted that the working groups were active even at the time of absence of JICA
projects from April 2010 to April 2013. The staff members of POLYVAC recognise that
they are very useful to seek solutions to the problems through the inter-departmental
approach.
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PROJECT FOR STRENGTHENING CAPACITY FOR MR VACCINE PRODUCTION
MID-TERM REVIEW REPORT

Chapterd MID-TERM REVIEW BYFIVE CRITERIA

5-1 Relevance

Implementation of the Project is highly relevant to Vietnamese policy direction, the
needs of Viethamese health sector and Japanese direction to Viet Nam.

(1)  Alignment with Viethamese Policy Direction

One of the objectives of the Socio-economic Development Plan for 2011-2015 in Viet
Nam is to continue to improve quality of life of the people including their health status,
e.g. “paying attention to preventive health to minimise people’s risk of contracting
infectious diseases””.

Five-Year Health Sector Development Plan 2011-2015 in Viet Nam also clearly
prioritises the promotion of preventive medicine including EPI and containment of
epidemics.

The Project has been supporting reinforcement of capacity of MOH on EPI and
preparedness of epidemics such as measles outbreak in 2014 through strengthening
capabilities of POLYVAC to produce MR vaccine.

Policy environmerit around the Project is unchanged from the time of the

formulation.

(2) Addressing the Needs of Vietnamese Health Sector

Viet Nam often faces the epidemics of measles and rubella, and awareness of the risk
of congenital rubella syndrome has been also raised in the country.

In response to these situations together with the advice from WHO, the Government
of Viet Nam decided to replace the second inoculation of measles vaccine with MR in
2014. Therefore, it has become urgent needs to have capacity to produce quality MR
vaccine in Viet Nam. Since POLYVAC could produce measles vaccines through the
technical support from the IICA Project for Strengthening Capacity for Measles Vaccine
Production in 2006-2010, the Government of Viet Nam requested the Government of
Japan to support implementation of technology transfer to produce MR vaccine.
POLYVAC has been expected to have capacities to do them efficiently based on the
capacity of production of measles vaccine.

Such needs of Vietnamese health sector are still unchanged from the time of the
formulation, and the Project has been addressing them.

(3)  Alignment with Japan’s direction to supportthe health sector in Viet Nam
lapan’s Country Assistance Policy for Viet Nam prioritises strengthening of the
Vietnamese health sector in the area of response to vulnerability, including infectious

2http://www.chinhphu.vn/portaI/page/portaI/English/strategies/strategiesdetaiIs?categoryld=30&ar‘tit;leld=10052505<7 y

E"Ministry of Health (2010} Five-Year Health Sector Development Plan 2011-2015, pp37-38
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PROJECT FOR STRENGTHENING CAPACITY FOR MR VACCINE PRODUCTION
MID-TERM REVIEW REPORT

5-2

disease control®. The Project has been implemented within the health sector
programme to contribute to strengthening capacity of infectious disease control in Viet
Nam.

Therefore, the Project is clearly aligned with the Japan’s assistance policy.

Effectiveness

The Project is highly effective, with some reservation.

Based on the current status of indicators, the Output 1 and 2 have almost achieved.
Most of participants of training in Japan earned Level 4, and staff members of POLYVAC
are operating and maintaining facilities and equipment in accordance with their own
SOPs. Completion of PV of the rubella bulk production was delayed, but that did not
show the serious damage to the overall progress of the Project.

The Project Purpose can be achieved if the long-term stability test and the clinical trial
of MR vaccine move forward smoocthly.

Efficiency

Implementation of the Project is highly efficient.

Close communication between Vietnamese counterparts and Japanese experts has
contributed to effective and efficient progress of the project activities and current status
of the Output 1 and 2. POLYVAC staff members can properly operate all facilities and
equipment provided by the Project with use of SOPs, while nobody left POLYVAC after
the participation in training in Japan.

It can be also said that the experiences of the JICA Project for Strengthening Capacity
for Measles Vaccine Production in 2006-2010 by most of POLYVAC staff members also
cantributed to efficient intake of knowledge and techniques of MR vaccine production.

Impact

It is too early to mention the prospects to achieve the Overall Goal of the Project, but
several positive impacts have already been realised.

With use of knowledge and techniques learned by the Project, POLYVAC counterpaf*ts
actually instruct GMP, calibration and validation for the production of oral polio vaccine
(OPV}.POLYVAC also contributed to strengthening of technical capabilities of NICVB
through the technical support of calibration and validationThe knowledge and
techniques of POLYVAC on GMP and calibration/validation can now be a showcase to
the other institutions. -

It is also noted that five Japanese experts of the Project are awarded the memorabilia
“For people’s Health” by MOH.

4Ministr\/ of Foreign Affairs, Government of Japan (2012} Jupan’s Country Assistance Policy for Socialist Republic of
Viet Nam, p2
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PROJECT FOR STRENGTHENING CAPACITY FOR MR VACCINE PRODUCTION
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(1)

()

(3)

Activities of public relations of the Project facilitated the vaccinationcampaign of
measles vaccines in 2014 through sensitisation of the Vietnamese on the importance of
immunisation and safety and efficacy of measles vaccine manufactured by POLYVAC
with Japanese technology.

The Project has also accepted various visitors from Japan including members of
parfiament. That has contributed to appreciation towards the Project.

Sustainability

Technical capabilities of POLYVAC to produce MR vaccine can be sustained with some
reservation.

Policy Aspect

EPI is prioritised in the next Five-Year Health Sector Development Plan.In 2014 the
Government of Viet Nam decided to replace MCV2 with the MR vaccine and MOH
issued the circular, That will be a great opportunity for POLYVAC to ensure a market.

Human Resource/Technical Aspect

POLYVAC, a state enterprise in Viet Nam,has made efforts to retain the staff members
including the participants in training in lapan, e.g. provision of allowances and
promaotion of the staff with outstanding expertise,

POLYVAC has actively used opportunities to brush up and upgrade the knowledge
learned through the Project. Currently training and seminars are done by MOH, WHO
and Developing Countries Vaccine Manufacturers Network (DCVMN]) as an example. It
also browses the webhsites that enable to know the update of GMP.

It can be expected for POLYVAC to continue these efforts.

Financial Aspect

Profitability of MR vaccine is a key to sustainability of technical capabilities of
POLYVAC. Currently it is a concern. Based on the situation of measles vaccine the cost is
beyond the purchasing price of MOH (around 5,500 VND per dose}, and the same thing
can happen to MR vaccine. But it is important to ensure the profitability to proceed with
maintenance contractto replace the old facilities and equipment and to invest in
expansion of the production capacity.

It is necessary for the Project {both POLYVAC and Japanese experts) to scrutinise the
measures to contain the cost of production of MR vaccine, e.g. calibration of the
equipment by POLYVAC staff, reduction of time to operate the freeze-drying machine for
the vaccine production. The Project is proposing MOH to breed SPF rabbits in the
premises of POLYVAC.Financial sustainability and stable production of vaccinesare based
on the assumption that the Government of Viet Nam purchases all necessary vaccines
from POLYVAC for EPI. The Government of Viet Nam should not change the policy to
prioritise vaccines produced in Viet Nam. ’\-\f

4
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(4)

(1)

(2)

It is also necessary to adjust the purchasing price of MR vaccine to the production
cost. Currently POLYVAC is propasing the price of vaccines to discuss it with MOH.

Facilities/Equipment Aspect

As for operation, calibration, validation and maintenance of facilities and equipment,
POLYVAC has established the mechanism.It can be expected that the staff members can
handle them in line with the SOPs in the future.

POLYVAC has signed maintenance contracts for some items of facilities and
equipment even with Japanese manufacturers {e.g. boiler and compressor). It is also a
good opportunity that availability of local agents to provide spare parts and
consumables has been improved in Viet Nam. Therefore, it is necessary for POLYVAC to
continue consideration of the best way of maintenance carefully.

Also, POLYVAC is required to incorporaté a plan to replace obsolete facilities and
equipment into its own business plan.

Facilitating and Impeding Factors of the Project

Facilitating Factors

® Effective utilisation of the experiences, knowledge and techniques of the previous
JICA Project for Strengthening Capacity for Measles Vaccine Production in
2006-2010, for both POLYVAC and Japanese experts

@® All participants in training in Japan still retained in POLYVAC: no loss of knowledge
and techniques the Project transferred

® Dedication to mastering the knowledge and techniques on the production of MR
vaccine, of both POLYVAC and Japanese experts

Impeding Factors
@ Difficulty to procure cheaper and quality materials, spare parts and consumables

16
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Chapter 6 RECOMMENDATIONS AND LESSONS LEARNED

(1)

(2)

To the Project (POLYVAC and Japanese Experts)

® To complete long-term stability test and clinical trial of MR vaccine as scheduled

® To apply the marketing license promptly to MOH after completion of the clinical
trial

® To continue making efforts to seek the best way of maintenance of sophisticated
facilities and equipment such as those for freeze-drying vaccine

® To continue making current efforts to brush up and upgrade the knowledge learned
from the Project

® TJo continue seeking measures for cost reduction of MR vaccine to ensure the
profitability

® To continue making efforts to retain the staff members within POLYVAC

To MOH

® To approvethe application of marketing licence of MR vaccine submitted by
POLYVAC on"fast-track” process

® Toinvest in construction of conventional animal laboratoryand technical transfer on
breeding SPF rabbits in POLYVAC as originally planned

® To valorise the appropriate purchasing price of MR vaccine produced by POLYVAC to
cover the cost of production

® To achieve and maintain the percentage of coverage of MR vaccine at least 95%
with use of vaccine produced by POLYVAC after the completion of the Project

® Not to change the policy to prioritise vaccines produced in Viet Nam

17
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PROJECT FOR STRENGTHENING CAPACITY FOR MR VACCINE PRODUCTION
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Chanter7 MODIFICATION OF PROJEGT DESIGN MATRIX

In order to better refiect the actual engagement of the Project, the following minor
changes of indicators and important assumptions of the PDM are proposed in Table-07,

Table-07: Proposal of Madification of PDM

Original PDM ver. 2

PDM ver. 3 {after MTR)

objectively indicators

for Overall Goal

2. Coverage rate of children immunized with

MR vaccine in Viet Nam is at or above 95%.

2. Coverage rate of children immunized MR
vaccine in Viet Nam is at or above 95% with

use of MR vaccine produced by POLYVAC.

Important Assumption

for Overall Goal

-EPI activities are continued as national priority
program in health sector.

-Policy on utilization of vaccines produced in
Viet Nam is not changed.

-MR vaccine supply and EPI are conducted
uneventfully.

-EPI activities are continued as national priority
program in health sector.

-Policy on utilization of vaccines produced in
Viet Nam is not changed.

-MR vaccine supply and EPI are conducted
uneventfully.

-MOH _will _achieve and maintain__the
percentage of coverage of MR vaccine at least
95% with use of MR vaccine produced by
POLYVAC,

-MOH will approve the application of
marketing license of MR vaccine produced by
POLYVAC on “fast-track” process.

Indicator

for Qutput 1

Indicator 1-1

Staff of POLYVAC has acquired sufficient
technical level (i.e. lavel 4 *) for each process
of MR vaccine production and quality control.
(There are 200 processes approximately in
total.) (*level 4: be able to work properly by
himself/herself and can train other staff)

Staff of POLYVAC has acquired sufficient
technical level (i.e. level 4 *} for each process
of MR vaccine production and quality contraol.
(There are 325 processes approximately in
total.) (*level 4: be able to work properly by
himself/herself and can train other staff}

18
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Chapter8 CONCLUSION

{1) The Project is still relevant, since it is in line with development policies of the government
of Viet Nam, Japanese QDA policies and needs of counterparts and the target areas.

(2) The Project has progressed smoothly and achieved sufficient level of outputs as planned.
Completion of PV of the rubella bulk production was delayed, but that did not show the
serious damage to the overall progress of the Project.

(3) it is too early to mention the prospects to achieve the Overall Goal of the Project, but
several positive impacts have already been realized. Quick response to measles outbreak in
2014 is one of the positive impacts of the Project.

{(4) Technical capabilities of POLYVAC to produce MR vaccine can be sustained with some
reservation. Especially financial aspect and human resource aspect is of concern.
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Schedule of midterm review

Appendix-01 Schedule of Mid-term Review

The Project for Strengthening Capacity for Measles-Rubella Combined Vaccine Production

JICA Consultant
Date Day | Time Team Leader Planning Data Analysis
YOSHIDA Tomoya NOMURA Haruka TAKE Naoki
AM Narita (10:00)—
Hanoi (14:15)
11/16 Mon [VN311]
PM 16:00 Meeting with JICA Vietmam Office
AM 09:30 Meeting with Experts
11717 Tue - : -
PM 14: 00 Meeting with Director of POLYVAC
AM 09:30 C/P hearing
11/18 Wed
© PM 14:00 C/P hearing
AM 09:30 C/P hearing
JICA HQ 10:30 C/P hearing,
11/19 Thu Narita (17:55)—
PM HCMC(22:35) 09:30 C/P hearing
[ANAB31]
AM Cho Ray Hospital 09:30 C/P hearing
11720 Fri 201B Nguyen Chi Thanh,
PM 3] 14:00 Report to experts
AM TBC
11721 Sat .,y HCMC(1335)5 Data Analysis
Hanoi (14:40) [VN238)
Haneda (08:55)—
AM Prepare document Haneoi {13:10} Prepare report
1122 | Sun [ANA857]
PM Meeting with Consultant Meeting with other members
AM Meeting at JICA Viet Nam Office
11/23 Mon
PM 14:00 Courtersy call to POLYVAC Direcctor
AM Meeting with POLYVAC
1124 Tue
PM Meeting with POLYVAC
AM Meeting with Ministry of Health
11/25 Wed
PM 14:00 Meeting with POLYVAC on MM
AM 09:30 Meeting with POLYVAC on MM
11/26 Thu 5
PM 12:00 Report of Nursing Education Project Finalization of MM
AM JCC at POLYVAC
11/27 Fri
PM Diner party at NIKKO
AM Hanei (14:25)— Hanoi (1:25)—
11/28 Sat Haneda (21:00) Fukuoka (7:10)
PM [ANAS58] [vN356]
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Appendix-02

List of Persons Interviewer during the Mid-term Review

(1)

(2)

(3)

(4)

Centre for Research and Production of Vaccine and Biologicals (POLYVAC)

Name-

Position

Assoc. Prof. Dr. Nguyen Dang Hien

Director

Dr. Nguyen Thuy Huong

Vice Director

Mr. Nguyen Xuan Hoa

Manager, Bulk Production Department

Mr. Pham Thanh Truong

Vice Manager, Bulk Production Department

Mr. Le Quoc Hung

Manager, Final Production Department

Mr. Nguyen Dang Quynh

Vice Manager, Final Production Department

Mr. Le Tuan Anh

Manager, Medium Preparation Department

Mr. Nguyen Dang Anh

Manager, Technical Department

Ms. Tran Thi Phuong

Manager, Quality Assurance Department

Dr. Ngo Thu Huong

Manager, Quality Control Department

Ministry of Health, Socialist Republic of Viet Nam (MOH)

“ Name

Position

Project Expert Team Led by Kitasato Daiichi Sankyo Vaccine Co., Ltd. (KDSV)

_ Name S " Responsibility
Dr. Setsuo Arai Chief Advisor
Dr. Tomio Lee Deputy Chief Advisor/Vaccine Production Control

Mr. Yasuhiro Tsuchida

Organisational Management

Dr. Miki Tamura

Organisational Management
Training Operations and Administration in Japan

Mr. Shuzo Ishikawa

Engineering/Project Coordination

Mr. Kenichi Baba

Vaccine Quality Control

Dr. Manabu Ikeda

Quality Control

Mr. Toshio Kosugi

Quality Control

Mr. Yoshihisa Takeda

Quality Control

Dr. Hiroki Katsuda

Bulk Production

Mr. KunihikoKomuro

Final Production

Prof. Tetsuo Nakayama

Quality Assurance (Clinical Trial)

JICA Viet Nam Office

Name

Position .

Ms. YutoriSadamoto

Representative

Ms. Dao Thi Khanh

Programme Officer
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Appendix-03

PDM (version2)

Project title: The Project for Strengthening Capacity for Measles-Rubella Combined Vaccine Production
Implementing Agency: Center for Research and Production of Vaccines and Biologicals (POLYVAC)
ProjectDuration:Fromthedayof firstdispatchofJICAExpertsto March31,2018

TargetArea:The Socialist Republic of Viet Nam

Target group:The staff ofPOLYVAC and People intheSocialist Republic of Viet Nam

Direct Beneficiaries: Children to receive MR vaccine immunization (annually around 1.5million)

Date :November22,2013
Des;rlp.tlonof Indicators Obtainedfrom Externalfactors
roject
OverallGoal 1.Number of case of children infected with | 1. Statistical data ofthe | « Public healthactivitiesin
Spread of measles measles and rubella in Viet Nam is | Ministry ofHealth Viet Namare strengthened.
and rubella inViet decreased compared with the average | 2. Statistical data ofthe
Nam isdecreased. between 2009 and 2012, (Measles: 2, 107 Ministry ofHealth

cases, Rubella: 3,710c:za.scs)"‘l

2.Coverage rate of children immunized with
MR vaccine in Viet Nam is at or
above95%.

ProjectPurpose

Measles-Rubella
combined vaccine

Marketing license of MR vaccine is issued
by Viet NamNRA,

Document on
clearance issued by

» EPI
activitiesarecontinued
asnational priority program

(MR vaccine) VietNamNRA in healthsector.
f:onforn?mg to - Policy on
ll;]‘:;:;‘lngtlcéq;}s;qndard utilizationofvaccines

1(31_0 duc:él by Jis producedin Viet Nam is not
POLYVAC. changed.

* MR vaccine
supplyandEPI are
conducted uneventfully.

Qutputs 1-1 Staff of POLYVAC has acquired 1-1 Evaluation = GMP inspectioniscarried
1. POLYVAC has sufficient technical level (i.e. level 4 *) records on out at POLYVAC by Viet

propertechnical for each process of MR vaceine technical level | NamNRA.

capabilities as a production and quality control. (There ofstaff

manufacturer of are 200 processes approximately in of POLYVAC

MRvaccine. total.) (*level 4: be able to work 1-2 Appropriateness

properly by himself/herself and cantrain of inventory
1-2 Ioitcl;lfir;ﬁgt apparatus, raw materials con_t rol and
? ’ ? maintenance.

spare parts and consumables for
production of MR vaccine are properly
utilized andmaintained.

2. POLYVAC can
produce MR
vaccine properly
complying with
WHO-cGMP.

2-1 GMP documents complying with WHO-
cGMP areprepared.

2-2 Production process and QC tests are
executed complying with prepared GMP

documents.

2-3 Validations complying with WHO-
cGMP are conducted periodically
byPOLYVAC.

2-4 Performance Qualification (PQ) and
Process Validation (PV) are executed as
scheduled.

2-1 GMPdocuments

2-2 Records of
production and QC
tests

2-3 Records of
validation
activities

2-4 Records of
activities onPQ
andPV

*12009-2011: Vaccine Preventable Diseases Monitoring (WHO), 2012:

Measles-Rubella Bulletin(WHO/WPRO)
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Activities Input

1. POLYVAC has proper <Japan> <Viet Nam> - Most of
technical capabilities as a trainedstaff keeps
manufacturer of MR 1. JICAExperis 1. Counterparts working
vaceine. (1)Chief Advisor/ POLYVACStaffs atPOLYVAC.

Vaccine Production (1) Director . —

1-1 Conduct technical transfer. on (2) Bulk Production (2) DeputyDirector }:;:sgﬁggltmn
production of rubella vaccine (3)HistopathologicalExamination (3) QA Manager distribution from
bulk through the processing of {4) FinalProduction (4)ProductionManager | /P(Counterpart)
producing vaccine bulk from | (5) Quality Control (5) QCManager
the seedvirus. (6)Management of Experimental | (6} Pathologists

1-2 Conduct technical transfer on Animals (7)ProductionUnit
final bulk composition, filling, (7) QualityAssurance Staff
freeze-dry through the process | (8) GMP (8)Quality Management
of producing MRvaccine. (9) validation Unit

1-3 Conduct technical transfer on | {10) Facility Management staff
quality control of theproducts. (including Third CountryExperts) (9) EngineeringStaff

1-4 Collect and examine
Information for lowering unit
production cost of MRvaccine.

2. POLYVAC can produce MR
vaccine properly complying
withWHO-cGMP.

2-1 Establish validation system for
the production and quality
control, and strengthen the
validation skill of thestaff.

2-2 Establish and implement quality
assurance functions complying
with WHO-cGMPstandard.

2-3 Prepare andimplement
necessary SOPs forthe
process of production, storage,
carrying in/out of the products,
etc.

2-4 Conduct technical transfer on
preparation of documents that
need to meet WHO-cGMP
standard and to be approved by
NRA.

2-5 Conduct PQ/PV for vaccine
production from seedvirus.

2-6 Provide necessary advices on
clinical trial on MR vaccine
under management of
Vietnameseside.

Other necessaryfields.

2. Full-time projectstaff
(1) Secretary
(2) Interpreter

3. Training inJapan
(1) Productionmanagement
(2) Qualitymanagement

4. Modification of facilities
Modification of the facilities in
the filling room on 1F and the
disinfection room/ changing room
(IN) on 2F of the production
building

5. Provision of equipment and

materials

(1) Equipment forvalidation

(2) Equipment fortechnical
activities on vaccine
production and quality
assurance

(3) Other equipmentmutually
agreed upon asnecessary

6. Localcost

(1) Training texthooksand
materials

(2) Running expenses ofthe
projectoffice

2. Equipment and

materials

(1) Stationary

(2) Consumables for
Vaccine Production
and QualityControl

(3) Workingseed

(4) Biologicalmaterials

3. Local cost
Maintenancefor
equipment

4. Others
Project office for
JapaneseExperts

Note; GMP: Good Manufacturing Practice, NRA: National Regulatory Authority, SOPs: Standard Operating Procedures,
PQ: Performance Qualification, PV: ProcessValidation
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The Praject for Strengthening Capacity for Measles-Rubella Combined Vaccine Praductiond

Overall Schedule (Revision-2)

rev-Z, 11 Hav. 2015

ltem

Description

an14 2015

Completion
ofdhe Peoject

121112 |34 |S[(6| 7|89 0[11]12({1]|2|3}4 (5|6

]
@

JICA HQ and VN
Office

Official Events

- =]

A. Overall
Schedule

0

‘Agre=ment on Technology Transfer for MR Vaccine

2

[GMP Inspection by DAV

2N Japanese

Leng Term Stability Test far MR Vaccine for 2 years

rri stabillty test (30 months)

4} Clinical Triel for MR Vaccine by Vietnamete side

af Add. Paper

S

5)| SurveRance for MR Vaccine (Phased) by Vielnamese side

Ethical Committer  Clinlcal Tial Ph3 {12 months)

&)|Modification of Faciliies and Additional Equipment

P

[Targe1).

B, Mi 1

ef WHO F lion by Wi side

N

Measles Vaccine only

MR Vaccine Distribution to janal Organization by
Vienamese side

[z 4

Ditta

Vaccine Routine
Production

3

Measles Bulk Production

4

|Measles Final Prcduction

5

Faciities and Equipment Periodical Validation

Surveillance for Measles Vaccine {Fhase ) by Vieinamese
side

i

C. Bulk
Production for
Rubella Vaccine

1)

Issue Findings and Ceuntermeasures

2)

Counterpart Training in Japan for Bulk Production for Rubella

“1Neadad Cocrdinalion
[ iwith Bulk Production
“1Schedule of Japanase

pany

)l

Counterpart Training in Japan for QC (Blology. Anlmal and
Pathalogy) and Medium Preparation

4

Counterpart Treining in Japan for SPF Rabbit Breeding and
ac

- 1Agreed with cutsourcing
- yinstitution basically

S)

Fiepsration for GMP related documents

&)

Guidance and Traning on site

n

alidation for Butk Productian

"!“CS]J L3 CS-4. PO, PV

8)

Reuting Preduction of Ruballa Bulk

D. Final
Production for
MR Vaccine

1)

Madification of Validation Master Plan

2)

Technclogy transfer validation of QG for the Bulk of Rubella
znd MR Vaccine

3)

Counterpart Training in Japan for QC, Medium. ete.

4

Counterpart Training in JJapan for Final Production

5)

Fraparation for GMP related documents

8)

Guidance and Training an site

=~

)

Validation for Final Production+1 {For Clinical rial and Long
tem stabifily test)

L

Valdation for Final Production-3 (For Ful scale PV}

9]

Ruoutine Production of Final Produclion

I—r:

{Note] 1. The Counterpart Balning in Japan for GMP, validatk gineering and other

s
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Technical Cooperation Project for Capaslly for MR Comblted Vacelne Production |
Dispatch Record of Experts in FY2013 (14638 WPIRRENRE)
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Technical Project hor Capachty ®or MR Combined Vaccine Production{Term 2)

Detallad Planin FY2015 {3rd Yeas) Dispatch Record of Experts until the end of September in FY2015
Legend: ——— ;ContimedSthedile  ———— ; This Sppitation fewl  Date: 05 October 2015
Apr 2015 May 2045 Jun 2015 Jul 2615 Aug 2015 Sep 2015 actz015 Nov 2015 Dec 2015 Jan 2018 Fh 2038 Mar 2046 Totaldays Tatal Tpa
No| Category Dwseription PiC Glass Victnan Japan Remarks
O] 18] 2] W) AW 1W| AN | TWI 20| | oW 4] 1w Eidl Iwgmi A IWl?WlBW!IW W 2w | W Pl
JCC Noa
o o o New Year TET ®B Feb)
B
[ E B E PJ Matvager 5etsuo Arsl 2 shzzd-<|vp Mo (|| 4|71 0|
2| |z 1 27 E CNE El K 1 ] .
AW F XN Cepury £ MgerProduction Tomio Lee LI w | sh berl 7he el P 0 el R I 0 i N wy|er e || mialr | afa
wof +
1 jaC Mger Hanich| Babx 3 1% 14 | o 17| e -+ 1 1 Q0 |CosrdinaliononCPe
Mger Yasuhiro Tsuchida ) T o7 1 L) o 1 a |«
[ 1
i steation ek Tamura 3 lne ' il wi1qlas| 6| 2ts|3j1|a2
[ adeministration tor CHTeakning MR Tamura 5 |z
kT
asprvatictation (1) Shigetnitats Hifayama | 3 | il afat] | e (<)1) ala gzp:ﬂiunn!m!nn:h
Guskity Ascutance (1] . G 14 “
e rasetsiion ) Mika izt 3 - i B ol i afto|d|a]|a]2]aom
& 7
. O afiry Acsurance {2) Tetsuo Nakayams 3 1El-—+ 1 - " o (-MHle|a |52 0|2
2} Vaidution ® - 7
Aafibody Test Cuality Avsurance (3) to be informed 3 . L "o (-8 v |s |2 o |-z
8|5 "
Total Advises WHOLN [ Tstiguo Saxald L) ded | 1. 2 |-téf 6] 3 lalzi1ia
Aubella vaceine bulk Rutiella Vaczine Bolk Produetion Hiroki Kateuda 4 o |m|a2|ala|[1]e]|a
3 BP
14
MR Vaccine 3 " w|oles|4f0|4]|2]|0|=2
4 2 &1 =
MR Vaccina |Fina| Prodyction(?) Kuniaki Komuro L] PV - 14 ¥ {2 4 2 |- 2 1|
I 1 ML | e 3 1 oy z M ’ 4 | - -
Pathology Quality Canirol {1) s | el ekt o= - 1. 10 ||| s s|a|=z
ar4 ?
Biokgical [Quality Conirel 2) ¥orhiblea Takeda k] el ==} sche (7 (|8 7 |- 3 1|z
5| ac
7
Arvimat Test [Quality Control (3} Toxhie Hesugl 3 el ghs kil 7 |4 1] 2 - 3 1 -z
7
Animal Breeding uatty coneru (4 oniji o 3 a7 |r|oeflafafol 1]
[ e Facilites/Equipment Geneeal  |Medium Preparatioa £}
— B[ W ] = E3l [H|
7 [Project Management and Enginesring 3 2he ne e " ik I i sies|m| e [a|s] 8|2
Shuza [shiksws T =
General Valiation 3 se1 Eret 2f2a|lofa|lv|ef|1]1]|0
HVAC(1) Fachities Validation (1] Yasuihl Matsumats 3 s [ 1 a9 |- + a|«
HVAC(Z) Facilities Vatidaion (2] Atsushl Shibata 4 o 1] a a q ] ] L] -]
Process Water Equin Validation (1) Hichiaa Krjioka 3 o|clalaflafv]|o|a]e
Autoclawe Exuip Vatidation (2] Knons Tomiyama 3 g oc|a|le|la|{c|o]otjo
VialWashing (Mechanicall  |Equip VaSidation (1) Hirokd Takshashi H Tis|s|a|2f{e|1{1}e
Facilitiea m =
& | Equipment |VislWashing {Eiectrical Equip Validation (4) ] el rials|z2|2f{o|1{1]o
Fiking Machine Equip Valdation (5] Yoshihisa Karuya 1 L] a a o a L] a L] o
Feeeze Doyer Equip Validation (6) S higesu hwam| 3 a a a -] -] 9 Q L] o
7
LaminariClean benchSatety (g quip validation 7) [vuinizn Matoks ) |- alefeleyefe]efeo)e
Callbrarion Equip Vatidation [®) Kaname Hirose: 3 alafefofo|afa]|a]n
6|1
Filing and Eappiag Machines  |Equip Validation {€) Addiional Voshikazu Takahashl | 5 o7z efl2]2]o] ]
Vial Washing Machine (Toul)  [Equip Validation (10) Adaitiona Takushi Yamaguchi | 3 aflsz|zloflzj2fo)1]1
©57 | 362 [and | 134 | 108 | 85 | <2 24 |25 SIBHI'I"“" Gﬂﬁ‘?NI:IhFﬂDA ns;
5| e ays.
8 Summary Reviaed Cartract in FY2015:
i | L 70 | 6oz, Angrd s67days. 122days, 49tipa

A
\(




Appendix-06 Modification of Facilities

Modification of Facilities in POLYVAC

oo RY e S particulars | Thousand JPY
2013 [Renovation for Bulk Production of Rubella Vaccine 19,400
2014 [Renovation for complying with WHO-cGMP 28,900
2015 |- 0
TOTAL 48,300
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R LERSRSREAD V7 Lo MERITBETOC S b
FIHEEIF IRE (20134F6 8 ~20154F8H)

Updated on 31/8/2015
No. Full name Position Training Schedule Days

1 Nguyen Xuan Hoa Bulk Dept 23/06-21/08/2013 60
2 Pham Thanh Truong Bulk Dept 23/06-21/08/2013 80|
3 Ngo Thu Huong QC Dept 23/08-21/08/2013 60|
4 |Pham Thi Thuoc QC Dept 23/08-21/08/2013 60|
5 Ngo Thu Huong QC Dept 16/09-09/11/2013 55|
6 Pham Thi Thuoc QC Dept 16/09-09/11/2013 55l
7 Cao Xuan Ngoc QC Dept 16/09-09/11/2013 55
8 Ngo Thi Thanh Huong  |QC Dept 16/09-09/11/2013 55
9 Pham Huu Tien QC Dept (SPF rabbit) 14/10-09/11/2013 27,
10 |Le Van Duy QC Dept (SPF rabbit) 14/10-09/11/2013 27
11 {Nguyen Thuy Huong QA Dept 17111-14/12/2013 28
12 |Tran Thi Phuong QA Dept 17111-14/12/2013 28
13  JLe Quoc Hung Final Production Dept 17/11-14/12/2013 28
14 Nguyen Dang Quynh Final Production Dept 17M11-14/112/2013 28
15 [Le Tuan Anh IMedium Preparation Dept 17/11-14112/2013 28
16  |Lai Quynh Mai Bulk Dept 06/04-03/05/2014 28'
17  |Pham Van Khoi Bulk Dept 06/04-03/05/2014 28|
18  |Nguyen Thi Nguyet QC Dept 06/04-03/05/2014 56|
19  |Vu Thi Huong QC Dept 06/04-03/05/2014 56
20 |Pham FThi Phuong Thao |QA Dept 06/05-31/05/2014 26
21 [Tran Thi Phuong QA Dept 06/05-31/05/2014 26
22 |Pham Huu Tien QC Dept (SPF rabbit) 12/10-08/11/2014 27,
23 |Le Tuan Anh Medium Dept 24/11-20/12f2014 27,
24 |Nguyen Huy Truong Final Production Dept 24/11-20/12/2014 27
25 |Nguyen Dinh Khiem QC Dept 24/11-20/12/2014 27
26 |JLe ThuNga QA Dept 05/07-01/08/2015 28
27 |LeThiHoa QA Dept 05/07-01/08/2015 28
28  |Vu Thi Mai Bulk Dept 05/07-01/08/2015 28
29 |Pham Anh Thu QC Dept 05/07-01/08/2015 28
&t EARABUAY, 29 EE®R); 1,094

£
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EQUIPMENT LIST BY JICA IN FY2013

Component
Lot Mode!
No. Equipment name Quantity| Unit
Reference Designation
Compressor for compressed air supply Kobelco FE200A-5
A T system 2| sets INA 5A01P00202F2
Total 2 sets 419,827,490 VND 1,955,976 JPY
1885 Calibration system kit - Code:
o . 58082010
B 1 |Calibration Kit T st [NA 5000 TOCe System Suitability Te -
Code: 58091559
Total 1 set 10,556 USD 1,037,170 JPY
c 1 Particle counter 3 sets |HACH A2400 /A
2 Particte counter for Animal Lab 1 set |N/A PMS Lasair [I-310B
3 Air sampler 3 sets [SATORIUS MDs N/
Total 7 sets 71,820 USD 7,055,610 JPY
[n] 1 Deep Freezer for BP 4 sets |PANASONIC MDF-UT4vV N/A,
2 Deep Freezer for QC 1 set |PANASONIC MDF-U582 NIA
3 Elt_ec‘lrcntc Balance for Rabbit with 2 sets |SHIMADZU BW12KH NIA
Printer
4 Rabbit breeding cage 3 sets |Local manufacturer NIA
5 Stirrer 1 set |IKA Eurostar 20 Digital N/A
[ Liquid nitregen stecker 1 set [TAYLOR WHARTCN LS-3000 NI/A
. . YAMATO 231CD or PANASONIC
7 Refrigerator for wasted animals 1 set NRBYS02XS N/A
8 Silicon tube for MP 2 sels |COLE PARMER HV96420-36 N/A
Total 15 sets 87,513 UsD 8,598,611 JPY
Nitto Kinzaku SUS316L - 101,
E 1 Peoling tank SUS 10L for BP 68 sets |280x100x500mm (attached N/A
drawing)
2 Gaskets for 70L Pooling tank 1 set |N/A IKEMOTO $185mmx2, P34mmxa
3 Sensors for Egy Incubator 1 set |N/A Showa Furanki PPS-03
4 Heat proof strings for Autoclave 1 set [Marufuji Karauchi-himo N/A
5 Roux bottte for QC 30 sets |Sanwa Rika MNIA
] Rotor for Cooled centrifuges 1 set |NiA Kokusan RF-124T
7 Dispenser 100mL 1 set |Toyo Rike JH-1x2 NIA
8 Dispenser 10mL 1 sel |Toyo Riko JA-1 N/A
Total 104 sefs 96,030 USD 9,813,690 JPY

/
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Component

Lot Model
No. Equipment name Quantity| Unit
Reference Designation
F 1 Rubber stopper for Siphon 20 sels |N/A N/A
Silicen tube for Filling machine
2 mmx10m 5 sets |N/A N/A
3 Clean shoes 80 sels |Goldwin PA9BBOP + PA5SB00 N/A
4 Clean wear (Garment) 10 sels |Goldwin PP1940 N/A
_— Thesmo Scientific
5  [Finn pipette 1 set |g Nps. of pipttes with Stepper NIA
6 Recorder for Freezer {Chino) 2 sets |Chino EH3D67-000 N/A
7 Recorder for Freezer {Yokogawa) 1 set ngosawa HR20000(437112) HC- NA
g [|Atcohol spray machine for hand 2 | sets |AS ONE HDI- 2002 NIA
washing
9 Digital single-lens reflex camera 1 cet |N/A OLYMPUS OM-D E-M5 with
{pathclogy) Accessories
10 |Compressor 1 set |AS ONE J1-16666 N/A
Total 103 sets 22,465 USD 2,295,788 JPY
Advanta pure APSH-P1000 ID x
G 1 Silicon tube with SUS adaptor-1 1 set [14050D N/A,
1,600mm
Advanta pure APSH-P1000 ID x
2 Silicon tube with SUS adaptor-2 1 set [14050D N/A
600mm
3 |Silicon tube with SUS adaptor-3 1 st [povate PUTE ARSEEESIOIDNC hyra
4 Silicon tube with SUS adaptor-4 1 set |Pure Gard FPD 100-HP N/A,
5 Frame type warking table set 1 set |N/A N7A
] Flucrescent type task lamp 2 sets |N/A N/A
7 Collection tank 20L (pathology) 2 sets |N/A N/A
8 Digital tirer 1 set |A&D AD-5713 N/A
9 Cart for transportation 1 set |N/A NIA
10  |Disinfectant Vat 6 sets |N/A N/A,
14 [Cireulation pump for WFl production | 4 | 5t a Alfa Laval LKH-25 (designated)
system
Total 18 seis 16,506 USD 1,621,782 JPY
H 1 Vacuum deaner with HEPA filter for 1 set |Philips FCoz28 NIA
Clean room
Labcompare Microbiclogy
2 Automated plate preparation system 1 set |Intemational N/A
Media fill / stack 220
3 Pipette aid 4 sats |Carning NiA,
4 Fil.tra.tion and Steriliz:snion system for 2 sets |Local manufacturer N/A
drinking water for animal
Total 8 sets 38,926 USD 3,824,639 JPY
Grand Total (A-H) 258 sets uso 36,204,166 JPY
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List of Equipment in the Contract (FY2013)

10-Sep-15
KDSV

No. Name of Equipment Model No. Q'ty Price
CE-1301|Autopsy Tool Set Combination set 1 set 80,000
CE-1302|Surgical Set-BP Ditto 1set . 620,000
CE-1303|Printing Thermometer AP-800ES 1 set 100,000
CE-1304|Pooling Tank for Bulk gge.\sc\ilalm oL) 12 sets 900,000
CE-1305|C02 Incubator MCO-18AIC-PE 1 set 630,000
CE-1308|Tissue Embedding System Eg‘fa_e'Tek 1 set 1,570,000
CE-1307 |Automatic Tissue Processor ‘5I'ij:ue-Tek viP 1 set 3,880,000
CE-1308|Paraffin Oven PM-401-11 1 set 670,000
CE-1309|Microtome HM430 1 set 1,020,000
CE-1310|Tissue Floating Water Bath PS-110WH 1 set 130,000
CE-1311|Slide Warmer PS-53 1 set 180,000
CE-1312|Camera System for the Microscope, BX-53 |DP-73 etc. 1 set 1,210,000
CE-1313[Surgical Set-PT Combination set 1 set 110,000
CE-1314|Rabbit Breeding Rack wgr:mgard 1 set 1,050,000
CE-1315|Clinical Thermcmeter D717 1 set 180,000
CE-1316|Hair Clipper Golden AS 1 set 60,000
CE-1317|Fixing Board KDSV Special 1 set 200,0001
CE-1318|Surgical Set-AL Combination set 1 set 320,000
Total 18 sets 12,920,000

(Not including Transportation Fee)

£
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List of Equipment in the Contract (FY2014-FY2015)

10-Sep-15
KDsvV
1. 1st Procurement in FY2014
No. Name of Equipment Maodel No. Qty Price
CE-1401|Cooled Centrifuge H-60R 1 set 725,000
CE-1402 |Hybrid Memory Recorder ﬁ:ﬁTOS'NOA' 1 set 238,000
CE-1402 |Metal-sheathed resistance thermometer sensor NRHS1-0 6 sets 93,600
CE-1402 |Inspection certificate with certificate for CE-1402 - 2 sets 14,400
Sub Total 2 sels 1,071,000
2. 2nd Procurement in FY2014
No. Name of Equipment Model No. Qty Price
CE-1403|PH Meter D-718 1 set 153,900
CE-1403|Electrode for pH Meter 9625-10D 1 set 31,500
Sub Total 1 set 185,400
3. 3rd Procurement in FY2014
No. Name of Equipment Model No. Q'y Price
CE-1404 |Mist Generator ACV-500 1 set 343,000
Sub Total 1 set 343,000
4, 1st Procurement in FY2015
No. Name of Equipment Maodel No. Qty Price
CE-1501{Formalin Fumigator NARA T100G 1 set 605,000
CE-1502|Formalin Neutralizer FOT2000 1 set 2,625,000
CE-1503|TOC Analyzer GE USA 1 set 4,463,000
Sub Total 3 sets 7,693,000
Total (FY2014 and FY2015) 7 sets 9,292,400

(Not including Transportation Fee)

S
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List of Local Costs provied by Japanese side (FY2013)

(FY2013; May 2013-March 2014)

rev-0, 30 Qct. 2015

ltem (Sub topics) Coslt:‘(:rzl'? 1fyen) Remarks
I@Personnel Cost (General) 780,119
(@Personnel Cost (Special) 5,245,828
(@Car related Cost 0
@Rental Fee 1,515,925
BMaintenace Cost for Facilities/Equipment 27,594
®Comsumables Cost 7,762,890]
@Traveling Cost 4] |
@Communication / Transportation Costs 555,463
I®Documentation Cost 0
{@Utilites Cost |
(Miscellaneous Cost 1,606,149
Tatal 17,493, 968
Total
(Rounding off smaller than10 Th. Yen) 17, 490, 000

}
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List of Local Costs provied by Japanese side (FY2014 and FY2015)

(FY2014; April 2014-March 2015 and FY2015; April-September 2015)

rev-0, 30 Oct. 2015

(DPersonnel Cost (General) 0 200,391
@Personnel Cost (Special) 5,524,418 2,843,220
@ Car related Cost 0 0
@Rental Fee 1,945,030 741,130
(®Maintenace Cost for Facilities/Equipment 2,600 2,680
& Comsumables Cost 1,441,652 1,577,310
|@Traveling Cost 0 0
@ Communication / Transportation Costs 151,031 83,404
@Documentation Cost 0 0 |
{0Utilites Cost 0] 0
@Miscellaneous Cost 26,000 0
Tatal 10,000,731 5,448,135
Total
(Rounding off smaller than10Q Th. JYen) 10,090,0001 5,450,000} 15,540,000
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Organization Chart for Meastes-Rubella Combined Vaccine Production

1

Director

(Assoc, Prol, Dr, Nguyen Dang Hien)

Yice director

(Dr. Nguyen Thuy Huong)

Effectiveness as of 10th July, 2015
Nguyen Dang Hicn M.D., PhD

Totul number of stafs: 68

Production Manager
{Mz. Le Quoc Hung)

11

13

n

g

Bulk Production Manager
(Mr.Nguyen Xuan Hoa)

- Ms. Lai Quynh Mai

=Mr, Hoang Vu Linh

= Ms.Vu Thi Mgi

- Mr, Le Bao Chung

- Ms. Ly Thi Binh

- Mr. Pham Le Tuan

- Me. Pham Thanh Truong

- Mrs. Luong Thi Thu Huyen
-Ms. Tran Thi Hoa Ly

- Mr. Pham Van Khei

5

Final Production Manager
{Mr. Le Quoc Hung)

- Mrs. Nzuyen Thanh Van
- Mrs. N. L. Ngoc Thanh

- Mrs. Nguyen Thi Thu

- Mr. Nguyen Sy Ban

= Mr. Nguyen Dang Quynh
- Mr. Nguyer Manh Hien
- Mr. Nguyern Trong Nghia
- Mr. Luong Phu Duan

- Mr. Nguyen Huoy Truong
= Mr. ¥u Van Hoy

- Ms. Nguyen Thi Huyen

Medium preparation
Manager
(Mr.Le Tuan Anh)

- Mr. Nguyen Fhai Hoc

- Mr. Nzuyen Quiic Thién
- Mrs, Nguyen Phuong Lan
- Mr, Pham Hun Manh

Engineering manager
{Mr. Nguyen Dang Anh)

- Mr Nguyen Quoc Phong
~ Mr. Nguyen Manh Dung
~ Mr.Cao Minh Duc

- Mr, Luv ¥an Chien

- Mr., Tran Cong Thang

- Mr. Nguyen Tuan Dung
- Mr. Dang Anh Tuan

- Mr. Yo Van Dung

QA/GMP{Validation
Manager
{Mes.Nguyen Thuy Huong)

- Ms.Tran Thi Phuoag

= Ms. Le Tho Nga

= Mrs. Nong Thi Thanh Yan

- Ms. Le Thi Hoa

= Mr. Thai Hung

- Ms. Pham Thi Phuong Thao
- Ms. Hoang Thi Lan

QC Manager
(Mrs.Ngo Thu Huong)

GMP Supporting Depts

2]

» ]

3
Flanning & Material Financial Manager Personnel &
Manager (Mrs. Nguyen Thi Administeation
(Mr. Neuyen Manh Khue Thanh Mai) Manager (Mrz,
T g Ngu%'!'::l T:Ii Hai
- Mr Tran Trong Hai anh
- Mrs. Vo Thi ng...y - Mrs, Dao Thi )
Duong Thuy =817, Nguyen Duc
Thang
- M. Cao Hai Anh
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LIST OF MATERIALS, EQUIPMENTS AND CHEMICALS FOR MR PROJECT IN 2014
(Supplied by Vietnamese Side)

1 Fuel
No. Items Quantity Total Price (VND) Year
1 |Electricity for MVPF 710,000 KWh 1,065,000,000 2014
2 |Diesel oil 75,000 L 1,632,696,000 2014
Total 2,697,696,000

II Equipment for Project Office

1 |pC 5 85,995,000 2014

2 |Printer 2 10,400,000 2014

3 |Laptop 3 54,000,000 2014

Total 150,395,000

IIT Membranes, cartridges

1 |0.45pm Membrane 1 box 10,120,000 2014

2 |Gelatin Membrane 8 boxes 88,440,000 2014

3 |0.1um Membrane [ box 4,604,000 2014

4 10" (0.65) Housing Cartridge 4 boxes 112,464,000 2014

5 |4 inch Housing Cartridge 10 boxes 203,280,000 2014

6 |10 inch Housing Cartridge 5 boxes 51,120,000 2014

7 |Air filter for Autoclave 5 boxes 36,289,000 2014

8 [Novaship Alir filter 5 boxes 51,590,000 2014

9 |Air filter for 70L tank 3 pes 39,600,000 2014
Air filter for vial washing

10 |machine 1 pec 24,300,000 2014
Air filters for 70L tank, 200L

11 [tank, freeze-dryer 1 pc 31,900,000 2014
Adlr filter for buffer tank (use for

12 |WFI production) 1 pe 27,000,000 2014

13 |Alr filter for siphon 6 pcs 211,800,000 2014

14 |WFI filter 1pc 15,300,000 2014
Circle water (filter of wvial

15 |washing machine 1pc 26,300,000 2014

16 |Filter dryer for IT4 1pc 3,400,000 2014

kY
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No. Items Quantity Total Price (VND) Year
17 [Filter dryer for freeze dryer I pe 2,000,000 2014
18 |Filter for washing machine 1 pc 12,000,000 2014

Total 951,507,000
III Chemicals, materials, tools for production and verification
Chemicals for production
1 |Fetal bovine serum 5 tubes 90,150,000 2014
2 |Bovine serum 8 tubes 14,000,000 2014
Chemicals for verification 2014
Formaldehyde solution {Cica 1st
3 [class) 1 bottle 1,200,000 2014
4 [Kit BSA 2 kit 63,480,000 2014
LAL Reagent Water (LRW) for
5 |TNBSA 2 bottles 6,216,000 2014
6 JAceton 1 bottle 1,066,000 2014
7 |Glyxerin 1 bottle 572,000 2014
8 [lgGFITC 1 bottle 4,118,000 2014
Tools
9 [19L glass bottle 27 bottles 147,015,000 2014
10 |9 L glass bottle 20 bottles 54,725,000 2014
11 |5 L glass bottle with screw cap 20 bottles 36,080,000 2014
12 [1L glass bottle 60 hop 13,320,000 2014
13 {100 ml glass bottle 30 bottles 3,960,000 2014
14 |500 ml glass bottle 30 bottles 4,770,000 2014
15 |10 ml glass pipette 100 pes 19,500,000 2014
16 |25 ml glass pipette 50 pes 10,500,000 2014
17 |50 ml glass pipette 20 pes 4,940,000 2014
18 |100 ml glass tube 50 pes 16,250,000 2014
19 |20 ml glass tube 50 pes 2,500,000 2014

20 |Electrode for pH meter 2 pes 22,000,000 2014

21 |Electrode for conductivity meter 2 pes 22,000,000 2014
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No. Items Quantity Total Price (VND) Year
Funnel for water microorganism
22 |filter 2 pcs 7,268,000 2014
Base for membrane of water
23 |microorganism filter 1 pc 4,200,000 2014
Stopper (of water microorganism
24 |filter) 5 pcs 18,600,000 2014
25 [Set Myco 1 pc 7,800,000 2014
26 |40L tank 2 pes 100,000,000 2014
Total 676,230,000
IIT Sensor
Sensor K class 2 for sterilize
1 [|tunnel 9 ropes 80,730,000 2014
2 iSensor PT 100 for freeze -dryer 25 ropes 191,750,000 2014
3 |Pressure sensor for freeze-dryer 2 pes 120,000,000 2014
Total 392,480,000
Grand Total{VND) 4,868,308,000
JICA Exchange
rate in Oct 2015;
Grand Total(JYen) 26,288,863 0.0054
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LIST OF MATERIALS, EQUIPMENTS AND CHEMICALS FOR MR PROJECT IN 2015
(Supplied by Vietnamese Side)

I  Fuel
No. Items Quantity Total Price Year
1  |Electricity for MVPF 395,000 KW 600,000,000 2015
2 |Diesel ail 51,000 L 1,132,490,000 2015
Total 1,732,490,000

II1 Equipment for Project Office

1 |PC 5 80,000,000 2015

2 |Printer 2 14,670,000 2015

3  |Photocopier 1 72,000,000 2015

Total 166,670,000

III Membranes, cartridges and chemicals

1 |Gelatin membrane 2 boxes 22,040,000 2015

2 |10" ( 0.65) Housing Cartridge 2 boxes 56,200,000 2015

3 |4 inch Housing Cartridge 10 boxes 203,000,000 2015
Air filter for vial washing

4 |machine 1 pc 24,250,000 2015
Air filter for 70L tank, 200L

5 [|tank, freeze-dryer 1 pc 31,850,000 2015
Air filter for buffer tank (use for

6 |WFI production) 1 pe 26,970,000 2015

7 |Air filter for siphon 4 pes 140,800,000 2015

8 |WFI filter 1 pc 15,250,000 2015
Circle water filter of wvial

9 |washing machine 1 pc 26,250,000 2015

10 |Filter dryer for IT4 1 pc 3,380,000 2015

11 [Filter dryer for freeze dryer lpc 1,960,000 2015

12 |Filter for washing machine lpec 11,940,000 2015

13 |Fetal bovine serum 25 tubes 450,500,000 2015

14 [Kit BSA 5 kit 158,675,000 2015
LAL Reagent Water (LRW) for|

15 |TN BSA 7 bottles 21,700,000 2015

16 |SCD agar 2 bottles 13,454,000 2015
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No. Items Quantity Total Price Year
Aceton 1 bottle 1,050,000 2015
Total 1,209,269,000
III Sensor
Sensar K class 2 for sterilize
1 |tunnel 9 ropes 72,000,000 2015
2 [Sensor PT 100 for freeze -dryer 25 ropes 174,500,000 2015
Total 246,500,000
IV Rubella working seed
I |Rubella working seed 50 tubes 680,625,000 2015
Total 680,625,000
Grand Total(VND) 4,035,554,000
JICA Exchange
rate in Oct 2015;
Grand Total(JYen) 21,791,992 0.0054
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BUDGET ALLOCATION BY VIETNAMESE SIDE

Budget (Th. VND)

Exchange Rate

Japanese Yen

Year of JICA
(Th. Yen)
Project (MOH) | POLYVAC Total (Average)

2013 5,000,000 5,000,000 0.00471 ¥23 550
2014 6,200,000 9,500,000 15,700,000 0.00513 ¥80,541
2015

Up to 31st Aug. 2,202,000 5,000,000 7,202,000 0.00554 ¥39,899
Total 8,402,000 19,500,000 27,902,000 ¥143,990
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Technical Cooperation Project for Strengthening Capacify for Measles-Rubella Combined Yaccine Production
SUMMARY OF EDUCATION AND TRAINING ACTIVITIES
TONG HQP KET QUA PAO TAO
2013.05 ~2015.8.31

Result Sub

T 3 [ 2 [ 7 |Tota]ReMarks

No. | Department| Name of process Detail contents

Bulk ) The similanty and difierence between bulk production of measies vaccine
Basic lecture and rubella vaccine,
{Preparation) Difm trong ddng va diém khac bigt gila san xuét ban thanh pham véc xin
Ly thuyét co ban si va i
(chudn by) The process of rubella vaccine bulk production. 4 a
Cac cong doan san xuét ban thanh phdm vac xin rubella.

Production

1 | San xudtba

nthanh
pham

Fully understoed the process 4 4

Bulk SPF rabbit kidney 2 Hiéu duge ddy di guy trinh
Production cellculture |22 Preplarat.lon for tools
2 |sanxuétba| (Cong dognldy E;ltlijagtli:o: T abbiT e
nthanh | thénth dén cdt (23  [FRIPA Y
pham nhd than) Splitting kidney into small parts
Cét nhd than

'S
L

2-4

Fully understood the process

Hiu dupc ddy dd quyirinh

a2 Preplaraﬁon for tools
Chuan bj dung cu

3-1

Process of rabbit |55 | 17ansport splitted rabbil kidney
Bulk  |kidney extirpation/ Vén chuyén thén th da cét nho
Production | rabbit Kidney cell [3.4 Trypsunlzlng the splitted rabbatt kidney cell
3 | San xudt ba culture Trypsin té bao thin thd d et nhd - -
o thanh Géng doan lAy Preparation of cell culturing solution, cell dispensing
i |than thd f nusi o Pha duna dich nudt céy 16 bao, chia chaié bao
phal 1 nos nuol cay a.g |Counting number of centrifugated cell 2 2 4
t& bao thin thd Tinh todn sé t& bao ly tm
Cell culture
Nuéi cdy té bao
Writing Standard Operating Procedure (SOP)
Viét tai liéu quy trinh (SOP)

£ I S I Y
£ T I N IS S N

w
)
(31
E-
i

37

3-8

Fully understood the process 4
Hiéu duoc diy A quy trinh

Bulk 4.2 Preparation for todls, confirming operations of process 4
Production | Virus innoculation Chuén bi dung cu, xac nhén cac thao téc trong cdng doan

-~

4-1

[

4 |Sanxudtba| Céngdoangay |43 8“53“’2‘:"? cell ?‘.‘"‘i’”;‘é g‘.’“’a
n thanh nhiém vi it uan sat cnal nuol cay ie bao

hé 44 Preparation of culturing solution
pham Pha dung dich nudi cay
Wiiting Standard Operating Procedure (SOP) 2 2

4.5

Viét tai ligu quy trinh (SOP)
Fully understood fhe process
Hiéu dirore déy aii quy trinh
5.2 Preparation for tools 4
Bulk Chudn b dung ey

51

L N O I I

Production | T om washing .3 |observating virus culturing bottle
5 | 5an xudt b | Virus to harvest Quan sét chal nudi ciy vi rit and evaluate CGI
nihanh | 8¢ cong doan tir Preparation of CUKIAng SGIUoN, Wash Virls INecied cell, dspensing, singie
hAm rira té bao dén gt 54 harvest virus suspension appropriciately 4 4
P Pha dung dich nudi céy, rira té bao gay nhidm virus, chai chai, git hén djch

yirs

Writing Standard Qperating Procedure (SOP)
Vit 131 ligu quy trinh (SOP)

5-5

Understand rabbit disinfection efect validation, make and implement
61 protocol 2 2

N&m duwgc hang muc thdm dinh xdc nhan hiéu qua khir tring thé, lap
Understand sterilization validation for tocls make and implement protocol

5-2  |Ndm dugc hang myc thdm dinh tiét tring dung oy, 1ép protocol vé thye hién| 3 3
theo protocol
Bulk Understand Enviroment menitoring validation after implement repairing

Production | NecessaryPQ |3 {works on production facility, make and implement protocol

6 | Sanxudtbal items in Rubella N&m duge hang myc thdm dinh giam s&t méi tnréng khi cai tao nha xuéng,
. " a 3 1 iént ol
n ‘r'“?"h vacine production _Llﬁ'%n uond va e hidn hep oot processes, make and IMpISMEnt pratocal for PG In Rubela
pham &4 vaccine production 2 2
Nim dwerc cic cong dogn trong PQ san xudt véc xin rubelta, 1ap protocol v

there hién thea aco]
Understand cross-contamination preéventing validation caused by using 2

different kinds of virus 2
N&m dwec hang myc thdm dinh chéng nhiém cheo do sir dung 2 loai vi rit
|khac nhau N

6-5

Bulk 71 Understand PST, mzking and implementing protocol
Producli Impl 1t PST, N&m duwge quy trinh PST, 14p dwoe protacol vé thire hién theo protocol

7 lsanxubtba| PV in rubela Understand all processes, make and implement protacel for PV in Rubella

. P vaccine production
n ;:g;h vaccine production|7-2 N&m dwgc toan bd céng doan PV trong san xuit véc xin rubella, 1ap durgc

jé 0 profoco]

Iprotocol va thie hién theo pi
P Prepare final bulk of MR vaccine
Cé kha niing pha véc xin MR bén thanh phim cudi cling

Final_ ProdudI'O_n 82 Process of washing, sterilising materal
Production | of MR vaccine C6 kha néng thirc hién cong doan nva va &t tring 1 cach hidu qua

8 |sanxudtba| Cangdogn san 3 Process of filling of MR
nthanh | xudt véic xin thanh C6 kha nang thue hién cdng doan déng dng vée xin MR 1 céch thich hop

w0
]

phém phém Enviroment monitoring and bioburden management before sterilization
84 Co6 kha néng thire hign giam sat méi tredng va quén by bioburden 1 cach thi 1 1
ch hop
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trrng

Quén Iy duy tri hé
théng nuée

. | Department| Name of process Detall contents Remarks
Imptement tasks relating to Management and Maintainance of water
91 production facility
Thue hién drorg cang viee quan 1¥ duy tri nude ding cho sdn xuét
Management and Implement tasks relating to all production process of water used for
Medium Maintainance of 89 production
production | water production Thire hign céng viéc lién quan dén toan bd viéc san xuit nudc ding cho
San xuat ma facility 3

xuft
Implement tasks refating to take water used for production
Thwc hién cong viéc lién quan dén toan bd viéc sén xuét nudc ding cho
san xuét

Enviroment menitoring and bichurden management before sterilization
Giam sat méi tnring va quén Iy Bioburden trwére khi khir tring

Alab
Nha chan nu
6i ddngv at

Feeding and
managing SPF
rahhit
Nuéi va quan [y
strc khoe

Capable of transporting imported SPF rabbit without contamination in rabbit.
Nudi v quén ly: C6 thé véan chuyén thd SPF a5 nhip vé & khéng lam thd
bi nhi&m bénh.

10-2

Understood and capable of managing how to add feed and drinking water,
NAm dirpc va b thé guan I§ cich bb sung thire 3n, niéic uing.

10-3

Capable of handiing rabbit easily, propitiously.
€6 thd sir dung thd mét cach dé dana, thuda i,

104

Understood how to distinguish gender and capable of distinguishing rabbit's
gender.
N&m duoe cach thive phan biét qidi tinh va phéan biét duoc qidi tinh clia

Capable of weighing rabbit.
C6 thé eén trong luong th

Capable of taking out rabbit from cage and fixing rabbit,
HB tre thiv nghiém: C4 thé [y tho ra khal chudng va ¢ dinh thd.

Capable of using hair clippers to shave hair on the shoulder area of rabbit.
Co thé sir dung tdng do d8 czo lang & phin vai thé.

Alab,
Patholagy,
Qc
Nha chién nu
0i ddng vat,
QC, BTP

Cutting hair,
bleeding,
disinfecting
Céat lang, 4y mau,
khi¥ tring

Capable of preparing for tools, equipment, recards and completion of testing|
condition before test pedormance appropriately.

C6 thé chudn bi dung cy, thiét bi, bién ban va hoan thign méi treong 13m
vige trrére khi tién hanh thao tde mét cach thich hop,

11-2

Capable of fixing rabbit properly (note: avoid to hurt rabhit),
Co thé tién hanh cd dinh thé mdt cach thich hep (luu § tranh khdng lam tho
bi tén thurong.

11-3

Capable of cutting neck and back hair apprepriately (keep the blade of
clipper parallely with skln surface, do not keep the blade vertically).

Co thé cét long phan oo valung mqt car.:h thich hop {cho lu&i dao ciia tdng
wng agng),

114

o du
Capabie of using band and fixing tools to fix rabblt on fixing table in upward
position appropriately.
C6 thé sir dyng ddy va dung cy cd dinh d& cb dinh tha trén ban cé dinh & e
é nd {ra mét cach thich hop,

Capable of using surgical scissors and Tweezers (o Incise neck skin, hen

separate incised skin to expose carofid artery appropriately.

Cé thé dung kéc ngoan khoa va plncetle aé rach ma da  viing cé, sau 46 bég
= d meé

11-6

cut blocked carotid artery, remove one forceps and bleedlng
Co thé ding 2 panh kep chin dong mach cinh, sau 46 diing kéo cit doan d

éng k| 1

Capable of checking eyeball of rabbit changing colour after bleeding (from
red to white) then rabbit stop breathing.

€5 thé kiém tra thiy nhan ciu thd ddi mau sau khi bj 14y mau (tir 43 sang
tréing) va tho natrng hé hép

Capable of preparing disinfectant solution (benzalkanium chleride 0.1%),

Capable of putiing rabbit Into disinfectart solution, washing whale rabbil
body carefully and soaking in disinfectant solution and capable of removing
disinfectant chemical soaked into rabbit’'s skin and hair after disinfecting
appropriately .

Cé thé cho thd vao dung dich khir tring, rira k¥ toan than thd va ngam khir
tring; @bng ther c6 thé logi b hoa chét khir triing 48 ngdm vao léng va da

11-10

th : . 8 al s .
. Capag 5 Oi putﬁng ?ilsmieé‘ied rafigll info gienilzga Eranspoi fafion Box and

Pathclogy
Giai phau
bénh

Knowledge of
rabbit disease
necessary for
rubella vaceine
bulk producticn
Kién thirc vé bénh
& thd cAn thiét cho
san xuét ban tha
nh pham véc xin
rubella

12-1

capable of giving out appropriate methods for transportation box (example:
disinfection method, elc.)
Cé thé cho thd 4& duwere khit riing vao hip van chuyén @4 tigt trung va co

lhe du'a ra cac bién phép thich hep cho hgp vin chuyén (i dy: bign phap

apable 01 undersiandmg the contents regulated by Biological Products
Standard {for Freeze-dry Live Attenuated Rubella vaccme)
N&m dwgc cic hang muyc quy d|nh trong Tigu chun thanh phim sinh hec

—

22

Lapa @ Of uny ers an |gg |seases a can got be observed in matenal
SPF rabbit (salmonellosis, tuberculosis, pseudetuberculosis, myxomatosis
disease}, which Is regulated by Biological Products Standard (for Freeze-dry,
Live Aftenuated Rubella vaccine)

N&m dwoc vé cac bénh khéng duge phép gép & thd SPF - nguyén liéu san
xuét (bénh Salmonella, benh lao, benh gia lac, be.nh Myxomatosns) dugc
quy d’nh trong Tigu chudn thanh phdm sinh hoe (vic xin Rubella séng déng
giclirc)

12-3

Capable of understanding the pathological fesions that affect Rubella
vaccine bulk production.
Ném droe nhirng tdn thwong gy hai cho sén xudt ban thanh phim

i2-4

Capable of understanding characteristic traits of SPF rabbit and monitoring
diseases.

N&m dugc nhirng déc tinh cda thd SPF, ném dugc cac bénh cin giam sat.
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No.

Department

Name of process

Detail contents

Sub
Total

Remarks

13

Pathology
Giai phau
bénh

Pathological
autepsy of rabbit
necessary for
rubella vaccine
bulk production
Gidi phiu bénh ly
thé cin thiét cho
sdn xuét ban tha
nh pham véc xin
rubella

131

Capable of understanding autopsy process in Standard Operating
Procedure of Rabbit acceplance test,

Ném du-qc quy1nnh kiem tra gidi phiu trong ban Quy trinh chuin thao tac
thiy ng 1ié

13-2

Capable of obtalmng macroscop(c findings of all organs appropnately
Ca kha nang ndm dwgc dau higu bén ngodi clia cic co quan ndi tang trong
teén than mét cach pha hop.

13-3

Capable of evaluating health condition and presence of infecticus disease
based on the pathological autopsy results.

Co kha néng danh gla tinh tranlg sire khoe tho va Xac dinh ©6 bénh truyén
ud kiem ¢ 3i phau bé

&t hh
Capable of evaluate possibility of using material (rabbn) in Rubella vaccine
bulk production base on the pathological autopsy results.
€6 kha niing danh gia kha néng st dung nguyén liéu (tho) vao san xuét ban

thanh pham vic xin Rubella tir két qua kidm tra qidl phiu bénh hog

13-6

Capable of explaining about patholagical autopsy resuits appropriately.
Cé kha néng gidi thich mét cach phd hop vé két qua kiém tra glai phiu
bénh hoe,

14

Pathology,
QC, bulk
production

Gial phu
bénh, QC,
BYP

Receiving rabbit
(visual check
rabbit kidney when
splitinf into small
part
Thie nghiém tiép
nhén tho (quan sat
than béng mét
thuwdng khi cét
nhd than}

141

Understand size of normal kidney and evaluating the size of is abnormal
Hiéu duwec 83 Iém ciia than binh thudng va cé thé danh gia xem 49 1én cd
bét thuréng hay khéng

14-2

Evaluating perinephric fat tissue and evaluating the fat tissue {s abnormal or
not

C6 thé danh gia dwc lwgng md md bao quanh qua than va dénh gid xem ¢
6 phan mé bat thyéng hay khéng

14-3

14-4

Understand kidney shape, evaluate Kidney is abnormal or not

Co thé danh gia hinh dang than
EEvaluaie any abnormality of the kidney by visual check (such as: scar, cyst,

abscess, neopaltic ruggedness)
Co thé danh gia xem than cd bét thwdng vé ngoai quan khéng (seo, u nang,
P i

14-5

)
Evaluate capsule of kidney and desquamative stale
Cd thé danh gia tinh chét cda l&¢p mang va tinh trang bong tréc khéng bét
thurdéng

14-6

Understand structure of 3 layers on kidney slice surface and evaluate 3
layer are abnormal or not
(hidu 3 W&p trén bé mét 4t c&t théan va b thé danh qid yéu t5 cduthanh clia

15

Pathology
Giai phdu
bénh

Receiving Rabbit
(visual check and
rabbit kidney
autopsy)
quan sat bing mét
thwéng va kham
nghiém thén thd

15-1

3 16 d6 khong bat thyomn

Capable of checking rabhit code no, end evalualing is there any abnormality
by visual check (state of hair, skin, mucous membrane, eye, nose, mouth,
anus).

Co6 thé kigm tra méa sb thé va danh gia xem cd bét thudng & ngoai quan kh

18-2

apable of evaluating is there any abnormality on subcutaneuos tissue and
typlcal lymph node or not.
Co 1he dénh gla xem c6 bét thudng & cac ma dwéi da v hach bach huyét ti

Efapab[e of evalualmg is there any abnormality in abdominal cavity or not
(|mﬂammat|on morbid qumd ect).
C6 thé dénh gid xem cé béat thurdng trong khoang bung khdng (chitng viém

15-4

nhi En! di cP mana bénh *11&)
Capable of evaluating 1s there any abnormality in intemal organs or not

(spleen, omentum, mesentery, stomach, small intestine, large intestine,
liver, gall-bladder, pancreas, adrenal gland),

C6 thé dénh gid xem cé bat thudng & cac ee quan ngi tang (1a lach, mang
1én, mang treo rudt, da day, rudt non, rudt gid, gan, tdi mét, tyy, tuyén
thirona th

An) hav khano
Capable of checking gender of rabbit.
C6 thé kiém tra duroc giéi tinh ciia thd,

Capable of evaluating is there any abnormality in bladder and genital organs
or not.

157

Cé thé danh qid xem cb bat thudng & bang guang va co' guan sinh duc khd
Capable ¢f evalualing is there any abnormal |!y of negative pressure inside
thorax or not (mediasfinum, epicardium, diaphragm, parietal pleura,
pulmonary pleura),

C6 thé dénh gia xem cb bét thirdng & &p suét 4m bén trong Idng ngyc vac
&c co quan ndi tang bén trang 18ng ngurc (trung thét, 1a tang ngoal tam mac,

15-8

co h hang

Capable of evaluating is there any abnommality in heart, large vessel
systern, paricardium or not (liquid accumulation, neoplastic disease).
Cothé danh gid xem cé bét thudng Er tim, h& mach lén, mang ngoai tim (4
ana dich, chi

15-9

khon
Capable of evaluaung is there any abnormalny in trachea, lung or not.
Co thé danh gid xem co bét thirdng & khi quén va ghon hay khéng.

15-10

Capable of extirpating abnormal crgan appropriately.

Co thé cht I8y bd phan co bit thuéng mét cach thich hop.
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Pathalogy
Giai phau
bénh

Prepare specimen
for pathology test
(Trimming of
internal organs)
Cét loc cac oo
quan ndi tang

16-1

Acquired the anatormical structure of infernal organs in animal bodies.
N&m duge ciu 1ao gidi phiu hoc vé cdc co quan ndi tang trén toén co thd ¢

1

4ng vat,

Capable of selecting appropriate surgical 1oals for extirpating the internal
argans.

Cb thé Iy chon cdc dyng ey giéi phau thich hop cho viéc 1y cée co quan
ndi tang,

16-3

Capable of preparing appropriate tools for tissue timming,
Coa thé chudn bi céc dung cu thich hep cho viée cét loc céc loai ndi tang,

164

Capable of selecting tissue parts appropriate for pathology test by optic
micrascope.
Cr’: thé lwa chqn phén ndi tang thich hgp cho vigc kiém tra mé hoc béng ki

u
Capa @ o con5|denng The permeability of fixing soluhon {10% Fermalin
sclutlon) to adjust the size (thlckness)

Cothé xem xét tinh tham th&u cla dung dich cé dinh (dung dich Formalin
10%) d& digy chinh A6 & (45 dav)

Capable of adjusting size appropriate to slide glass and embedding casset.
Cd thé digu chinh d Ién phil hop v lam kinh va dung ey thim thau

Capable of considering the operation of surface preparation by timming a
thin section to have a tissue part with smoath and fine surface,
Co the céin nhéc aén thao 1ac tao bé mét khi cét 14t mang a8 cét duge phdn

16-8

Capable of making cofrect records of IRNMMINg process, and recording for

speclmen code distinction.

Co thé thire hl?n rnot cach chlnh xac wec ghi bién ban céng doan cét Igc,
ghi bién ban dt hié

Pathology
Giai phdu
bénh

Prepare spegimen
for pathalagy test
{Trimming and
extirpating
diseased internal
organs})

Cét lgc lay cor
quan ngl tang co
bidu hién bénh

17-1

Understood the normal structure of mtemal organs, capable of recognizing
the affected area.
Hidu dirge cAu tae binh thirdng (khdng coé bénh) ciia cac bd phan ndi tang,

17-2

£ s ) . .2 s 2
o
Eapable of recording exactly the gross findings of The affecled area (by

visual check) (taking photos, recording gress findings).
Co thé ghi bién ban chinh xdc ddu hiéu dai thé phéin od biéu hién bénh
(guan sat béing mat thwéna) (chup &nh, ghi bién ban dau higu quan sat)

-y

7-3

Capable of selecting and timming the appropriate part for tissue
examination by optic mlcmsoupe {observation of the affected area).
Cothéhya chon va cét loc phén thich hep cho vigc kiém tra md bénh hec

?m.ﬁnh.}mn_waguﬂw_hgﬂg_anﬂ%_b&m,h?nhi
apable of recording the specimen code, tissue information, rdentiying

informaﬁon, ect inlo information box of embedding cassette appropriately.
Cothé ghi ma so méu, thnng tin v& ndi tang, thang tin phan biét v.v. vao 6
ghl théng fin v& dung cy thAm thau parafin {embedding cassette) mét cach

17-5

thich hew,

Capable of preserving and managing the remaining tissue appropnately
after trimming.

Sau thao tac cét loc, co thé bao quan, quan 1Y phin ndi tang con lai mat ca
ch thich hop

18

Patholegy
Giai phau
bénh

Fixing tissue by
Prepare specimen
for pathology test

(fix tiseus with
formalin soluticn)

C6 dinh néi tang

béing formalin

18-1

Understood the purpose of tissue fixing operation and principle of tissue
{fixing.
Nam dioc muc dich cfia thao téc cb dinh ndi tang va nquyén ly cb dinh nél

18-2

Capable of preparing fixing solution {10% Formalin selution).

Cothé Eha dunﬂ dich c dinh ’dunﬁ d'!ch Fommallin 10%?.
1% S Gl

the tissue.
€6 thé chuén bl lwgng dung dich cb dinh phil hep véi 46 1én clia néi tang.

Capable of accessing the fixing status of tissue (too much or not enough)
Cé thé danh gia tinh trang cb dinh cla nél tang (qua mie hode chea da).

Capable of handling bulk Formalin (poison, heavy poison) appropriately.
Co6 1hé quan Iy ban thanh pham Formalin (chét ddc, chét ddc manh) mét ca
ch thich hop

i8-6

Capable of discharging the used formalin solution appropriately.
Co thé hiy dung dich formalin sau khi st dung mét c&ch thich hop.

19

Prepare specimen
for pathology test
{Embediding
parafin into
timmed tissue)
Cho parafin thdm
thau vao ndi tang
da cétloc

19-1

Capable of managing and operaling automatic tissue processor
appropriately.
C6 thé quén |V va sir dung may tham théu paraffin (may x& 1y méu tu ddng)

19-2

Understood the principle of embedding paraffin into tissue,
N&m dwoc nguyén 1y thdm thdu parafin vio ndi tang.

193

Aquired the fissue processing, claification processing, parafiin embedding
process and capable to select time for tissue processing appropriately.
Nam dugc cong dogn xir Iy méu ndi tang, cBng doan lam trong, cong doan

19-4

lngm thau parafin va ca thé lya chon théi gian xir Iy ndi tang mét céch thich

")
apable of preparing necessary solution (alcohol, xylene parafin) for the

process of paraffin embedding into fixed tissue.

C6 thé chuén bj va pha cac toai hda chét can thiét (cdin, xilen, parafiny cho ¢

4ng doan tham thiu parafin vao 4 duon

G di
apable of handling the chemncals (alcohol xylene) usecli-lfor paraffin
embedding process appropriately.
Co thé quan Iy cée loai hda chét (odn, xilen) diing cho céng doan tham thiu
parafin mét céch thich hop,

Capable of discharging the used alcohol and xylene appropriately.
Co thé hiy cén va xilen 45 sir dung mét cach thich hop.

20

Prepare specimen
for pathology test
{Embedding)
Lam parafin block

20-1

Capable of managing and operating the tissue embedding system
appropriately.
Co thé guan Iy va sir dung may tao parafin block mét cach thich hop

N

0-2

Capable of selecting the embedding dish proper to size of tissue,
Co thé lya chon khay embedding phil hop véi 46 1ém clia ndi tang.

20-3

Capable of considering the section cutting and embedding the tissue
appropriately.

Co thé xem xét thao tac cét 14t va 1am embedding néi tanq mét céch thich

4
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214

Prepare specimen
for pathology test
(Thin section)
Tao cac lat cat
mang

21-1

Capable of managing and operating the Microtome machine safely and
appropriately,
Cothé quan }y va sir dung may Microtome mdt cach an todn va_thich hop,

21-2

Capable of adusting the function of Microtome machine for cutting thin
section of 3 to 5 um thickness.
Ca thé digu chinh tinh néng clda may Microtome dé co thé cét |14t mang vai

21-3

d:g' dg‘gtg‘[ 3 dé# 51m
apable of performarice The edge cutling of paratin block 16 feveal the

tissue surface to be observed.
Ca thé thyre hign thao tac cit thd bé mit cit cda parafin biock d€ |6 bé mat

s
&

f -t
E’S‘apable of cutting continucusly thin section of 3 to 5 pm thickness without
artifact (such as scraich damage due to microtome knife)

Co thé c&t 14t mdng lién tuc sao cho khdng cd vét ggrn (do vét xwrdc cla dao

21-5

cét) va d6 day glia Jat cét tir 3 dén 5 um

apable of repairing the wrinkle of the thin section with exiension water bath|
appropriately. Capable of ensuring the water clean for extension.
C6éthé stra nép nhin cla 14t cit mang béng bé kéo dan [4t cit mat cach thi
ch 6 thé ddm bio vé sinh nurde ding A& kéo dén

21-6

Capable of extending the thin section with tissue floaling water bath.
Capable of controlling the water temperature and ensuring the clean of hot
waler

21-7

Capable of inclusion of the slice into appropriate position on slide glass.
C6 thé gén manh It cit vao vi tri thich hop cia lam kinh .

22

Staining
Hematoxylin and
Eosin
Nhugm
Hematoxylin va
Eosin

Capable of completely dehydrating the vapor on the stide glass, using dryer

and paraffin oven, and fixing the stice on the slide glass

Cé thé hit hét hD’I nuéc (ren Iam kinh st dyng may [&m khé va méy kéo d4
5 cét va inh

h an
Fully obtained the knowledge of hematoxylin and eosm staining principle.

C6 kién thire dhy i v& nguyén Iy nhudm hematoxylin va eosin.

22-2

Capable of managing and preparing the chemicals necessary for slaining
operation {hematoxylin, easin, alcohol, xylene, inclusion agent)
appropriately.

ny

2-3

Coathé gcuén 1. chudn h'g va pha cac loal hoa chét cin thiét cho thao tic
Acquired knowledge and capable of operafing the staining process
(deparafiinization, hydrophilization, hematoxylin staining, coloring, eosin
staining. separating eosin stain colour by ethanol, clarification by xylene).
N&m dwoc va co thé thye hién céc cdng doan nhudm (khir parafn lam wa
e, nhuqm hematoxylin, 1én mau, nhudm eosin, khir nuréc béing ethanol,

22-4

%ﬁ%ﬁlﬁﬁlg The clarification level by xylene of thin siained slice,
using inclusion agent and cover glass to perform the inclusion eperation
appropniately.

C# thé danh gia miec 84 1am trang béng xilen ciia &t cit mang da rhudm, d
tng chét gén lamen va lamen dé thyc hién thao tac gén lamen mét cach thi
chh

22-5

Capabie of handling and discharging the used chemicals (alcohol, xylene,
hematoxylin, easin} appropriately.

C5 thé quan Iy va hity cac hda chét da ding (cdn, xilen, hematoxylin, eosin)
mbt cach thi

23

Pathology
Gidi phiu
bénh

Method of using

231

cach thich hop
Understaod basic composilion of aptical MIEroscope and capable of
perforrning speclmen observation appropnaiely
Né&m dugc ciu tao co bidn cba kinh hign vi quang hgc va co thé tién hanh
1 i £ ti

optical microscoy
Phuwong phap sl
dung kinh hién vi
quang hoc

232

thao tac phil hop 4 quan sat tiéu ban
Capable of perfarming basic maintenance for optical microscope.
C6 thé tién hanh bio dudmg cor ban cho kinh hidn vi quang hoe.

23-3

Understoed basic composition of digital camera systern and capable of
taking picture of issues.

N&m durge cu tao co ban cia hé thdng may anh k§ thuat sé va cd thé
chup dpoe dnh cac mb,

N
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24

Pathology
Gial phau
bénh

Method of
checking
pathological
symptom
Cach xem xét cac

24-1

Capable of understanding normal histology of all organs.
N&m duere cau tde giai phdu clla mé khéng cé bt thudng trong céc cor
quan ndi tang todn than

24-2

1

Having enough basic pathological knowledge in order 1o assess the
histopathological changes.

C6 duge kidn thirc bénh hoc co ban dd dé ndm bat duge nhing bién déi
bénh hoe cila che mo

243

Capable of assessing the histopathological lesion,
C6 thé ném bét dugc chinh xac khu vire tén thuong.

244

Capable of understanding character of the pathological lesion and capable
of describing the histopathological findings.

N&m dwere tinh trang cia tén thwong, cdth ghi chép dwgc nhirng déu hidy
md bén

d&u hidu bénh hac

24-5

h hog
Capabla of understandlng completely to pathological terminolagy in order to
deseribe the histopathological findings.
Hidu dwge by al nhiing thuét ngr chuyén nganh bénh hoc cén thiét dé ghi

24-8

h hoc,
Capable of making accurate histopatholoaical diagnosis based on
histopathological findings.
Cothé dua ra chan dodn mé bénh hige mét cach chinh xac tir cac dau higu
mf bénh hoc,

25

Pathology
Giai phdu
bérh

Taking picture of
histopathology
tissue
Chup anh mé
bénh hoc

251

Capable of understanding digital micrescope camera operation method and
capable of taking the histological picture

N&m dugre cach thirc thae tac may dnh ki thudt sb clia kinh hién i, co thé
chyp duoc &

25-2

&,
Gapable of taking consistent histolegical picture for histopathological
findings.

C&thé chup anh mé phl hop vdi déy higu mé bénh hoc.
apable of taking appropriate tissue picture for explaining histopathological

25-3

findings () {chosing magnifications of microscope objective lens
appropnately)

C6 thé chup anh mé bénh hgc pha hop vai giai thich cda ddu higu md bénh
hoc ) tra chon

25-4

vat kinh & cac 46 phang dal mot cach hoolv)
Capable of taking appropriate tissue picture for explaining histopathological
fi ndlngs 2) (chosing picture shooting range appropnalely)
Cothé chyp anh md bénh hgc phd hop voi gid thich cia ddu hiéu mé bénh
hag @ (i trf chup dnh phi hop)

255

Capable of giving appropriate description for fissue pictures taken,
C6thé viét chu thich phi hop cho dnh mé da chup.

26

Pathology
Giai phau
bénh

Reporting result of
pathology
examination
Lam bao cdo két
qua kiEm tra bénh
hoe

26-1

Capabale of using appropriate pathological terminalogy aboul macroscopic
abnormality observed in organs to describe findings.

Céthd st dung thust ngi ehuyén nganh banh hoe phi hop d& ghi chép
rnhirng déu hiéu dai thé 8di vai nhirng bét thurdng quan séat duec béng mét

L 20 i bana
gapabls of explaining about macroscopic abnormality using apprepriate

28-2

28-3

MAcroseopic picture,
Co thé st dyng hinh &nh thich hp d& giai thich v& nhing bét thidng quan

sat dipere biing mét thdme mét each phit hop,
apable of summarizing macroscopic diagnosis based on macroscopic
findings that were described.

Co thé tém tét dwec chdn doan gidi phau (macroscopic diagnosis) dya trén
dau hiéu dai thé 83 ghi chép

26-4

Capable of understranding histology of all organs and capable of desciibing
hlslolog|ca! findings.
Nam duoc mo hoc cla cdc ndi tang toén cor thé, cé thd ghi chép duoc

éu md hoe,

26-5

apable g histopathological findings of histological abnormality
(lesion) usmg appropriate pathologlual terminclogy.
Co thé sir dyng thuat ngir chuyen nganh bénh hac phi hyp dé ghi chep

R

6-6

mmmmmmw;wnu mé hoe (16n
apable of explaining histelogical abnormality {lesion) using apprepritate

histological picture.
Céthé st dung hinh anh mé hec phit herp 88 gidi thich v& nhimg

26-7

b'énhg ng mé hoc ((ou thwrona),
apable of summarizing histopathological diagnosis based on

histopathological findings that were described.
Go thé tom tét dwee chén doan md bénh (histopathalogical diagnasis) dya

trén nhi'ng déu hidu mé d3 ghi ché
Capable § summarzing pat%o ogical diagnosis based on macroscopic

26-8

diagnesis and histopathological diagnosis.
C6 thé tém t4t dwere chén doan bénh (pathological diagnosis) dwa trén chén
dodn giai phiu (macroscopic diagnosis) va ¢han doan mé bénh

26-9

(hi I i )
(Eapable of giving appropriale comments and advices to Bulk Depariment or|

Quality control Department based on pathelegical diagnosis.
Tir chan doan bénh (pathological diagnosis), cé thé dwa ra ¥ kién, tu van ph

26-10

4 hop cho Dhgm)ﬂmmgbém]n.s_ah_usisnﬂ_né_m
Capable of explaining about pathological diagnasis fram the pathological

point of view.
Céthé giai thich vé chdn dodn bénh (pathological diagnosis) trén quan d
i&m bénh hoc

26-11

apable of appropriately storing pathelogical examination reports and
submitting according to other departments’ requests,
Cothé lwu trir Bao cio kidm tra bénh hoc mét cach phit hop, cé thé ndp ba

o ¢éo cho céc phdng ban khi duoc yéu ciu
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27

QC (Bio
Group)

Capable of preparing for teols, equipment, chemicals and completing of]
testmg condition before test performanoe appropnately

271 Cd the chuan bj dung cu thlet bi, héa chat vé hoan thién mobi tredng thi

Test for

¢ ich hop,
Capable of operatlng, checking the equipmentto be used for the test
7.2 appropnaiely and capab1e of document control relatively.
Colhe 1hao tac, kiém tra cac thiét bj dung cho th nghiém mét cach thich

! & quin I cac bidn b
apable of understandlng the conten15 of standard operating procedure of
the test and conducting the performance accordingly,

23 |esthd hidu duge ngi dung cla ban quy trinh thao tac thir nghigm va thye
hién thao tac theo auy trinh

Capable of evalualing the status of normal rabbit kidney cell.

274 | e 5'thé aanh gid tinh trang clia € bao than thd binh thudng.

haemadsorbing
viruses
Thir nghiém vi rat
hép phy héng ciu

Capable of illusirating the status of cell culture with values and evaluating
the cell culture status.

Cothé 1he hign tinh trang nudi 1 bao bang cac trj sb va danh gia duge tinh
fr. 0] té by

27-5

3o,
Capable of adjusting blood solution of Guinea pig appropriately.

276 C6 thé didu chinh dung dich méau chudt lang mét cach thich hop

Capable of evaluating the haemadsorption test.

277 Co thé danh gia dwoc thir nghidm hip phu héng clu 1€ bac.

Capable of evaluating if any abnormality at cell culture completion.

278 | o5'1hé danh gia xern khi két thiic nudi cAy 1& bao ¢4 bit thurdng hay khéng.

Capable of implementing sanitation {cleaning, ect.,) appropriately after tesf
completion.

C6thé tién hanh viéc don dep (vé sinh v.v.) sau khi két thiic thir nghiém
mdt cach thich hop

27-9

Capable of making test record appropriately and reporting the test result.
27-10 |C6 thé ghi bién ban thir nghiém mdt cach thich hgrp va bao céo két qua thir
nghiém.

28

QC (Bio
Group)

Capable of preparing for teols, equipment, chemicals and completing of
testing condition before test performance appropriately,

C6 thé chudn bj dung cy, thiét b, hoa chat va hoan thién méi trudng thie
nghiém tnrde khi thire hign thir nghiém mét ¢dch thigh hop.

Capable of operating, checking the equipment to be used for the test
appropnmely and capab1e of document control relatively.
Co the thao tac klem tra cacthlét bj dung cho thir nghiém mét cach thich

28-2

hop

Capable of understanding the contegts of standard operating procedure of
the test and conducting the performance accordingly,

Cathé hidu dwec ndi dung clia ban quy trinh thao tée thir nghiém va thie
hién thao tac theo guy trinh

28-3

Capable of evaluating the status of normal RK13 cell.

284 |55 'thé danh oid finh trang cia 16 bio than thé binh thréng.

Inoculation of

Capable of performing the neutralization of sample cantaining rubella virus
and adjustlng sample appropriately.

285 Co thé tlen hanh ihao tac trung hoa mAu cb chira vi riit rubella va tién hanh

rabbit kidney cell
culture
ThiF nghiém gay
nhim t& béo nubi
céy than thd

thii
Capable of using, diluting and |nocu|atlng positive control appropriately.

28-6 Co thé s&r dung, pha loéing va gay nhiém chirng duong mét céch thich hop.

Capable of observating the cells and replacing cell cuiture sclution
28-7 |appropriately.
€6 thé quan st té bao vé thay dunag dich nudi cy mot cach thich hop.

Capable of thawing frozen cells and performing passage appropriately.
28-8 |Cdthé [am tan t& bio bio quin ddng lanh va tién hanh thao tac cAy chuyén
mét cach thich how,

Capable of adjusting chicken and guinea pig's blood appropriately.

289 |Co1hé didu chinh dung dich méu g3 va chudt lang mét cach thich hop.

Capable of evaluating the haemadsorption test.

28-10 | o5 1hé déinh gis duee thi nghiém hép phy hdng cu té bao,

Capable of evaluating the call transformation with positive control.

2811 |6 thé danh gié sy bién dbi cita té béo béing chirng duong.

Capable of evaluating abnormality when completion of cell culture.

812 |5 thé déinh i xern khi kétthiic nudl cAy té bao cd bt thudng hay kkdng,

Capable of implementing sanitation (cleaning, ect.,} appropriately after test
completion,

28-13 | 66 thé tidn hanh viéc don dep (vé sinh v.v.) sau khi k& thiic ihr nghiém

h.hop.
Capable of making test record appropriately and reporting the test result.
28-14 |C6 thé ghi bién ban thir nghiém mét cach thich hep va bao céo két qua thir
nghiém

Capable of preparing for loals, equipment, chemicals and compietion of
testing condition before test performance appropriately.

Cothé chuan b] dung oy, | thlél b| héa chél va hoan thlen mdi trirérng thir
hjé

29-1

=

apa e of operallng. checklng the equipment to be used for the test
appropndely and capable of decument control relatively.

C6 thé thao tac, klern 1ra car:.lhlet ki disng cho thir nghiém mét cach thich
3 o6 thé

ud c bié do,
apable of understandlng the contents of standard operating procedure of
the test and conducting the perfarmance accordingly.
co thé hidu duee ngi dung clia bn quy trinh thao t4c thir nghiém va thire

29-3

294 Capable of evaluating the status of normal Vero cell.

€6 thé danh gi4 tinh trang té bao Vero binh thurdng,
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29

QC (Bio
Group)

Incculation of
simian cell culture
(VERQ)

Thir nghigém gay
nhiém té bdo nudi
cdy khi (VERO)

235

Capable of neulralizing sample containing rubella virus and adjusing
sample appropriately.
C6 thé thyrc hién thao tac trung hda mau cé chira vi it rubetla va didu

29-6

ghinh m&u mét cach thich hop

Capabhle of using positive control and performing dilution, inoculation
appropriately.

Co thé slr dung ching duong va tién hanh pha loang, gay nhiém mét cach
thich hop

29.7

Capahle of observating cell and changing culture solution appropriately,
C6 thé guan sat t& bao va thay dung dich nudl cAy mét cach thich hop.

29-8

Capable of performing passage approprialely.
Ca thé tién hanh thao t&c ciy chuyén mét cach thich hop

29-10

|appropriately.

Capable of adjusting blood solution of chicken and guinea —~ pig

Capbale of evaluating haemadsorption test.
Cé thé danh gid duge thir nghidm hép phu héng chu ciia 18 bao,

29-11

Capable of evaluating change of cell by positive control.
Co thé danh gid sy thay ddi cdia t bao béng ching duong.

2912

Capable of evaluating any abnormal cefl upon completion of cell culture,

29-13

Cé the danh gia xem t8 bao oo bat thirdng hay khong khi két thic nusi cdy.
Capable of implementing sanitation (cleaning, ect.,) appropriately after test
completion.

Co thé tién hanh viée don dep (vé sinh v,u.) sau khi két thic thir nghiém
mét cach thich hop,

20-14

Capable of making test record appropriately and reporing the test result.
Co thé ghi bign ban thir nghiém mgt cach thich hep va bao cao két qua thi
nahiém.

30

QC {Bio
Group)

Inoculation of FL
cell culture
Thi nghiém gay
nhi&m té bao nudi
cay FL

30-1

Capable of praparing for tocls, equipment, chemicals and completion of
testing condition before test performance appropiiately.

Cothé chuén bj d!,mg i, 1h1et b| hoa chéat va hoan thién mbi tnring thi
6t cach thich hop.

G ié [o}d

apa e ] opera‘tlng, c ecklng the equ1pn1ent to be used for the test
appropnaiely and capable of document contral relatively.
Co the thao tac, kidm tra céc thiét b} diing che thi nghiém mét cach thich

30-3

hop. hign ban dd

Capable of understanding the coMents of standard operating procedure of

the test and conducting the parformanca accordingly.

Co thé hidu dugc nii dung cla ban quy trinh thao tac thir nghiém va thye
& t

30-4

hign thao tac theo quy trinf
Capable of evaluating the status of normal FL cell.
C6 thé d4nh gia tinh trang té béo FL binh thwdng.

30-5

Capable of neutralizing sample confaining rubella virus and adjusting
sample appropriately.

€6 thé thire hién thao tac trung hoa méu 6 chira vi it rubella va didu
chinh m#u mét cach thich hop,

30-6

Capable of using positive contrel and performing dilution, insculation
appropriately.

G thé sir dyng chirng dwong vatién hanh pha lofing, gay nhidm médt cach
thich hep,

30-7

Capable of observating cell and changing culture solution appropriately.
C6 thé quan sat 1é bao va thay dung dich nudi ciy mét cach thich hop.

30-8

Capable of performing passage eppropriately.
C6 thé tién hanh thao tac cAy chuyén mét cach thich hop.

30-9

Capable of evaluating change of cell by positive control,
©6 the danh gia sy thay ddi ciia té bao béing chirng duong.

30-10.

Capable of evaluating abnormal cell upon completion of cell culture.
Cd thé dénh gié xem 1€ bdo ¢b bét thwdng hay khdng khi két thic nudi céy.

30-11

Capable of implementing sanitation (cleaning, ect..) appropriately after test
completion.

C6 1hé tidn hanh viéc don dep (vé sinh v.v.) sau khi két thac thir nghigm
mdt cach thich hop,

Capable of making test record appropriately and reporting the test result.
Cothéd ghi bién ban thir nghiém mat cach thich hgp va bac cao két qua thiy
nghiém.

31

QC (Bia
Group)

Encephalitozoon
Cuniculi test
Thir nghigm

Encephalitozoon

Cuniculi

Capable of understanding of how to make a record and making record.
Co thé hiéu céch ghi bién ban va ghi bién ban,

Capable of preparing sample and positive control, smearing sample and
positive control.
Cd thé pha méu, pha chitng duena, phét méu va chitng duona,

-3

Capable of preparing and adjusting Giemsa staining tests.
Cd thé chudn bj va diéu chinh cée thir nghigm nhudm Giémsa.

31-4

Capable of conducting Giemsa staining compliantly to standard operating
procedure.
Go thé tién hanh nhudm Giémsa theo ding tai iéu gugtrln

31-5

Capable of evaluating if sample containing Encephalitozoon Cuniculi or not.

31-6

Co thé danh gia xem trong mau c6 Encephalitozoon Cuniculi khéng.
Capable of preparing and adjusting chemical fa be used for fluorescént
antibody method.

co thé chudn bj va didu chinh cic héa chat ditng cho phurong phap khéng

-7

Capable of conducting flucrescent antibody method compliantly to standard
operating procedure.
C6 thé thye hién phuong phap khang thé huynh quang theo ding tai figu

31-8

%apab]e of evalualing If there [s any posiive reaction 1o Encephalitczoon
Cunlcull inthe sample or not.
C6 thé danh gia xem co phan irng dwong tinh voi Erlcephalllozoon Cuniculi

c6 trong m&u hay khéng,
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32

QC {Bio
Group)

Rubella virus
potency test
Thir nghiém hiéu
gié vi rit rubella

321

Capable of preparing for teols, equipment, chémicals and campieting of
testing conditon before test perrormance appropriately.
Co thé chudn bj dung cy, thiét bj, hba chit va hoan thién méi inréng thir

32-2

Egm.em_ingmm_thu_hbmhmmmmmmch hep,
apable of operating, checking the equipment to be used for the test

appropriately and capable of document control relatively.
C4 thé thao tac, Kiém tra cac thiét bj ding cho thir nghiém mat cach thich
hop.va ¢b thé c bién ban d6

hé qusn I céct .
Capable of understanding the conténts of standard operating procedure of
the test and conducting the performance accordingly.

C4 thé hidu duree ndi dung cita ban quy trinh thao téc thir nghigém va thyre
hién thao tac thee quy trinh

32-4

Capable of evaluating the status of normal RK13 cell.
C6 thé danh gid tinh trang té béo RK13 hinh thwémag,

32-5

Capable of diluting sample and conducting centamination appropriately.
Co6 thé pha lodng mau va tién hanh thao tée gay nhidm mét céch thich hop.

[

2-6

Capable of adding culturing selution and conducting culture appropriately.
C6 thé bd sung dung dich nudi céy va tién hénh nudi cdy mét cach thich

32-7

Capable of identifying and counting the plaque.
Co thé phan biét va dém cac dam plagus.

32-8

Capable of calculating the virus titration.
Cd thé tinh todn dwoc hiu gjd vi rdt,

32-9

The test result of in house reference shall be within specified control range.
Két qua ther nghiém ciia mau chudn ndl bd phai néim trong pham vi quan Iy
a& thiét 1ap

32-10

32-11

Capable of implementing sannitation (cleaning, ect.,) appropriately after test
completion.

C6 thé tién hanh viéc don dep (vé sinh v.v.) sau khi két thuc thix nghiém
mobt cach thich hop,

Capable of makmg test record appropriately and reparting the test result,
C thé ghi bién ban thir nghiém mét cach thich hep va bao cao két qua thir
nghiém

33

QC (Bio
Group)

MR vacting virus
titration test
Thir nghiém higu
of& vi it vc xin
MR

3341

Capable of preparing for tools, equipment, chemicals and completing of

testi ng conditon before test perforrnance appropriately.

G thé chudn bi dung cy, thiét bj, héa chat va hoan thidén mé! tredng thiv
t

33-2

nahiém trude khi thuc hién thir nghiém mat céch thich hop
Capable of operating, checking the equipment to be used for the test
appropriately and capable of document control relatively,
Co thélhao tac, kiém tra cac thidt bj ding cho thir nghiém mét céch thich
hob va ua bién ban ds

33-3

Capab!e of evaluating the status of normal RK13 cell.
C6 thé danh gia tinh trang té bao Ri13 binh thurdng.

334

Capable of evaluating the status of normal Vero cell.
C6thé danh gid tinh trang té bao Vero binh thudng.

Capable of thawing the frozen samples and dituting to inocuiate RK13 and
Vero cells appropriately.
Co thé 1am tan mau 44 adng lanh va thyre hign thao tée pha loang d& gay

[

3-6

nhi€m vao té bao RK13 va té bap Vero mét cach thich hop,

Capable of adding cell culure soiLfion and keeping cell culture in a proper
temperature.

€4 thé b sung dung dich nudi céy clia cic t& bio va nudi cdy & nhiét dé nu
51 céy thich hop,

33-7

Capable of using ABC kit to perform evaluation appropriately.
Cd thé sir dung b kit ABC a8 thye hién thao téc ddnh gid mét céch thich
hop.

33-8

Capable of identifying and counting the facus,

Cé thé phén biét va dém dugc foous.

339

Capable of calculating the titration.
Co thé tinh todn dugc hidu gis.

33-10

331

The test result of in house referance shall be within specified control range.
Két qua thir nghiém clta m3u chudn ndi b phai n&im trong pham vi quan Iy

A3 thiét 13p.
Capable of implementing sanitation (cleaning, ect.,) ppropnately afier test

complefion,
Cd thé tién hanh vige don dep (v& sinh v.v.) sau khi két thic thir nghigm
mét cach thich hop

33-12

Capable of making test record appropriately and reporting the test resuit.
Caé thé ghi bién ban thir nghiém mat cach thich hgp va bao cae két qua thir
nghiém.

QC {Bio
Group)

Cell bank for
RK13 cell
passage

Ngén hang nudi
chy cdy chuyén &
héo RK 13

Capable of preparing for tools, equipment, chemicals and completing of
testmg condition before conducting the perfarmance appropriately,
Co lhe chuan bj dung cy, thidt b| hoa chét va hoan thign moi trudng thao ta

1 thich hop
Capahle of operatlng. cﬁeckl ng the equipment 1o be used for the

performance appropriately and capable of document control relatively.
C6 thé thao tac, kiém tra cacthiét bj ding cho thao tac 46 mét cach thich
't*u ¥ cac bién banp d6,

Eapable of understanding the contents of standard operating procedure and
conducting the performance accordingly.

C6thé hidu dwge ndi dung clia ban quy trinh thao tac va tién hanh thao tic
|theo quy trinh

34-4

Capable of thawing the frozen working seed and implementing cell culture
appropriately.
Cothe lam tan té bao chiing working seed bao quan déng lanh va tién hanh

nudi ciy té bao mdt cach thich hop,

34-5

Capable of evaluating the status of normal RK13 cell.
Co1hé danh gjé tinh tranq té bao RK13 binb thuéng,

34-6

Capable of perferming passage appropnatEIy
Cé thé thue hign thao tac cgy_huven mét céch thich hop.

34-7

Capable of counting cell quantity appropriately.
Céthé dém sb lwong té bao mét cach thich hop.

T
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Capable of diling cell at concentration adequate for using purpose and
dispensing into proper containers.

G thé pha lodng ra ndng a4 té bao phil hep véi myc dich sir dung va chia
vi0 gae dung cu chira thich hon.

Capable of production and preservation of working seed.

Co thé san xust va bdo quan 18 bao working seed.

Capable of implementing sanitation (cleaning, ect.,) appropriately after
performance completion.

Ca thé tién hanh vige don dep (vé sinh v.v.) sau khi két thtic thao tac mot ca

ch thich hop,

Capable of making performance record appropriately and reporting the
performance result.

35

QC {Bio
Group)

35-1

€5 thé ghi bién ban thao tac mét cich thich hop va bao céo két qua thao 14
Capable of preparing for tools, equipment, chemicals and completing of
testing condition before conduchng the performance appropriately,

C6 thé chuén bi dung cy, thiét bi, hoa chéat va hoan thién méi trrang thao ta

352

35-3

354

dén) thao tac vé thuc hién thao t&c theo quy trin
_LC_)'W_FHFF_BHR_HA%E‘F‘_t_apa @ of thawing ihe frozen cell and implementing cell culture

g trwdre khi thwe hién thao tac mot gach thich how
Capable of aperating, checking the equipment to be used for the
performance appropriately and capab!e of document control relatively.
C6 thé thao téc, kiém tra cac thiét bj ding cho thao tac 4o mot cach thich

|ggg vach 1hg ggg'ﬂ i} igc pl:[leu bén %é
apable of understanding the procedure {or protacal) of performance and

conducting the performance accordingly.
€0 thé hiéu dwec ndi dung cta ban quy trinh (hoic ban & cuong huéng

appropriately.
C6 thé |am tan té bao BHK bio quan ddng lanh va tién hanh nudi ciy té ba
a mdAt cach thieh bevn

Production of
rubella immune
serum antigen

35-5

Capable of evaluating the status of normal BHK cell.
Co thé ganh gia tinh trang té bao BHK binh thwéng.

356

Capable of performing passage appropriately.
Co thé tién hanh thao tdc cly chuyén mdt cach thich hop.

virus
San xuét vi rit kha

357

Capable of counting cell appropriately,
C6 thé tién hanh dém té bao mét cach thich hep.

ng nguyen huyét
thanh mién dich
rubella

35-8

Capable of diluting cellTiquid at concentration adequate for using purpose
and d|spensmg liquid inte proper containers,
Cé thé pha lo&ng ra néng 46 t& bao phi hgp véi myc dich s dung va chia

35-9

%ag %Fd na cu chiva thich hop,
apable of thawing the frozen virus, calculating MO! and conducting virus

incculaticn at proper concentration.
Cé thé Iam tan w nit bao quan ddng lanh, tinh toan s MOI va tién hanh gay
ch hop,

35-10

Capable of checking cell slaius and evaluating the transfermation level of
cell.

3511

Capable of collecting the solution fer virus culture and seed virus
production.

35-12

Capable of implementing sannitation (cleaning, ect.,) appropnately after
performance completion.

C0 thé tién hanh viéc don dep (vé sinh v,v,) sau khi két thic thao tac mét ca
ch thich hop,

35-13

Capable of making performance record appropriately and reporting the
performance result.
Cé thé ghi bién ban thao tae mét cach thich hop va béo céo két qua thao ta

36

Qe (Bio
Group)

Fig immune
serum production
San xuét huyét
thanh mién dich

Not yet

37

QC (Bio
Group)

lgn
Rabbit immune
serum production
S4n xuat huyét
thanh mién dich
thd.

Not yet

38

QC (Bio
Group)

381

Actuired the purpose of ineculation test (extraneous virus could be found in
rabbit (Rabbit pox, Herpes virus).

N&m duge myc dich cla thir nghiém (vi rit ngogi lai c4 thé tim théy & thd
(Rabbit pox, He

38-2

Capable of preparing for tools, equipment, records and completing of testing
condition before test performance
Co thé chuén h| dung cu, 1h|el b|, blen han va hodn thién mdi tredng lam

Rabbit inoculation
test

Thir nghigm tiém
thd

D
Capable of receiving animal, recogmzmg individual, acclimatizing and

q tining appropnately
Co thé I|en hanh tiép nhan dang vat, phan biét cA thé, cach [y kiém dich mét

38-4

Capable of treatmg rabbit appropriately (example: fixing rabbit (avoid to hurt
rabbit), ete.),
Cé thé sir dyung thd mét cach thich hep (vi du: ¢ dinh théd (tranh khong lam

38-5

o tenthuonal vyl
Capable of using scale and confirm weight when weighing animal, capable

of weighing before test performance (receiving date and the 5th day).
©6 thd tién hanh sir dung c2n va x&c nhan can khi can trgng lwgng déng
vét, ca thé tién hanh can trong lrgng trede khi thiy nghiém (ngay nhap va

386

Y thi
Capagie o.% shaving halr on subcutangous innoculation position of thigh part

and incculation position at the center of shoulder appropriately (keep the
blade of clipper nearly parallel with skin surface).

C6 thé cao 16ng & vi tri tiem duél da & phin dul va vi tri tiém & phén gilta
vai mat céch thich hop (08 lwdi dao cla tdng de gén nhw song song voi bé

miit da)

10
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Capable of using sample appropriately and capable of preserving sample
until inoculation appropriately.
G4 thé st dyng méu mdt cach thich hep va co thé bdo quan miu cho dén

|E:h; tiém mét cach thich ho
apable of confirming ne abnorma!lty of animal and performance of

subcutaneaus inoculation on thigh position and at the center of shoulder,
Cd thé xac nhan thiy ddng vat khdng cb bét thudng va tién hanh tiém dudi

Mﬂﬁ[@%ﬂsﬂ%ﬂ%ﬁéﬂﬂf_ﬂ
apable of welghing rabbit after Inoculation 7daysiime, &t the same tme,

capable of checking visually, checking behaviour, checking inoculation
position,
Ca thé can trong lwgng thd sau tiém 7 ngayin, d&ng théi cb thé quan sat

%apable of evaluating performance condition of test and distinguishing to

evaluate appropriately.
Ca thé dénh gia didu kién thanh [3p thir nghiém va phan biét d& d4nh gia

39

QC (Bio
Group)

Rug‘t ga‘gg tgich hop

cquired The purpose of The tesl (confirm rubella virus still remaming
attenuation during rubella vaccine production precesses and there is no
denaturation of virus).

Ném duec muc dich eda thir nghiém (xac nhan vi ndt rubella van duy tri tinh
giém dpc e trc:ng c4c cong doan san xuét véc xin rubella va vi nit khéng b

[&n d4itinh chat
Capable of preparing for lools, equipment, records and compleling of testing|
condition before test performance appropriately,
Co thé chudin bj dyng cy, thiét bj, bién ban va hoan thign méi treng Jam

8o trade khi 2nh thao t -

apable of receiving animal, recognizing individual, acclimatizing and
quarantining appropriately.
€& thé tién hanh tiép nhan 8éng vat, phan biét ca thé, cach ly kidm dich mat

?m 1hich hop

apable of treating guinea-pig appropriately (example; fixing (aveid to hurt
guinea-pig), etc.).

C6 thé s® dung chudt lang mét ceh thich hep (vi dy: eb dinh (tranh khang |

am chubt !ang 16n thuong) vv)
apable of using scale and confirm welght when weighing animal, capable

of weighing before test performance (receiving date and the 3rd, 8th days).
Ca thé tién hanh sl duna can va xéc nhan can khi ¢én trong lvgng dong
vét, ¢6 thé tién hanh can trong lugng trréc khi thir nghiém (ngay nhap va

Marker test
{Animal Test
Operation)
Thir nghiém

E:;lay thir 3. B

apable of preparng solution diluling sample appropriately and capable of
preserving sample until inoculation appropnately

Céihé pha dung dich pha loéng mau mét cach thich hep va cb thé bao

marker (tho tac tré
n dgng vat)

quan g]ay %Pg dén khi tiém mét cach 1h'](:|:lI huqﬁ
Capable of fixing guinea-pig, using ethanol saaked Towel 16 clean chest and

inject sterlized needle into rip slot to bleed from heart appropriately, and

|capable of removing needle fram cylinder in order for blood to go into test

tube stowly.

Cothé cd dinh chuét lang, ding khéin tém ethanal khir tn‘mg lau sach phan
ngye réi cAm kim tiém da tiét tring tir khe xuong suom dé lay mau tér tim
mol cach thich hep; d&ng théi ¢ thé thao kim tiém ra khoi éng tiém

Ana nahidm

Capable of confirming no abnormalny of anirnal after bleeding and

performance of subcutaneous inoculation on hindleg of guinea-pig.

Co thé xac nhan dong vat khnng cir bét thuéng sau khi 18y mau va cb thé ti
dudi da va u

Capable of using centnfuge machine to separate serum from bleeded blood,
and capable of managing and presennng appropriately,
€6 thé ding may ly tim tach huyét thanh trong mau d3 4y, adng thén co thé

uan ly va bdo quan mét cach thich hep.
L.'_b¥_|'apa & O weighing guinea pig atter Injection every 7 days, at the same
time, capable of checking and confirming clinical signs (swell at injection
paesifion, inactivity, abnermal movement, lots of hair shedding, skin lesion,

|diarrhoea, thin, abnormal breathing, rhinorrhea, weight lossing clearly, ect.).

C6 thé cén trong lugng chutt lang sau fism 7 ngay/lan, dt‘:ng théri co thé
quan sat va xac nhan cac triéu chirng [&m sang (sung tay tai vi tri tigm, khé
ng hoai ba! di lal bét thu'émg, ring long qua nh:eu ton !hu-dng ngoai da, tié

40

QcC (Bio
Group)

Marker test (HI
test)
Thir nghiém
marker (Thir
nghiém HI)

Capahle of remaving inhibitor in serum of test sample End HI
pasitive/negative serum appropriately.
Cothé tién hanh logi bd chét (e ché trong huyét thanh ciia mau kidm tra va

huyét thanh dueng tinh/am tinh HI mét géch thich hep,

Capable of diluting serur which had been removed inhibitor appropriately.
Co thé tién hanh pha loang cac huyét thanh 83 duoc logi b chét (e ché
mat cdch thich hop,

Capable of dissolving and diluting 4 units antigen solutian,
Cd thé tién hanh héa tan va pha loang dung dich khang nguyén 4 don vi.

Capable of preparing and adding 0.2% fixed solution of chicken erylhrocyle
appropriately.

Ca the tién hanh pha va bd sung dung dich hling ciu ga can cé dinh 0,2%
mét cdch thich hop,

Capable of dissolving and diluling 4 units anfigen solution and capable of
confirming unit {evaluating agglutination pattem).

Cd thé tién hanh hda tan va pha ledng dung dich khang nguyén 4 don vi va
ch thé xac nhan dom vi (danh gia hinh anh ngung k&t

Capable of evaluating performance condition of test and distinguishing to
evaluate appropriately.

C4 thé danh gia didu kién thanh 1ap thi nghiém va phén bigt 42 danh gia
mét cach thich hop,
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41

QC (Phys-
Chem Group

Test receiving
vials (Test for
soluble iron)
Thir nghiém chiét
xufit s&1)

41-1

Capable of preparing for tools, equipment, chemicals before test
performance appropriately.

Co thé chudn bi dung cu, thiét bi, hdéa chét trrde khi thire hign thir nghiém
mét

41-2

cdch thich hop . _
Capable of operating, checking equipment using for test appropriately and
capable of managlng those records.
G4 thé thao tac, kiém tra cac thiét bj ding cho thir nghiém mét cich thich

B

by
T

[~

hop !ﬁ cothé gyg'n ¥ c&c hién ban do,
Capable of undérstanding content of standard operating procedures (SOP)

for test and operating according to SOP.
Co thé hidu duge ngl dung cha ban quy trinh thao tac thir nghiém va thye
hién than tée theo quy trinh,

414

Capable of doing necessary operations to create sample using for test
appropriately.

C6& thé thao tac cin thiét a8 10 mAu thir sk dung cho thir nghiém mat cach
Jthich her,

41-5

Capable of preparing control solution appropriately.
Co thé pha dung dich d4i chirmg mét cach thich hop,

416

Capable of implementing cleaning up apprapriately after test completion
Sau khi két thic thir nghiém, co thé thu don va vé sinh mét cach thich hop.

41-7

Capable of making test record appropriately and reporting the test result.
Cothé ghi bién ban thir nghiém mét cach thich hep va bao cao két qua thir

42

QC (Phys-
Chem Group

Test receiving
vials (Test for light
transmission)
Thir nghiém tinh
¢dn quang

42-1

nghiém.

C‘:apable of prepanng for tools, equipment, chemicals before test
performance appropriately,

C6 thé chudn bj dung ey, thiét bj, hda chét trede khi thye hign thdr nghiém

42-2

Eapahle of operating, checking equipment using for test approprately and
capable of managing those records.
C6 thé thao tac, kidm tra cac thiét bj diing cho thir nghiém mét cach thich

=

2-3

hopvied an |v cdc bjén bap 46
Capable of understanding content of standard operating procedures (SOF}

for test and operating according to SOP.
C6 thé hidu dugc ndi dung cha ban quy trinh thae tac thir nghiém vé thyc
hién thao tac theo quy trinh

Capable of doing necessary operations to create sample using for test
appropriately.

€6 thé thao tac cén thiét dé tao miu thir str dyng cho thir nghiém mét céch
i

42-5

Capable of operating spectrophotometer.
Co thé thao tae véi may do guang phé.

42-6

Capable of implementing cleaning up appropriately after test completion.
Saw khi két thiic thir nghiém cb thé thu don va vé sinh mét cach thich hop.

427

Capable of making {est record appropriately and reparting the test result.
Co6 thé ghi bién ban thir nghiém mét cach thich hpp va bao cao két qua thi

43

QC (Phys-
Chem Group

Test receiving
vials (Test for
soluble alkali)
Thir nghiém chiét
xudt kiém

43-1

nghiém,

ﬁ'apable of preparing for togls, equipment, chemicals before test
performance appropriately.

C6 thé chudn bj dung cy, thiét bj, hoa chét trudre khi thyre hign thir nghiém

43-2

mét cach t D,

Capabi'a ©of operaling, checking equipment using for test apprapriately and
capable of managing those records.

Cd thé thao téc, kidm tra cac thiét bj dung cho thir nghiém mét cich thich

43-3

hop y% cothd gggn ¢ cac bigén ban 45,
Capahle of understanding cantent of standard operating procedures (SOP)

for tast and operatmg according to SOP.
C6 thé hidu drgpc ndi dung cia ban quy trinh thao tae thir nghiém va thye
hién thao té¢ theo quy trinh,

434

Capable of doing necessary operations to create sample using for test
appropriately.
€4 thé thao 1ac can thiét 8 1ao mau thir sk dung cho thir nghiém mét céch

43-5

Jthich hop
Capable of implementing titration test appropriately.
Cd thé there hign thir nghiém chudn b mdt cach thich hop,

43.-6

Capable of caloulating according to test calculation.
Cd thé tinh todn theo phép tinh cila thir nghiém.

43.7

Capable of implementing cleaning up appropriately after test completion.
Sau khi két thic thir nghiém cé thé thu don v vé sinh mét céch thich hop.

43-8

Capable of making test record appropriately and reporting the test result,
Co thé ghi bién ban thir nghiém mét cach thich hop va bao céo két qua thir
nghigm.

44-1

apable of preparing for tools, equipment, chemicals and completion of
testing condition before test pedformance appropriately.
Co thd chudin b dung cy, thiét bi, hda chét va hean thién méi tréing thir
nghiém trwée khi thue hién thir nghi€ém mét cach thich hop,

44-2

Capable of operating, checking the equipment to be used for the test
appropriately and capable of document conteol relatively,
Ct thé thao tac, kidm tra cac thiét bj diing cha thir nghiém mét cach thich

hoo Vﬁh%ﬁm.ﬁadsjﬂéuﬁm ap
Capabhle of understanding the cantents of standard operating procedure of

the test and condugting the perfarmance accordingly.
Co thé hiéu duge ndi dung cla ban quy trinh thao tae thii nghigm va thye
hién thao tic theo guy trinh

Capable of evaluating the status of normal Vero cell.

€6 thé danh gid tinh trang 1€ bao Vero binh thuéng.
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No.

Department

Name of process

Detail contents

Sub
Total

Remarks

QC (Bie
Group)

Measles immune

Capable of diluting serum and performing sample preparation appropriately.
C6 thé pha lodng huyét thanh va thirc hién thao tac pha mau mét cach thich)
hep

antibody
neutralization test

Capable of diluting challenge virus to specified cancentration.
C6 thé pha lodng vi nit thir thach ra ndng 4 guy dinh.

Thir nghiém trung
haa khang thé

Capable of performing serum neutralization appropriately,
C6 thé thire hién thao téc trung hda huyét thanh mot cach thich hop.

mién dich sdi

44-8

Capable of performing incculation appropriately.

Co thé thuc hién thao téc gay nhiém mét cich thich hep.

44-9

Capable of adding culture solution and performing culture appropriately.
C6 thé bd sung dung dich nudi céy va tién hanh nudi cly mét cach thich

44-10

Capable of confirming change of cell.
Cd thé xéc nhin duge su bién dbi clia té bao,

44-11

Capable of caleulating virus potency.
Cd thé tinh toan dwoc higu gia vi rit.

44-12

Capable of calculating neutralizing antibody titre.
Co thé tinh toan duwoc higu gia khang thé trung hoa,

Capable of implementing sanitatton (cleaning, ect.,) appropriately after test
completion.

©6 thé tién hanh viéc don dep (vé sinh v,v.) sau khi két thic thir nghiém
mot cach thich hoo,

44-14

Capable of making test record appropriately and reporiing the test result.
Ca thé ghi bién ban thir nghiém mét cach thich hgp va bao cdo két qua thir

45

QC (Bio
Group}

45-1

n:ghig'm.

apable of prepanng for toots, equipment, chemicals and completing of
testing condition before conducllng the performance appropnately

Co thé chudn b dung cy, thiét ki, hda chét va hoan thién méi trwéng thao ta
¢ iryée cach thich hop,

45-2

khi thire hién thae tdc mét céch thic
Capable of operating, checking the equipment to be used for the test
appropriately and capable of document control relafively.
€0 thé thao tdc, kidm ira cac thiét bj diing cho thao tac d6 mét cach thich
hop va c6 thé quan by cdc bién ban 46

Evaluation test of

45-3

Capable of understanding the cantents of standard operating procedure of

the test and conducling the performance accordingly.

Co thé hiéu dwee néi dung ciia ban quy trinh thao tac thie nghiém va tén ha
h thao tac theo quy trinh

viable bacteria
found in
preduction water

n

Capable of diluting strain appropriately and performing growth promotion
tast for using medium,

Cothé pha loang chiing vi khuan mit cach thich hgp va thyc hién thy
nghiém tinh | tried ung

Thir nghiém danh
o#d khuén séng c6

45-5

Capable of using sample appropriately and conducting sample filtering.
Co6 thé sir dung mAu mét céch thich hop va fién hanh duoc thao tic loc

trong nudc san
xudt

45-6

Capable of conducting contamination after filtration into medium
appropriately.
Cé thé ody nhigm filter sau loe véo méi fnrdng mét each thich hop.

45-7

Capable of obsevallng and counting the colony in medium.

Cothé guan sat va dém cac colony 1rén moi truéng.

Capable of implernenting sannitation {cleaning, ect.,) appropriately after
test completion.

C6 thé tién hanh viéc don dep (vé sinh v.v.) sau khi két thic thir nghiém
mot céch thich hop.

45-9

Capable of making performance record appropriately and reporting the
petrformance result.

C6 thé ghi bign ban thir nghigm mét cach thich hpp va béo cao két qua
thao tac.

Tatal

272

286 | 7

871

Level 1: Completed basic training course and acquired practical knowledge,

Level 2: Capable of performing assigned work under the instruction of supervisors.

Level 3: Capable of performing his/her assigned work on his/her own but unable ta provide training for other.
Level 4: Capable of performing hisfher assigned wark on hisfher own actively and also provide training for other.
325
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POLYVAC

Summary Results of PQ, MFT/PST, PV - 2014
Data summarized from 10/2013~ 09/2014 Updated date: 15/08/2015

Number of
implementation
. {depent on type of "
Machine Name & Freq. Summary of i Acceptance Implementation
Dept.| Type Protocol No. PQ Items (year PQ content o validation) Crirteria Date Result
Periodical | Prospective
VAL VAL
Re-PQ M03-RePQ-02 | Autoclave A3 2 Effect of sterilization Loading pattern 2 1 - 23/0472014 Passed
P . BI{-)
Re-PQ MO3-RePQ-03  |Autoclave A3 2 Eftiet of sterilization Loading pattcmn 3 ! - Temp.&Time: 220472014 Passed
2121'C,220min.
e, X Dev,temp.i22°C,
Re-PQ MO3-RePQ-04  [Autoclave A3 2 Eftiet of sterilization Loading pattern d I FO:Z 12 17/04/2014 Passcd
Re-PQ | MO3-RePQ-04  |Autoclave A2 2 Effect of sterilization Loading pattern 4 1 - 120442014 Passed
Re-PQ | MO3-RePQ-06 |Dry Oven A3 2 Effict of sterilization Loading paticrn 2 1 - BL(-) 1770472004 Passed
Temp.&Time:
2190°C, Z30min.
Re-PQ MD3-RePQ-07  |DryOven A3 2 Effect of sterilization Loading panern 3 1 - FH: 232 1440472014 Passcd
" A Confirmation of qualificated Mizcroorganism
Re-PQ MO3-RcPQ-17  |Gowaing vatidation [ poople 9 people 1 (Contact Platc) 14/05/2014 Passed
Incubation room 2 (with T
PQ MR03-PQ-04 loading) - Temp. distibuition Temp,: 30 deg.C - 3 3041 degC 08/0472014 Passed
Bl
PQ MRg3-PQ-07  [Dryoven A2 - Effect of sterilization Loading | - 3 Temp.&Time: 17,18,21/04/2014 Passcd
& 190'C, & 30min,
PQ MRQ3-PQ-0B  |Autoclave A2 - Effict of sterilization Loading 1 - 3 05,07,08/05/2014 Passed
BL(-)
Temp.&Time:
PO | MROIPQ  |Autschave AZ - Effec ofsteflizarion Loading 5 - 3| BiarCEm | BEMNE
it 05/05/2014
Dev.temp.:+2'C,
FO;:Z12
PG C€03-PQ-20 Autoclave A2 - Effeat of sterilization Leading 3 . 3 27,28,29/09/2014 Passed
(Ff‘;‘:’:l'“‘m“l':t_':f‘::": R Grade:B,C BLi3 log reduction,{ 1770572014
PQ MR03-PQ-03 Ko . - Effict of sanitation by formaline | (Rabbit kidney cell taking - 3 Residual formalin: = 1810272014 Passed
rabbit kidncy taking
room) 0.1ppm 31/08/2014
Toam),
Statie monienng;
Envirpment monitoring static: 1 |Miceoorganism:Airbor] 20/052014
(for cgg disinfection & . Confirmation of envirormental Grade:B,C B titne n organism, scttling | Danamic monitoring;
PQ | MRO3-PQ06 it lidney taking condition (ot statie and dynamic) Dynamic: 3| plate, Conet plateg | 23/05/2014; Fassed
room}) times | Airbon particle: & 5p |08/08/2014:14/11/201
BP r m > Snm 4
- . rade A, C Virs: 23 log 02/08/2014
ro | MRo3-pQ-ts C“’“:"“"“‘""““ - Effect "f""“*‘;““"’“"‘“""" challenging by moaslos & . 3 reduction, 0410972014 Passed
preventien provertion rubella virus Recover mue: 70% 25102014
. . {Rabbit} . .
PQ [ MRO3-PQ-12 ;'::c'l‘:’a:“ trnsfrring - Qualification of SOP AL == Production building . 3 :‘f:’"zf;’l'ﬂ‘; CB082014 Passed
faom (NC—D=>C+A) oo
PO. Virus inactivation by hot R L Temp.: 701 deg.C . Nag cbservation of 1670612014
PQ | MROPQI0 | oer Effectafvirus inactivalon by beat | 1 5, 10: 15 min P | virus after inactivation| (7021 deg /S mimy | P25
Vires inactivation by NaCl0 con.:0,12; 0.15; 0.24 No existence of virus 05/0812014
PQ [ MROIPQ-I9 |~ - Tune: 152:334 () 3 lfrinactivation | 12 %Nagior 1y | PSS
221082014,
Dctermine the shaking . i Lactose concentration: 07/10/2014;
PQ MRO3-PQ-18 itne of bulk solution - Homogenous bulk solntion By manual - 3 s 27112014 Passed
{T=3 min)
TOC : 5 1000ppb
Conductivity: 2.1
PQ MRO3-PQ-17 | Teel washing - Effect of washing By manual - 3 S/Cm at 25 dop.C 03/08:2014~- Passed
. Y 251082014
Visible obscrvation:
no dusty and dry.
Confirmation of ali . i
. Confirmation of all process for . Process control itcms 08/08/2014 ~
PrQ Rb03-PQ-05 proccis for.\hms - Nirus mancfcturing Same as nonmal production - 1 Lot uniformity 2510812014, Passcd
Incubation 1 (without Lol Temp,; 37deg.C .
PQ loading) Temp. distribution Witkont loadicg 3 3711 deg.C 28~31/03/2014 Passed
MR03-0Q-0L
Incubation 2 (without . N Temp.: 30 deg. C
rQ loading) Temp, distribution Without kadisg - 3 3011 deg.C 28~31/03/12004 Passed
Process simalation test Efftct of aseptic manipulation and No contamination
PST CORPSTOL g ik production, - enviroment. 5CD agar ” 3 found for all lots us/2014 Passed
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Number of
implementation

. (depent pa type of .
Machine Name & Freq. Summary of M Accep I i
Dept] Type Frotocol No. PO Items {year) PQ content r validation) Crirteria Date Result
Periodical | Prospectivel
VAL VAL
Confimation of all -
PQ RbO3-PQ-05  [process for rubella bulk - Confirmation for all processes Same as nomal production - 1 Meet all criteria for 0;/08;2 %M; Passed
product manufocturing tubella vaceine 5/08/2004,
Formalins fimigation Grxle:B.C Bl:223 log reduction,
Re-PQ MO4-ReFQ-33 P i m)gﬂ 1 Effect of sanitation by formaline {Rabbit kidncy celi taking. 1 - Residual formalin: < 124032014 Passed
apping room) 0.1ppm
. . {Set Parameter) Endotoxin: Z3 log
Re-PQ | MO4-RcPQ-31  |Tunnel Sterilizer Eﬂw&%f)f]:g"'”‘“’ Hot zone temp.: 2H0°C 1 . reduction 210342014 Passed
FP Belt Speed: ] 37mm/min Max Temp.: 2 250°C,
- . Confirmation of qualificated Microorganism
Re-PQ MO4-RePQ-19  |Gowning validation 1 peopls 7 people 1 © ¢ Plato) 130032014 Passcd
| Process simalation test Effect of aseptic manipulation and No contamination
MFT Mo4-ReMFT far final praduction. 6 texiths cnviroment. SC agar 1 found forall lats 12432014 Passed
Bl
b I . Temp.&Time:
Re-PQ MO2-RePQ-6]  |Dry Oven 2 Effict of sterilization Loading pattern 2 1 2 (90'C, 2 20rain. 15/03/2014 Passed
Dev.temp,£2C,
. . g N i Confirmation of qualificated Microorganism
Re-PQ MO2-RePQ-36  [Gowning validation 1 peopls 6 people 1 (Contast Plate) 270272014 Passed
Qc BL(-)
Temp,&Time:
Re-PQ MO2-RePQ-17  |Autoclave D 2 Effeet of sterlization Loading pattemn 2 1 =121C, Z20min. 29/05/2014 Passed
Dev.temp.:==2'C,
Fi:i512
Establish the titer . . 1272013 ~ 04712014
PO | MROZPQOI [ range fot in- -+ | Validsted titer parameter rangs | '° e ,ZT.Z::;‘ o for - 1 ‘:\“::"‘“:":;"sg];' (Titerronge: 39~4.2 | Passed
house rubella refference “ P g lg PFU/0.5ml)
MP | RePQ | MOSRePQ-IL |Gowning validation 1 Confirmagion of qualificated 6 peaple 1 . Microorganism 13/012014 Passed
people (Contact Plaic)
FQ MO09-PQ-01  |Awcclave 1 Effect of sterilization Loading pancrn 1 - 3 25/1172013 Passed.
Bl
FQ M09-PQ-02  |Auteclave 1 Effect of sterilization Loading pancm 2 - 3 CI: col or( c%mn ge 06/1272013 Passed
AL F— .
I M09-PQ-04  JAutoclave | Efifect of sterilization Loading pattcr 3 - 3 2001122013 Passcd
BI:23 log reduction,
PQ M09-PQ-03  |Fermaline fumigation | Effeet of sanitation by formaling Grade D - 1 Residual formalin: = 131272013 Passed
Q.1ppm
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POLYVAC

Summary result table of Calibration for HVAC - 2014

Data summarized from 10/2013~ 09/2014

Updated date: 15/08/2015

No.

Name of Equipment

Implementation

h
Method date

Place Criteria

Pass/
Fail

Freq.
(year)

TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - FREEZER RM-2

TED-P-101-2 SENSOR AND RP-1 RECORDER - FREEZER RM-2

TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - FREEZER RM-|

TED-P-101-2 SENSOR AND RP-1 RECORDER - FREEZER RM-1

TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - COLD RM-4

TED-P-101-2 SENSOR AND RP1 REORDER - COLD RM-4

TED-P-101-2 SENSOR AND RP-1-2 INDICATOR - COLD RM-3

oo |~J|an uh | B LB | —

TED-P-101-2 SENSOR, AND RP-1 RECORDER- COLD RM-3

o

'THE-P-102 SENSOR AND TI-P-102 INDICATOR- FILLING RM

=]

THE-P-103 SENSOR AND TI-P-103 INDICATOR- CLEAN RM5

—
—

THE-P-101 SENSOR AND TI-P-101 INDICATOR- CAPING RMt

—
[ =]

THE-P-104 SENSOR AND TI-P-104 INDICATOR- VIAL WASHING RM1

—
W

THE-P-104 SENSOR AND HI-P-104 INDICATOR- VIAL WASHING RM1

—_
=

'THE-P-105 SENSOR AND TI-P-105 WASHING RM3

—
wn

THE-P-102 SENSOR AND HI-P-102 INDICATOR- FILLING RM

—
[

THE-P-103 SENSOR AND HI-P-103 INDICATOR- CLEAN RMS

—
~]

THE-P-101 SENSOR AND HI-P-101 INDICATOR- CAPING RM1

—
-]

THE-P-105 SENSOR AND HI-P-105 WASHINH RM3

—
o

PJIA-P-101 CAPPING RM - CORRIDOR. 7

b
L=

PAIA-P-102 FILLING RM-CAPPING RM

b
—_

PdIA-P-103 CLEAN RM5-CORRIDOR7

N
[

PdIA-P-104 IN9-2 - CORRIDOR7

[
U

PdIA-P-105 FILLING RM - VIAL WASHING RM

[ &
=

PdlA-P-106 ANTE RMé6 - CORRIDOR?

Jond
wh

PdIA-P-107 VIAL WASHING RM - CORRIDCRT

06/03/2014

Temprature
(Thermohygro

recorder- TRU-| = 0.81°C

Passed

72U)

Not done
(expire date:
Final 18/03/2015)

dept,

Humidity
(Thermohygro
recorder- TRU-
72U)

Not done
(expire date;
18/03/2015)

+5.0%

Pressure
(Difference
pressure gauge
KALS4
HALSTRUP)

Different
Pressure
+2.0Pa

06/03/2014

Passed

b
(=]

TED-P-103-2 SENSOR AND RP-2-2 INDICATOR - COLD RM-2

o)
-2

TED-P-103-2 SENSOR AND RP-2 RECORDER - COLD RM-2

b
oc

TED-P-103-4 SENSOR AND TIC-P103-2 INDICATOR - COLD RM-2

[n)
R =]

TED-P-104-1 SENSOR AND RP-2-3 INDICATOR - INCUBATION RM-1

L
L=

TED-P-104-1 SENSOR AND RP-2 RECORDER - INCUBATION RM-1

3

TED-P-104-2 SENSOR AND TIC-P104-1 INDICATOR - INCUBATION RM-1

TED-P-103-1 SENSOR AND RP-2 RECORDER - INCUBATION RM-2

TED-P-103-1 SENSOR AND RP-2-1 INDICATOR - INCUBATION RM-2

TED-P-103-3 SENSOR AND TIC P103-1 INDICATOR - INCUBATION RM-2

TED-P-105-1 SENSOR AND RP-2-4 INDICATOR - COLD RM-1

TED-P-105-1 SENSOR AND RP-2- y2000 RECORDER - COLD RM-1

THE-P-201 SENSOR AND TI-P-201 THAWING RM

THE-P-202 SENSOR AND TI-P-202 CLEAN RM3

THE-P-203 SENSOR AND TI-P-203 CLEAN RM4

THE-P-206 SENSOR AND TI-P-206 DISINFECTION RM1

‘THE-P-204 SENSOR AND TI-P-204 DISINFECTION RM2

THE-P-205 SENSOR AND TI-P-205 WASHING RM1

THE-P-207 SENSOR AND TI-P-207 MEDIA PREPARATION RM1I.

THE-P-209 SENSOR AND T1-F-209 CLEAN RM1.

THE-P-210 SENSOR AND TI-P-210 CLEAN RM2,

'THE-P-208 SENSOR AND TI-P-208 CUTTING RM

THE-P-2]11 SENSOR AND TI-P-211 STERILEFILTRATION RM2

THE-P-212 SENSOR AND TI-P-212 OBSERVATION RM2

THE-P-201 SENSOR AND HI-P-201 THAWING RM

THE-P-202 SENSOR AND HI-P-202 CLEAN RM3

THE-P-203 SENSOR AND HI-P-203 CLEAN RM4

THE-P-206 SENSOR AND HI-P-206 DISINFECTION RM

THE-P-204 SENSOR AND HI-P-204 DISINFECTION RM2

THE-P-205 SENSOR AND HI-P-205 WASHING RM1

THE-P-207 SENSOR AND HI-P-207 MEDIA PREPARATION RM1

THE-P-209 SENSOR AND HI-P-209 MEDIA PREPARATION RM1

THE-P-210 SENSCR AND HI-P-210 CLEAN RM2

THE-P-208 SENSOR AND HI-P-208 CUTTING RM

THE-P-211 SENSCR AND HI-P-211 STERILEFILTRATION RM2

THE-P-212 SENSOR AND HI-P-212 OBSERVATION RM2

21/03/2014

Passed

Temprature 27/02/2014

Passed

{Thermohygro
recorder- TRU-
72U)

+0.81°C

Not done
(expire date:
2712/2014)

Bulk and
medium
depts.

Humidity
(Thermohygro
recorder- TRU-
72U0)

Not done
(expire date:

0,
=30% 1 5791014



digital2
長方形

digital2
長方形

digital2
長方形

digital2
長方形


No. Name of Equipment Place Method Criteria Implementation Pas’sf Freg.
date Fail (year)
61 |PdlA-P-201 THAWING RM - CORRIDORS
62 [Pd1A-P-202 CLEAN RM3 - CORRIDORS
63 |PdiA-P-203 CLEAN RM4 - CORRIDORS
64 |PdIA-P-204 ANTE RM4 - CORRIDORS
65 |Pd1A-P-205 DISINFECTION RM2 - CORRIDORS
66 |PdIA-P-206 WASHING RMI - CORRIDORS
67 |Pd1A-P-207 DISINFECTION RM1 - CORRIDORS Pressure
68 |PdiA-P-208 MEDIA PREPERATION RM - CORRIDORS Bulkand | (Difference
69 |Pdia-P-209 CLEAN RM1 - CORRIDOR6 medium | pressure gauge +2.0Pa 27/02/2914 Passed 1
70 |PdIA-P-210 CLEAN RM2 - CORRIDORG depts. KAL84 ’
71 |PdIA-P-211 CUTTING RM - CORRIDORS HALSTRUP)
72 |PdiA-P-212 STRELLEFILTRATION RM - CORRIDORG
73 |PdIA-P-213 ANTE RMI - CORRIDORG
74 |PdiA-P-214 CENTRIFUGATION & OBSERVATION RM1 - CORRIDORS
75 |pdiG-P-203 PRI1 - DISINFECTION RM2
76 |PdiG-P-204 PR7 - ANTE RM4
77 |PdiG-P-205 PR6 - CORRIDOR3
78 |THE-P-215 SENSOR AND TI-P-215 CLEAN RM6 Not done
79 |THE-P-216 SENSOR AND TI-P-216 CLEAN RM7 N
80 |THE-P-213 SENSOR AND TI-P-213 CLEAN RMS {expire date: 2
Temprature 11/01/2015)
81 |THE-P-214 SENSOR AND T1-P-214 PREPERATION RM (Thermohygro
82 |TED-P-107-2 SENSOR AND TIC P107-1 INDICATOR - INCUBATION RM-3
recorder- TRU-| +0.81°C
83 |TED-P-107-2 SENSOR AND RP-3 - 42000 RECORDER INCUBATION RM-3
84 |TED-P-107-2 SENSOR AND RP-3-2-INDICATOR - INCUBATION RM-3 72U) 1210212014 Passed 1
85 |TED-P-107-1 SENSOR AND RP-3-2-INDICATOR - COLD RM-5
86 |TED-P-107-1 SENSOR AND RP-3- 42000 RECORDER COLD RM-5
87 |THE-P-215 SENSOR AND HI-P-215 CLEAN RM6 QcC Humidity Not done
88 |THE-P-216 SENSOR AND HI-P-216 CLEAN RM7 {Thermehygro (expire 5
89 |THE-P-213 SENSOR AND HI-P-213 CLEAN RM3 recorder- TRU-| +5.0% |date:11/01/2015
90 |THE-P-214 SENSOR AND HI-P-214 PREPERATION RM 721 )
91 |PdiA-P-215 PREPARATION RM - CORRIDOR10
92 |PdlA-P-216 CLEAN RMS - CORRIDOR10 Pressure
93 |Pd1A-P-217 IN12 - CHANGING RM12 (Difference | Different
94 [pdia-P-218 CLEAN RM4 - CORRIDOR10 pressure gauge [ Pressure | [3/02/2014 Passed 1
95 |PdIA-P-219 CLEAN RM7 - CORRIDOR10 KALS4 +2.0Pa
96 |PdIG-P-201 OUT 11-2 - PERFORMANCE TEST RM HALSTRUP)
97 |PdIG-P-202 IN11-2 - CHANGING RM11
98 |Rabbit Test
99 Guinea. Pig Test Temprature Tempratur Not dpne
100 |Quarztine Rm1 (Thermohygro (expire 2
101 |Mice Test Rm 1 recorder- TRU- +0 Zl"C date:16/01/2015
102 |Mice Test Rm 2 72U) ) )
103 |Quaratine Rm 2
104 |Rabbit Test .
105 |Guinea Pig Test Animal Humidity Not done
106 |Quaratine Rm1 lab (Thermohygro | Humidity (expire 2
107 |Mice Test Rm 1 recorder- TRU-| +5.0% |date:16/01/2015
108 |Mice Test Rm 2 72U) )
109 |Quaratine Rm 2
110 |PdIA_A-101 DIRTY CORRIDOR] - CORRIDORIA Pressure Different
111 |PdiA_A-102 ANTE RM - CORRIDORIA (Difference P:esesl:::a 22/02/2014 Passed 1

112

PdlA_A-103 DIRTY CORRIDOR2 - CORRIDORLA

pressure gauge
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POLYVAC

Summary result table of Maintenance validation for HVAC - 2014

Data summarized from 10/2013~ 09/2014
Frequency of maintenance validation: once per year.

Updated date: 15/08/2015

TT Name of Equip Code |Place] Method Criteria Date 1:‘:;/
1 101-01 Passed
2 Ante room 6 161-02 Passed
3 101-03 Passed
4 Clean room 5 101-04 Passed
5 101-05 Passed
6 101-06 Passed
7 101-G7 Passed
8 101-08 Passed
9 101-09 Passed
10 - 101-10 Passed
11 Filling room 101-11 Passed
12 101-12 Passed
13 101-13 + Leak test: No clear Passed
14 101-14 leakage must be found Passed
15 101-15 at any of the Passed
16 Al 9-1 101-16 i Passed
- o2 TR Le al‘; test |measurement locations ——
18 In 9-2 101-18 . Passed
19 Al 101-19 | Final | Ventilation | Ventilation 63/03/2014 Passed

20 Cappine room 102-01 | Dept.| frequency frequency Passed

21 pping 102-02 measureme |measurement: The Passed

22 In9-1 102-03 nt overall ventilation Passed

23 Pr 14 102-04 frequency for a room Passed

24 102-05 must be equal to or in Passed

25 102-06 excess of 20 Passed

5] Vg [1207 Fad

28 102-09 Passed

29 102-10 Passed

30 102-11 Passed

31 102-12 Passed

32 Vial&Sterili rm 102-13 Passed

33 102-14 Passed

34 102-15 Passed
35 In Qut 10 102-16 Passed
36 Pr 16 102-17 Passed
37 Disinfection rm 3 102-18 Passed
338 Pr15 102-19 Passed
39 201-01 Passed

40 Corridor 4 201-02 Passed

41 201-03 Passed

42 Pr8 201-04 Passed

7
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Pass/

TT Name of Equip Code |Place| Method Criteria Date Fail

43 Freezing rm 201-05 Passed
44 Thawing 201-06 * Leak test: Noclear | 24/03/2014 | Passed
45 A 201-07 leakage must be found at Passed
46 Refrigerator rm 2 201-08 any of the measurement Passed
47 Storage 4 201-09 Leak test locations Passed
48 In5 201-10 | pui & . o Passed
49 Refrigerator rm 2 201-11 dept Ventilation | * Ventilation frequency Passed
50 Corridor 3 202-01 "| frequency measurement; The Passed
51 202-02 measurementf  overall ventilation Passed
52 202-03 frequency for a room Passed
53 202-04 must be equal to or in Passed
54 Clean rm 4 202-05 excess of 20 times/hour Passed
55 202-06 Passed
56 202-07 Passed
57 Clean rm 3 202-08 Passed
58 202-09 Passed
59 202-10 Passed
60 202-11 Passed
61 Anterm 4 20012 25/03/2014 Passed
g§ Disinfection rm 2 ggg:ii izzzzg
64 Storage 3 202-15 Passed
65 Pré 202-16 Passed
66 Al6 202-17 Passed
67 Iné 202-18 Passed
68 Ante rm 3 202-19 Passed
69 202-20 = Leak test: No clear Passed
70 Pr7 202-21 leakage must be found at Passed
71 Pril 202-22 any of the measurement Passed
72 203-01 Leak test locations Passed
73 . 203-02 & Pagsed
74 Corridor 2 203-03 gmr Ventilation | * Ventilation frequency Passed
75 203-04 | “°P" frequency measurement: The Passed
76 Centri&Observa 203-05 measurement|  overall ventilation Passed
77 203-06 frequency for a room Pagsed
78 Storage 2 203-07 must be equal to or in 28/03/2014 Passed
79 203-08 excess of 20 times/hour Passed
80 Refrigerator rm 1 203-09 Passed
81 203-10 Passed
82 Prs 203-11 Passed
83 In 4-2 203-12 Passed
84 Centri&Observa 203-13 Passed
85 204-01 Passed
86 Clean rm 1 204-02 Passed
87 204-03 Passed
88 204-04 Passed
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Pass/

TT Name of Equip Code |Place| Method Criferia Date Fail

89 204-05 Passed
90 204-06 Passed
91 Clean rm 2 20407 Passed
92 204-08 Passed
93 204-09 Passed
94 Ante rm 1 204-10 Passed
95 204-11 Passed
96 204-12 Passed
gg Corridor 1 ggj:}‘z 24/02/2014 i:zzzg
99 Storage 1 204-15 Passed
100 Sterile Filtration 204-16 » Leak test: No clear Passed
101 204-17 leakage must be found at Passed
102 ) 204-18 any of the measurement Passed
103 Cutting rm 204-19 Leak test locations Passed
104 Al4 204-20 | guik f'S’c ' o Passed
105 In 4-1 204-21 dept Ventilation | » Ventilation frequency Passed
106 Pr 13 204-22 "| frequency measurement: The Passed
107 Ante rm 2 204-23 measurement|  overall ventilation Passed
108 Pr14 204-24 frequency for a room Passed
109 Pr3 204-25 must be equal to or in Passed
i }0 ; Pr2 204-26 excess of 20 times/hour Passeg

1 Disinfection rm 1 261-01 Passe
112 In 3-1 261-02 277032014 Passed
i }3 Media Preparation ggg_g; gz::g
115 Pr12 262-03 Passed
116 In 3-2 262-04 Passed
117 Check weight 262-05 Passed
118 Storage 6 212-01 Passed
119 Storage 5 212-02 Passed
120 Laundry rm 212-03 Passed
121 212-04 Passed
122 212-05 Passed
123 212-06 Passed
124 212-07 Passed
125 . 212-08 Passed
126 Washing rm 1 51209 24/02/2014 Passed
127 212-10 Passed
128 212-11 Leak test Passed
129 212-12 Bulk & Passed
u . .

130 In Qut 7 212-13 dept. Ventilation Passed
131 212-14 frequency Passed
132 Washing rm 2 212-15 measurement Passed
133 212-16 Passed
134 212-17 Passed
135 Pr9 212-18 Passed
136 Storage 7 212-19 Passed
137 Prl 212-20 Passed
138 Pr10 212-21 Passed

v
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TT Name of Equip Code |Place|{ Method Criteria Date Fail

139 . 208-01 Passed
120 Observation Area 20802 Passed
141 Refrigerator rm 3 208-03 Passed
142 208-04 Passed
143 208-05 Passed
144 Clean m 7 208-06 Passed
145 Incubation rm 2 208-07 Passed
146 Clean m 6 208_08 l . Leﬂk fest: NO Clﬂal' Passed
147 208-09 eakage must be found at Passed
148 Pr 19 208-10 any of the measurement Passed
149 Al11-1 208-11 locations Passed
150 Inll-1 208-12 Passed
151 209-01 QC * Ventilation frequency 12/02/2014 Passed
152 Cleanrm 8 209-02 measurement: The Passed
153 209-03 overall ventilation Passed
154 . 209-04 frequency for a room Passed
155 Preparation rm 209-05 must be equal to or in Passed
156 Al12-2 209-06 excess of 20 times/hour Passed
157 Al 12-1 209-07 Leak test Passed
158 In12 209-08 & Passed
igg Preformance test g} }:8 21) \{fenti]ation g:::g
161 AL 112 211-03 requency Passed
162 Inll-2 211-04 measurement Passed
163 Dirty corridor 1 101-01 Passed
164 Quarantine rm 1 101-02 Passed
165 Material out 1 101-03 Passed
166] Inocubationrm 1 101-04 Passed
167 Rabbits test rm 101-05 Passed
168 Inocubation rm 2 101-06 Passed
169] Guinea Pigs test rm 101-07 Passed
170 Clean Corridor 1 101-08 Nha d Passed
171 Ante rm 101-09 fng 22/02/2014 Passed
172 Ante rm 102-01 S Passed
173|  Clean orridor 2 10202 | ¥ Passed
174 AutoPsy rm 2 102-03 Passed
175 Quarantine rm 2 102-04 Passed
176 Mice Testrm 1 102-05 Passed
177 Inocubation rm3 102-06 Passed
178 Mice Test rm 2 102-07 Passed
179 Inoculation rm 4 102-08 Passed
180 Dirty corridor 2 102-09 Passed
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POLYVAC

Summary Result Table of Calibration for Process Water Supply System 2014

Data summarized from 10/2013~ 09/2014
Frequency of calibration: once per year,

Updated date: 15/08/2015

No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Temprature
Temprature 70C £0.7°C
I |SW Heat Exchanger Outlet Temp. TIRCA-1101 (Ametek ITC-320A) | 80°C £0.8°C Passed
90"C £0.8C
Temprature
. Deionized Water System Temprature 70°C 06T
2 1Soft Water Tank Drain Tetnp, TRS-1181 am (Ametek ITC-3204) | 80°C £ 0.6C 12/12/2013 Passed
90C£07C
Temprature
Temprature 70°C=06C
3 |Row Temp. TRS-1201 (Ametek ITC-3204) | 80°C = 06T Passed
90°C=0.7C
Temprature
Temprature 10°C £0.9C
4 |UFW Heater Qutlet Temp. TIRCA-3102 (Ametek ITC-3204) 120°C & 1.0°C Passed
130°C £ 1.0°C
Temprature
UFW Distribution System Temprature 10C£0.8C
5 |UFW Heater Inlet Temp. TRS-3101 (IF) (Ametek ITC-3204) | 120°C £0.8C 11/12/2013 Passed
130°C £0.9C
Temprature
Temprature 110°C £ 0.8C
6 |UFW Feed Tank Return Temp. TRS-3103 (Ametek [TC-320A) 120°C £ 0.8 Passed
130°C % 0.9C
Temprature
Temprature 110°C +0.8C
7 |UFW Tank Temp. TRS-4101 (Ametek ITC-320A) 120°C = 0.8°C Passed
130°C = 0.9°C
Temprature
Temprature 10T £ 0.8°C
8 |UFW Return Temp, TRS-4102 (Ametek ITC-320A) 120°C = 0.8°C Passed
130°C £ 0.9°C
Temprature
Temprature 110°C £ 0.8°C
9 |VF-4102SIP TRS-4131 (Ametek ITC-3204) | 120°C £ 0.8°C Passed
i 130°C £ 0.9°C
UFW Generation 13/12/2013
(1F) Temprature
Temprature 110°C £ 0.8C
10 [P-4101 SIP TRS-4182 (Ametek ITC-320A) | 120°C £0.8°C Passed
130°C £0.9C
Temprature
Temprature 110°C £0.8°C
11 JUFW Return SIP Temp. TRS-4183 (Ametek ITC-320A) 120°C £ 0.8°C Passed
130°C £0.9C
Temprature
Temprature HETC £0.8C
12 [P-4102 Temp. TRS5-4184 (Ametek [TC-320A) 120°C 4 0.8C Passed
130°C £0.9°C
Temprature
Freeze Drying Room Temprature 110C £0.8C
13 |[UFW-0) SIP Temp. TRSU-181 (Use Paint) (IF) (Ametek ITC-3204) | 120°C £ 0,80 1211212013 Passed
130°C £0.9C
Temprature
. Temprature 10C+0.8C
14 |UFW-G SIP Temp.-1 TRSU-281 (Ametek ITC-320A) | 120°C % 0.8°C Passed
Washing Room 3 130T £05C 12/12/2013
(Use Point) (IF) Temprature
; Temprature 110°C £ 0.8°TC
15 |UFW-@ SIP Temp.-2 TRSU-282 (Ametek ITC-3204) | 120 208C Passed
130 £ 09T

]
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No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Temprature
" Temprature 110°C £ 0.8C
16 [UFW-@ SIP Temp.-1 TRSU-381 (Ametek ITC-3204) | 120%C = 08°C Passed
Washing Room 2 130°C £ 0.5°C
{Use Point) (2F) Temprature
. Temprature 110°C £ 0.8°C
17 |[UFW-@ SIP Temp.-2 TRSU-382 (Ametek ITC-3204) | 120C = 0.8°C 11/12/2013 Passed
130°C £0.9°C
Temprature
Disinfection Room 2 Temprature 110C £0.8C
A
18 |[UFW-@ SIP Temp. TRSU-481 @F) (Ametek [TC-320A) 120°C + 0.8C Passed
130°C £ 0.9°C
Temprature
- Disinfection Room 3 Temprature 110°C £ 0.8°C
19 |UFW-@ SIP Temp. TRSU-581 (F) (Ametek [TC-320A) 120 = 0.8C 12/12/2013 Passed
130°C £09°C
Temprature
Temprature NPT £09C
20 |Condenser Outlet Temp. TIRCA-6101 (Ametek [TC-320A) 120°C 2 1.0°C Passed
WFI Generation 130T 2 1.0°C
(1F) Temprature
Temprature 110C £ 0.6
21 |WFI Cooler Outlet Temp, TRA-6102 (Ametek [TC-3204) | 120C206C Passed
130°C 2 0.9C
Temprature
WF! Distribution System Temprature 11GC £ 09C
22 |WFI Heater Qutlet Temp. TIRCA-7103 (1F) (Ametek ITC-320A) 120°C + 1.0°C Passed
130C + 1.0°C
Temprature
Temprature 110°C £0.8°C
23 |WFI Tank Temp. TRS-7101 (Ametek ITC-320A) 120°C £ 0.8°C Passed
130C £ 0.9C
Temprature
Temprature 110C £0.8C
24 |WFE Return Temp. TRS-7102 (Ametek ITC-320A) 120°C £ 0.8C Passed
130°C £ 0.9C
i ¢ 20/12/2013
Temprature
. Temprature 10C £0.8C
25 |WFI Generation Outlet SIP Temp. TRS-7181 (Ametek [TC-320A) 120°C £ 0.8°C Passed
130°C £0.9°C
Temprature
WFI Distribution System Temprature 110°C £0.8°C
26 |P-7101 SIP Temp. TRS-7182 RE3) (Ametek ITC-3204) 120°C £ 0.8C Passed
130°C £0.9°C
Temprature
Temprature 10C £0.8C
27 |WFI Return SIP Temp. TRS-7183 (Ametek ITC-320A) 120°C £ 0.8C Passed
130°C £0.9°C
Temprature
Temprature 110C £0.8C
28 |HE-7101 Qutlet SIP Temp. TRS-7184 (Ametek [TC-320A) 120°C  0.8C Passed
130°C £0.9°C
Temprature
Temprature 110°C £0.8°C
29 |VF-7101 SIP Temp, TRS-7185 (Ametek ITC-320A) 120°C £ 0.8C Passed
130°C £ 0.9°C



digital2
長方形

digital2
長方形

digital2
長方形


No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Vial Washing & Sterilization Temprature Tel.;]g%tf?) §C
30 |WFI-Q 5 R
FL-O SIP Temp TRS-WISL g"‘F) (Ametek ITC-3204) | 120°C £ 08°C Passed
130°C £ 0.9°C
Temprature
Temprature 110°C £ 0.83C
31 |LC-WFI2 SIP Temp.-1 TR8-W281 (Ametek ITC-320A) 120°C + 0.8°C Passed
130°C £ 09°C
Temprature
Temprature 110°C £ 0.8C
32 |LC-WFI2 SIP Temp.-2 TR5-W282 (Ametek [ TC-320A) 120°C & 0.8°C 19/12/2013 Passed
Washing Room 3 130°C £ 09°C
(IF) Temprature
. Temprature 1HEC £ 08C
33 |LC-WFI3 SIP Temp.-1 TRS-W38l1 (Ametek ITC-320A) 120°C £ 0.8°C Passed
130°C £ 09C
Temprature
Temprature 110°C £0.8°C
34 |LC-WFI3 SIP Temp.-2 TRS-W382 (Ametek ITC-320A) 120°C + 0.8°C Passed
130°C = 0.9°C
Temprature
. Temprature 110°C £ 0.8C
35 |LC-WFI2 SIP Temp.-3 TRS-284 Filling Room (1F) (Ametek ITC-320A) 120°C £ 0.8°C 15/12/2013 Passed
130T £ 05C
Temprature
Temprature 110°C+0.8C
36 |LC-WFI4 SIP Temp.-1 TRS-W481 (Ametek ITC-320A) 120°C & 0.8 Passed
Media Preparatin Room 130°C £ 0.9C
(2F) Temprature
Temprature 110°C £0.8C
37 |LC-WF14 SIP Temp.-2 TRS-W482 (Ametek ITC-320A) | 120°C £08'C Passed
130°C £09C
Temprature
Temprature 110C £ 0.8°C
(B - 181 3
38 |WFI-(® SIP Temp TRS-W581 Laundry Room (2F) (Ametek ITC320A) | 120°C 2 0.8°C 8/12/201 Passed
130°C £ 09°C
Temprature
Temprature 110°C £ 0.8°C
3 - - A
9 |LC-WFI6 SIP Temp.-1 TRS-WG6E1 (Ametek ITC-320A) 1205 £ 0.8°C Passed
Washing Room 1 130T £09C
2F) Temprature
Temprature 10°C£0.8C
-WF. - A
40 |LC-WFI6 SIP Temp.-2 TRS-W682 (Ametek ITC-320A) 120°C £ 0.8°C Passed
130°C £ 0.9°C
Temprature
. Temprature 110°C £ 0.8°C
41 |[UFW&WFI SIP Temp. TR8-5101 PS Unit (1F) (Ametek ITC-320A) 120°C + 0.8°C 11/12/2013 Passed
130°C £09°C
Pressure
0.00MPa
Pressure 0.01MPa
42 |UFW Retumn Pressure PICA-4101 UFW Generation (Ametek CPC200C) 0.25MPa Passed
0.02MPa
0.50MPa +
¢.02MPa
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Name of Equipment

Code No

Place

Method

Criteria

Date

Pass/ Fail

43

Pure Steam Pressure

PICA-5101

PS Unit

Pressure
{Ametek CPC200C)

Pressure
0.00MPa x
0.01MPa
0.25MPa
0.02MPa
0,50MPa +
0.02MPa

Pure Steam Pressure

PICA-6E01

WFI Generation

Pressure Cal equip.

Pressure
0.00MPa
0.01MPa
0.25MPa +
0,02MPa
0.50MPa+
0,02MPa

45

WFI Return Pressure

PICA-7101

WFI Distribution System

Pressure
(Ametek CPC200C)

Pressure
0.00MPa +
0.01MPa
(.25MPa +
0.02MPa
0.50MPa +
0.02MPa

23/12/2013

Passed

Passed

Passed

46

Sensor for measuring TOC,
Conductivity of water production
system

Water production system

TOC,
Conductivity

TQC: 500pph; £50;
250pph: £20
Conductivity: £1%

17/09/2014&
18/09/2014

Passed
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POLYYAC
Summary Result Table of Maintenance Validation for Equipments - 2014
Data summarized from 10/2013~ 09/2014 Updated date: 15/08/2015

Frequency of maintenance validation: once per vear.

No | Name of Equipment Code No Place Method Criteria Date Pass/ Fall
= Check of air velocity in the tunnel.
The result of each zone is:
80%1s averape = 20%
100% is average = 30%
+ Cleanliness:
- Implement at Infeed zon
Numeber of 0.3 pm particles are less than 0.01% compared with
Airr Velocity; upper stream.
" e . cleanliness; - Implement at cooling zone,
1 | Vial Stesllizing Machine BE-03691 FP Appearance of HEPA | Numeber of 0.3 pm particles are less than 0.01% compared with 6/3/2014 Fassed
filter upper stream.
- Implement in depvrogenation tunnel,
Must be satisfying class 5(DIN EN ISO 14644-1)
0.5pm £100, nu 5.0pm
+ Appearance of Hepa filter:
No calor change compared to the original color (white)
No holes in filter surface
Flat surface, no deformation.
2 |Clean Bench B (6264920501 QC 13/02/2014 Passed
3 |Clean Bench B G264930501 QC 13/02/2014 Passed
4 [Clean Bench B G264930502 QC 13/02/2014 Passed
5 |Clean Bench A G264940501 QU 13/02/2014 Passed
6 |Clean Bench C G264910501 BP 6/5/2014 Passed
7 |Clean Bench D (264890501 BP 6/5/2014 Passed
8 |Clean Bench E (264880502 BP 6/3/2014 Passed
9_|Clean Bonch D G264890502 BP * Alr velocity and Air Volume o 26/03/2014] _ Passed
10 |Clean Bench D G264850503 BP (0'1;11:‘/ ave;age air velocity shall be within £20% of specification 26/0372014 Passed
11 |Clean Bench B G264930503 BP . sz e i 26/03/2014| __ Passed
12 [Cloan Berch E 264870501 BP \I;::]]‘:;i[[iﬂi?f; ﬁ; i:, The air volume shall be within £20% of specification. 26/03/2014 Passed
13 |Clean Bench F G264960501 BP . Filter Leakage 31/03/2014 Passed
14 |Clean Bench E G264880501 MP The downstream concentration must not exceed 0.03% of the 26/02/2014]  Passed
15 [Clean Bench A 264900501 MP upstream concentration, continuously. 26/02/2014 Passed
16 |Clean Bench C (264950501 FP 4/3/2014 Passed
17 |Clean Bench E (264970501 FP 4/3/2014 Passed
18 {Laminar Flow Unit G242550501 FP 6/3/12014 Passed
19 |Laminar Flow Unit G242560501 Fp 4{3/2014 Passed
20 |Laminar Flow Unit G242570501 FP 4/3/2014 Passed
21 |Laminar Flow Unit G242580501 MP 27/02/2014 Passed
22 |Laminar Flow Unit G242590501 BP 26/03/2014 Passed
» Air velocity and Air Volume
. . The average air velocity more than specification (20.35m/sec).
23 |Laminar Flow Unit B |5114-01277.CB100 3C - Chemica 52:;;’;"“;%‘; A Filter Leakage 13/02/2014]  Passed
’ The downstream concentration must not exceed 0.03% of the
upstream concentration, continuously,
24 |Biological Safety CabingNSC-I1A-1800 BP |+ Circulated air velocity: 0.35 £ 0.025 m/sec 51512014 Passed
Filter Leakage & |+ Exhausted air velocity: 0.53 £ 0.025 m/fsec
25 |Biological Safety Cabing NSC-I1A-1200(9721 QC Circulated Air Velocity, [+ Filter Leaknge 13/02/2014 Passed
Exhausted Air Velocity[ The downstream concentration must not exceed 0.03% of the
26 |Biological Safety Cabing NSC-I1A-1200(9721 QC upstream concentration, continuously. 13/02/2014 Passed
27 |Laminar flow 200-00921-1101 BP 26/03/2014 Passed
= Air velogity and Air Volume
28 |Laminar flow 200-00921-1102 BP-MP Filter Leakage & Air |, }':1;:1;:{2:&:;:11' velocity more than specification (20.3m/sec). 212612014 Passed
26 |Laminar flow 200-009209-1101 FP Veloity, Air Volume The downstream concentration must not exceed 0,03% of the 41312014 Passed
upstream concentration, continuously.
30 |Laminar flow 200-009211-1102 FP 41312014 Passed
-
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POLYYAC

Summary Result Table of Calibration for Equipment -2014

Data summarized from 20/2013~ (9/2014

Updated date: 15/08/2015

Items
TT | pept. (Name of Equip. CAL point Criteria Calibrator Freg. CAL date | Result
Sensor name code (year)
! Qc Autoclave B Chamber temp. sensor TE1-1| 111,121,113 oC) |  &H0.5(uC) 07/12/2013 | Passed
I
Chamber temp. sensor CH 1- TEL2| 111,121, 131(oC) <R0.5(0C) 0711202013 | Passed
Recorder
Jacket temp. sensor TE2 | 111,121,131(0C) <0.5(0C) 3 {Not done™
Chamber temp. sensor TE3-1| 111,121, I31( oC) <+0,5(0C) 07/12/2013 | Passed
1
Chamber temp. sensor CH.2 TE3-2| 111,121, 31(oC) =+0.5(0C) 07/12/2013 | Passed
Filter drain temp. sensor TE4-1 | 111,121, 131( oC) =+0.5(0C) ?I‘%izﬁi 07/12/2013 | Passed
p " 1
Filter drain temp. sensor CH3- TEA2] 111,121, 1310C0) | <0500 07/1212013 | Passed
Recorder
Chamber temp, sensor TES-1| 111,121,131(oC) =t0.5(0C) 07/12/2013 | Passed
1
Chamber tomp. sensor CH4 - TES-2[ 111,121, 131¢0C) <+0.5(0C) 07/12/2013 | Passed
Recorder
Chamber femp. sensor CHS - TE6 | 111,121, 131{ ¢C) <+0.5(0C) 1 | 07/12/2013 Passed
Recorder
Chamber temp. sensor CH6 - TE7 | 111,121, 131(00) <£0.5(0C) 1 07/12/2013 | Passed
Recorder
Chamber pressure sensor PEI' 1| 0,100,200,300,00(Pa) |  <£0.5(kpa) 07/12/2013 | Passed
1
Chamber pressure sensor CH 12- |\ PE-1-1 o 100 506 300, 00kPay | <£0.5kPu) 07/12/2013 | Passed
Recorder 2
0.4,03,020.1,- .. | AMETEK ®
Chamber pressure sensor PIl 0.08(Mpa) <40,0065(MPa) CPC200C 2 Not done
0.4,0.3,02,0.1,- ®
Chamber pressure sensor P12 0,08(Mpa) <40.0065(MPa) 2 Not done
0.4,0.3,020.1,- .
Jacket pressure sensor P13 0,.08(Mpa) <%0.0065¢(MPa) 3 07/12/2013 | Passed
2] q '";S‘;:f‘;’)"" Chamber temp. sensor TEI-1 40,30,20( aC) <t1(uC) 3 | 26/12/2013 | Passed
200C: ==
Chamber temp. sensor (recorder) TEL-2 40,30,20( oC) 0.5(0C) 1 26/12/2013 | Passed
‘ 300C: =+
Chamber temp. sensor TE2-1 40,30,20( C) =1(0C) 3 26/12/2013 | Passed
ZU0CT =% AMETEK
[Chamber temp. sensor (recorder) TE2-2 40,30,20{ oC) 3%:3(21 ITC-153A 1 26/12/2013 | Passed
Pl 4 .ﬁ_\
Chamber temp. sensor TE3-1 50,40,30{ oC) =t1(o() 3 26/12/2013 | Passed
Joll =
0.5(0C)
Chamber temp. sensor (recorder) TE3-2 50,40,30( oC) 400C: <£0.5(0C) 1 26/12/2013 | Passed
by i Pt e +
3| QC | IncubatorB o ber temp. sensor TEL avErek | 3 | 260122013 | Passed
40,30,20( oC) <1(eC) ITC.1954
(Chamber temp. sensor (recorder) TE2 1 26/12/2013 | Passed
4 Qc Inculba.tc;rc (Chamber temp. sensor TEI-1 3 | 26/12/2013 | Passed
Qty: 3) 40,30,25( oC) <1(0C)
{Chamber temp. sensor (recorder) TE1-2 1 26/12/2013 | Passed
Chamber temp. sensor TE2-1 3 26/12/2013 | Passed
40,30,25( ¢C) <& 1(0C) f%EITS?i
Charnber temp. sensor (recorder) TE2-2 1 26/12/2013 | Passed
Chamber temp. sensor TE3-1 3 26/12/2013 | Passed
70,60,50,40,30,25( oC) <£1(0C)
Chamber temp. sensor (recorder) TE3-2 1 26/12/2013 | Passed
5 QC Vacuum dry . AMETEK
oven Chamber temp. sensor TE1 50,60,70 <+1(0C) 1TC-1554 1 20/01/2013 | Passed
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TT | pept. |Name of Equip. CAL point Criteria | Calibrator | ™% | CAL date | Result
pt. {year)
Sensor name code ¥
6 QC coz lr::ubator Chamber temp. sensor TE1 30,40,50( oC) =t1{0C) 2 10/12/2013 | Passed
300C: == AMETEK
Chamber temp. sensor (recorder) | TE2 30,40,50( oC) 4000‘_)'1(:52 O ITCASSA | | 1on2s2013 | Passes
S00C: <t
FYRITE
CO2 mesuring sensor COE! 3,57(%) < 1(%) BAS%’:];AC 1| 1071202013 | Passed
ANALIZER
7 Qc | co2 Ilgubator Champer temp. sensor TEL 30,40,50( oC) =£1(0C) 2 | Not dene
300C; == AMETEK
Champer temp. sensor (recorder) | TE2 30,40,50( oC) 4000‘_"52& O ITC-I53A 1 1 | 10122013 | Passea
300 <=
FYRITE
CO2 measuring sensor COE] 3,5, 7( %) =1(%) BAI(_; GAS ¢ 1 10/12/2013 | Passed
ANALIZER
8 Qc | co? In-gubator Champer temp. sensor TEL 30,40,50( oC) =£1(0C) 2 |Notdone®
300 = AMETEK
[Champer temp. sensor (recorder) TE2 30,40,50( oC) £00 (,0.1(::)[?23 (©C) ITC-1554 I 10/12/2013 | Passed
500C: <t
FYRITE
CO2 measuring sensor COEI 3,5,7( %) <t1(%) BA&%’:];AC 1 10/12/2013 | Passed
ANALIZER
4 Qc Egg Incubator Champer temp. sensor (recorder) TE1-2 30,40,50( oC} <x1(0C) 1 Not done
300C: <t AMETEK because of .
Champer temp. sensor TE!-1 30,40,50( oC) 4000‘?‘1{:&(0@ ICA55A | :‘S’Ltl’?;‘gl':
300C: =
10 QC Champer temperature sensor- .
Recorder TE1 110,120,130 oC) <t1(oC) AMETEK 1 13/12/2013 | Passed
Lab. Autoclave § ITC-320A
for Chemical Champer temperature sensor TE2 110,120,130( oC) <£0.8{0C) 2 13/12/2013 | Passed
Champer pressure sensor PG1 0.1,0.12, 0.14(Mpa) <=0.01(Mpu) ‘é[h:g?(;Eglé 1 13/12/2013 | Passed
11 C Champer temperature sensor- ,
Q Recontor TEI 110,120,130( oC} <1(00) AMETEK 1 | 21/012014 | Passed
Lab. 5“‘“}“’3 Champer temperature sensor TE2 110,120,130( oC} <+0,8(0C) ITC-320A 2 | Notdone
for Biological
Champer pressure sensor PG1 0.1,0.12, 0.14(Mpa) <:0.01(Mpa) é}l’;ﬂ;‘l(')Eolé 1 21/01/2014 | Passed
121 qc | DryOven Chamoer & indicat 100; <£0.61(0C)
ch;"‘n‘e’f)r emp. sensor (indicator | 100,125.250( oC) | 125: <0.64(0C) 1 | 17122013 Passed
250: <+0,82(0C)
100: <£0.57(0C) AMETEK
Champer temp. sensor (recorder) TE2 100,125,250( oC) 125: <£0.63(0C) ITC-320A i 17/12/2013 | Passed
250: <:0.92{0()
s 100: =43.5{0C)
c;"e;hegt temp. sensor (indicator | qpq [ 00 195 950(00) | 125: <23.5(00) 1 | 17122013 | Passed
onanne 250: <+3,5(uC)
Pressure sensor (control panel) PEI-1 0,156,300(Pa) 0: <t7(Pu) AMETEK 17/12/2013 | Passed
150; =t 5(Pa) 1
Pressure sensor (recorder) PEL-2 0,150,300(Pa) 300: <+5.5(Pa) CrC200C 17/12/12013 | Passed
/’
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TT | pept. |Name of Equip. CAL point Criteria Calibrator Freq. CAL date | Result
Sensor name code (year)
B q Fre(e(:;:;.-igl c Champer temp. sensor TEI-1 -30( oC) <+7(0C) 3 |Notdone®
(Model: MDF- .o censor (recorder) TE1-2 -30( oC) <70 1| 21012014 | eassed
U537B)
Champer temp. sensor TE2-1 -30( oC) <£T(aC) 3 |Notdone
. HYBRID
Temp. sensor (recorder} TE2-2 -30( oC) =£7(0C) RECORDER 1 21/01/2014 | Passed
Champer temp. sensor TE3-1 -30{ aC) =+7(aC) & Sl:-‘-,erSOR 3 | Notdene™
Temp. sensor (recorder) TE3-2 -30( oC) (U] H 21/01/2014 | Passed
Champer temp. sensor TE4-1 -30{ oC) <&7(aC) 3 Not done &
Temp, sensor (recorder) TE4-2 -30{ oC) <x7(0C) 1 21/01/2014 | Passed
o e Frcig‘:y:' ;;0"(, Champer temp. sensor TEL-1 -70( oC) =£7(oC) 3 [wotdone®
(1\,40:1;51:;3 llv)lDF- ‘Temp. sensor (recorder} TEL2 -70( oC) <7T(0C) 1 |21/01/2014 ]| Passed
HYBRID
R E N ®
Champer temp. sensor TE2-1 70( aC) <T(0C) RECORDER 3 Not done
Temp. sensor (recorder)} TE2-2 =70{ oC) <£T(0C) & S]i_l\iSOR 1 21/01/2014 | Passed
Champer temp. sensor TE3-1 -70( oC) <HoC) 3 | Not done ™
Temp. sensor (recorder) TE3-2 -70{ oC) =&T(aC) 1 21/01/2014 | Passed
15 QC Refrigerator 5°C|Champer temp, sensor (equip.: ) . ®
(Quy:2)  |50302925) TE1-l 5( oC) =3(0C) 3 | notdone
Temp. sensor (recorder) ; HYBRID
(equip. 50302925) TEI-2 5{ oC) =30C)  |ppcorper| ! [21/01/2014| Passed
Champer temp. sensor (equip.: . & SENSOR ®
50302926) TE2-1 5(0C) <£3(00) T 3 [ Not done
Temp. sensor (recorder) .
(equip - 50302926) TE2-2 5( oC) <£3(0C) 1 21/01/2014 | Passed
16 Mp | Avteclave A-2 Champer temp. sensor TEl-1 111,121,131 °C) =£0,5¢(0C)
Chammer T sonsar ( e 1 09/12/2013 | Passed
s Tpe emp. sensartrecorcett  fre12] 111,121, 131000) | =20.500C)
Jacket temp. sensor TE2 111,121, 131 oC) <0.5{0C) 3 09/12/2013 | Passed
Champer temp. sensor TE3-1| 111,121, 131( oC) <0).5¢0C) .
1
gl;lazmper temp. sensor (recordet) TE32| 111,121, 131¢00) <40 5(0C)
. AMETEK
Waste watert temp. sensor TE4-1| 111,121, 131( oC) <20.5¢0C) ITC-320A 1
Waste watert temp. sensor CH.3 TE4-2| 111,121,131 oC) =(1.5(0C)
Champer temp, sensor TE5S-1| 111,121,131(0oC) =+0,5(0C)
ch : G d 1 09/12/2013 | Passed
CHal4npcr emp, sensor (recorder) TES2| 111,121, 131( oC) <40.5(0C)
g';[a?p"'r temp. sensor (recorder} | e g | 119121, 1310 0C) <40.5(0C) 1
gt[asmper temp. sensor (recorder) TE7 11, 121, 131( oC) <50.5(00) 1
PE-1-| 0,100,200,300,400,
Champer pressure sensor
1 90(kPa) <t5(kPa) 1
Champer pressure sensor (recorder |PE-1-| 0,100,200,300,400,- -
CHI2) 2 90(kPa)
0.4,0.3,02,0.1,- AMETEK
Champer pressure sensor PIl 0.08(Mpa) CPC200C 2 09/12/2013 | Passed
Champer pressure sensor PI2 04,03,020.1,- <:0,0065(MPa) 2 09/12/2013 | Passed
0.08(Mpa) -
y 0.4,0.3,02,0.1,-
Jacket pressure sensor PI3 0.08(Mps) 3 09/12/2013
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Ttems
T Dept. |Name of Equip. CAL point Criteria Calibrator Freq. CAL date | Result
Sensor name code (year,
17 BP Dry Oven A3 o . - dicat 100: ==0.61(0C)
" ar:‘;p;’ emp. sensor (indicator | g, 100,125,250( oC) | 125: <20.64(0C) 1
channg 250: <+0.82(0C)
100: =£0.57(0C) METE)
Champer temp. sensor (recorder) TE2 100,125,250{ oC) 125 =£0.63(0C) f'\l'C-320§ 1
250; =£0.92(0C)
20/02/2014 | Passed
b 100: ££3.5(0C)
Oh"a e;'::f)‘ temp. sensor (indicator 1 gy | 100 12525000C) | 125 <£3.5(0C) 1
° 250: £43.5(0C)
Pressure sensor (control panel) PEl-1 0,150,300(Pa) (¢ =£7(Pu) AMETEK
150; <es(Pa) | potore 1
Pressure sensor (recorder) PE1-2 0,150,300(Pa) 300: <+35.5(Px)
18| Bp | DyOuenAZ ) - 100: S£0.61(0C)
Ch:;::sle)’ temp. sensor (indicator | ey | 100 125250(0C) | 125: <£0.64(oC) 1
¢ 250: <+0.82(0C)
100: =£0.57(0C) METE
Champer temp. sensor {recorder) TE2 100,125,250( oC) 125: =£0.63(0C) ?[‘C-SZO.[: 1
250: ££0,92(0C)
21/02/2014 | Passed
s 100: ==3.5(0C)
31‘:;:;‘)‘ temp. sensor (indicator | 4 | 00 1252500 0C) | 125 <3.5(0C) 1
250; <£3.5{0C)
Pressure sensor (control panel) PEI-1 0,150,300(Pa) 0: <£7(Pa)
150 sesqpyy | AMETEK |
Pressure sensor (recorder) PE1-2 0,150,300(Pa} 300; =£5,5(Pa)
19 MP Refrigerator o . HYBRID
(Sanyo-MPR- Champer temp.sensor TEI-1 4(°Cy <3 (0C) RECORDER 1 1671272013 | Pessed
ENSOR
1410R) Temp. sensor (vecorder) TE1-2 4(°C) &3 ol) &s T 180 1
20 BP Autoclave A-3 Champer temp. sensor TE1-1 111, 121, 131(°C) <=0.5(0C)
h : ( de) 1 19/02/2014 | Passed
CHar}nper emp. sensor (recorder TEI2| 111,121, 131(0C) <£0.5(0C)
Jacket temp, sensor TE2 111,121, 131( oC) <£0.5(0C) 3 Not done 7
Champer temp. sensor TE3-1 111,121, 131( oC) <+0.5(0C)
1
g}['{a;“pe' terap. sensor (tecorder) | 105 |11y 421, 131¢0C) <+0,5(0C)
Waste watert temp. sensor TE4-1| 111,121, 131¢0C) <0.5(0C) ITC-Egﬁi
1
Waste watert temp. sensor CH.3 TE4-2 | 111,121, 131(0C) <k0,5(0C)
Champer temp. sensor TES-1] 111,121,131(0C) 50.5(0C)
Champer temp. sensor (recorder) 1 19/02/2014 | Passed
CH"‘4 per lemp. sensor {recorde TEs-2| 111,121, 131( oC) <20.5(0C)
g':;“p‘” temp. sensor (recorder) | 4m o |19y 121 131(00) <40.5(0C) !
EI;IEGmper temp. sensor (recorder) TE? 11,121, 131( ) 0.5(00) 1
Champer pressure sensor PE]— 1- 0,100,200,300,-90(kPa)
<5(kPu) 1
Champer pressure sensor {recorder |PE- 1-
CHI2) 2 0,100,200,300,-90(kPa)
0.4,03,0.2,0.1,- AMETEK ®
Champer pressure sensor PI1 0.08(Mpa) CPC200C 2 Not done
0.4,0.3,0.2,0.1,-
,0.3,0.2,0.1, < . (9]
Champer pressure sensor PI2 0.08(Mpa) <+0.0065(MPx) 2 {Notdone
0.4,0.3,0.2,0.1,-
sy a Uy *)
Jacket pressure sensor P13 0.08(Mpa) 3 Not done
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TT | pept, [Name of Equip. CAL point Criteria | Catibrator | £7°0" | CAL date | Result
sensor name code (year
21| Bp | Egglnoubator | or temp. sensor TE1 30,40,50{ aC) <£1{oC) 2 .
Il = AMETEK
0.5(oC) ITC-155A i
Champer temp. sensor (recorder) TE2 30,40,50{ oC) 400C: <20.6(0C) 1
Sl <t Not done
Humidity sensor - recorder channel | HEI 70{ %) <+5(%) TR72U 1 bccau.s e o_f -
not being in
2 EP Incubator for Champer temp. sensor TE1 10,15,20 { oC) =t1(0C) 2 use in 2014
egg stock
100C: <= AMETEK
0.4(oC) ITC-155A
Champer temp. sensor (recorder) TE2 10,15,20 ( oC) 1500 <& 1 -
- 0,5(oC)
23 |gp+mp| Freezer-30C . R . )
MDF-US37D Champer temp. sensor TEI-1 30( oC) < 7(0l) 3 Not done
(Qm?;’)’ 2 ITemp. sensar (recorder) TE1-2 -30( oC) <T(oC) 1 119122013 | Passed
Champer temp. sensot TE2-1 -30( oC) =7(0C) 3 Not done ?
HYBRID
Temp. sensor (recorder) TE2-2 -30( oC) =+7(0C) RECORDER 1 19/12/2013 | Passed
Champer temp, sensor TE3-1 -30( oC) <«700) | & SEP]ISOR 3| Notdone®
Temp. sensor (recorder) TE3-2 -30( oC) £7(0C) 1 19/12/2013 | Passed
Champer temp. sensor TE4-1 -30( oC) <£T(oC) 3 | Not done &”
Temp. sensor (recorder) TE4-2 -30( oC) <£7(0C) 1 19/12/2013 | Passed
24 BP Freezer:-70°C : *)
X - - <
(Qty: 4) Model: Champer temp. sensor TEI-1 70( oC) <T(0C) 3 Not done
MDF-U5¢1 Temp. sensor (recorder) TEI-2 =70( oC) =£7(oC) 1 18/12/2013 | Passed
Champer temp. sensor TE2-1 ~70( oC) <£7(oC) 3 | Not done®?
HYBRID
‘Temp. sensor (recorder) TE2-2 -70( oC) =7{eC) RECORDER 1 18/12/2013 | Passed
Champer temp. sensor TE3-1 =70( oC) <£7(0C) & SI.EI.NISOR 3 Not done *?
Temp. sensor (recorder) TE3.2 -70( oC) =£7(0C) 1 18/12/2013 | Passed
Champer temp. sensor TE4-1 -70( oC) =£7(eC) 3 |Net done®
Temp. sensor (recorder) TE4-2 =70( oC) =£7(eC) 1 18/12/2013 | Passed
25 pp | Freezer-70°C . *
(Qty: 4; Model: Champer temp. sensor TEI-1 -70( oC) <o) 3 Not done
MDF-U72V} Itemp, sensor (recorder) TEI-2 70( oC) <+7(0C) 1| 2400772014 | Passed
HYBRI “
Champer temp. sensor TE2-1 =70{ oC) <£7(0C) RECO]]:DIER 3 | Not done?
Temp, sensor {recorder) TE2-2 -70( oC) <£7(0C) & SiNlSOR 1 [8/12/2013 | Passed
[Champer temp. sensor TE3-1 -70{ oC) <27(0C) 3 Not done
Temp. sensor {recorder) TE3-2 ~70{ oC) =£7(0C) 1 18/12/2013 | Passed
26 | gp | Freezer-70°C . HYBRID P
(Qty: 1; Model: |CTamPer temp. sensor e 70(oC) St700C)  |pecorpEr| 3 [Not done
MDF-U74V) ‘Temp. sensor {recorder) TE4-2 ~70{ oC) <7(0C) & SI_E:[.I\]ISOR 1 18/12/2013 | Passed
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Ttems
TT | pepe, [Name of Equip. CAL point Criteria Catibrator | T4 [ AL date | Result
sensor name code (year)
27 FP Vial washing - . AMETEK
machine Temp. sensor (circulated water) B210 40,60,100(aC) =£2(0C) ITC-3204 I
Pressure sensor A osusononkee) <t8(kPa) 1
PIA
Pressure sensor 120 950,500,0(kPa) <+30(kPa) AMETEK l 26/02/2014 | Passed
Pressure sensor l:;? 250,125,0(kPa) <+30(kPa) CPC200C 1
Pressure sensor I;;ﬁ 850,500,0(kPa) <£30(kPa) 1
28 FP Vial Sterilizing 280: 2£2.0(0C)
machine  freren sensor of zone 1 (recorder) | TE211|  280,300,320( oC) 300: €£2.2(0C) 1
320: <x2.4(0C)
ﬁ,ﬁgﬁz 26/02/2014 | Passed
280; <+2.0(0C) -
‘Temp. sensor of zone 2 (recorder) |TE 213 280,300,320( oC) 300: 222.2(0) 1
320; s2.4(0C)
2| e | Aueclave Acl |y o er temp, sensor TELT] 111,121, 13K°C) | =£0.5(C) 250022014 | Passed
1
g};'l“p” temp. sensor {recorder) | 1y o | 4py 111310 0C) <£0.5(0C) 25/02/2014 | Passed
Jacket temp, sensor TE2 111,121, 131{ oC) <+0,5(0C) 3 25/02/2014 | Passed
Champer temp. sensor TE3-1 111,121, 131{ eC} =£0.5(0C) 25/02/2014 | Passed
1
g;’{“g’p‘“ temp. sensor (recorder)  fopps s 149 121, 131¢ 0C) <0.5(0C) 25/02/2014 | Passed
Waste watert femp. sensor TE4-1 111, £21, 131{ oC) =t0.5(0C) ?I'hgigﬁi 25/02/2014 | Passed
1
Waste water temp. sensor CH.3 TE4-2| 111,121, 131(0C) =<0.5(0C) 25/02/2014 | Passed
Champer temp. sensor TE5-1 111,121, 131 oC} =+0.5(aC) 25/02/2014 | Passed
1
Sga?pertemp' sensor (recorder) | 1pca | 111, 121, 131(0C) <0.5(0C) 25/02/2014 | Passed
g;a?p“ temp. sensor (recorder) | g 6 |11y ja1 ) 1310C) <40,5(0C) 1 | 2510212014 Passed
glr'_lla?per temp. sensor (recorder) | 1w | 111 121, 131( 00 <40,5(0C) 1 | 250212014 Passed
Champer pressure sensor PE 711 0,100,200,300 90kpe) | se50kPu) 25/02/2014 | Passcd
1
g';;‘]r;;er pressure sensor (recorder PEz' [ 0,100,200,300,000Pa) | <s5(kPu) 25/02/2014 | Passed
0.4,03,02,0.1,- AMETEK
Champer pressure sensor PI1 0.08(Mpa) <t0.00605(MPa) CPC200C 2 25/02/2014 | Passed
0.4,03,020.1,- ]
Champer pressure sensor PI2 0.08(Mpa) <:0.0065(MPa) 2 2510212014 | Passed
0.4,0.3,02,0.1,-
Jacket pressure sensor PFI3 0.08(Mpa) <:0.0065(MPa) 3 25/02/2014 | Passed
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TT | pept. [Name of Equip. CAL point Criteria Calibrator (1;:::_') CAL date | Result
sensor name code
30 FP Freeze dryer |Champer temp. sensor (recorder) TELO1 120,20,0( oC) <1(0C) 1 25/02/2014 | Passed
{product 1 temp}
Champer temp. sensor (recorder) | ) ) 120,20,0( oC) <=1(0C) 1 |25/02/2014| Passed
(product 2 temp)
Champer temp, sensor (recorder) |y o4 120,20,0( oC) 2l(oC) 1 |2502/2014] Passed
{product 3 temp)
Champer temp. sensor (recorder) | g0y 120,20,0( oC) <£1{0C) 1 | 25/02/2014] Passed
{product 4 temp)
Champer temp. sensor (recorder) | ppy s 120,20,0( oC) = L{0C) 1 |2510202014] Passed
{product 5 temp}
Champer temp. sensor (recorder) | ¢ 120,20,0( oC) <+1{uC) 1 |25/02/2014| Passed
(product 6 temp)
Champer temp. sensor (recorder) | ) o, 120,20,6( oC) < 1{0C) 1 |25/02/2014| Passed
{product 7 temp}
Champer temp. sensor (recorder) | i 0g 120,20,0( oC) £ {o0) 1 |25/022014 | Passed
(product 8 temp)
Champer temp, sensor (recorder) .
roduct 9 temp) TE109 120,20,0( oC) <1{oC) 1 |25/02/2014| Passed
Champer tomp. sensor (recarder) | ppy 120,20,0( oC) S=1{0C) 1 |25/02/2014 | Passed
(product 10 temp)
Champer temp. sensor (recorder) | pg) 4 120,20, oC) = 1{oC) 1 |25/022014| Passed
{product 11 temp)
Champer temp. sensor (recorder) | pg 1o [ 120,20,0( oC) S 1{o0) 1 [ 250202014 ] Passed
(product 12 temp)
Champer temp. sensor (recorder) - . AMETEK
(product 13 temp) TEI13 120,20,0( oC) <=1(0C) ITC-155A i 25/02/2014 | Passed
Sillicol ail inlet temp. sensor TE201 30,20,0( oC) <= 1{uC) 1 25/02/2014 | Passed
- . TE201 .
Sillicol oil outlet temp. sensor A 30,20,0¢ oC) =x1(0C) 1 25/02/2014 | Passed
Sillicol oil gutlet temp. sensor TE202 30,20,0( oC) ==1{oC) 1 25/02/2014 | Passed
Consender coil 1 temp. sensor TE203 30,20,0( oC) =+1(0C) 1 25/02/2014 | Passed
Consender coil 2 temp. sensor TE204 30,20,0( oC) <x1{0Q) 1 25/02/2014 | Passed
Consender coil 3 temp. sensor TE205 30,20,0( oC) ==x1(uC) 1 25/02/2014 | Passed
Chamber dain temp. sensor TE212 130,120,110( oC) <:1{0C) 1 25/02/2014 | Passed
Consender dain temp. sensor TEjl?. 130,120,110 oC) =t1(0C) 1 25/02/2014 | Passed
Consender dain temp. sensor TE213 130,120,110 oC) <x1(0C) 1 25/02/2014 | Passed
Consender dain temp. sensor TE:” 130,120,110( oC) <+1(0C) 1 | 250212014 | Passed
Filter drain temp. sensor TE214 130,120,110( oC) <£1(0C) 1 25/02/2014 | Passed
) . TE214 ]
Filter drain temp, sensor A 130,120,110 oC) <=1 (0C) 1 25/02/2014 | Passed
Hybrid recorder According to :ﬁ?—:ﬁfﬂf Multifintion
31 EN Y Temp. sensors NA specification of pe . calibrator CA 1 10/02/2014 | Passed
Q. 2) . equipment and
equipment and sensors H

Sensors
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TT | Dept. |Name of Equip. CAL point Criteria Calibrator . Freg. CAL date | Result
sensor name code (year)
Temp. sensor TEI-1 111,121 ,131( oC) <x0.5(0C) 1 10/10/2013 | Passed
AMETEK
ITC-155A
Temp. sensor TEL-2| 111,121,131{oC) <+0,5(0C) 1 10/10/2013 | Passed
Pressure sensor PE1 |-90;0;100;200;300 (kPa) =+0.5{kPa) 1 10/10/2013 | Passed
Animal
32 Lab Autaclave Pressure sensor PE2 '0'09’0’?&1?;’0'3’0'4 <20.02(MPa) 1 10/10/2013 | Passed
AMETEK
Pressure sensor PE3 '0'09’0‘?&’;5 0.3.04 <0.02(MPa) CPC200C 1 10/10/2013 | Passed
Pressure sensor PE4 | 0;0.1;0.2,0.3,0.4 (Mpa) | <=0.02(MPa) 1 10/10/2013 | Passed
Pressure sensor PE5 | 0;0.1;0.2;0.3;0.4 (Mpa) | <£0.02(MPa) 1 10/10/2013 | Passed
Pressure sensor PE6 | 0;0.2;0.4;00.6;0.8;1.0 ( | <t0.02(MPa) 1 10/10/2013 | Passed

Remark: {*): not expired
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POLYVAC

Result of Analvtical Validation of QC - 2014&2015

Updated Date: 15/08/2015

No. Name of test Protocol No. Implementation Date Result
1 Potency test Rb02-PQ-01 10/2014 Passed
5 Test for dectection of Encephalitozoon Rb02-PQ-02 09/01/2015 Passed

cuniculi
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POLYVAC

Result of Analytical method transferring validation of QC - 2014&2015

Updated Date: 15/08/2015

No. Name of test Protocol No. VAL Date Result
1 {SPF Pathology test Rb02-TV-02 15/04/2014 Passed
2 |Test for dectection of Encephalitozoon cuniculi Rb02-TV-04 14/04/2014 Passed
3 |Innoculaticn of rabbit Rb02-TV-05 111 ;(/}gﬁg ; ? 4~ Passed
4 |Innoculation of rabbit kidney cell culture Rb02-TV-06 lfi?ggggf 4~ Passed
5 ;c;t:}:lt:)cjr test for rubella bulk product by PFU RBO2-TV-08 1 ;1’/}?3;3% ;14~ Passed
6 |Marker test Rb02-TV-09 1;' é?g;?g 01 ? 4~ Passed
7 S:rl;‘ol:bbit health monitoring during quarantine Rb09-TV-01 228(‘)/,(')(;78//22001: Passed
8 |Identification test MRO02-TV-02 _9152/?0132001155 Passed
9 |Thermal stability test MRO2-TV-01 3155/?0]32%115 5 Passed
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POLYVYAC

Result of Contract Calibration for Equipments - 2014

Updated date: 15/08/2015

No. Name of equipment Q'ty Dept. Manufacturer Model Serial (l:r:;?-.) CAL date | Result
1 MP+BP XIT450001 1T40332 23/4/2014 | Passed
Intergrity test machine 2 Millipore 1
2 FP XIT450001 1T40001 23/4/2014 } Passed
3 Intergrity test machine 1 MP Pall Part No:FFSXC 22289326 2 14/06/2014 | Passed
4 FP 50601041 17/8/2014 Passed
5 BP 50601042 16/01/2014 | Passed
Particle counter
A2400 4 Hach Ultra A2400 1
6 QC 50601043 14/06/2014 | Passed
7 MP 1105060001 19/6/2014 | Passed
8 Particle counter 237B 1 EN Hach Ultra 237B 071200024 1 18/09/2014 | Passed
9 ) 51200049 17/8/2014 | Passed
Particle "05‘;;:; (portable) |, FP Hach Ultra 2278 1
10 51200047 17/8/2014 | Passed
Air Sampler B e Cat No.:
11 (M Air T) 1 MP Millipore ATBPUMPO1 276 1 10/7/2014 | Passed
12 FP satorios | MOSALPO 17601126 14/07/2014 | Passed
Air Sampler A 2 1
(MD 8) MD8 Air port
13 QC Sartorius 16757 17601125 23/05/2014 | Passed
14 Spectrophometer 1 QC Helios Gamma - UVG 150540 2 5213 Passed
15 Weight 30 cac phong - - Serial 2 08/09/2014 | Passed
16 076012021 26/05/2014 | Passed
Pressure_sensor of Freeze 5 Fp Edward T 2
Drying machine
17 66179601 26/05/2014 | Passed
. . ITC-320 A
18 Temperature Calibrator 1 EN AMETEK 115/230V+PE 552656-00181 1 18/09/2014 | Passed
19 Pressure Calibrator 1 EN AMETEK IPBOOSGBXXIN 1611107 I 18/09/2014 | Passed
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No. Name of equipment Q'ty Dept. Manufacturer Model Serial (l;:;?-) CAL date | Result
20 | Pressure Calibrator 1 EN Halstrup- KAL200 |P00900I6AAIS0S e ih0m014 | Passed
walcher GmbH 74
T&D
21 | Thermo-Hygro Recorder 15 EN Japan TR72U - 2 18/09/2014 | Passed
2 D‘g“‘i‘rll;?c“;lt’::amre 1 EN AMETEK | DTI-1000A | 564803-00193 I | 1810972014 | Passed
g3 | Dry block temperature 1 EN AMETEK ITC-155A | 560279-00634 1 | 18/09/2014 | Passed
calibrator
24 Anemometer | EN Kanomax 6541 635537 1 18/09/2014 | Passed
25 Thermometer 1 EN Sato-Japan 1621 3 18/09/2014 | Passed
26 | Multifuntion calibrator 1 EN Y"J‘;;g;l“'a CATI TIFC047 1 18/09/2014 | Passed
Particle
27 Particle counter 1 EN measuring | Lasairlll 310B 98067 1 06/10/2014 | Passed
system
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POLYVAC

Result of 1Q, OQ, CAL for new equipments 2014 & 2015

Updated Date: 15/08/2015

Objects of validation
No.| Name of equipment | dept. | Q'ty Maker Model Progress Result
1Q 0Q CAL PQ
Surface temperature : Finished.
1 fherm rr? ter 1 Anritus, Japan AP -B810(S) - - 0 - (confirmed the CAL certificate | Passed
ermomete of maker, Cal date; 07/10/2013)
2 PANASONIC MDF-U74V-PE o 0 o -
3 PANASONIC MDF-U74V-PE ) o o - Finished.
—] Deep freezer 4 (Implementation date: Passed
4 PANASONIC MDF-U74V-PE o [ [ - 22/07/2014)
5 PANASONIC MDF-UT4V-PE 0 0 o -
e Finished.
6 Recorder for Freezer 1 YOKEGAWA - migg?[:z(g;de Q 0 o - (Implementation date: Passed
pan 15/01/2015)
Finished.
7 Paoling tank 10L 68 N[TTC_) JKH:J?OKU Order made 0 [ - - (Implementation date: Passed
ap 19/05/2014)
Finished.
8 Dispenser 100ml Bulk 1 Shirasama, Japan Riko JH 0 ] - - (Implementation date: Passed
04/07/2014)
Finished,
9 Dispenser 10m! 1 Shirasama, Japan Jiko JA [ [ - - (Implementation date: Passed
04/07/2014)
10 HDI9000 - - - - - -
—] Alcohol sprayer 2 Hach ultra, Japan
11 HDI9000 - - - - - -
12 - - o - Passed
|——] Finished.
, {confirmed the CAL certificate
13 Particle counter 3 . | Hach ultra, Japan A2400/2408 - - o - of maker, Cal date: 07/12/2014; Passed
— 09/12/2014; 11/12/2014)
14 - - 0 - Passed
15 - - 0 - Passed
Bulk 2 Finished.
16 Air sampler Sartorius MD3 - - a - ({confirmed the CAL cettificate | Passed
of maker, Cal date: 07/10/2013)
17 QC 1 - - 0 - Passed
Finished,
18 CO2 Incubator 1 PANASONIC MCO-19AIC-PE o o 0 o {Implementation date: Passed
28/02/2014)
Finished.
19 Deep freszer I Sanyo MDF-U74V-PE o [ 0 - {Implementation date: Passed
30/07/2014)
Finished.
20 Compressor Qc 1 Gast - USA DOA-P504-BN o o - - (Implementation date: Passed
15/04/2014)
Automated plat Finished.
21 tromaiee plate 1 Systec - Germany Media fill o [} - - (Implementation date: Passed
preparation system 22/08/2014)
Finished.
22 Centrifugation 1 Kokusan H60R o 0 o - (Implementation date: Passed
16/05/2014)
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Objects of validation
No.| Name of equipment | dept. | Q'ty Maker Model Progress Result
1Q 0Q CAL PQ
Finished.
23 Shimadzu BWI2KH Q 0 0 - (Implementation date: Passed
——  Electrical balance 2 04/04/2014)
Finished.
24 Shimadzu BWI12KH [ o ] - (Implementation date; Passed
04/04/2014)
Finished.
25 | Clinical Thermometer | Animal 1 Tﬁ%‘;’?{%‘l\ D7 [ - [ - (Implementation date: Passed
lab 04/07/2014)
26 Refngerat?r for wasted I Toshiba GR-RGS6FVDA ) . ) .
animals (GL)
Filtration and Finished.
27 | Sterilization system for 1 chura 16 théng tin ehua rd thong tin o [+] - - (Implementation date: Passed
drinking water for animal 01/07/2014)
Tissue embeddmg
SAKURA
28 System 1 FINETEK EM-J2-5233 - - - - - -
Automatic tissue
SAKURA
29 processor 1 FINETEK Tek VIP 5 Jr - - - - - -
30 Paraffin Oven ; ) } } ; R
2 i&i‘m& PM-401-11
31 Paraffin Oven i . ) A
Microlome Patholo THEMOR
32 2y 1 SCENTIFIC HM430 - - - - - -
Tisue Floating Water SAKURA
33 1 FINETEK PS-110WH - - - - - -
Slide Warmer SAKURA
34 1 FINETEK P8-53 - - - - - -
Camera System for the
35 Microscope, BX53 1 OLYMPUS DP73 - - - - - -
. . Finished.
36 Stand stirrer M::m 1 KA - ELLIJ;SSTAR EURO-ST20 D 0 0 - - (Implementation date: Passed
29/04/2014)
Vacuum cleaner with .
37 | HEPA filter forlean | M3 1 PHILIPS - FC9228 - - - - - -
m Netherland
room
Finished IQ, 0OQ
(Implementation date: from
18/02/2014 to 21/02/2014),
38 Larminar Flow FP 2 Adrtech a 2} - 0 PQ: 1 time for static condition | Passed
(12/2014); 3 times for operation
condition (12/2014; 01/2015;
03/2015)
TOC calibration kit K
39 | Conductivity calibration SMtodel.SS.Otog.;I_‘O(Er - - 0 - Finished. Passed
kit Engine 1 Metiler Totedo ystem Suitability Te {confirmed the CAL centificate
Conductivity calibration ering Model: 1885 kit of maker, Cal date: 24/09/2013;
40 it calibration system - - 0 - 05/12/2013) Passed
770 max
Engine Particle measurin, Finished.
41 Particle counter erign 1 systems (PMS) B | Lasair M- 3108 - - 0 - (confirmed the CAL certificate | Passed
g v of maker, Cal date: 12/12/2013)
Remarks: -1 Not applicable; o: applicable
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POLYVAC

Data summarized from 10/2014~ 08/2015

Summary Resulis of PQ, MFT/PST, PV- 2015

Updated date: 15/08/2015

Nomberaf Implementation

(depent on ype of validation)
ype of Machine Name & Freq, Summary of
Dept. \‘RE:IIDH Protecel No. PO lema ﬁ.:qr, PQ content mndllgn Acceptance Crirterfa Implementatian Date Rewlt
Periodical VAL| Prospective VAL
C03-RePQ~ N . Conlimation of Microorganism
Re-PQ 1 Qowning validation 1 qualificated pevple 9 people L - «© Plakc) 140472015 Passed
CO3-RePQ- BEC),
RelQ a7 Dryoven A2 t Effect of sterifization Leading 1 I - Temp.&Time; 2M05 Passed
& 190°C.2 30min
RePQ C01-PQ-0B [Autoclave A 3 Effect of sterilization Loeding 1 1 - 2012013 Passed
BL(-)
Temp &Time:
RePQ C03-PQ-09 | Autoclave A2 1 Effect of sterilization Loading 5 1 - &121C, 2 20min 27012015 Passed
Doviemp.k2C,
12
RePQ NJ»;!OEPQ— Autoclave A2 1 Effect of sterilization Landing 3 1 - 21412015 Passed
Fomaline fumigation - CrdeBC . .
RePQ °°3‘;‘3°P°' (foe e disinfection & rebbit 1 Em‘"m:ﬁm“"’ (Rabbit kidney cell taking | . Rcss‘gm{;{‘fg";" m 12472015 Possed
kidney tnking room} 100m) :50.1pp
Incubation 1 (withou loading) Temp. distribulion T“‘,"’": 37 2ezC 1 374 degC I0M1/2015-120022015 | Passed
ithout loading
R CO3-RePQ-
PQ
24 Temp.: 30 deg.C
Inctibation 2 (witheut loading) - Temp. distribution Withoul loading I 30kl degC JOM2005~12022015 | Passed
) . . Lst: 147102014
" . Confirmation of Microorganism ’
PQ C03-PQ-21 |CGovning validalion - gealificated perple 3 new staffs - 3 (© t Plate) 2nd: 201102004 Passed
3pd: 2110014
BL:(-)
B - . Temp.& Time:
Q C03:.PQr23 [Dryoven A2 - Effect of sterilzation Loading 4 - 3 2 190°C.2 3. 16,19, 20012015 Passed
CFli=32
. Microorganism:Airborn
Conlinnation of . -
monitoring for N Gmde: D oeganism, setlling plale,
je] C03-P-25 changing toors afler ungradi - :n:::dn:::nnm (atstatic) - 1 Contact platc; 00/0412015-22/04/2035 | Passed
Airbon particle: & Spm, > Sum
" Frilsd
. Confirmation of )} ; .
Ce of ol process for . . Process cantro] ftatis {conlomin
PQ RbO3-I'Q-26 Virus manufucturing - process for V"lrus Same o2 nermal production - 1 Lot unifecmity 17042201 5-05/05/201 5 alion
manulichuring devizti
levintion)
N Son ofall procasa for Confirmation for all Mect all criteria for rubcla
PQ | RbO3I-PQ-26 [rubells bialk product - priation F 41 | same as nommal production - 1 h C5MGA2015-2300672018 | Possed
. processes vaccine
Process validation for rubella Confinmation for ol . Meet oll eriteria for rubella .
v CO3-PY-0L bk product faciuring . 550y Same as normel production - k] ascine 11, 122004 Faifed
Process validetion for ndbella Coafirmation for all . Mect sl crileria for rubelln schoiduled to be done in In
i COIPV-0L o product manufociuring - processes Samoas production N 3 voocine 0B09/2015 progress
Moistura content of Tubber P (Se1 Parametery Rubber Stepper for WFL:S
Rerq | SRR | iopper o aying by 2 Qd":_':;ﬁ“{,‘i:"“:r Vosisin dey time:9mmin 1 05%  Rubber Stopper for 09372015 Pussed
Auoglove i Hol Dry time:90min. Frecze Dry: 550.%
. {Bet Parameler) i P’
Re-PQ MN‘B’?I'"’Q' Tunnel Stetilize 1 Effxt (‘ﬁ:;'f)"'“'“ Hot zane lenp.: 210°C ] . Wm‘gc: 3‘2!;5?{‘“”" 02042015 Passedd
Bell Spoed:13Tmmimin P i
MO4-RePQ- . L Confirmation of MicToor ganism
Re-PQ 19 Gowning volidation 1 qualifieated people 7 people 1 . (Contne Plags) 03032015 Tussed
RePQ C04-PQ-24 |Autoclove Al 2 Effest of sterilization Lowding 7 1 - 120072015 Passed
Bl
RPQ | COSPQ25 JAuioclave Al 1 Effeet of steriizution Looding8 1 . Temp. e 102015 Passed
& 1217, 20min,
RFQ | C0aPQ-26 |Auoctave AT 2 Tiffcet of sesilization Loading 9 1 . D“"F'g,"z"';n" omIols Passad
RePQ CO4-PQ-27 JAuinciave Al 2 Lffect of sterilization Loading 10 1 - Lap3n01s Passed
" . N 1511772201 5;
. i Confinmation of Mieroorganizi .
PQ CO4-PQ-20 | Gowning velidation - . S new stalls 3 and; 231212015, Passed
qualifiested pecple (Contact Platc) 30 240 22015
C04-Rel " N . N i
RePQ ™ Q- | v woshing 2 Effctive of washiing Set pammeter 1 . i‘g‘:::‘:w"’::‘_::r‘ 090272015 Passed
TOC : < 1000pph
004 RePO. Conductivity: £2.1 pSACm at 25 Woiting
RePQ 8 Tool washing 2 Effective of washing By manua) H - eg. 11, 1270812015 the QC
FF Visible bservation: no-dusty tost
TOC : 5 1000ppb
CO4-RePQ- Conductnaly £3.9 n8/Cni at 23 Waiting
RePQ 05 CIF for Freeze diying chamber 2 Effective of washing Sciparameter ] - depC L3-17080201 8 e QC
Visible abservation: nodusty test
and dry.
. 25122014
g de i T 1 Effect of virus Temp.: 280 deg C No observation of virus aller
rQ CO4-PQ-01 | Vi inactivation by bt waler - innetivation by beat Tie: 2 10 mis - - inactivaion 220022013 Possed
05/03/2015
Environment monitoring for y Microorgenism:Airbern . P
® £041 2‘ changing room afler upprading . ?:‘“.-'mu:;;r Grade: A, C,D . stalis: 1 lime organism, selthing plate, Sm;;: mmllclm'msl '%m?H P
PR ard 2 pew installed Laminar condition {at stwtic ord operation) Dynamics 3 limes Conlact plate; 1 mﬂml E(;T:Efgm s
flove umite. Alrbon particle: £ Spm, > Spm ' '
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Numberof Implementation

(depent ontype of validation)
Tvpeof Machine Name & Freg. Summury of
Depe, valldation Protoeo No, PG Items e PQ content condltion Arceptance Crirterin Implementatlon Daie Result
Perledlcal VAL| Prospective VAL
[Confirmation of all process far Confimation of ol . : Whiling
PQ | Mi4-PQ-03 | MR final product . process forfina) | Sume os norma! production . 1 ""“[“fl""". trolilems ]l'!“"“"""““”" the QC
manufacturing product manufaciuring, ’ tost
OR042015 Passcd
N P LNt of ascplic .
MIT | Motepanger | PrRosss sinditiontest for ) oy | mangpulaton and SCDogir 1 . M ol for it
production, e ironment Tots
} scheduted W impkement in Not do
002013 ot done
P e Confirmation of oll . .
il - mduc: ;::f:r:"m I'ur MR final - process for finnl Same as normal production - k] MMM““;T;?;“ measles sctnd;lﬁll]o&b;ld;m M| not done
P turing pronduct smanufaeturing ¥
MOZ-RePQ- T, Confirmation of Migroorganism
Re-PQ " Govning validstien 1 qualificated people G peaple 1 - (Contect Plate) 09/103/2015 Posscd
Repg | MOFRPQ |y iove s 3 Effect of sirilization Loseding | | . BEC) oTIZ014 Passed
7 Temp.&Time:
& 121'C. & 20min
Repe | MR i 2 Effot of steilzation Lowding 2 ' - Detegla2t, oTiLIROI4 Pessed
. BL()
MOZ-RePQ- Tomp. & Time:
Re-PQ 40 Autoclme D 2 Effect of steril ization Lowding 2 § - & 12)'C, & 20imin. 06d1172014 Passed
Dev.temp.:22°C.
« Fo;g 12
Establish e titer parameter . . ; . ) 1272013~ 047014
B | MROZ-8Q-01 |range for thouse rubella . V::::;’T:W 10!:::-:; Ufpolsc:a: ::sl for _ | ! el (Tiler range: 39-4.215 | Passcd
reflerence o e crenes sanp i PFUN.5mi)
N L
Tormaline fumigation afler Effect ol zanitation by ! o BL:z 3 log reduclion,
2] COLPES [ changing room . line Grade:B,C . (rc\:lmi:n“;ﬂw Rostool ormelie 20, pprn 15~ 7081201 5 Passed
. Microorganism:Airborn
- - Conlirmation o Grade: B,C, N N
rg | cozpgy |Eoviroment moniloringlor - environmentl (et sutic) - L organiem, selding plate, 300172015 Passst
changing room aller upgrading condilion (for changing roam) Comnet plate;
Airbon particle: & Spm, > Spm
CO5-ReP Q- PR Confirmation of . Microorganism
Re-PQ 1t Gowning velidation ] qualficated peopls 6 people 1 (Coniaet Plaic) 13022015 Passed
Bl
CO5-RePQ- Temwp &Time:
Re-PQ 23 Autoclave A2 2 Effect of stepilizntion. Laouding 05 1 - Z121'C, &= 20min 070122015 Passed
Deviemp:£2'C,
Fo:212
TOC : 5 1000ppb
Conductivity: 1.1 WS/Cm ut 25
M oo CUS-]R;I’Q— Tool washing 2 Gffeotive of washing By manunl 1 . deg € 130572013 Passed
Visible ebservation: ne-dusty
and dry.
Transferring tools and materinls| (Rouy 151: 20077201 5
el CO5-PQ-03 |into elean rooms (with different Qualification of SOP NC—sD, DG 3 Micworganism (Contact Plawe) Ind: 21ON2015 Passed
clean grades) ' Ind: 220772015
Enviroment meniloring for Confirmation of Grade© siatic: | time Mmmm:l\u::n Al static: 02-04/02/2015
BQ CO4-PQ-01 |medium preparation room afler - environmental icand . - D " 3t mc . lzsp ' [Ardynamie: L0, IL, Puassed
ing 10 € grode condition (oL stalic and operalion} ymamic: 3 times. . nE:ln:lp fey 1203015
upgmding 8 Althon partiele:  Sjun, >5jun
RePQ M09.PQ-01 JAutoclave 1 Tiffoct of sterilization Loading patisra 1 1 - 251122014 Passed
AL RePQ M09-PQ-02 |Avieclave 1 Effoct of slerilization Leadi; tiern 2 H Bl CaOL2015 Passed
sterifization img pa b Cl: zolor change
RePQ MOS-PQ-04 | Antoclave: 1 Lffect of sicrilization Leading pattern 3 H - CaRL2015 Tassed

—115—



digital2
長方形

digital2
長方形

digital2
長方形


POLYVAC

Summary result table of Calibration for HVAC - 2015

Data summarized from 10/2014~ 08/2015

Updated: 17/08/2015

g

Name of Equipment

Place

Method

Criteria

Implementation
date

Pass/
Fail

Freq.
(year)

‘TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - FREEZER RM-2

TED-P-1901-2 SENSOR AND RP-1 RECORDER - FREEZER. RM-2

TED-P-101-2 SENSOR AND RP-1-d4 INDICATOR - FREEZER RM-1

TED-P-101-2 SENSOR AND RP-1 RECORDER - FREEZER RM-1

TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - COLD RM-4

‘TED-P-101-2 SENSOR AND RP1 REQRDER - COLD RM-4

TED-P-101-2 SENSOR AND RP-1-2 INDICATOR - COLD RM-3

TED-P-101-2 SENSOR AND RP-] RECORDER- COLD RM-3

O |eei=l | th |l W N —

THE-P-102 SENSOR AND TI-P-102 INDICATOR- FILLING RM

THE-P-103 SENSOR AND TI-P-103 INDICATOR- CLEAN RM3

THE-F-101 SENSOR AND TI-P-101 INDICATOR- CAPING RM1

THE-P-104 SENSOR AND TI-P-104 INDICATOR- VIAL WASHING RM!

THE-P-104 SENSOR AND HI-P-104 INDICATOR- VIAL WASHING RM1

THE-P-105 SENSOR AND TI-P-105 WASHING RM3

THE-P-102 SENSOR AND HI-P-102 INDICATOR- FILLING RM

THE-P-103 SENSOR ANE HI-P-103 INDICATCR- CLEAN RM5

THE-P-101 SENSOR AND HI-P-101 INDICATCR- CAPING RM]

THE-P-105 SENSOR AND HI-P-105 WASHINH RM3

PdIA-P-101 CAPPING RM - CORRIDOR 7

PdIA-P-102 FILLING RM-CAPPING RM

PdIA-P-103 CLEAN RM3-CORRIDORT

PdIA-P-104 IN9-2 - CORRIDOR?Y

|PdIA-P-105 FILLING RM - VIAL WASHING RM

PdIA-P-106 ANTE RM6 - CORRIDORT

PdIA-P-107 VIAL WASHING RM - CORRIDOR?

Final dept.

Temperature
{Thermohygro
recorder- TRU-
72U)

+0.81°C

23/03/2015

Passed 1

12/03/2015

Passed 2

Humidity
(Thermohygro
recorder- TRU-

72U)

=5.0%

12/03/2015

Passed 2

Pressure
(Difference
pressure gauge
KALS84
HALSTRUP)

Different
Pressure
+2.0Pa

11032015

Passed 1

TED-P-103-2 SENSOR AND RP-2-2 INDICATOR - COLD RM-2

TED-P-103-2 SENSOR AND RP-2 RECORDER - COLD RM-2

TED-P-103-4 SENSOR AND TIC-P103-2 INDICATOR - COLD RM-2

TED-P-104-1 SENSOR AND RP-2-3 INDICATOR - INCUBATION RM-1

TED-P-104-1 SENSOR AND RP-2 RECORDER - INCUBATION RM-1

TED-P-104-2 SENSOR AND TIC-P104-1 INDICATOR - INCUBATION RM-1

TED-P-103-1 SENSOR AND RP-2 RECQRDER, - INCUBATION RM-2

TED-P-103-1 SENSOR AND RP-2-1 INDICATOR - INCUBATION RM-2

TED-P-103-3 SENSQR AND TIC P103-] INDICATOR - INCUBATION RM-2

TED-P-105-1 SENSOR AND RP-2-4 INDICATOR - COLD RM-1

TED-P-105-1 SENSOR AND RP-2- p2000 RECORDER - COLD RM-1

THE-P-20]1 SENSOR, AND TI-P-201 THAWING RM

THE-P-202 SENSOR AND TI-P-202 CLEAN RM3

THE-P-203 SENSOR AND TI-P-203 CLEAN RM4

'THE-P-206 SENSOR AND T1-P-206 DISINFECTION RM1

THE-P-204 SENSOR AND TI-P-204 DISINFECTION RM2

THE-P-205 SENSOR AND TI-P-205 WASHING RM1

THE-P-207 SENSOR AND TI-P-207 MEDIA PREPARATION RM1,

THE-P-209 SENSQR AND TI-P-209 CLEAN RMI.

THE-P-210 SENSOR AND TI-P-210 CLEAN RM2,

THE-P-208 SENSOR AND Ti-P-208 CUTTING RM

THE-P-21] SENSOR AND TI-P-211 STERILEFILTRATION RM2

THE-P-212 SENSOR AND TI-P-212 OBSERVATION RM2

THE-P-201 SENSOR AND HI-P-201 THAWING RM

THE-P-202 SENSOR AND HI-P-202 CLEAN RM3

'THE-P-203 SENSOR AND HI-P-203 CLEAN RM4

'THE-P-206 SENSOR AND HI-P-206 DISINFECTION RM1

THE-P-204 SENSOR AND HI-P-204 DISINFECTION RM2

THE-P-205 SENSOR AND HI-P-205 WASHING RM1

THE-P-207 SENSOR AND HI-P-207 MEDIA FREPARATION RMI

THE-P-209 SENSOR AND HI-P-209 MEDIA PREPARATION RMI

THE-P-210 SENSOR AND HI-P-210 CLEAN RM2

THE-P-208 SENSOR AND HI-P-208 CUTTING RM

THE-P-211 SENSOR AND HI-P-211 STERILEFILTRATION RM2

THE-P-212 SENSOR AND HI-P-212 OBSERVATION RM2

Bulk and
medivm
depts.

Temperature
{Thermohygro
recorder- TRU-

72U)

+0.81°C

29/01/2015

Passed 1

30/01/2015

Passed 2

Humidity
(Thermohygro
recorder- TRUJ-
721}

*£5.0%

30/01/2015

Passed 2
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No. Name of Equipment Place Method Criteria [mplementation Pas:sl Freq,
date Fail | (year)

61 [PdIA-P-201 THAWING RM - CORRIDORS

62 |PdiA-P-202 CLEAN RM3 - CORRIDORS

63 |PdlA-P-203 CLEAN RM4 - CORRIDORS 29/01/2015 Passed

64 |PdIA-P-204 ANTE RM4 - CORRIDORS

65 |PdiA-P-205 DISINFECTION RM2 - CORRIDORS

66 |PdiA-P-206 WASHING RM1 - CORRIDORS

67 |PdIA-P-207 DISINFECTION RMI - CORRIDORS Pressure

68 |PdIA-P-208 MEDIA PREPERATION RM - CORRIDORS Bulkand | (Difference

69 [PdiA-P-209 CLEAN RMI - CORRIDORS medium | pressure gauge +£2.0Pa 1

70 |PdlA-P-210 CLEAN RM2 - CORRIDORS depts, KALS84 :

71 |PdlA-P-211 CUTTING RM - CORRIDOR6 HALSTRUP) 28/0172015 Passed

72 |PdiA-P-212 STRELLEFILTRATION RM - CORRIDORS

73 |PdIA-P-213 ANTE RMI - CORRIDORS

74 |PdlA-P-214 CENTRIFUGATION & OBSERVATION RM1 - CORRIDORS

75 |PdIG-P-203 PRI1 - DISINFECTION RM2

76 |PAIG-P-204 PR7 - ANTE RM4

77 |P41G-P-205 PR6 - CORRIDOR3

78 |THE-P-215 SENSOR AND TI-P-215 CLEAN RM6

R owoals | puss| 2
Temprature

81 |THE-P-214 SENSOR AND TI-P-2t4 PREPERATION RM (Thecmohygro

82 |TED-P-107-2 SENSOR AND TIC P107-1 INDICATOR - INCUBATION RM-3 recorder- TRU-| = 0.81C

83 |TED-P-107-2 SENSOR AND RF-3 - 52000 RECORDER INCUBATION RM-3 720)

84 |TED-P-107-2 SENSOR AND RP-3.2.INDICATOR - INCUBATION RM-3 04/02/2015 Passed 1

85 |TED-P-107-1 SENSOR AND RP-3-2-INDICATOR - COLD RM-5

86 |TED-P-107-1 SENSOR AND RP-3- p2000 RECORDER COLD RM-§

87 |THE-P-215 SENSOR AND HI-P-215 CLEAN RM6 Qc Humidity

88 |THE-P-216 SENSOR AND HI-P-216 CLEAN RM7 {Thermohygro 04/02/2015 Passed 2

89 |THE-P-213 SENSOR AND HI-P-213 CLEAN RM$ recorder- TRU- +5.0%

90 |THE-P-214 SENSOR AND HI-P-214 PREPERATION RM 72U)

01 |PdiA-P-215 PREPARATION RM - CORRIDORI10

92 |PdiA-P-216 CLEAN RME - CORRIDCRI10 Pressure

93 [PdIA-P-217 IN12 - CHANGING RM12 (Difference Different

94 |pdiA-P-218 CLEAN RM6 - CORRIDCORI0 pressure pauge | Pressure 04/02/2015 Passed 1

05 |PdIA-P-219 CLEAN RM7 - CORRIDOR10 KALB4 +2.0Pa

96 |PdIG-P-201 OUT 11-2 - PERFORMANCE TEST RM HALSTRUP)

97 |PdIG-P-202 IN11-2 - CHANGING RMI1

98 |Rabbit Test

99 {Guinea Pig Test Temprature

100 | Quaratine Rm1 (Thermohygro | Temprature

101 [Mice TestRm 1 recorder- TRU-| £ 0.81°C 261032015 Passed 2

102 iMice Test Rm 2 72U)

103 |Quaratine Rm 2

104 |Rabbit Test Animal o

105 |Guinea Pig Test Hl.lmldlty

- lab .

106 |Quaratine Rm1 (Thermohygro | Humidity 26/03/2015 Passed 9

107 |Mice TestRm 1 recorder- TRU- +5,0%

108 |Mice Test Rm 2 72U)

109 |Quaratine Rm 2

110 |pdiA_A-101 DIRTY CORRIDOR1 - CORRIDORIA Pressure Different

111 |PdiA_a-102 ANTE RM - CORRIDOR1A (Difference Pressure 26/03/2015 Passed |

112 |PdiA_A-103 DIRTY CORRIDORZ - CORRIDOR1A pressure gauge
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POLYVAC

Summary result table of Maintenance validation for HVAC - 2015

Data summarized from 10/2014~ 08/2015

Frequency of maintenance validation: once per year.

Updated: 17/08/2015

TT Name of Equip Code | Place Method Criteria Date l;a;sl/
1 101-01 2015/10/3 Passed
2 Ante room 6 101-02 2015/10/3 Passed
3 101-03 2015/10/3 Passed
4 101-04 2015/10/3 Passed
5| (Clesmrom3 95105 WI5/108 | Passed
6 101-06 2015/10/3 Passed
7 101-07 2015/10/3 Passed
8 101-08 2015/10/3 Passed
9 101-09 2015/10/3 Passed
10 - 101-10 2015/10/3 Passed
11|  Fillingroom 10111 2015/103 | Passed
12 101-12 2015/10/3 Passed
13 101-13 + Leak test: No clear 2015/1073 Passed
14 101-14 leakage must be found | 2015/1073 Passed
15 101-15 at any of the 2015/10/3 Passed
16 Al 9-1 101-16 Leak test |measurement locations 2015/10/3 Passed
17 Al 92 101-17 & 2015/10/3 Passed
1 In9-2 101-18 0 e 2015/10/3 Passed
13 Al 101-19 | Final | Ventilation * Ventilation 2015/10/3 Pa::ed

20 Canping room 102-01 | Dept.| frequency frequency ] 2015/10/3 Passed

21 pping 10202 measuremen [1easurement: The 2015/10/3 | Passed

22 In 9-1 102-03 ¢ overall ventilation 2015/10/3 Passed

23 PR 14 102-04 frequency for a room 2015/10/3 Passed

24 102-05 must be equal to or in | 2015/10/3 Passed

;Z 18253 excess of 20 ggi:; }g; g llzasseg

. - . asse

77 Washing rm 3 102-08 times/hour 20571053 Passed

28 102-09 2015/10/3 Passed

29 102-10 2015/10/3 Passed

30 102-11 2015/10/3 Passed

31 102-12 2015/10/3 Passed

32 Vial&Sterili rm 102-13 2015/10/3 Passed

33 102-14 2015/10/3 Passed

34 102-15 2015/10/3 Passed

35 In Qut 10 102-16 2015/10/3 Passed

36 Pr 16 102-17 2015/10/3 Passed

37 Disinfection rm 3 102-18 2015/10/3 Passed

38 Pr 15 102-19 2015/10/3 Passed

39 201-01 29/01/2015 Passed

40 Corridor 4 201-02 29/01/2015 Passed

41 201-03 29/01/2015 Passed

42 Pr8 201-04 29/01/2015 Passed

43 Freezing rm 201-05 25/01/2015 Passed

4 Thawing 201-06 * Leak test: No clear [ ™30/0172615 | Passed

45 Refrigerator rm 2 201-07 leakage must be found at| 29/01/2015 Passed

46 201-08 any of the measurement [ 29/01/2015 Passed

47 Storage 4 201-09 Leak test locations 29/01/2015 Passed

48 In5 201-10 { oo n_& . 29/01/2015 Passed

49 Refrigerator rm 2 201-11 dept. Ventilation | » Ventilation frequency | 29/01/2015 Passed

50 Corridor 3 202-01 frequency measurement; The 23/01/2015 Passed

51 202-02 measurement |  overall ventilation 23/01/2015 Passed

52 202-03 _ frequency for aroom | 23/01/2015 Passed
53 Clean rm 4 202-04 must be equal to or in | 23/01/2015 Passed
54 202-05 excess of 20 times/hour |_23/01/2015 Passed
55 202-06 23/01/2015 Passed
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Pass/

TT Name of Equip Code | Place Method Criteria Date Fail

56 202-07 23/01/2015 Passed
57 Clean rm 3 202-08 23/0172015 Passed
58 202-09 23/01/2015 Passed
59 202-10 23/01/2015 Passed
60 Ante rm 4 202-11 23/01/2015 Passed
61 202-12 23/01/2015 Passed
62 - . 202-13 23/01/2015 Passed
63 Disinfection rm 2 202-14 2370172015 Passed
64 Storage 3 202-15 23/01/2015 Passed
65 Pr6 202-16 23/01/2015 Passed
66 Al 6 202-17 23/01/2015 Passed
67 In6 202-18 23/01/2015 Passed
68 Ant 3 202-19 ) 23/01/2015 Passed
69 nte rm 202-20 « Leak test: No clear 2370172015 Passed
70 Pr7 202-21 leakage must be found at{™ 2370172015 Passed
71 Pril 202-22 any of the measurement [ 23/01/2015 Passed
72 203-01 Leak test locations 22/01/2015 Passed
73 ) 203-02 & 22/01/2015 Passed
74 Corridor 2 203-03 dBulk Ventilation | * Ventilation frequency | 22/01/2015 Passed
75 203-04 ept. frequency measurement: The 22/01/2015 Passed
76 . 203-05 measurement overall ventilation 22/01/2015 Passed
77 Centri&Observa 203-06 frequency for a room 22/01/2015 Passed
78 Storage 2 203-07 must be equa] to or in 22/01/2015 Passed
79 203-08 excess of 20 times/hour | 22/01/2015 Passed
80 Refrigerator rm 1 203-09 22/01/2015 Passed
81 203-10 22/01/2013 Passed
82 Pr5 203-11 22/01/2015 Passed
83 In 4-2 203-12 22/01/2015 Passed
84 Centri&Observa 203-13 22/01/2015 Passed
85 204-01 20/01/2015 Passed
86 Clean rm 1 204-02 20/01/2015 Passed
87 204-03 20/01/2015 Passed
88 204-04 20/01/2015 Passed
89 204-05 20/01/2015 Passed
0 204-06 20/01/2015 Passed
o1 Clean rm 2 204-07 20/01/2015 Passed
92 204-08 20/01/2015 Passed
93 204-09 20/01/2015 Passed
94 Ante rm 1 204-10 200172015 Passed
95 204-11 20/01/2015 Passed
96 204-12 20/01/2015 Passed
97 Corridor 1 204-13 20/01/2015 Passed
98 204-14 20/01/2015 Passed
99 Storage 1 204-15 20/01/2015 Passed
100 I 204-16 * Leak test: No clear  [730/51/2015 | Passed
101 Sterile Filtration 204-17 leakage must be found at[ 29/01/2015 Passed
102 Cutting rm 204-18 any of the mf:asurement 20/01/2015 Passed
103 204-19 Leak test locations 20/01/2015 Passed
104 Al4 204-20 Bulk c.?c . o 20/01/2015 Passed
105 In4-1 204-21 dept Ventilation | » Ventilation frequency | 20/01/2013 Passed
106 Pr13 204-22 "| frequency measurement: The 20/01/2015 Passed
107 Ante tm 2 204-23 measurement overall ventilation 20/01/20135 Passed
108 Pr 14 204-24 frequency for aroom | 20/01/2015 Passed
109 Pr 3 204-25 must be equal to orin | 20/01/2015 Passed
110 Pr2 204-26 excess of 20 times/hour |_20/0172015 Passed
111 Disinfection rm 1 261-01 28/01/2015 Passed
112 In 3-1 261-02 28/01/2015 Passed
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TT Name of Equip Code |Place Method Criteria Date Fail

131 Media Preparation 262-01 28/01/2013 Passed
114 262-02 28/01/2015 Passed
115 Pri12 262-03 28/01/2015 Passed
116 In 3-2 262-04 28/01/2015 Passed
117 Check weight 262-05 28/01/2015 Passed
118 Storage 6 212-01 21/01/2015 Passed
119 Storage 5 212-02 21/01/2015 Passed
120 Laundry rm 21203 21/01/2015 Passed
121 212-04 21/01/2015 Passed
122 212-05 21/01/2015 Passed
123 212-06 21/01/20135 Passed
124 212-07 21/01/2015 Passed
125 . 212-08 21/01/2015 Passed
126| \eshingrml 212:09 210172015 | Passed
127 212-10 21/01/2015 Passed
128 212-11 Leak test 21/01/2015 Passed
129 ) 212-12 | g & . 21/01/2015 Passed
130 InOut7 212-13 dept Ventilation 21/01/2015 Passed
131 212-14 ’ frequency 210172015 Passed
132 Washing rm 2 212-15 measurement 21/01/2015 Passed
133 212-16 2140172015 Passed
134 212-17 21/01/2015 Passed
135 Pr9 212-18 21/01/2015 Passed
136 Storage 7 212-19 21/01/2015 Passed
137 Pr1 212-20 21/01/2015 Passed
138 Pr10 212-21 21/0172015 Passed
139 . 208-01 2/2/2015 Passed
1qg| Observation Area oo 21212015 Passed
141 Refrigerator rm 3 208-03 21212015 Passed
142 208-04 2/2/2015 Passed
143 Clean rm 7 208-05 2/2/2015 Passed
144 208-06 2212015 Passed
145 Incubation rm 2 208-07 2/2/2015 Passed
146 Clean rm 6 208-08 » Leak test: No clear 337015 Passed
147 a 208-09 leakage must be found at[ ™ 357015 Passed
148 Pr 19 208-10 any of the measurement | 5/2/2015 Passed
149 Al1l-1 208-11 locations 2/2/2015 Passed
150 In11-1 208-12 Qc 2/2/2015 Passed
151 209-01 *» Ventilation frequency 2/2/2015 Passed
152 Cleanrm 8 209-02 measurement: The 2/2/2015 Passed
153 209-03 overall ventilation 2/2/2015 Passed
154 Preparation rm 209-04 frequency for a room 2/2/2015 Passed
155 209-05 must be equal to or in 2/2/20135 Passed
156 Al 12-2 209-06 excess of 20 times/hour 2/2/2015 Passed
157 Al 12-1 209-07 Leak test 2122015 Passed
158 In 12 209-08 & 2/2/2015 Passed
159 211-01 o 21212015 Passed
160 Performance test 11-02 \;‘entllatlon 37373015 Passed
161 AL 11-2 211-03 requency 372/2015 Passed
162 In11-2 211-04 measurement 2212015 Passed
163 Dirty corridor 1 101-01 26/03/2015 Passed
164 Quarantine rm 1 101-02 26/03/2015 Passed
165 Material out 1 101-03 26/03/2015 Passed
166 Inoculation rm 1 101-04 26/03/2015 Passed
167 Rabbits test rm 101-05 26/03/2015 Passed
168 Inoculation rm 2 101-06 26/03/2015 Passed
169| Guinea Pigs test rm 101-07 26/03/2015 Passed
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Pass/

T Name of Equip Code Method Criteria Date Fail

170| Clean Corridor 1 101-08 26/03/2015 Passed
171 Ante rm 101-09 26/03/2015 Passed
172 Ante rm 102-01 26/03/2015 Passed
173 Clean corridor 2 102-02 26/03/2015 Passed
174 Autopsy rm 2 102-03 26/03/2015 Passed
175 Quarantine rm 2 102-04 26/03/20135 Passed
176 Mice Test rm 1 102-05 26/03/2015 Passed
177 Inoculation rm3 102-06 26/03/2015 Passed
178 Mice Test rm 2 102-07 26/03/2015 Passed
179 Inoculation rm 4 102-08 26/03/2015 Passed
180 Dirty corridor 2 102-09 26/03/2015 Passed
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POLYVAC

Data summarized from 10/2014~ 08/2015

Summary Result Table of Calibration for Process Water Supply System 2015

Frequency of calibration: onee per year.

Updated: 17/08/2015

No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Temperature T?'Epér:t;r;%
1 |SW Heat Exchanger Outlet Temp. | TIRCA-1101 (Ametek ITC- 8070 + 0' o Passed
3204) N'C+08C
Temperature Temperature
2 |Soft Water Tank Drain Temp. TRS-1181 D"”““"d(ﬁ?ﬂ System | metek ITC- Zg% : gg}‘: 24122014 | Passed
320A) | spc Lo
Temperatare Te:’ngggr:tgrzuc
3 |Row Temp. TRS-1201 (Ametek ITC- A g Passed
120A) 80°C £0.6C
S0°C £ 0.7°C
Temperature TT?E%& ‘::)eQ‘C
4 {UFW Heater Qutlet Temp. TIRCA-3102 (Ametek ITC- L 1 o Passed
320A) 120°C = 1.0°C
130 = 1.0°C
Temperature Tempsrature
5 |UFW Heater Intet Temp. TRs-3101 | VEW Distribution System | o rre- | 1OC=08T 1 o mm014 Passed
l{0y) 3204) 120°C £ 0.8°C
130C £ 09C
Temperature Te]nl‘lopf(r;aiuges‘c
6 |UFW Feed Tank Return Temp. TRS-3103 (Ametek ITC- g Passed
3204) 120°C + 0.8°C
130°C £ 0.9°C
Temperature Ti?g%a :]Bes"()
7 |UFW Tank Temp. TRS-4101 (Ametek ITC- L ot Passed
320A) 120°C = 0.8C
130°C £ 09°C
Temperature Teln]'lg%a:roescc
8 |UFW Return Temp. TRS-4102 (Ametek ITC- L otpe Passed
31204) 12000 £ 0.8°C
130°C £ 0.9°C
Temperature Tin;g‘?(ia:laes‘c
9 [VF-4102 SIP TRS4181 (Ametek ITC- e Passed
320A) 1200C £ 0.8C
UFW ((}le;;ratlon TIB(}"(_.t 0.9°C 271122014
Temperature i?gfg tu 358"(,‘
10 |P-4101 SIP TRS-4182 (Ametek ITC- a0 e Passed
3204) 1200 = 03°C
130°C =0.9°C
Temperature Te]n;gséa:;esnc
[1 |UFW Return SIP Temp. TRS-4183 (Ametek ITC- o gt Passed
3204) 120°C £ 0.8°C
130°C +0.9°C
12 |P-4102 Temp. TRS-4184 (Ametek ITC- L gt Passed
2204) 1200 £ 0.8°C
130°C = 0.9°C
Temperature Temperature
Freeze Drying Room 110C = 0.8C
13 |UFW-(D SIP Temp. TRSU-181 -
® emp SU (Use Point) (1F) (Amg;l; ;TC 120°C = 0.8 2611212014 Passed
130°C £ 0.9C
Temperature T‘;Tg%ﬂ:laes@
14 |UFW-( SIP Temp.-1 TRSU-281 (Ametek ITC- 120°C OlS“C 26/12/2014 Passed
Washing Room 3 3204) 130C £ 0.9°C
(Use Point) (1F) Temperature
Temperature 10°C £ 0.8°C
15 |UFW-@ SIP Temp.-2 TRSU-282 (Ametek ITC- 120 & 0'8"(.‘, 26/12/2014 Passed
20A) | a0t 09
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No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Temperature Tir?g%a iuges“c
16 |UFW-( SIP Temp.-1 TRSU-381 (Ametek ITC- i Passed
1204) 120°C = 0.8C
Washing Room 2 130°C £ 0.9C-
(Use Point) (2F) Temperature
Temperature 110 = 0.8°C
17 {UFW-G) SIP Temp.-2 TRSU-382 (Ametek ITC- | ot e 25/12/2014 Passed
30A) | spc=09C
Tempesature Temperature
13 [UFW-@ SIP Temp. TRSU4g | DisinfectionRoom2 | e | 0T 208C Passed
(2F) 320A) 120°C £ 0.8°C
130°C £ 0.9°C
Temperature ‘Temperature
19 [Urw-© st Temp. TRsu.ss | DisinfeetionRoom3 . | NOC208C 1 agion01a | passed
(1F) 320A) 120°C £ 0.8C
130C £ 09C
Temperature Tﬁ“;g%ar;egt
20 |Condenser Qutlet Temp. TIRCA-6101 (Ametek [TC- 120 = 1' Pt 30/12/2014 Passed
WFI Generation 3204) 130°C £ 1,0C
(1F) Temperature
Temperature 10C £ 0.6C
21 |WFI Cooler Outlet Temp. TRA-6102 (Ametek [TC- 120°C & 0' P 30/12/2014 Passed
3208) | ocs0sT
Temperature Temperatare
22 |WFI Heater Outlet Temp. TIRCA-7103 |WFI Distribution System | /00 ppe. | LOC*09C 5y 0014 Passed
(1IF) 320A) 120°C £ 1.0C
130°C £ LOC
Temperature
Temperature 1L0°C + 0.8C
23 |WFI Tank Temp. TRS-7101 (Ametek ITC- < g ¢ 31/12/2014 Passed
3204) 120°C £ 0.8
130°C £ 0.9C
‘Temperature
Temperature 10C £ 0.8C
24 |WFE Return Temp. TRS-7102 (Ametek ITC- o g 3111212014 Passed
320A) 120°C £ 0.8°C
130C £ 0.5C
Temperature Te]rrllg%ﬂt:ges‘c
25 |WFI Generation Qutlet SIP Temp. TRS-7181 (Ametek ITC- 120°C + ().8"C 3141272014 Passed
3208) | 300 09C
Temperature Temperature
26 [p-7101 S1P Temp. TRs-7igy | WELDistribution System | Cokrme- | OC=08C  siam014 | passed
(IF} 320A) 120C = 0.8C
130°C £ 0.9°C
Temperature Telnl'ngLetr:a tiugegac
27 |WF1 Return SIP Temp. TRS-7183 {Ametek ITC- e “C 3171272014 Passed
320A) 120°C = 0,8
130°C £ 0.9°C
Temperature Teln:gleéa tiu;esﬂc
28 {HE -7101 Outlet SIP Temp. TRS-7184 (Ametek ITC- 120C = 0.3"(.2 3171272014 Passed
3208) 130°C 2 09°C
Temperature TCITS‘?(? t:;esnc
29 |VF-7101 SIP Temp. TRS-7185 (Ametek ITC- o : o 3171212014 Passed
3208) 120°C = 0.8
130°C £ 0.9C
Vial Washing & Sterilization| Temperature Telr:lg%aiuges‘c
30 |WFI-QD SIP Temp TRS-WI8I Rin (Ametek ITC- | ool oot Passed
(ar) 3208) 130C £ 0.9C
Temperature TiTgféaluBeg“C
31 |LC-WFI2 SIP Temp.-1 TRS-W281 {Ametek ITC- o ot Passed
3204) 1200 £ 0.8C
130°C £ 09C
Temperature T??gféaluge 3C
32 |LC-WFI2 SIP Temp.-2 TRE-W282 {Ametek ITC- 120°C = 0.8”(,' 2911212014 Passed
Washing Room 3 3208 | 3prs00C
(1F) Temperature
Temperature 10C & 0.8°C
33 {LC-WFI3 SIP Temp.-1 TRS-W381 (Ametek [TC- P Passed
320A) 120°C £ 0.8°C
130°C £0.9°C
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‘No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Temperature Teln:gféatiugesuc
34 |LC-WFI3 SIP Temp.-2 TRS-W382 {(Ametek ITC- gt Passed
1204) 120°C £ 0.8°C
130°C £ 0.9C
Temprature TEITOP‘EE; ir% 8
35 |LC-WFI12 SIP Temp.-3 TRS-284 Filling Room (1F} {Ametek ITC- 120°C = D'Sl-c 29/12/2014 Passed
3204) 130°C £ 0.9°C
Temprature Ti?gurztir% 8¢
36 |LC-WFI4 SIP Temp.-1 TRS-W481 (Ametek ITC- 120°C = 0' 80 30/12/2014 Passed
Media Preparatin Room 3208) 130°C = 0.9°C
2F
) Temprature Ti";g:g 1“; 8C
37 |LC-WF14 SIP Temp.-2 TRS-W482 (Ametek ITC- . ;R 30/12/2014 Passed
1204) 120°C £ 0.8°C
130°C £ 0.9°C
e o
38 |WFI® SIP Temp TRS-W581 Laundry Room (2F) (Ametek 1ITC- 120°C = 0' s 25/12/2014 Passed
3208) | 1300 = 09T
Temprature TﬁTg@ L:% 8C
39 |LC-WFI6 SIP Temp.-1 TRS-W681 {Ametek I[TC- 120°C & 0' P 30/12/2014 Passed
Washing Room 1 3204) 130C £ 09C
(2F) Temprature
Temprature 10C £ 0.8C
40 |[LC-WFI6 SIP Temp.-2 TRS-W682 (Ametek ITC- 120 & 0' 8 30/12/2014 Passed
3200 | 3009
Temprature TiTg:g l:; 3C
41 |UFW&WEFI SIP Temp. TRS-5101 PS Uhit (IF) (Ametek ITC- 120+ O‘S“C 24/12/2014 Passed
320A) 130°C = 0.9°C
Pressure
0.00MPa
Pressure 0.01MPa
42 |UFW Return Pressure PICA4101 UFW Generation (Ametek 0.25MPa = 27/12/2014 Passed
CPC200C) |(0.02MPa
0.50MPa =
0.02MPa
Pressure
0,00MPa +
Pressure  |0.01MPa
43 |Pure Steam Pressure PICA-5101 PS Unit (Ametek 0.25MPa+ 3071212014 Passed
CPC200C) |0.02MPa
0.50MPa +
0.02MPa
Pressure
0.00MPa =
Pressure Cal 0.01MPa
44 |Pure Stean Pressure PICA-6101 WFI Generation equi 0.25MPa + 30/12/2014 Passed
P 0.02MPa
0.50MPa &
0.02MPa
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No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
TTESOHTS
0.00MPa +
Pressure  [0.01MPa
45 |WFI Return Pressure PICA-7101 WFI Distribution System (Ametek 0.25MPa £ 31/12/2014 Passed
CPC200C) 0.02MPa
0.50MPa +
Sensor for measuring TOC, Toc TOC: 500ppb: £50;
P . . 3 il . *
46 |Conductivity of water production Water production system Conductivity 250ppb: 220 Not done (*) Passed

system

Conductivity: £1%

Remark: (*): not expired of calibration effective period
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POLYVAC

Summary Result Table of Maintenance Validation for Equipments - 2015

Data summarized from 10/2014~ 08/2015
Frequency of maintenance validation: once per vear.

Updated: 17/08/2015

No| Name of Equipment Code No Place Method Criteria '“"’".'1";';"‘""“ Passi Fail
» Check of air velogity in the tunnel
The result of each zone is:
80% is average £ 20%
100% is average = 30%
- Implement at Infeed zone,
Number of 0.3 pra particles are less than 0.01% compared with
Air Velocity; |upper stream.
: e . g cleanliness, |- Implement at caoling zone.
1 Vil Sterilizing Machine BE-03691 i Appearance of | Number of 0.3 pum particles are less than 0,01% compared with O1/64/2015 Passed
HEPA filter |upper stream.
- Implement jn dehydrogenation tunnel.
Must be satisfying class S{DIN EN 150 14644-1)
0.5pm 2100, ne 5.0um
» Appearance of Hepa filter;
No color change compared to the original color (white)
No holes in filter surface
Flat surface, no deformation.
2 [Clean Bench B G264920501 QC 03/02/2015 Passed
3 [Clean Bench B G264930501 QC 03/02/2015 Passed
4 |Clean Bench B G264930502 QC (310212015 Passed
S |Clean Bench A 5264940501 QC 04102120158 Passed
§ |Clean Bench C G264910501 BP 2710142015 Passed
7 |Clean Bench D G26489050) BP 2710142014 Passed
8 |Clean Bench E (264880502 BP 270172015 Passed
9 [Clean Bench D G264890502 BP 28/01/2016 Passed
= Air velocity and Air Volum
10 [Clean Bench D G264890503 BP The average air velogity shall be within £20% of specification 30/012015 Passed
1 [Clean Bench B G264930503 BP . {0.3m/sec). 28/01/2015 Passed
Filter Leakage The air volume shall be within £20% of specification
12 |Clean Bench E G264870501 BP & Air Velacity, » of spe ’ 28/01/2015 Passed
13 |Clean Bench F G264960501 pp | ArVolume L rer Leakage 28/01/2015 | Passed
14 |Clezn Bench E G26488050] MP The downstream c_cmcentmflon must not exceed 0,03% of the 2610172015 Passed
p n concentration, continuously.
15 |Clean Bench A (264900501 MP 26/01/2016 Passed
16 |Clean Bench C (264950501 FP 13/03/2015 Passed
17 |Clean Bench E G26497050t FP 13/03/2015 Passed
18 [Laminar Flow Unit G242550501 FP 13/03/2015 Passed
19 (Laminar Flow Unit G242560501 FP 13/03/2015 Passed
20 (Laminar Flow Unit G242570501 FP 13/03/2015 Passed
21 (Laminar Flow Unit G242580501 MP 28/01/2015 Passed
22 [Laminar Flow Unit G242590501 BP 28/01/2015 Passed
* Air velocity and Air Yolume
Filter Leakage | The average ais velocity more than specification (20,35ovsec),
23 |Laminar Flaw Unit B 5114-01277-CB100  [JC - Chemica| & Air Velosity, |* Filter Leakage 04/02/2015 Passed
Air Volume | The downsiream concentration must net exceed 0.03% of the
upstream concentration, continuously.
24 |Biological Safety Cabing NSC-IIA-1800 BP Filter Leakage (» Circulated air velocity: 0,35 £ 0,025 m/se¢ 27/01/2013 Passed
& Circulated |+ Exhausted air veloeity: 0.53 £ 0.025 mfsec
25 |Biological Safety CabineSC-ILA-1200{$7212030805; QC Air Velocity, |« Filter Leakage 03/02/201% Passed
Ext d Air | The downstream concentration must not exceed 0.03% of the
26 |Biological Safety CabineSC-11A-1200(57211030805 Qc Velocity  jupstream concentration, continuously. 03/02/2015 Passed
27 |Laminar flow 200-00921-1101 BP 28/01/2015 Passed
28 |Laminar flow 200-00921-1102 BP-MP 28/01/2015 Passed
L « Air velocity and Air Volume
29 |Laminar fow 200-009209-1101 FF Filter Laakage | The average air velocity more than specification (20.3n/sec), 13/03/2015 Passed
30 |Laminar flow 200-009209-1101 FP & Air Velocity, |* Filter Leakage 13/03/2015 Passed
N Afr Volume | The downstream concentration must not exceed 0.03% of the
31 |Laminar flow 200-009211-1102 FP upstream concentration, continvously. 13/03/2015 Passed
32 |Laminar Flow Unit 200-020474-1301 FP 13/03/2015 Passed
33 |Laminar Flow Unit 200-020475-1301 FP 13/03/2015 Passed
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POLYVAC

Summary Result Table of Calibration for Equipment -2015

Data summarized frem 10/2014~ 082015

Updared: 171082013

Items
TT | Depe, |Name of Equip, CAL point Criterin Calibrator (F :;‘: CAL date | Result
sensor name code o
1 Qc Amaclave B ey e femp. sensor TE1-1 111,121, 131(oC) <0,5(eC) 05/1172014 | Passed
1
(Chamber temp. sensor CH 1- TEl-2 111,121, 131 oC) 0.5(0C) 051172004 | Passed
Recorder :
Jacket temp, senser TE2 111,121, 131( oC) <£0.5(0C) 3 | Not done
Chamber temp. sensor TE3-] 111,121, 131(oC) <0,5(0l’) 05/1172014 | Passed
1
Chamber temp. sensor CH.2 TE3-2 111,121, 131(eC) <40.5(0C) 05/11/2014 | Passed
Filter drain temp. sensor TE4-1 111,121, 131(oC) =10.5(0C) AMEEI‘: Ie- 05/112014 | Passcd
" n 1
Filter drain temp. sensor CH3- TE4-2 111, 121, 131¢ aC) <40.5(0C) 08/§1/2014 | Passed
Recorder
Chamber temp. sensor TES-1 118,121, 131{0C) <+0.5(0C) 0511172014 1 Passed
1
Chamber temp. sensor CH4 - TES2 111,121, 131(e€) £20.5(0C) 05112014 | Passed
Recorder
Chamber temp. sensor CHS - TE6 111, 121, 131( Q) <=0.5(uC) 1 05/112014 | Passed
Recorder
Chamber temp. sensar CHG - TE7 117,121, 131(0C) <£0.5(0C) 1| 052014 | Passed
Recorder
Chamber Pressure sensor PE-1-1 ©,100,200,300,-50(kPa) <£0.5(kPu) 05/1122014 | Passed
1
Chamber Pressure sensor CH 12 - PE-12 0,100,200,300,-90(kPa) <40, 5(kPa) 0571172014 | Passed
Recorder
AMETEK
Chamber Pressure sensor PN 0.4,0.3,0.2,0.1,-0.08(Mpa) <20,0065(MPx) CPC200C 2 05/1172004 | Passed
Chamber Pressure sensor P12 0.4,0.3,0.2,0.1,-0.08(Mpa) <20, 0065(MPu) 2 05/1122014 | Passcd
Jacket Pressure sensor P13 0.4,0.3,0.2,0.1,-0.08(Mpa) =£0.0065(MPa) 3 Not done ¢
2 Qc ln(c;!:;tosr).‘\ Charaber temp. senser TE1-1 40,30,20( oC} <] (o) 3 | Notdonet?
20aC: £0.5(uC)
Chamber temp. senser (recorder} TE1-2 40,30,20( oC} 300C: =£0.5(0C) 1 011072014 | Passed
400C:  <+0.6(0C)
Chamber temp. sensor TE2-1 40,30,20( oC) Sk1(oC) 3 | Notdone™
200C; <05(0C) | AMETEK ITC-
Chamber temp. sensor (recorder) TEZ-2 40,30,20{ oC) 300C; ==0.5(uC) 1554 1 021012014 | Passed
qUoC: <20,6{uC)
Chamber temp. sensor TE3-1 50,40,30( oC) <&l (o) 3 | Notdone™
300C: <20.5(0C)
Chamber temp. sensor (recorder) TE3-2 50,40,30( oC) 40oC: =20,5(0C) 1 02/1072014 | Passed
S00C: <h0.6(0C)
3 Qc Incubator B Chamber temp, sensor TE1 AMETEK 1TC.| 3 | Mot done (')
40,30,20( oC) <:1{oC) 155A
Chamber temp. sensor {recorder) TE2 1 021072084 | Paossed
4 Qe I““Fmt; € chamber temp, sensor TEl-1 3 | ot done ™
Qi3 40,30,25( oC) ££1(uC)
Chamber temp. sensor {recorder) TE1-2 1 20142410 Passed
Chamber temp. sensor TE2-1 | 3 | Notdone®?
40,30,25( oC) <1(0) AMETER 116
Chamber temp. sensor (recorder) TE2-2 1 2014/240 | Passed
Chamber temp. sensor TE3-1 3 | Not done ©?
70,60,50,40,30,25( oC) =x1{oC)
Chamber temp. sensor (recorder) TE3-2 1 20142110 Passed
N T T P TEL 50,60,70 1(00) AMETERTTC| | 4310018 | Pussea
oven 155A
8| Qc | OO MEARROT | epamber seonp. seasor TE1 30,40,50( oC) <81(0C) 2 | Notdone®™
306C: <+0,5(C) AME;TSF;'; 1TC-
Chamber femp. sensor (recorder) TE2 30,40,50( oC) QUoC; <t0.6(uC) 1 0171072014 | Passed
500 ==0.7{uC})
FYRITE
CO2 mesuring sensor COE1 3,5, %) <k1(%) BAC[({; AS CH 1 0141072014 | Passed
ANALIZER
7 Qc | co2 lr;:u'bator Chamber temp. sensor TE1 30,40,50( oC) =+1(uC) 2 | 0102014
300C; =x0.5(uC) “l'mglim'
Chamber temp. sensor (recorder) TE2 30,40,50{ oC) J0uC: <£0.6(aC) 1 017102014 | Passed
5000 <£0.7(ul)
FYRITE
CO2 measuring sensor COE] 3,5,7( %} ==1{%) BACIéi:ACH 1 01/10/2014 | Passed
ANALIZER
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Ttems
TT | pept, [Name of Equip, CAL point Criteria Calibrator Freq. CAL date | Result
$ensor name code (year)
8 | qc |Co2 I'g"b““” Chamber temp. sensor TEI 30,40,50( oC) 2£1(oC) 2 | omnorons
300C: =£0.5(0C) Al ’Elﬁim'
Chamber temp. sensor (recorder) TE2 30,40,50( oC) 40uC: =£0.6(0C) 1 01/10/2014 | Passed
50gC: =x0.7(cC})
FYRITE
CO2 measuring sensor COE] 3,57 %) =] (%) BACI;' AS CH 1 ¢1/1022014 | Passed
ANALIZER
9 | qc [ Beglneubater o ver temp. sensor (recorder) TEL2 30,40,50( oC) =£1{oC) 1| wmneewd | Passed
300C: <0.5(C) | 'E]-l;i': rTe-
Chamber temp, sensor TE1-] 30,40,50{ oC) 400C: ==0.6(0C) 2 14/1122814 | Passed
S00C: =30.7(0C)
10 C Chamber tempenature sensor- .
Q Recorder TEL 110,120,130{ oC) =x£1{pC) AMETEK ITC- 1 15/1/2015 | Possed
Lab. Autoclave . 3204
for Chemical Chamber temperature sensor TE2 110,120,130( oC) =20 8(0C) 2 15/01/2015 | Passed
Chamber Pressure sensor PGl 0.1,0.12, 0.14{Mpe) <:0,01¢Mpn) ‘ég‘lCEz]c;Eog 1 15/01/2015 | Passed
11 C Chamber temperature sensor- .
Q Recorder TE1 110,120,130 oC) ==1(0l) AMETEK ITC- 1 05/11/2014 | Passed
Leb. Autostave [engmber emperature sensor TE2 110,120,130( oC) <405(C) A 2§ 05204 | Passed
for Biological
Chamber Pressure sensor PG1 .1, 012, ;. 14(Mpa) <:0.01(Mpa) 'é':déEzTo%::( 1 05/11/2004 | Passed
12 QC Dy Oven .
100; ££0.61(uC)
51:?::’::)"’"“" sensor (panel TEL 100,125,250( oC} 125 £L0.64(aC) 1| osnizois | passed
250; <+0,82(aC)
100: 2£0.57(uC) ME
Chamber temp. sensor (recordery TEZ 100,125,250{ oC) 125: £20.63(uC} 3’1;1;:)[;1TC 1 05/1172014 | Passed
250: £20.92(0C)
_— 100; =£3,5(uC)
o‘:::l:;m temp. sensor (indicator TE3 100,125,250 0C) 125: <43.5(0C) 1 | osnwzons | Passed
P 250; <43,5(0C)
Pressure sensor {contto] panel) PEl-1 0,150,300({Pa) 0: <£7(Pa) AMETEK CPC 05/1122004 | Passed
150: <£5(Pu) 1
Pressure sensor (recotder) PEI-2 0,150,300(Pa) 300: =£5.5(Pa) 200C 05/112014 | Passed
31 o F"(‘éf;'i‘;t Chamber temp, sensor TEI-L -30( o) 27(0C) 3 | osnonota | Passed
(M%i;;:,’:l;DF' Temp. sensor (recorder) TE1:2 -30{ aC) =£7(uC) 1| OR102004 | Passed
Chamber temp. sensor TE2-1 -30( oC) =£7(0C) 3 08/10/2014 | Passed
Temp, senser (recorder) TE2-2 -30( oC) ==7(u() HYBRID 1 087102004 | Passed
RECORDER &
Chamber temp. sensor TE3-1 -30( oC) <kT(uC) SENSORT1 3 0871072014 | Passed
‘Temp. sensor (recerder) TE3.2 =30( oC) =£T(wC) 1 08/10/2014 | Passcd
Chamber temp. sensor TE4-1 =30( oC) =£Hel) 3 0871072014 | Passed
Temp. sensor (recorder) TE4-2 -30{ o) =£TaC) 1 08/10/2004 { Passed
Wl qc Ff“(g:; ;;"'L Chambec temp, sensor TEI-1 -70(oC) <+7(aC) 3 | osnorots | Passed
M’ﬁg;‘]")‘m—‘ Temp, seasor (revorder) TE1-2 -70(0C) STEC) 1| osnoone | pessed
Chamber temp. sensor TE2-1 -70{ oC) <x7{oC) 3 0811072014 | Passed
Temp. sensor (recorder) TE2-2 =70( oC) <x7(oC) HYBRID 1 08/14/2014 | Possed
RECORDER &
Chamber temp. sensor TE3-1 -0 o) <£7(0() SENSORTI OB/1072014 | Passed
Temp. sensor (recorder) TE3-2 ~70( oC) ==HoC) 08/1072014 | Passcd
Chamber temp. sensor TE4-1 -70{ oC}) <7(0C) 3 | Notdone ™
Temp. sensor {recorder) TE4-2 -70( oC) <£7(eC) 1 08/1072014 | Passed
15 QC [COzIncubator C Z;mcfnm - Chamber temp, display TEL 30,40,50( o€ <G 2 | Notdene ™
Tomp, sensor - Chamber temp, recerder, 300C: £20.5(uC) ;FSI:;I:ITC-
ctl:mn::l el ghd i d leuu'ng TE2 30,40,50( oC) 400C: <20,6(0C) 1 01/102014 | Passed
500C; <4+0,7(0C)
FYRITE
Sunsor nbng 46 CO2 COEI 357 %) <£1(%) BAC!;’:;ACH 1| vlnozona | Passed
ANALIZER
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Items

Freq.

TT | pept, |Name of Equip. CAL point Criteria Calibrator tyear CAL date | Result
sensor name code Y
16 ¢ |Refrigerator 5°C| Chamber temp. sensor {equip.: 08710720
¢ (Q:2)  [50302025) TEI-l S(oC) =%3(0C) 3 102014 | Passed
Temp. seasor (recosder)’
P TE1-2 5(oC) <=3(aC) HYBRID 1| 0802004 | Passcd
Cgghulpl;‘. 5?302925) - RECORDER &
AMBET temp. Sensor (equip.: - <23(ol ENSOR T 1 08/10/2014 | Passed
50302026 TE2-1 5(oC) <x3(ol) 3 3
Temp. sensor (recorder) -
uip.: S0302926) TE2-2 5(oC) =23(0C) 1 08/1022014 | Passed
" Mp | Autoclave A-2 Chamber temp. sensor TE1-| 111,121, 131(°0) =£0,5(uC)
Chambert 1 ey 1 05/122014 | Passed
amber temp. sensor {recorder j .
puiy TE)-2 111, 121, 131( oC) <£0,5(C)
Jacket temp, sensor TE2 £11.121, 131{cC) 0.5(0C) 3 | Notdone
Chammber temp, sensor TE3-1 111,121, 131{ o) =20.5(0C)
1
Chamber temp. sensor (recorder) TEY2 111,121, 138(0C) <205(0C)
CH.2 4 : -
1T¢-
'Waste watert temp. sensor TE4-1 111,121, 131(00) =+0,5(uC) AME;%}; <
1
'Waste watert lemp, sensor CH.3 TE4-2 111,121, 131( oC) =20.5(0C)
Chamber temp, sensor TE5-1 111,121, 131{ oC) £20.5(0C)
Chamber temp. sensor (recorder) ! OS/12/2014 | Passed
CH.4 TES-2 111,127 ,131{ oC} =+0,50C)
Chamber temp. sensor (recorder)
<+
CH.5 TES 111,121, 131{ oC) <0, 5(uC) 1
Chamber temp. sensor (recorder} w .
CH.§ TE? 111,121, 131{ oC) ££0.5{0C) 1
Chamber Pressure sensor PE- 1.1 0,100,200,300,400,-90(kPz)
=£5(kPg) 1
g;alr;;:cr Pressure sensor (recorder PE-12 0,100,200,300,400,-90(KPa)
AMETEK .
Chamber Pressure sensar Pl 0.4,0,3,0,2,0,1,-0,08(Mpa) CPC200C 2 | Notdone &
Chamber Pressure sensor PI2 04,0,3,0,2,0,1,-6,08(Mpa) <£0.0065(MPa) 2 | Not done ™
Jacket Pressure sensor PI3 0.4,03,0.2,0.1,-6.08(Mgpa) 3 | Not dane
18] pp | DyOvenA3 Chambert \ 100: ££0.61uC)
: d“."' T temp. sensor (pane TEI 100,125,250( oC) 125: €40.64(uC) 1 | woo1s | possed
indicator) 250: <50.82{oC)
100; <205%0C) | 40 e .
Chamber temp. sensor (recorder) TE2 100,125,250{ oC) 125: <20.63{0C) :;I.EEUI: e 1 12/01/2015 | Passcd
250 <20.92(vC)
" indi 100; <43,5(0C)
overleat temp, sensor (indicator TE3 100,125,250( oC) 125; <£3.5(uC) 1 120102015 | Passed
panel) 250; <£3.5(0C)
pressure sensor (control panel) PE1-1 0,150,300(Pa) O: 2£7(Pa) Passed
150 2£5(Py) gggsz;ﬁ::{ 1 130172015
pressure sensor (recorder) PE1-2 0,150,30G(Pa) 300; <+5,5(Pa) Passed
19 BE Dy Gven A2 Chamb . 100; ££0,61(cC)
: d.’“ <1 temp. sensar (pane TE1L 100,125,250( oC) 125: <£0,64(aC’) 1| 126012015 | Passcd
indicator) 250 <20.82(cC)
100; ££0,57(0C) .
Chamber temp. senser (recerder) TE2 100,125,250( 0C) 125; ££0.63(0C) AME:ZEJ;”C 1 12012015 | Passed
250; ££0.92(cC)
Overheat indicats 100; <£3.5(C)
"erl eat temp. sensor {indicator TE3 100,125,250( oC} 125: €43.5(uC) 1| 12002015 | Passed
patel) 250; 5£3.5(aC)
Pressure sensor (control panel) PEl-1 0,150,300(Pa) 0 =k7(Pa) AME Passcd
150: ==5(Pa) CPCZ'I;)%E 1 13/0122015
Pressure sensor (recorder) PEl-2 0,150,300(Pa) 300; <£5.5{Pa) Passed
i ('s‘:ﬁ;f M. |Coamber temp sensor TE1-t 4°0) 3 (o0) HYBRID | 1 | (0.12:2014 | Passed
- ” RECORDER &
1410R) | yemp. scasor (resorder) TE1-2 4(°C) <£3(00) SENSORT1L [ 1 | 10022014 | Passed
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Freq.

TT | pepy, |Name of Equip. CAL point Criteria Calibrator (year) CAL date | Result
sensor name code Y
A | opp | Autoclve A3 oy mber temp. sensor TEI-1 111,121, 131(°C) =H0.5(0C)
Chamber temp. sensor (recorder) ! 1300172015 | Passed
CH.1 P TE1-2 111,121, 131( 0C) =+0.5(uC)
Jacket temp. sensor TEZ 111,121, 131(oC} <£0.5(0C) 3 | Not done ™
Chamber temp. sensor TE3-1 111,121, 131(aC) =£0.5(uC) 13/01/2015 | Passed
1
g':;b‘" temp, sensor {recarder) TE3-2 111,121, 131(aC) 0,500 130012015 | Passcd
AMETEK ITC-
Waste water temp. sensor TE4-1 111,121, 131(e0) =20.5(oC) 330A c 13/6122015 | Passed
1
'Waste water temp, sensor CH.3 TE4-2 111,121,131 o0) <20.5(0C) 130172015 | Passed
Chamber temp. sensor TES-1 111,121, 131{ oC) =+0,5(uC) 1310172015 | Passed
1
oo temp. sensor (fecorder TES-2 11,121, 131(o0) <405(0C) 130012015 | Possed
g;":’b“ temp. sensor (recorder} TES 111,121, 131(6C} 240.5(C) 1 | 13012005 | Passed
g;‘::"“ tomp. sensor (fecorder) TET 111,121, 131{C) <0,5(uC) 1| 13012018 | Posscd
Chamber Pressure sensor PE-1-1 0,100,200,300,-20(kPa) 14/D1/2015 | Passed
=+5(kPa) 1
EE“Z';”' Pressure sensor (recorder | pe | g 100,200,300,-90(kPa) 14012015 | Passed
Chamber Pressure senser PIl 0.4,0.3,0.2,0.1,-0.08(Mpa) CPCZ-I(-)EOE 2 14/01/2015 | Passed
{hamber Pressure sensor PI2 0.4,0.3,0.2,0.1,-0.08(Mpa) £:0,0065(MPa) 2 14/0172015 | Passed
Tacket Pressure sensor PI3 0.4,0.3,0.2,0.1,-0.08(Mpa) 3 | Notdene™
21 pp | Eeglocubater |y @ ver temp. sensor TE1 30,40,50{ oC) =t 1(uC} 2 | 912015 | Passed
AMETEK ITC-
300C; SH05C) o TG
Chamber temp. sensor (recorder) TE2 30,40,50( oC) 40aC; <0.6(0C) 1 09/012015 | Passed
S0eC: =<£0.7(0C})
H Sensor - channel HE1 70( %) <£5(%) TR72U 1| 31032005 | Passed
B BP Incubator for Chamber temp. sensor TE1 10,15,20 { oC) =x1(0C) 2 | ooaniz01s
g stock AMETEK ITC:
100C: S£0.4{uC) 1554 3
Chamber temp. sensor (recorder) TE2 10,15,20 ¢ oC) 150C: £20.5(uC) 1 05/01720t5 -
200C: <x0.5(eC)
24 | gpsmp| Freezer -30°C ©
MDE-US37D Chamber temp. sensor TE1-1 -30( oC) <27(uC) 3 | Notdone
(Qﬁ;f:)’ 2 | Temp. sensor (recorder) TE12 -30( oC) <27(00) 1| 122014 | Passea
Chamber temp. sensor TE2-1 =30{ oC) Z£7(0C) 3 | Notdone™
Temp. sensor (recorder) TEZ-2 -30{ oC) 2x7(eC) HYBRID 1 11.12.2004 | Passcd
RECURDER &
Chamber temp. sensor TE3-1 -30( oC) <&7(oC) SENSORT1 3 | Notdone ©?
Temp. sensof (recorder) TE3-2 -30( oC) =:7oC) 1 16/01/2015 | Passed
Chambet temp. sensor TE4-1 -30( oC} <£7(eC) 3 | Notdone™
Temp, sensor {recorder) TE4-2 =30{ oC) =£7(aC) 1 12/02/2015 | Possed
25 pp | Freezen-70°C . 4]
(@ty: 4y Model: Chamber temp. sensor TE1-1 -70( oC) =£7(aC) 3 | Not done
MDE-U381 Temp. sensor (recorder) TEI-2 =10 oC) =27(C) 1 (6/01/2015 | Passed
Chamber temp. sensor TE2-1 -70( oC) <+7{uC) 3 | Not done
‘Temp. sensor (recorder) TE2-2 -70{ oC} =+7{uC) HYBRID 1 16/01/2015 | Passed
RECORDER &
Chamber temp, sensor TE3-1 -70( oC} <tT{ol) SENSORT1 3 | Notdone'”
Temp. sensor (recorder) TE3-2 -70( oC) =£T{C) 1 16/01/2015 | Passcd
Chamber temp. sensor TE4-1 ~70( oC} =£T(ul) 3 | Not done'?
Temp. sensor {recorder) TE4-2 <T0(oC) =£7(aC) 1 16/01/2015 | Passed
26 BP Freezer -70°C o
(Q'y: 3; Model: Chamber temp. sensor TE1-1 =70( oC) =&T{wC) 3 | Not done
MDF-U72V) Temp. sensor (recorder) TE1-2 =70( oC) =+T(al) ! 160172015 | Passed
Chamber temp. sensor TE2-1 -70( oC) <£M0C) HYBRID 3 | Not done "
RECORDER &
Ternp. sensor (recorder) TE2-2 -70{ oC) <=HoC) SENSOR T 1 1 160172015 | Possed
Chamber temp, sensor TE3-1 -70{ oC) =<=7oC) 3 | ¥ot done™
Temp. senser (recorder) TE3-2 -70{ oC) 2=T(uC) 1 16/01/20[5 | Possed
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Items

Freq.

T Dept. Name of Equip.| CAL point Criteria Calibrator (year) CAL date | Result
SCNSOT NAME code
27| pp F{eczer;-?O‘L Chamber temp. sensor TE4-1 70( oC) <27(C) HYBRID 3 | Notdone ™
(Qty: 1; Model: RECORDER &
MEF-U74V) Temp. sensor {recorder) TE4-2 <70( oC) <t7(0C) SENSORT I 1 16/01/2015 | Passed
28 np Freezer:-70°C [Chamber temp.sensor - recorder - )
{Q'ty: 4; Model: [channel TEI-1 =70{ oC) =x7(al) 3 | Notdone
MOF-U74V-PE;
] Termap. sensor - Recorder TEI-2 -70{ oC} =£7(aC) 1 16/0172015 | Passed
Chamber temp.sensor - recorder ™
channe] TEZ-L +70( oC) =HaC) 3 | Not done
Temp. sensor » Recorder TEZ2-2 =70{ oC) =£7aC) HYBRID 1 16/08/2015 | Possed
T RECORDER &
Chh:g:{:r temp.sensor - recorder TE3-1 -70¢ oC) <+7(C) SENSORT 1 3 | Notdone™
Temp, sensor - Recorder TE3-2 -70{ oC) =+uC) 1 1600172015
Chamber temp.sensor - re¢order 5 . "
channcl TE&-1 -70{ oC) <%oC) 3 | Not dane
Temp. sensor - Recorder TE4-2 =70{ oC) =£70C) 1 16/0172015 | Passed
29 | pp | Vial washing } - AMETEK ITC-
machine Temp. sensor (circulated water) B210 40,60,160(aC) <2{0C) 120A 1
Pressure sensor PIA 110 950,500,0(kPa) =+8(kPa) 1
Pressure sensor PlA 120 950,500,0(kPa) Z£30(kPa) AMETEK 1 03/22015 | Passed
CPC200C
Pressure sensar PlA 121 250,125,0(kPa) <:30(kPa) 1
Pressure sensor PIA 130 950,500,0(kPa) <&:30(kPa) 1
30 Fp | Vial Sterflizing 280: <+2.6{uC})
machine  |Tunn, sensor of zone 1 (recorder) TE2U1 280,300,320( oC) 300: <2.2(ut’) 1
320: <£2.4(0C) .
AME?"I‘zl::)!: 1TC a3/2,2015 Passed
280: <:2.0(0C)
Temp. sensor of zone 2 (recorder) TE 213 280,300,320( oC) 300: =£2.2(uC) 1
320; 2£2.4(uC)
E Fp | Autoclave A-l Chamber temp. sensor TE1-1 111,121, 131(°C) =x0.5(uC) Passed
Chamb, . 1 040212015
CH‘"]“ er temp. sensor (recarder) TE1-2 111,121, 131( oC) <20.5(C) Passed
Jacket temp, sensor TE2 111,121, 131 oC) =x0.5(0C) 3 | Notdone &
Chamber temp. sensor TE3-1 111,121, 131(0C) <£0,5{p(’) Passed
oo ) 1 040212015
CH“’; ¢ lemp. sensar (recorder) TE3-2 111,121, 131 eC) <40.5(uC) Passed
AMETEK ITC-
‘Waste watert temp. sensor TE4-1 111,121, 131(eC) <0.5(0C) 3204 Passed
1 04/0212015
Waste watert temp. sensor CH.3 TE4-2 111, 121, 131(oC) =£0.5(0C) Passcd
Chamber temp. sensor TES-1 111,121, 131(eC) <£0,5(uC) Passed
Chamb ” 1 0370212015
g . senser {recorder) TES-2 111,121, 13i(0C) =£0,5(0C) Passed
Chamber . sensor (recorder) TES 111,121, 131 oC) =40.5(0C) 1| oam2n01s | Pessed
gl::;\bcrtemp‘ sensor {recorder) TE7 111, 121, 131( cC) £20.5(C) 1 03/0272015 | Passed
Chamber Pressure sensor FE-1-1 0,100,2G0,300,-90({kPa) Z+5(kPa) Passed
Chomber 3 1 06/02°2015
Che lr;) er Pressure sensor {recorder PE- 1-2 0,100,200,300,-90{kPa) <H8(kPa) Prssed
AMETEK
Chamber Pressure sensor Pl 0.4,0.3,0.2,0.1,-0.08(Mpa) <£0.0065{MPa) CPC200C 2 06/0212015 | Passed
Chamber Pressure sensor PI2 0,4,0,3,0,2,0,1,-0,08(Mpa) =0.0065(MPu) 2 06/02/2015 | Passed
Jacket Pressure sensor Pi3 04,0.3,0.2,0,1,-0,08(Mpa) <+0.0065(MPa) 3 | Notdone ™
32 FP Freeze dryer  |Chamber temp. sensor (recorder) TEI0] 120,20,0( oCY <) 1
(product 1 temp}
Chamber temp. sensor (recorder)
=3 1
(product 2 tema) TEL02 120,20,0( oC) <x1{oC)
Chamber temp. sensor (recorder) TELG3 120260 o€ S0 1
(product 3 temp)
Chamber temp. sensor (recorder) .
roduct 4 temp) TELO4 120,20,0( oC) “x1{uC) 1
Chamber temp. sensor (recorder)
roduct 5 temp) TELOS 120,20,0( oC) =x1{uC) 1
Chamber temp. sensor (recorder) -
=t
roduct & temp) TEIOS 120,20,0( oC) =1(uC) 1
Chamber temp. sensor (recorder) .
roduct 7 temp) TEI07 120,20,0( oC) =£1(6C) 1
Chamber temp. sensot {recorder)
codtuet E tome) TE108 120,20,0( oC) <1(uC) 1
Chamber temp, sensor (recorder) v
TE109 120,20, =kl{oC 1
{product 9 temp) 20,0 o) Q)
Chamber temp. sensor (recorder) .
<t 1
(produet 10 1emp) TE110 120,20,0( oC) <£1(bC)
Chamber temp. sensor {recorder) TEIU <41(0) 1

{product 11 temp) -

120,20,0( oC})
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TT | pept, [Name of Equip, ' CAL point Criteria Calibrator (‘;"“' CALdate | Result
sentor name code ear)
Chamber temp. senser (recorder)
(product 12 temp) TEI12 120,20,0{ oC) “+1{0C) 1
Chamber temp. sensor (recorder) AMETEK ITC- 2810112015 ~
(product 13 temp) TE113 120,20,0{ oC}) =x1(wC) 1554 1 o2/0272015 | Passed
Sitlicol oil inlet temg. sensor TE201 30,20,0 oC) =k (oC) 1
Sillicot oil outlet temp, sensor TE201A 30,20,0( oC) 1) 1
Sillicol oil outlet temp. sensor TE202 30,20,0( oC} =£1{uC) 1
Consender coil 1 temp. sensor TE203 30,20,0( oC) =£1(0C) 1
Consender coil 2 temp. sensor TE204 30,20,0( oC) Sx1(oC) ]
Censender coil 3 temp. senser TE205 30,20, oC) <kl(uC) 1
Chamber dain femp. sensor TE212 130,120,119( &C) =1(eC) 1
Congender dain temp. sensor TEZ12A 130,120,119( oC) =] (ol) 1
Consender dain temp, senser TE213 130,120,110{ oCy “=1(0C) 1
Consender dain temp, sensor TEZI3A 130,120,110( oC) == (oC) 1
Filter drain temp. sensor TE214 130,120,110( oC) =1(0C) 1
Filter drain temp. sensor TEZ14A 130,120,110{ oC} 2£1(uC) ]
. . - According to Multifuntion
33 | Bw | h(gx'i rec;o)rdcr Temp. sensors NA Ac?ﬁ'"ﬁ::ﬁ:;':ﬁ;: of specification of calibrator 1 | Notdone'"
Tyt P equipment and sensors CATI
Temp, sensor TEI-1 111,121, 131(eC) <0,5(uC) 1 42/10/2014 | Passed
AMETEK 1TC-
155A
Temp. sensor TEL-2 111,121, 131{aC) =0, 5(uC) I 02/10/2014 | Passed
Pressure sensor PE1 -90;0;100,200;300 (kPa) <0.5(kPa) 1 02/1012014 | Passed
34 Animal Autoclave
Lab Pressure senser PE2 -0.09;0;0.1;0.2;0.3;0.4 (Mpa) Z20.02(MPa) 1 0241072014 | Passed
AMETEK
Prassure sensor PE3 <0.09;0;0.1;0.2:0.3;0.4 (Mpa) <0),02(MPxz) CPC200C i 02/t0/2014 { Passed
Pressure sensor PE4 0;0.1,0.2;0.3;0.4 (Mpa) <20,02(MPy) 1 02/10/2014 | Passed
Pressure sensor PES 0;0.1;0.2;0.3;0.4 (Mpa) <30,02(MPa} 1 02/10/2014 | Pasged
Pressure sensor PE6 0;0.2;0.4,00.6;0.8;1.0( 240.02(MPa) 1 02/10/2014 | Passed
‘Temperature sensor TE1 36,0; 37.0; 38.0 (oC) <k1(l} 1 15/01/2015 | Passed
35| Bp “E:;:;b;)"‘ DT1 10004
: 25; 26, 27, 28, 29 and 55, 56,
A0 27 25 > : 0172015
Temperature sensor TE2 57, 58; 59: 60 {C) <t1(ul) 1 15. Passed
Temperature
sensor {in . AMETEK 1TC-
. T ,70; <5
36 BP disinfection ‘emperatura sensor TE1 60;70:86 (oC) =x5{o() 1554 1 15172015 | Passed
room)
‘Temperature
LB I N o (in Temperature sensor TEL 50; 80; 100 (oC) <45(aC) AMEETTC' 1 | 21002005 | Passed
room)
Pressure sensor PE] 0.02; 0.04; 0.0; 0.08; 0.1 SE0,0065(MPy) 1 1510172015 | Passed
Pressurized AMETEK
L 0.02: ]
38 BP pump Pressure sensor PE2 0,01;0,02; 0,03 Z:LOCGS(MPy) CPC200C 1 15/0172085 | Passed
Pressure sensor PE3 &?" ;1062.{; 0.06:-0.05;- 50,0065 (MPs) 1| 150172015 | Passed

Remark: {(*): not expired of calibration effective period
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POLYVAC

Result of Contract Calibration for Equipments - 2015

Data summarized from 10/2014~ 092015

Updated: 17/08/2015

No. Name of equipment Q'ty Dept. | Manufacturer Model Serial (];:'::) CAL Date Result
1 MP+BP XIT450001 IT40332 22/04/2015 Passed |
—— Intergrity test machine 2 Millipore 1
2 FP XIT450001 IT40001 23/04/2015 Passed
3 Intergrity test machine 1 MP Pall Part No:FFSXC 22289326 2 15/07/2015 Passed
1312060004 17/04/2015 Passed
BP Hach Ultra A2400 1312060005 17/04/2015 Passed
1312060006 17/04/2015 Passed
Particle counter
4 A2400 7 FP 50601041 1 31/67/2015 Passed
5 BP 50601042 2040412015 Passed
— Hach Ultra A2400
6 QC 50601043 07/07/2015 Passed
7 MP 1105060001 07/07/2015 Passed
8 Particle counter 237B 1 EN Hach Ulira 237B 071200024 1 Not done (*) Passed
g 51200049 03/08/2015 Passed
Particle °°;;;eg (portable) FP Hach Ultra 278 i
10 51200047 03/08/2015 Passed
Air Sampler B . Cat No.: Out of
n (MAIrT) ! MP Millipare |, rpp(Mpo1 276 ! operation
Qe Sartorius | MDS Air port 29601659 15/01/2015 | Passed
16757
BTP Sartorius | VDB AIr port 29601658 07/01/2015 | Passed
16757
Air Sampler A . MD?8 Air port
(MD 8) 2 BTP Sartorius 16757 29606445 1 07/01/2015 Passed
12 TP Sartorius | MD8 Alr port 17601126 140072015 | Passed
16757
13 Qc Sartarius [ MP® 2o 17601125 150172015 | Passed
14 Spectrophotometer 1 QC Helios Gamma - UvG 150540 2 Not done (*)
15 Weight 30 Depts. - - Serial 2 Not done (*)
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No.| Name of equipment Q'ty Dept. | Manufacturer Model Serial (l;,:ea?") CAL Date Result
16 076012021 Not done (¥)
Pressure'sensor ot_‘ Freeze 2 FP Edward 2
Drying machine
17 66179601 Not done (*)
R ITC-320 A
18 | Temperature Calibrator 1 EN AMETEK 115/230V+PE 552656-00181 1 Not done (*)
19| Pressure Catibrator 1 EN AMETEK Iplsoocg:cmm 1611107 1| Notdone(®
20| Pressure Calibrator 1 EN Halstrup- KaL200  [POO900I6AAISOSTL ) oot done ¢)
walcher GmbH 4
T&D
21 | Thermo-Hygro Recorder I5 EN Japan TR72U - 2 Not done (*)
27| Digital temperature 1 EN AMETEK | DTII000A | 564803-00193 1| Notdone (%)
indicator
23 | Dry block temperature |- EN AMETEK | ITC-155A 560279-00634 1| Notdone (*)
calibrator
24 Anemometer 1 EN Kanomax 6541 635537 I Not done (*)
25 Thermometer 1 EN Sato-Japan 1621 3 Net done (*)
26 | Multifuntion calibrator 1 EN Y‘}‘;‘;ﬁi‘”ﬂ CAT7I TIFC047 1 | Notdone(*)
Particle
27 Particle counter 1 EN measuring Lasairlll_310B 98067 1 Not done (*)
system
T Model: 5000 TOC|
TOC calibration kit L
28 Conductivity calibration kit 1 EN Mettler Toledo i System _?:Jtabrhty - 2 Not done (*)
Model: 1885 kit
29 | Conductivity calibration kit 1 EN Mettler Toledo | calibration system - 2 Not done (*)
770 max

Remark: (*): not expired of calibration effective period
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List of GMP Related Documents and SOP

1. LIST OF GMP DOCUMENTS
1-Aug-15
No. [Name of Documents Doc. No I Priority | Pr::ﬂ:i:sg QA Approval Remarks
I) Standard document
| |Production contro! 5D-01 4 100% Approved
2 |Sanitation contrel SD-02 6 100% Approved
3 |Quality control 5D-03 3 100% Approved
4 |Validation SD-04 [} 100% Approved
5 |Change control SD-05 4 100% Approved
6 |Product annual review SD-06 1 100% Approved
7 |Education and Training SD-07 1 100% Approved
8 |Handling abnormal and deviation SD-08 1 100% Approved
9 [Risk management 5D-09 0 100% Approved
10 (Policy for self inspection §D-10 3 100% Approved
11 |Policy for leadership SD.11 0 100% Approved
12 |Knowledge mar 3 $D-12 0 0%
13 |Quality objective review SD-13 0 100% Approved
14 |CAPA procedure SD-14 Q 100% Approved
15 |Biosafety conirol SD-15 0 100% Approved
16 |Procedure of handling with contamination found in enviroment monitorin SD-16 0 100% Approved
17 {Policy for trend analysis SD-17 2 100% Approved
2) MF
! |MF -Rubella- Measles MOI-MF I 4 20%
3) Manuals
1 |Quality Manual 01-QM 4 100% Approved
2, LIST OF SOPs
Status
No |Document Name SOP No. Non-approved Remarks
Approved non
preparing preparing | due date

BULK PRODUCTION DEFARTMENT

Changing to enter grade C C03-50P-01-01
Changing to enter grade D C03-S0P-01-02
Sanitize grade A, B,C area C03-50P-02-01
Sanitation of grade D C03-50P-02-02
S ion of upgraded area C03-SOP-02-04

Procedure to evaluate result of environmental monitoring of clean room

C03-80P-03-01

Procedure to count particle in air

C03-8OP-03-03

Procedure to count microorganism in air

C03-50P-03-04

wle|ala|lw|s|w| ]~

Procedure to count surface microorganism

C03-50P-03-05

E=1

Receive SPF rabbit

Rb03-50P-04-01

—

Procedure {0 collect rabbit kidney

Rb(3-50F-04-02

12 |Collect kidney membrane and Cut rabbit kidney Rb03-50P-04-03
13 |Prepare medium for trypsination Rb03-SOP-04-04
14 | Trypsin rabbit kidney cell Rb03-50P-04-05
15 |Dispense and centrifiige cell suspension Rb03-30P-04-06
16 |Collect cell after centrifugal Rb03-8OP-04-07
17 | Sample to count cell Rb03-SOP-04-08
18 |Procedure to count cell Rb03-80P-04-09
1% |Dispense suspension and culture cell Rb03-30P-04-10
20 [Procedure to prepare virus suspension for injection Rb03-SOP-05-01
21 |Procedure to inject Rubella virus Rb03-80P-05-02
22 |Procedure to add medium after inj Rb03-SOP-05-03
23 |Prepare washing Hank and M- 199 for the changing Rb03-$OP-05-04
24 |Procedure of washing Hank's and the medium changing Rb03-80P-05-05
25 |Evaluate CGI-CPE and harvest vaccine Rb03-80P-05-06
26 |Procedure of virus suspension pooling Rb03-50P-06-01
27 |Procedure of filtration of bulk suspension Rb03-5QP-06-02

Ed B B B B B B B R EH ) P L L L S g R Tl U U O 49 Y
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Status

Nor-approved

No |Document Name SOP No. Remarks
Approved non
preparing preparing due date
28 |Procedure of dispensing Vaccine of bulk into tank 10L Rb03-SOP-06-03 X
29 |Procedure to sample bulk Rb03-50P-06-04 X
30 |Procedure to keep virus seed, bulk and virus smmple RbO3-SOP-07-01 X
31 |Procedure to thaw vaccing C03-SOP-07-02 X
32 [Prepare implement for trypsination Rb03-SOP-08-01 X
33 |Prepare implement for virus injection C03-50P-08-02 X
34 |Prepare implement for the Hank and M-199 for the changing C03-SOP-08-04 X
35 |Prepare implement for pooling-filtration C03-S0P-08-05 X
36 |Prepare clothes C03-S50P-08-06 X
37 |Procedure to check tank 10L C03-50P-08-07 X
38 |Raw Material Storage C03-SOP-08-08 X
39 |Dispense NaHCO, C03-SOP-08-09 X
40 |Prepare medium for bulk production C03-SOP-08-10 X
41 |Prepare [ode alcohol C03-SOP-08-11 X
42 |Procedure to inactivate craft serum C03-S0P-08-12 X
43 |Proceduse to check integrity of membrane C03-SOP-08-13 X
44 |Wash and rinse production implement C03-50P-08-14 X
45 |Handle virus infected implement C03-50P-10-01 X
46 |Handle with new glass roux C03-50P-10-02 X
47 |Procedure to handle with new rubber stopper C03-SOP-10-03 X
48 |Transport material and implement C03-50P-10-05 X
49 |Procedure to operate clectronic balance CWI1P1-1501G-L C03-SOP-11-05 X
50 [Procedure to operate electronic balance LE22028 & TE2101 C03-SOP-11-06 X
51 |Procedure to use Clean bench C03-50P-11-07 X
52 |Procedure to use Safety cabinet NSC-HA-1800 C03-SOP-11-08 X
53 |Procedure to use and sterilize UFW - 4 used point C03-50P-11-10 X
54 |Procedure to use thermal stabilizer TR - 4 C03-50P-11-17 X
55 |Procedure to use attemperation tank TRW - 170 C03-SOP-11-18 X
56 |Procedure to use dispenser C03-50P-11-20 X
57 |Procedure to use magmetic stirrer DP-1M C03-50P-11-21 X
58 |Procedure to use CWE-130 washer C03-SOP-11-24 X
59 |Procedure to use Integni test EXACTA C03-50P-11-25 X
60 |Procedure to use magnetie sticrer HPS-300R C03-80P-11-26 X
61 |Procedure to use clothes dryer C03-50P-11-27 X
62 |Procedure to use centrifugal HL-7 C03-SOP-11-29 X
63 |Procedure to use UV light C03-50P-11-34 X
64 |Procedure to use Recorder C03-50P-11-35 X
65 |SOP of installing and collecting sensor and Bl in PQ Autoclave C03-SOP-12-01 X
66 |SOP of installing and collecting sensor and Bl in PQ of Dry Oven C03-50P-12-02 X
67 |SOP of'installing and collecting BI in fumigation PQ C03-S0P-12-04 X
Total 67
FINAL PRODUCTION DEPARTMENT

i |Procedure to enter and exit D grade area C04-S0P-01-02 X
2 |Procedure to enter and exit grade A, B, C area C04-50P-01-03 X
3 |Sanitize grade A,B, C area C04-S0P-02-01 X
4  |Sanitize grade D area C04-S0P-02-02 X
5 |Sanitize upgraded area C04-50P-02-03 X
6 |Sanitate passroom,passbox and changing room C04-30P-02-04 X
7 |Procedure to count bacteria living in air C04-50P-03-01 X
8 |Procedure to count particle in air C04-S0P-03-02 X
9 |Follow temperature of cold store C04-S0OP-03-04 X
10 |Procedure to count surfage bacteria C04-80P-03-05 X
11 |Vial washing and sterilization C04-S0P-04-01 X
12 |Prepare Final Measles - Rubella bulk C04-50P-05-01 X
13 |Vaceine filling C04-50P-05-02 X
14 |Vaccine freeze drying C04-SOP-05-03 X
15 |WFI filling C04-SOP-05-04 X
16 |Capping C04-SOP-06-01 X
17 |Check fieeze dried vaccine by eyes C04-SOP-06-02 X
18 |Check WFI by eyes C04-SOP-06-03 X
15 |Labeling C04-SQP-06-04 X
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Status

Non-approved

No |Document Name SOP No. Remarks
Approved non
preparing preparing due date
20 |Packape C04-50P-06-05 X
21 |Sterilize production implement by autoclave C04-30P-06-06 X
22 |Nhap nguydn vat ligu déng dng C04-S0P-07-01 X
23 [Receive and keep material for filling C04-S0P-07-02 X
24 |Receive thawed bulk C04-S0OP-07-03 X
25 |Order and receive medium C04-SOP-07-04 X
26 |Keep vaccine before and after package C04-SOP-07-05 X
27 |Keep WFI before and after package C04-SOP-07-06 X
28 |Release vaccing and WEI C04-S0OP-07-07 X
29 |Sample raw material C04-30P-07-08 X
30 |Carvy implement, raw to through Pass room - Pass box C04-SOP-07-09 X
31 |Trangpor vaccin final pdoduct C04-S0P-07-11 X
32 |Procedure to check integrity of filter membrane C04-SOP-07-12 X
33 |Wash implement for final bulk preparation C04-50P-08-02 X
34 |Pack implement for vaccine preparation to sterilize C04-SOP-08-03 X
35 |Prepare implement for vaccine preparation C04-SOP-08-04 X
36 |Wash implemeat for vaccine filling C04-SOP-08-05 X
37 |Pack implement for filling vaccine to be sterilized C04-SOP-08-06 X
38 |Prepare Measles vaccine filling implement C04-50P-08-07 X
39 [Wash and close Tank 70 liters (04-80P-08-08 X
40 |Prepare alumimm cap for capping C04-S0P-08-09 X
41 [Wash WFI filling implement C04-50P-08-10 X
42 |Prepare sterilized clothes C04-50P-08-11 X
43 |Prepare implement for WFI filling C04-SOP-08-12 X
44 |Prepare filling implement of WFI for sterilization C04-S0P-08-13 X
45 |Prepare capping implement C04-SOP-08-14 X
46 |Prepare to sterilize rabber stopper for filling C04-50P-08-13 X
47 |Prepare sterilized clothes of grade C, D area C04-80OP-08-16 X
48 |Handle implement and clothes after filling of Measles vaccine C04-S0OP-08-18 X
49 |Prepare, operate and handle vial washing machine C04-SOP-09-01(1) X
50 |Sanitize vial washing machine C04-SOP-09-01(2) X
51 ﬁz;el:r;:tlle‘; ]::incl;i::nd replace components of vial washing and C04-50P-05-01(3) x
52 |Calibrate vial washing and sterilization machine C04-SOP-05-01(4) X
53 |Prepare, operate and handle filling machine C04-SOP-09-02(1) X
54 |Sanitize filling machine C04-80P-09-02(2) X
55 |Assemble, maintain and replace components of flling iachine C04-SOP-09-02(3) X
56 |Prepare, operate and handle tray loading machine C04-80P-09-03(1) X
57 |Sanitize tray loading machine C04-50P-09-03(2) X
58 |Assemble, maintain and replace components of tray loading machine C04-SOP-09-03(3) X
59 |Prepare, operate and handle capping machine C04-50P-09-04(1) X
60 |Sanitize capping machine C04-S0P-09-04(2) X
61 |Assemble, maintain and replace components of capping machine C04-S0P-09-04(3) X
62 |Prepare, operate and handle labeler machine C04-SOP-09-05(1) X
63 |Sanitize Jabeler machine C04-SOP-09-05(2) X
64 |Assemble, maintain and replace components of labeling machina C04-SOP-09-05(3) X
65 |Operate freeze drying machine C04-SOP-09-06(1} X
66 [Sanitate freeze drying machine C04-SOP-09-06(2) X
67 |CIP of freeze drying machine C04-30P-09-06(3) X
68 |SIP of freeze drying machine C04-SOP-09-06(4) X
69 |Assemble, maintain and replace components of freeze drying machine C04-50P-09-06(5) X
70 [Calibrate freeze drying C04-50P-09-06(6) X
71 {Check leakage of freeze drying machine C04-80P-09-06(7) X
72 |Operate electronic balance TE3138 C04-S0P-09-07 X
73 |Use clean bench C04-SOP-09-08 X
74 |Procedure of using and sterilizing WFI-2 supplying point C04-SOP-09-09 X
75 |Procedure to use and sterilize WFI-3 supply point C04-SOP-09-10 X
76 |Procedure to use and sterilize UF-2 supply point C04-S0P-09-11 X
77 |Pracedure to use and sterilize UF-5 supply point C04-SOP-09-12 X
78 |Using UV light C04-SOP-09-13 X
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79 |Set up and collect sensor in sterilizing rubber stopper C04-50P-10-01 X
80 |Set up and collect BI in sterilizing rubber stopper C04-S0P-10-02 X
81 [Set up and collect sensor in sterilizing altuminum cap and implement C04-50P-10-03 X
82 [Set up and collect Bl in sterilizing aluminum cap and implement C04-SOP-10-04 X
83 |Set up and collect sensor in sterilizing clothes and sanitatien implement C04-50P-10-05 X
84 |Set up and collect Bl in sterilizing clothes and sanitation implement C04-SOP-10-06 X
85 |Set up and collect sensor in sterilizing freeze drying frame C04-S0P-10-07 X
86 |[Set up and collect Bl in sterilizing freeze drying machine and cap C04-50P-10-08 X
87 [Set up and collect Bl in fumigating formalin C04-50P-10-09 X
88 |Set up and collect sensor in vial sterilization C04-S0P-10-10 X
89 |Set up and disassemble Endotoxin vial in vial stecilization C04-SOP-10-11 X
90 [Measure temperature and humidity of clean rooin C04-SOP-10-12 X
91 |Handle falling and broken vial during production C04-80P-10-13 X
92 [Medium filling C04-S0P-11-01 X
93 |Qperate freeze drying machine in medium filling C04-S0P-11-02 X
94 [Check volume of salution for filling C04-50P-12-05 X
95 |Adjust filling volume C04-S0P-12-06 X
96 |Sample vial during washing C04-S0P-12-08 X
97 |Sample rubber stopper after sterilization and drying C04-S0P-12-09 X
98 |Sampling in final production C04-SOP-12-10 X
99 [Sample filling raw C04-S0P-12-11 X
100 |Calibrate sensar K C04-SOP-12-12 X

Total

—
=
=

MEDIUM PRODUCTION PEPARTMENT

1

Changing to enter grade C area

C05-30P-01-01

X
2 |Changing to enter grade D area C05-S0P-01-02 X
3 |8anitation of D, C and non-graded area C05-S0P-02-01 X
4 |Procedure to count bacteria living in air C05-SOP-03-01 X
5 |Procedure to count particle in air C035-50P-03.02 X
& |Pracedure to count bacteria in the surface C05-SOP-03-03 X
7 |Procedure to count bacteria, particle in pneumatic system C05-SOP-03-04 X
8 |Procedure to monitor environment in clean room C05-SOP-03-06 X
9 |Operate electronic balance CW1P1-300-1G-L C035-50P-04-02 X
10 |Operate electronic balance CP 160015 CO5-SOP-04-03 X
11 |Operate electronic balance LE22028 C05-S0P-04-04 X
12 |Operate electronic balance FBGG4EDE-S C03-SOP-04-05 X
I3 |Operate thermal addition stirrer C05-50P-04-08 X
[4 |Operate stand stitrer C05-30P-04-09 X
5 |Use clean bench E C05-50P-04-13 X
16 |Use clean bench C C05-SOP-04-14 X
17 |Operate Air sampler C05-50P-04-17 X
18 |Operate Pall integrity testing machine C05-50P-04-22 X
1% |Use fridge SANYCQ MPR-1410R C05-S0OP-04-23 X
20 |Wash implement used for medium and solution production C05-S0P-05-01 X
21 |Prepare packing implement for medium and solution production C05-SOP-05-02 X
22 |Using UV light C035-830P-05-03 X
23 |Carry implement, raw to through Pass roam - Pass box C05-S0P-05-04 X
24 |Wash and prepare implement for water sampling C05-SOP-03-10 X
25 |Tight filration system C05-50P-06-01 X
26 |Open fltration system C035-80P-06-02 X
27 |Procedure to check integrity of membrane C05-SCP-06-03 X
28 |Prepare phenol 0.1% sclution C05-SOP-06-04 X
29 |Sterilized alcoliol filtration CO05-80P-06-05 X
30 |Prepare medium to wash polypepton C05-30P-06-06 X
31 |Prepare Glucoss 25% C05-S0P-06-07 X
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32 |Prepare MEM 5x C05-50P-06-08 X
33 |Prepare F12 C03-30P-06-09 X
34 |Prepare Glutamine 3% C05-50P-06-10 X
35 [Sample mediwm C05-S0P-06-11 X
36 |Procedure of standard maniputation for preduction of SCD for MFT C05-80P-06-12 X
37 |Procedure of standard manipulation of production for vaccine difution C05-SQP-06-13 X
38 [Procedure of standard manipulation for production of Stabilizer C05-S0P-06-14 X
10 ll::;:;i\:: :f standard manipulation for production of Lactabumine C05-S0P-06-15 x
40 |Procedure of standard manipulation for production of MI199/PR(+) C05-S0P-06-16 X
41 |Procedure of standard ipulation for production of M199/PR(-) C05-80P-06-17 X
42 |Procedure of standard manipulatton for production of CMF -Harnks C05-SOP-06-18 X
43 |Pracedure of standard manipulation for production of Hank/PR (-) C05-SOP-06-19 X
44 |Procedure of standard manipulation for production of NaHCO3 C05-30P-06-20 X
45 |Procedure of standard manipulation for production of Tripsin C05-80P-06-21 X
46 {Procedure of standard manipulation for production of EK C05-SOP-06-22 X
47 |Keep and control chemical usage C05-S0P-07-01 X
48 |Procedure to keep medium C05-S0P-07-04 X
49 |Number lot and write the label C05-SOP-08-04 X
50 |Procedure to use and sterilize WFI 4 used point C05-80P-0%-0) X
51 |Precedure to sample water at peints of WFI system C05-S0P-10-01 X
52 |Procedure to sample water at points of UFW system C05-SOP-10-02 X
53 jProcedure to sample PS C05-80P-10-03 X
54 |Procedure to sample water after exchange Ton and RO C05-S0P-10-04 X
55 |Sample to testing Mycoplasma of Gelatin raw €05-80P-10-06 X
56 |Set up and collect BI and Sensor ( sterilize implement- loading patem 3) C05-S0P-11-08 X
57 |Set up and collect B] during formalin fumigation C05-30P-11-09 X

Tatal

v
-~

QC DEPARTMENT

(BIOLOGICAL})

1

Procedure to enter and exit ceatrol area

C02-80P-01-01

X
2 |Procedure to enter and exit of material C02-50P-01-02 X
3 |Procedure to enter and exit of material after sterilization C02-50P-01-03 X
4 |Procedure to enter and exit of wasted material and dirty implement C02-50P-01-04 X
5 |Procedure to sanitize upgraded area C02-SOP-02-01 X
6 |Sanitize grade C area C02-SOP-02-02 X
7 |Sanitize grade B area C02-50P-02-03 X
8 |Procedure to count speck of dust in air C02-80P-03-01 X
9 |Procedure to count bactera living In air C02-50P-03-02 X
10 |Procedure to count surface bacteria C02-S0P-03-03 X
11 [Evaluate result of environmental monitoring C02-S0P-03-06 X
12 |Check water microorganism C02-SOP-04-01 X
13 |Check sensitivity of agar C02-SOP-04-03 X
14 [Check sensitivity of medium LMI, LMII C02-SOP-04-04 X
15 |Receive and check Sodium Chloride (NaCl} C02-SOP-04-05 X
16 |Receive and check Postassium Chionide (KCI) C02-50P-04-006 X
17 |Check sensotivity of Thioglycolate- Soybean casein C02-SOP-04-07 X
18 Receive and check Sodium Phosphate (Na2PHO4.12H20) C02-SOP-04-08 X
19 |Receive and check Mona Potassium Phosphate (KH2P(Q4) C02-S0P-04-09 X
20 [Receive and check Glucase D(+) - C6HI206 C02-SOP-04-10 X
21 |Receive and check Phenol red { C19H14058) C02-50P-04-11 X
22 |Receive and check Bicarbonnate (NaHC(Q3) C02-80P-04-12 X
23 |Receive and check Magnesium sunlphate (MgS04.7H20) C02-SOP-04-13 X
24 |Receive and check Magnesium chioride (MgCl2. 6H20) C02-80P-04-14 X
25 |Receive and check Calcium chleride ( CaCl2) C02-SOP-04-15 X
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26 |Receive and cheek M-19%EVPR(-) C02-50P-04-16 X
27 |Receive and check M-19%(E) C02-50P-04-17 X
28 [Receive and check Sodium Hydrogen C02-50P-04-18 X
25 [Receive and check D-Sarbitol C02-50P-04-19 X
30 |Receive and check Lactose Monohydrate C02-50P-04-20 X
31 [Receive and check Gelatine C02-50P-04-21 X
32 |Receive and check Lactalbumin Hydrolysate C02-SOP-04-22 X
33 [Receive and check Trypsin C02-50P-04-23 X
34 |Receive and check Kanamycin Sulfate C02-50P-04-24 X
35 |Receive and check Erythromycin C02-50P-04-25 X
356 |Receive and check SCD C02-SOP-04-26 X
37 |Receive and check Newborn Cafserum C02-80P-04-27 X
38 |Cell growth checking C02-SOP-04-28 X
39 |Procedure of checking the cell inhibiting agent (NR method} C02-S0P-04-29 X
40 |Procedure to received final sample C02-50P-05-0] X
4] [Procedure to dispense and keep final bulk C02-SOP-05-03 X
42 |Test on finding virus causing red blood cell absorption C02-SOP-05-05 X
43 [Mycoplasma test C02-50P-05-07 X
44 |Sterilization test C02-80P-05-08 X
45 |Test of foreign agent on FL C02-SOP-05-09 X
46 |Test of foreign agent on vero C02-50P-03-10 X
47 |Potency test C02-SOP-05-11 X
4% |Procedure to confinm remaining alive virus after inactivation C02-SOP-05-16 X
49 [Testing procedure to confirm to remove cell C02-S0P-05-17 X
50 E{;:?:;Z:,::,;:“ive sample, follow to use sample, keep sample and COZ-SOP-08-02 X
51 |Procedure to passage FL cell C02-SOP-09-01 X
52 |Procedure to passage vero cell C02-SOP-09-02 X
53 |Procedure of GM growing medium preparation C02-SOP-10-01 X
54 |Medium preparation procedure to mainain MM C02-SOP-10-02 X
55 |Sterilized steam of medium used for verification C02-S0P-10-03 X
56 |Procedure to produce SCD agar C02-50P-10-04 X
57 |Procedure to produce M Air T cattset agar C02-S0P-10-05 X
58 |Precedure to profiferativate virus seed C02-50P-11-01 X
59 |Procedure to proliferntivate Mycoplasma C02-80P-11-02 X
60 |Set up and collect thermal sensor {Auteclave B) C02-80P-14-01 X
61 [Set up and collect BI for all autoclave C02-SOP-14-02 X
62 |Set up and collect thennal sensor for incubator A,B,C,D C02-S0P-14-03 X
63 |Procedure in receiving and culturing BI for all autoclave C02-SOP-14-04 X
64 |Set up and collect thermal sengor for vacuum drying oven. C02-SOP-14-05 X
65 |Set up and collect BI for Formalin fumigation C02-SOP-14-06 X
66 |Procedure to measure CO2 concentration {( CO2 incubator } C02-50P-14-08 X
67 |Set up and collect BI for fumigation and Dry Oven C02-SOP-14-11 X
68 |Receive and culture agar for environmental monioring C02-50P-14-14 X
69 |Read the result and evaluate MFT C02-50P-14-15 X
70 |Set vp and collect BI for DryOven C02-50P-14-17 X
71 |Handle dirty implement C02-SOP-15-01 X
72 |Wash implement C02-580P-15-02 X
73 |Procedure in preparing implement for autoclave C02-SOP-15-04 X
74 |Procedure ta wash implement and tube for TOC test C02-80P- 15-05 X
75 |Procedure to take WFI used in QC C02-SOP- 15-06 X
76 |Procedure to check growing of LH C02-80P-16-01 X
77 |Test Growth Premotion for M199/PR(+), M19%/PR(-) medium C02-80P-16-02 X
78 |Procedure to follow CO» usage C02-580P-16-03 X
79 |Procedure of gas usage C02-SOP-16-04 X
80 |Procedure to receive rabbit SPF Rb02-SOP-04-01 X
81 |Procedure 1o transport and delivery rabbit SPF Rb02-S0P-04-03 X
82 |Procedure to inject rabbit Rb02-S0P-05-01 X
83 |Procedure 1o receive and keep Rubella bulk sample Rb02-80P-05-02 X
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84 | Encephalitozoon cuniculi test Rb02-S0P-05-03 X
85 |Check to control cell Rb02-SQP-05-04 X
86 |Test of foreign agent on PRX cell RLO2-8OP-05-06 X
87 |Marker test Rb02-50P-05-07 X
88 [Potency test by method PFU Rb02-80P-05-11 X
89 |Procedure to passage PRK cell Rb02-50P-09-02 X
90 [Procedure to passage and count cell PRK Rb02-80P-09-03 X
91 |Procedure to passage and keep cell BHK21 Rb0O2-SOP-09-04 X
92 |Procedure to produce Rubella antigen RBO2-50P-11-01 X
93 |Evaluate PST for Bulk production RE02-50P-14-20 X
94 |Potency test by method ABC MRO2-80P-05-11 X
95 |1dentification test MRO02-SOP-05-12 X
96 | Thermal stability test (MR) MR02-SOP-05-13 X
97 |Procedure to passage and keep cell RK13 MR02-S0P-09-01 X
Total 97
(CHEMICAL)

1 | Test on checking status for freeze dried vaccine C02-S0P-06-01 X
2 |Test on moisture content of freeze dried vaccine C02-SOP-06-02 X
3 | PH measure test C02-SOP-06-03 X
4 |Test on counting unthawed particle C02-SOP-06-04 X
5 |Test on weight deviation for freeze dried vaccine C02-SOP-06-05 X
6 |Test on endosmasis for freeze dried vaccine C02-50P-06-06 X
7 |Test on acid and alkali C02-S0P-06-07 X
8 |Chloride test C02-SOP-06-08 X
9 |Sulfate test C02-SQP-056-09 X
10 |Nitrogen test from Nitrate C02-80P-06-10 X
11 |Nitrogen test from Nitrite C02-SOP-06-11 X
12 |Ammonium test C02-50P-06-12 X
13 |Heavy metal test C02-SOP-06-13 X
14 |KMnO4 test C02-SOP-06-14 X
15 |Remaining scale after evaporation C02-SOP-06-15 X
16 |Test on checking WFI volume C02-50P-06-16 X
L7 |Foreign insoluble matter test C02-80P-06-17 X
18 |Test of supervising condition of clean water C02-80P-06-20 X
19 [TOC test C02-50P-06-30 X
20 |Quy trinh pha dung dich chudn cho hé théng do TOC online va ofline C02-50P-06-31 X
21 |Check rubber stopper perceptibly C02-SCP-06-35 X
22 ]Check foaming of rubber stopper C02-80P-06-36 X
23 |Conductivity test C02-80P-06-41 X
24 |Checking for transparent and coulor of vaccine C02-80P-06-43 X
25 [Test on checking appearance of aluminum cap CO2-S0P-06-44 X
26 |Test on checking appearance of rubber stopper CO02-50P-06-45 X
27 |Test an checking appearance of vaccine vial C02-50P-06-46 X
28 |BSAtest C02-SOP-06-47 X
29 |Moistures content for rubber stopper C02-S0P-06-48 X
30 |Endotoxin for checking sterilization effect C02-SOP-06-45 X
31 |Leak test C02-30P-06-50 X
32 |Test on measuring alcolol concentration C02-S0P-06-51 X
33 |Test on measuring glucose content C02-80P-06-52 X
34 |Autoctave B C02-80P-13-01 X
35 |Use Micropipet C02-S0P-13-02 X
36 |Use Incubator D C02-50P-13-03 X
37 |CO, incubator C02-S0P-13-04 X
38 |Rotator for microtiter plate C02-SOP-13-05 X
39 |Safety cabinet A (1 face) C02-S0P-13-08 X
40 |Use Clean bench C02-50P-13-09 X
41 |Use Incubator A C02-50P-13-11 X
42 |Use Incubator B C02-80P-13-12 X
43 Use Incubator C C02-SOP-13-13 X
44 |Use Incubater D C02-S0P-13-14 X
45 |Centrifuge B C02-8QP-13-15 X
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6 g:;:::; lf.lr:i(;:oxm machine (Well reader), computer and printer of C02-SOP- 13-16[2] X
47 |Autoclave D C02-S0P-13-17 X
48 [Use Autoclave E C02-SOP-13-18 X
49 |Operate Vacuum drying Oven C02-SOP-13-20 X
50 |Dryer A C02-80P-13-21 X
31 |DryerB C02-30P-13-22 X
52 |Use refrigerator SANYQ MFPR -1410R C02-S0P-13-23 X
53 |Microscope C02-50P-13-27 X
54 |Use fluorescent Microscope C02-50P-13-28 X
55 |Water bath B C02-50P-13-29 X
56 |Water bath C C02-50P-13-30 X
57 |Campressor C02-50P-13-32 X
58 |Use nitrogen cylinder to keep cell C02-S0P-13-36 X
59 |Test tube mixer C02-50P-13-37 X
60 [Vacuum pump C02-S0P-13-38 X
61 [Procedure to operate electric scale (LE2202S va LE2448) C02-SOP-13-42 X
62 |Draft chamber (DF-11AK) C02-30P-13-43 X
63 |Operate Pipet washing machine C02-S0P-13-44 X
64 |Hot plate CO2-850P-13-46 X
65 |Operate particle counter in water (KL-04) C02-50P-13-49 X
66 |Procedure to aperate TOC measuring device (Phoenix 8000} C02-S0P-13-50 X
67 |Conductivity meter " C02-50P-13-51 X
68 |Constant temp.device immersion A C02-50P-13-53 X
69 |Operate ELISA reader and printer+C174:C198 C02-50P-13-63 X
70 |Operate ELISA washing machine C02-80P-13-65 X
71 |Centrifuge (Rotofix 32) CU2-50P-13-67 X
72 |Operate Helios spectium C02-50P-13-86 X
73 |Sir dung mdy phén chia mdi tnrimg C02-50P-13-88 X
74 |Use nitrogen cylinder to keep cell C02-SOP-13-89 X
Total T4
Enginering department

1 |Operate water production system C06-SOP-WS0-01 X
2 |Operate and maintain filration system C06-S0P-WS0-02 X
3 {Prepare and add chemical C06-SOP-W30-03 X
4 |Operate active coal and softening system C06-SOP-WS0-04 X
5 |Operate deionization system C06-50P-WS0-07 X
6 |Operate ultra filtered water generation system C06-SOP-WS50-08 X
7 |Operate ultra filtered water distribution system C06-S0P-WS0-09 X
8 |Operate WFI gencration system C06-SOP-WS0-11 X
9 |Operate WFI diswibution system C06-SOP-WS0-12 X
10 |Instruct to use particle creation machine TSI-TOPAS C06-SOP-WS0-13 X
11 |Operate and maintain CT 1 C06-SOP-WSO-14 X
12 |Operate and CT2 C06-SQP-WS0-15 X
13 |Operate P8 generation system C06-SOP-WS0-16 X
14 |Calibrate water generation system C06-SOP-CAL-38 X
15 |Calibrate HVAC system pressure displaying set C06-SOP-CAL-60 X
16 |Calibrate cold room and incubation room by temperature C06-SOP-CAL-63 X
17 |Calibrate temperature and humidity of HVAC system C06-SCP-CAL-66 X
18 f);:;::c and maintain temperature calibration equipment AMETEK ITC C06-80P-CALEQ-02 x
19 |Operate and maintain pressure calibration equipment CPC320 C06-50P-CALEQ-03 X
20 |Operate and maintain pressure calibration equipment IP1-300 C06-SOP-CALEQ-04 X
21 |Operate and maintain thermometer and hygrometer TR72U C06-S0P-CALEQ-05 X
22 |Operate and 1 in low temperature water bath EYELA PSL - 1300 C06-SOP-CALEQ-06 X
23 |Operate and maintain Hybrid Recorder C06-SOP-CALEQ-07 X
24 |Use and maintain AMETEK ITC-155A C06-S0P-CALEQ-08 X
25 |Operate and 1 in low temperature water bath SILICON OIL BATH | C06-80P-CALEQ-03 X
26 |Use pressure calibration machine KAL-84 C06-SOP-CALEQ-11 X
27 |Use particle counter KC-01E C06-80P-CALEQ-12 X
28 |Instruct to use particle creation machine TSI-TOPAS C06-SOP-CALEQ-13 X
29 |Use pressure calibration machine KAL-200 C06-SOP-CALEQ-14 X
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30 |Use Kanomax machine C06-SOP-CALEQ-15 X
31 |Use and maintainTOC calibration equipment of water system C06-SOP-CALEQ-16 X
32 |Use and maintain Conductivity calibration equipment of water systemn C06-SOP-CALEQ-17 X
33 |Operate HVAC system C06-80P-HVACO -01 X
34 |Operate and maintain AHU system C06-SOP-AHU -07 X
35 |Validate and maintain Clean Bench and Laminar Flow periedically C06-80P-VAL -61 X
36 |Validate and maintain Hepa Filter C06-SOP-VAL -64 X
37 |Operate city water supply system C06-SOP-CW-01 X
38 |Operate and maintain boiler 1 C06-SOP-BOILER-0] X
3% [Operate and maintain boiler 2 C06-S0P-BOILER-02 X
40 |Operate and maintain central chiller C06-SOP-CHILLER-08 X
41 |Operate and mnaintain central compressor C06-SOP-COMP-01 X
42 |Operate and maintain central generator 2 C06-SOP-GENE-02 X
43 |Operate and maintain central generatar 1 {06-SOP-GENE-03 X
44 |Operate and maintain MDB C06-SCP-MDB-01 X
45 |Operate and maintain wasted water treatment system C06-SOP-WWO-01 X
Total 45
SOP of Department
1 |The first changing C-50P-01-01 X
2 |Procedure to check suitability of changing C-50P-01-02 X
3 |Procedure to sterilize by Fonmaline famigation C-50P-02-01 X
4 |Use ethanol for grade A, B; C, D are C-50P-02-02 X
5 |Procedure to measure reinaining Formaline conceatration C-80P-02-03 X
6 |Procedure to manage, deliver and use chemical C-SOP-02-04 X
7 [Procedure to control insects C-80P-02-05 X
& |Procedure 1o control waste C-80P-02-06 X
9 |Procedure 1o collect, keep and carry toxic waste C-50P-02-07 X
10 |Sanitize non-grade area C-50P-02-08 X
11 |Procedure to sample water at points of WFI system C-S0P-02-10 X
12 |Procedure to follow temperature, iumidity and pressure deviation C-30P-03-01 X
13 |Calibrate thermal sensor C-SOP-04-01 X
14 |How to write indentification Protocol C-50P-09-01 X
13 |Guide on writing production instruction C-SOP-09-03 X
16 |Guide on SOP upgrading C-S0P-09-09 X
17 |Wash and pack sterilized clothes C-50P-10-01 X
I8 |Wash and pack the first clothes C-50P-10-02 X
1% |Procedurs to handle during power-off C-50P-10-03 X
20 |Data analysis of method T-test C-SOP-10-04 X
21 |Procedure to answer testing result C-80P-14-01 X
22 [Procedure to delivery and recive medium C-50P-14-02 X
23 |Use autoclave C-80P-13-01 X
24 |Use dry oven C-50P-15-02 X
25 |Use integrity testing machine of Millipore C-SOP-15-03 X
26 fProcedure to use sampler in air Airport MD8 C-SOP-15-05 X
27 |Procedure to use particle counter A2400 C-SOP-15-06 X
28 [Procedure to use Formalin fumigater FOT2000 C-50P-15-07 X
29 |Procedure to use neutralizer C-S0P-15-08 X
30 [Procedure to use machine MIST GENERAOTAVC - 5024 C-80P-15-10 X
31 |Procedure to use incubation and cold room C-50P-15-11 X
32 |Use ice maker C-SOP-13-12 X
33 |Procedure to use deep freezer C-S0P-13-13 X
34 |Use Measuring device of remaining Formaline concentration C-S0P-15-14 X
35 |Use automatic alcohol sprayer C-50P-15-15 X
36 |Procedure to use and sterilize WFI6 used point C-SOP-15-16 X
37 |Procedure to use and sterilize UFW3 used point C-830P-15-17 X
38 |Procedure to use microscope 1X 51 C-30P-15-18 X
39 |Use bag sealer C-80P-15-19 X
40 [Procedure to use Recoder KH66B C-80P-15-20 X
41 |Procedure to use Recoder AL3000 C-80P-15-21 X
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Status
No |Decument Name SOP No. Non-approved Remarks
Approved non
preparing preparing due date
Total 41
Animal lab
1 |Process to entrance and exit animal building applied for staff’ C09-SOP - 01-01 X
2 |Coniro) entrance and exit of animal and material C09-50P - 01-04 3
3 |[Sanitize normal area C09 -50P-02-02 X
4 |Sanitize D grade area C09 -50P-02-03 X
5 |Process to spray insecticide for animal lab. €09 -50P-02 - 06 X
6 [Monitor temperature, humidity, pressure difference C09 -S0P-03-01 X
7 |Procedure to count speck of dust in air €09 -80P-03-02 x
8 |Procedure to count surface bacteria C09-50P-03-03 X
9 |Procedure to count bacteria living in air C09 -50P- 03 -04 X
10 |Evaluate result of environmental inonitoring C09 -50P-03-05 X
11 |Procedure to Formaline cc ion €09 -50P-03 -06 S
12 |Process to order animal for test C09 -50P - 04 - 01 X
13 |Process to order matertal for raising animul for test €09 -80P-04-02 x
14 |Process to receive animal for test C09 -50P- 04 -03 X
15 |Procedure to raise rabbit separately C09 -50P - 04 - 06 X
16 |Process to receive material for raising animal for test €09 -50P- 04 -07 X
17 |Control aseptic C09 -50P - 05- 03 X
18 |Operate and maintain Autoclave €09 -80P- 06 -01 x
19 [Use and maintain Mettertoledo electronic balance €09 -50P-06-02 X
20 |Use and in balance C09 -50P - 06 - 03 X
21 |Use wind bolt €09 -50P- 06 - 04 X
22 |Use electronic thermometer €09 -50P - 06 - 05 X
23 |Use and maintain Shimadzn electronic balance €09 -80P - 06 - 06 X
24 |Process to wash elean clothes in grade D and non -grade area C09 -50P-08-01 X
25 |Process to prepare, dry-clean ¢lean ¢lothes C09 -80P-08-02 X
26 |Process to sterilize clean boat in grade D area C09 -50P - 08 - 03 X
27 |Process to handle dirty cage €09 -SOP-08-05 X
28 | Procedure to abrogate animal afier test C09 -SOP - 09 - 03 X
29 |Procedure to raise rabbit SPF separately MRO9 -SOP - 09 - 01 X
30 {Procedure to raise rabbit Healihy separately Rb09 -SOP-09-02 X
31 |Procedure of blooding taking, hair cutting, disinfection for SPF rabbit. Rb0% -SOP - 09 - 03 X
32 | Procedure of checking Sendai Virus - HVYJ RbO9 -30P - 09 - 05 x
Total 32
QA
_l Contract calibration for Equipment 01-SOP-04-03 X
2 |Material control 01-S0P-05-01 X
3 [Release control 01-SOP-06-01 X
4 |Handle with unsuitable products 01-S0P-06-02 X
5 |Training of new staif 01-80P-07-01 X
6 |Regulation on coding system 01-30P-09-01 x
7 |How to write SOP 01-SOP-09-02 x
8 |How to write Batch processing record 0}-50P-09-03 X
9 ?;t\: 1-ti:‘olwrile: SPEC for raw material, intermediate product and packing 01-SOP-09-04 x
10 |How to write validation Protocol 01-30P-09-05 X
11 |How to write SPEC for biclogical materials 01-50P-09-06 x
12 |How to write SPEC for equipement, implement, spare part of equipment 01-SOP-09-07 X
13 |Contrel of working seed virus G1-80P-10-03 X
14 |Handle complain of product 01-50P-11-01 X
15 |Inspect supply 01-SCOP-12-01 X
16 |Review Batch processing records. 01-50P-13-01 X
17 |Use documents, production and quality control record 01-S0P-13-02 X
18 i);:t:‘:ute and collect of documents, records of preduction and quality 01-SOP-13-03 <
19 |Replacement, repﬁir and maintenance of equipment 01-50P-15-01 X
Total 19
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B2

LIST OF WORKING GROUPS

Updated an 15/08/2015

Expert incharge Member
Na. | Code Name Leader Sub Leader -
Leader Sub Leader BP M FP QA QC Animal Lab Admin+ Supplies| Eng
. Tran Thi Phnong )
Nguven Dang Ach | Npguyen Thuy Hueng Dr. Lee Dr. Katsuda Pham Le Tuan Ngwnyen Thai Hoe | Npuyven Dang Quynh FSecrerary) Cao Xuan Ngoe Pham Huu Tien Dang Anh Tuan
1 | wa-t C_‘:“_‘f‘*“_""’ Ms. Miznta Hoang Vu Linh Ngsen Hiy Trueng Thai Hung Nyuyen Dinh Khicm Nigtryen Manh Dung
Pham Anh Thy
Nguven Xuan Hoa Thai Hung Dr. Katsuda Dr. ishikava Pham Le Tuan Pham Hun Manh Ngwyen Manh Hien Thai Hung Nguvea Dinh Khico Le Van Dyy Nguyen Manh Dong
1 | WG2 F o Hoang Vu Link ¥u Van Huy Cao Xuan Ngoc Pham Him Ticn
Environmental Le Tuan Anh Vi Thi Mai Baba K Ishikawa Vo Thi Mai Nguyen Thai Hoo Npwyen Sy Ban | Nong Thi Thanh Van | Pham Thi Thuoe Le Van Duy Ng“ﬂ"“ Duc Luu Van Chicn
3 WG-3 Polluti
Conitrol iL¢ Bao Trung Nzunen Trong Nghta Le Huyen Trang Neyea Van Manh
, S N Nguyen Luong Ngog Le Thi Hoa .
Pham Anh Thy Pham Thanh Trueny br. Lec Kolsuda Pham Van Khoi | Ngwsen Quoc Thicn Thanh (Secretary) Pham Anh Thu e Van Duy
Environmental Lai Qmnh Mai Luong Phu Duan. Cno Xuan Ngoe
4 | WG4 Monitori
onitoring
Nguyen Dinh Khiem
Tran Trong Hai Nonyg Thi Thanh Van Ishikawa Baba K Pham Thanh Truong | Nguven Phuong Lan Luong Phu Duan Nony Thi Thanh Var Vu Thi Huong Le Van Duy Wil Thiny Duwong Cao Minh Dee
" Procurement N, ThiKh . . .
5 | WG-5 Eantrol m',;::m‘lau Ju_\:n Nuyen Thi Th Ngen Thi Npuyct Pham Huu Ticn
Tran Thi Phuony Ngwyen Manh Dung Ms. Mizota [shikawa Pham Thanh Trueny | Nguyen Thai Hoe | Nguyen Dang Qumnh Tean Thi Phuong Pham Ank Thu Le Van Duy Ngmen Manh Dung
Thai Hi .
6 | w6 | Risk Management Pham Le Tuan Npyen Huy Truong @:]m::sj Newen Thi Npovel
Le Thi Hoa Pham Thi Phoong Thao | Ms. Mizata Hirmyama Pham Van Khoi | Nmnen Quoc Thicn Lueng Phu Duan Lc Thi Hoa Ngo Thi Thanh Huong | Pham Huu Tien Dang Anh Tuan
7 | WG-7 | Document Contral Le Bao Trung Neuyen Thi Thu | Pham Thi Phuong Thao| Pham Tai Thuoc
Hoing Thj Lan Mai Huong
. Pham Thi Phuong Thao|
Nguyen Thuy Huong | Ngven Dang Hien Dr., Lee Dr. Nakayoma Nguyen T. Thanh Van (Scerctan) ‘Npo Tho Huong
g | wos Clinical trial Tshikawa Le Thu Nga Pham Anh Thu
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