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TWDR, ZODITITEANTENT BG5S (B fFFEPHL, BENEEICLEREN, TR
DT E) NWRBE LD,



1—2 FREEHEK
No. HoY K 4 R I (B - 58)
1 |[FfE/H R fEH R | [ERR B 27 Jan.-2 Feb.
NIBHZEE Blrsgastk
2 |t MoKk B | EBR R 27 Jan.—2 Feb.
NIRRT R 2 =3 R
3 | RE iz A #ik [JEERE =4k (BR) 27 Jan.—1 Feb.
U F sl ] Hfti 15 Rl #h e
4 | mE & EIE JEEE— =4 (BR) 27 Jan.—1 Feb.
T F Bl 2 Y AT B /LGSR R
5 |BRZAZ HAS %8 [JEEH =3 (B 27 Jan.—1 Feb.
Uy F o E3 HEEHE REEHIL—T HE
6 |#HAli o3 AT ElE B OLBREE (BR) 21 Jan.—1 Feb.
WA B E
7|\ rF w=IE= | () BARRE 22 Jan.—1 Feb.
REMiER - BR A BB - RIeaXEHEE ST E
8 | WA B dkr | EER ) pAE 27 Jan.—6 Feb.
A FIBRFE SRR 2 =7 AT A&
1—3 HEHTRE
NS Jice
1—4 FEHKAE
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Dr. Nguyen Dang Hien
Ms. Nguyen Thuy Huong
Nguyen Van Man
Nguyen Thanh Mai
Nguyen Thi Hai Thanh
Nguyen Dang Anh
Nguyen Xuan Hoa
Ngo Thu Huong

Le Tuan Anh

Le Quoc Hung

Tran Thi Phuong

[~ : MOH]
Dr. Nguyen Thanh Long
Dr. Nguyen Van Cuong
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Head of Financing Dept

Head of Personnel and Administration Dept
Head of Engineering Dept
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Head of QC Dept

Head of Medium Preparation Dept
Head of Final Production Dept
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Vice Minister

Deputy Director General, International Cooperation Department




Dr. Nguyen Viet Hung Deputy Director General, Drug Administration of Vietnam

Dr. Hang Deputy Director General, Administration of Preventive Medicine
Ms. Le Thi Tuyet Lan Staff, Drug Administration of Vietnam
Dr. Son Staff, Department of Science and Training

[ [ S22 22 JEFT © NIHE]
Dr. Nguyen Van Cuong Deputy Manager, National EPI
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Dr. Pham Van Hung Vice Director
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Country Office
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F2E RAERE

2—1 B

NN FABMNGOEGFEZEE X, MEOHMIIOMEEZEMELE L, XM FAIZBIT 5 THER
BIRG D 7 F MBS e =27 b (BT, TATYrY =27 b LFET) BIZHOWVWTOFE
HFEZRE, AT E2HNETIHAETH-T-, RESKZBEL T, BEOEREE LW
1 TR U 7 F o g sk dt ek it (2003~2006) M O S T2 U 7 F o Sk g B il
Bii7ra v =7 ) (2006~2010) Thibiu 7 miEBARE - £l o5 B BMR 4 BaFT 12 U
HZENTE, LBRMEFTOBE, BWENR), SERINICED L 2ABRZVA, ZHITG
T2 MF A &0 DT POLYVAC OFERFTRLU TIEOEBR 2BV HADOHENRICL D E
D EBbhiz,

Fo. NEFAEFND S, GMP REEICHI - 72U 7 F o oBGERE D OGS, ENFEE A 2T
EORE, WENEB L, N T LAOHLKR T (EPD) FHE~OFBRITE < FHh S 7
EZATHY ., BEGEESW . ST BRI AR AR ICRKE < ENSNTREE & L
THDICEDIZLENTEDLDENZ D,

SWEHENL, ZO XD REHEERREERIZ, XN ABMNLG BAREBFICETE SN2 b O
Thh, BREEFTOLOL L2V 7 F U BEHZBIZHRIET 500 THD Z Enn, Hilrt
TE LT, Fp B zEIIBET 20D Z IOV TOLEITRWE TSNS,

—H T, K7V NRELSBEDDHITHi-»> Tk, KEBERIESICBIT 2HAE - KR 70
A (REFRZEBNTHHBICEEN L < 725 H TR IEINLTND) OB (LERNFIC
OIS T A Z T bbAA, VI FUREO S ORI Z I B L7252 T, LT
DREICH TR EBEEBNLETHD EE LT,

() VrF o Eax FRBSNTHDHZ EOER  BIFFATE, vr7Frilax v s
F U ORFMEZ LR Z ERTHRINTWD, ZOZEIZHOWNWTE, U7 F IO Tidf
FERNRA~OBEFE LN ) Z LT, BERLEEENEEZROOND Z L0, ENTEEZEN
EFETHI D LW O EFAMERDO DI, —EOBEMOEMEHNELD Z LT &R
RNWEDEZEEDLZLITTRETH D, LLAENS, EHNRRTEREE L-FET
e L TV 2 e, EEREER ERAE NS DT 7 FUMAETREL T A L IC L D AEER
DPERICE DAEEA R FOF & TP, ZaERCIHE 2% T 2 & 2 < BREHIE Z X 5 4D
AR (BT APEEDOH, FE DIRFEARD V2 (Specific Pathogen Free : SPF) U
F, RERL] ITOoNTHLHLN U OFEMICHIGT DI ENRFETHAH (POLYVAC O
&8 1 O FRRE) .

(2) EZFEMRES (National Regulatory Authority : NRA) Eui5 o> R F28  [Ed# 5 54 (United
Nations Children's Fund : UNICEF) X°V 7 F v & FPH#EE O = O Ot H{[HE (GAVI
Alliance:Global Alliance for Vaccines and Immunization : GAVI 7 7 A 7 > &) 73 & O [E BB
B L DU TFUMENR EDOSM L 72D WHO @ Pre-qualification D KAi$E & 725 H D TH
Do AFIZOWTIE, WHO AHub &7 v o ST TEoE NEES W R (JICA) bAIE 25
NRA OHfG 2 T FE AN SR L TE 72, TORE, BUFIZLE 6 BEEET . 4 HEHE 2 i /-
T (RN FLAOFBEIT 6 BRAET 4.5 BREEZ M7= ) ICE-> T D, R 2HEREIC OV T,



RN FABUFOBSICHT CHl-e TRIEEZ T 5772 8, BBASIGNA LI LM, E#EL &
H MR U 7 F o ORLERF AR NG S DR E T, NRA OFRENRMLETHD (X b A
BN OEZF R EMKE & L ToiRE),

(3) VI FLHEBEROEB RSO : U7 FUoEROESRZR T, VI F AT ONWTTIRS
T FACBEHRDOFMERD ERIAEND, (B - M IR R K, 726 MRIEAS., BIZ
IXMMR 72 &, SHRAZRELH D) —FH. XM T AW TIE, BIEERERE4END 2
FUEREL TV, BEARMICIIRET 2V 7 F U 2BORMICHER ST TE TV, %
T F ORI EED TOLSGARITIE, RN FAEBIT27 7 F L OEOBER IO
WTHRELAXLEIIRSZ2b D EEbND (V7 F U BUROFRE),

2—2 ARIMFLORBEEREEVZF—OBEK (AO - RERE)

ANRFAOANFE, 98,878 T (2012 AFHERHIED) T ATAEHO A FHIIIERIL 1.06% TH Y |
FEIRMIE T3 T D (2011 ), #WHTHLA 02340 2,881 AT, BAHBA O AK 5997 5 AT
&5, 2007 FFOFfE R JAE I 26 75 T, AR W AN OIEE O, 15 s EO S EFESICE T
HANH (2012 4F) &, 5258 TAT, 2D 55, BMKEESED 47.5%, TH - @ERFESEHHR
21.1% ., H—E A58 31.4% DG AN 0 2RI L TWD, REE O 2010 FOREEFFHFER Tl
0 e s 4R E TCONOHEREEL 730 TALE LTS, ZOT—Fhbix, FHOF+EHLD
HAMDK 150 FATHD EREIND,

EL#E I =7 AB% BHFE (Millenium Development Goals : MDGs) (8 IHH) @ 9 B OLRMEETH
FEEEIZSOWT, XM FL2ORMNER 2 — 1ITRT,

£2—1 EEILZ7LRAXEFEDSLOREEEEEZEOAN M LOKR

2015 4D
1990~1992 4 | 2000 4% 2005 4F 2010 4F o 2
T &b ORERME (5 RAEUT 45% 33.8% 25.2% --- 15.0%LL F
DA EHDIKARER) (1990)
AL TR (A 1,000) 58.1 42 27.5 25 19.3
(1990)
FLeh R TR (FHEA 1,000) 38.0 23.0 15.0 15.5 14.8
(1990) (2006)
L B) O P E % 88% 97% 95% 98% 90% LA I
= 1R oEE (%)
EFEIRAE T (Gor AR 10 77) 200-249 95 80 69 58.3
(1990) (2009)
HIV A¥HFE (15~49 %) 0.004% 0.273% 0.51% 0.446% 0.3%LLF
(1991) (2007)

' NN AEHE ST — 4  (Website of General Statistics Office of Vietnam)
* R 7 2 — P S A EFHE (2011~2015) IZREHO HARAE



~Z7 U T HERE (%) 1.65% 0.38% 0.15% 0.11% --
(1991) (2008)

fatZEEE (%) 0.086% 0.11% 0.11% 0.12% -
(1992) (2004) (2008)

il TR N AEREEREEEOEOWE 0V 7 FEMFEREMREREE 2010F 7 H) 1, N+ A
ERaREE, R 2 —B% 5 TEHE (2011~2015) OF — X ITHEISEERLZH D,

WRIZ D T BHEEFE 71 /S — 32DV TlE, 2000 FELLAT HIEIE 90% LA E & v BREZ R L T
%o FLHET R, 5 mIE R TR, HERETRICHOVTIE, BEMEIICITSOWTEY, B
FERRICIHNT T, BEREERAOND,

2—3 ANIMFLOFHHEREESFOEIR

(1) JEK T2 5 1 o Bk
N FABOFIE, SRR, 5 kL AE T RO M QU GIE AT O 1k D A 30 7 F B
ELTIIENLEPL 2, EFE7r 7T A8 L THRERL CE W5, @BV TP RE
PR T 2 2L 28T L L BT, EPLICHWA Y 7 F oo BafaaEE (ENRE) 340012 5
DALA TE T, 1985 HLIBEIL, 1 UL F O E b 2 RRIT, 6 FHEDOBIE THO-o 0T
PieEfEz FEhi L CETWbH, TD 6 L IX, RV A, WE, 77 V7, J5HYK%, G,
FEEETh 5, 72¥s ., ENLE AR PR 20T (National Institute of Hygiene and Epidemiology : NIHE)
DY =7 WA MERTIE, 1 L TOFELREET 2 PHEROEEIT, 5o 6 D
PREICN 2 T, BRIFFA (2003 4E25) . Hib® (2010 4E205) bV, FF 8 EIC/A2-> T
%, (783, NIHEIZ X% &, EPIXROEYEIL, EiL 8 ffEIC, =LV, IBF 7 A, AR
gD 3 TR MDY . 11 FEETHD,) 1 ickd 2 Pi#EMEIL, 2 —-20A 7Y
22— )V TCHEEINTWD,

x2-2 1mROFHEEHE

AR U 7 F DR P[]

LR (ATHEZR | BCG (Fit%) CORWEIE T

R0 FH) B AT % B BUF 2 13 A 1% 14 Wy LA B2 FE

27AHB AU A AU AHE1HE
7T, A%, BER, B|FE1EH: 77V, 5AK, HER, B &
TUIT 7% . Hib Jit%¢. Hib

37HH KU A AU A 2 FH
7TV, BHM, BER, B|FE2EH 77 UT. HHEK, BER, B A
T2, Hib JiF%¢. Hib

S RME, HibHO T 7 Fuid, R M FATHERENEE ST,



471 H B AU A RNV A3 EH
CZTFIUT, AAM, BER, B|E3MEHA 77U, 5AK, HIEER, B &
TUIT 7% . Hib Jit%¢. Hib

97 HH 9B JBRIZ S 1 1Bl H

18 7 HH CIZTUT, HHAK, R WARE 7T VT, HAK, BEE
i35 JBRIBE 2 1Bl H

L ENLRAERARESERT (NIHE) 7 =7 %A b

EPI 12 L B PEHEERERIGICIE, 1| AT OSRZE T T, 2L EOFES DT L H 04T
bR TS, UIF U OMBELEMNBEIZONTE2 — 3I1TRT,

x2—-3 DIVFUORERNEENRE LEERY - BH

U F DR e B2 (2] 4 IS i
#&#% (BCG) HH A= B 1 ks
DTwP (727 U 7 fGE., HH%) | A% 2, 3. 4 W HH 3 eS|
B Uit % AR L ER 2, 4 WA A 3 eS|
RY A A2, 3. 4 WAR 3 4[]
32 %9 HE, 18 WA B 2 2 [
AR N> A R LA 2 [
MEAEE R % A R FEYR T RE 72 0 M 15~35 % 3 i 5 BRIk
a7 2~5 5% 2 i £ B M sk
ERNIEES 1~5 % 3 e £ [ i ek
fig F =7 A 3~10 % 1 i 5 R i Ik

Hi B : National EPI Review Report, Vietnam, 2009 7 — & & —#B & 1E L TIEAL

AR ABUF X, WHO P8 K FEPEHIR $ % /) (Western Pacific Regional Office, WHO :
WHO/WPRO) DEIEIZIR > T, 2006 ENHREY 7 F 0 2 FEMEZHG L, S 51T,
7 x—X 1O T e =7 FOFER, BT 7 F o OENRED POLYVAC 28\ T
2009 FEM LB SNz, ZORB U 7 F N EPI TR SN TWS, TD%, iU 7 F o
DO 2 B B ORI 2011 FFICEF I, 6 AN AK 18 W HBIC/R -T2,

(2) FE7RIEYGLSE D e BB

T ELNRABT D LR BRYIEDIER SR, T HEK, BEBREE2 — 47T, FRBIZON
TIE, 2009 AT L. 5,358 ADREE DD > T2H3, T DHO 2 FERMIZHOWTIE, B L.
1,000 A% Fla]>TW5, JEZ X, Z3LE TEPI DRERIZI > TV WRYLE Toh - 7=, 2011
TR B IAT L, REFEEIL 7,259 N&leo>TnDd,




K2—-4 FIRORFEDOEHIK. RTEH. BREROHR

IR R O FEEE 2006 4F | 2007 4F | 2008 4 | 2009 4E | 2010 4F | 2011 4 | 2012 4E
1 | Y77V 7 i 151145 25 32 17 8 6 - -
FECEH 0 0 1 0 0 - -
P SR (%o0) 0.03 0.04 0.02 0.03 0.01 - -
2 | HHEK iE 151145 144 183 280 113 81 - -
B 0 0 0 0 0 - -
T L (%o0) - - - - - - -
30 | HTAERmAGRE | E S 27 36 34 33 35 - -
e AL 18 26 25 27 24 - -
T L (%o0) 0.03 0.04 0.05 0.04 0.04 - -
4 | RERZMERENRE | JE B 16 18 173 41 74 - -
e HF AL 0 0 2 1 1 - -
T £ (%) - - - - - - -
5 | TofoREEE | EGIEK 32 74 0 408 168 - -
FECEH 0 1 0 0 0 - -
T £ (%) - - - - - - -
6 | B JiE 5 55 1,978 17 352 5358 | 2,572 750 450
FECEH 0 0 0 0 0 - -
T L (%o0) 2.61 0.38 0.62| 2242 8.69 - -
7| Pk iE 1511 4% 482 1,987 | 5,629 | 5,355| 4,458 - -
e AL 0 2 7 3 1 - -
T L (%o0) - - - - - - -
8 |=LF SiE 511 4% 0 109 | 1,049 474 289 - -
e AL 0 0 0 1 0 - -
P SR (%o0) 0.00 2.24 1.03 0.56 0.70 - -
9 |BFTA iE 151145 403 599 | 1,316 823 475 - -
FCHE 0 0 1 1 0 - -
P SR (%o0) 3.59 2.52 2.34 1.77 1.43 - -
10 | @5 JiE B %% 3,403 | 3,530 817 | 1,573 | 2,300 | 7,259 115
FETH - - - - - - -
T L (%o0) - - - - - - -
HIBR 2006 4R 5 2010 42D — & O H B (X, Health Statistics Yearbook 2010, Ministry of Health, 2011 4E & 2012

EOFT—H I, NIHE B AT LSO, ok, 2012 FE0F — 1%, 20124 12 A 10 BHREOKIE, BB
DIEBIEL D 2006 F-5>5 2008 - F THO T — ¥ OHEIE, National EPI Review Report, Vietnam, 2009

(3) LR TPBhEEFEGE (EPI) 2011~2015 4
EPI O & D FHE 1L, 2011~2015 4% XfRAE LT 55 BT, FRBIZOWTIL, 2012 4% H

MELTEEREZNDZ L UV F U RE 20 EH 5%UEET L LR 8425 AR

T TWbd, S5, A% IS THEOKIZ U 7 F U BRI HOW T, 2014 4£F TIZ MR U




7F v (MMBRBIRAV 7 F) 2T 1200z, BZBO TS EPLICEAT S
FHEE LT D, (FE : NIHE 8302 iX, 18 W HBE XLV 9 W HBOHMIZ MR V7 F %
WEFREWETHERLH-7-,) 728, NIHE 2> H&7-E#H Tk, 2013 450 MR U 7 F
VERRERI T, LD ISETOTFELEL, EHTDAMRYZF T GAVI T 94T
VADKEIZL o THRIET D TEICLR>TWVWD, ZO PRI CEMmIiLD, 2015 4
VIBsIE, GAVI 7 74 7 v ADZENPHGE LI WEGE ., BN Y 7 F U BEAEITH BN H
%75, POLYVAC TMR U7 F U BEENBRMG I NS DI, 2017 FLUBEO TETHL DT, £
NETOHMIZ, OO THMATDLZENMLETH D, 2014 25 2020 £ £ TH MR
T F L DUEREIZOWTDT —H % NIHE OB AF LD T, #£2—5(Z/~x7, NIHE ©
T —X TlE, 2016 FLIBFEOFEMMEEIL, 260 7 R—XFiE THBE LTS

£2—5 MRIUIUFUBLEE (2014~2020)
(BT : R—X)
2014 4 2015 4 2016 4 2017 ¢ 2018 4F 2019 4F 2020 4

MR U 7
F DA 23,344,728 | 3,080,016 | 2,413,581 | 2,615,445 | 2,646,380 | 2,678,592 | 2,710,735
FIPAT S
H# . NIHE 205 D AFTT — 4

(4) JEIB YL T B o W FEE

WA, BB OWATHRS U | %<®E %(mn%m%$%ﬁi 7,259 N) AH7=7ETT
72 < BRI DS E DAEHR W RS IS MR L 7 EEEZLOTELNEEND RTINS
%z &ﬁi©&<®%%%# ﬁb%bt_kﬂglkﬁof\HﬂKMRUﬁ?V%A?
L2 LIl otlz, HFEDORBORBEROHRIT, K2 —4I1TRLIEEBY THLIN, O
HWOIERNEBICER L, TOZ L E2FRREE LT, BEEZ Lo TFELDREDL BWE
FNTVDLENICONWTORERRT — T FEE LRV, 7272 L, 2012 £ WHO D3 %%
J. A—=FIvifiEn AT 3 BFTOLH LT, %f@ﬂfﬁ@ﬁ(m@mmnmmm
Syndrome : CRS) (2T &N FEm I TWD, £727 DRHHEERTH L0, £
DFERERONREZHFOULERS LN, 4 ¥ — Z/FLT%%M%%%Tﬁ\HT®ﬁﬁ
RINTWD,

CRS M504 5 Fh 189 I DWTHHT « AT > T fE R, 161 5123 CRS T 5 & HH
H, ERMEOIRE R, AN, MIE, RERR P EAREEZ L O T ELREL R INT
Do EHFHE LT IFRET LN TS,

GAVI T IA TV ADKEEZITOOMR U I FUBAEKY | FRZOBERE I D
T pE bz, BZOHIEE CRS BHIERIRZMEC ST 0 ERNH D,
-MR%~N47/X%Bﬁ*ﬁ“ﬁ“%§ L,

* WHO/WPRO (2% 235 & LT, BB T 4 — /v RAA RIA U 2WETDH I &,
ZDHIZXT, XNFTLATOREZY 7 FLEAGFHEIZONT, 2 —-6DXIITEEL T
Do



*:2—6 RAEBIIVFUEAFE

M m X G4 i I i 4 & AR
MR V7 F U RGO+ ELDFX v v FT 1~14 5% 2013 4 GAVI
e Xy N—r (1,990 75 A)
BEZHD 7 FrageV s FraMBo | A% 18 WA H | 2014 FE1D BT
TRAEREOSE 2 B HICHAT S (MR V7 (160 5 A\)
FUEEHEAT D)
IR AT REAE i O etk lCx LT, U7 F 15~35 7% 2013000 | Ak, mWEENR
P2 L83 %,

Hi B8 : Progress Toward Measles Elimination and Rubella Control in Viet Nam, Global Measles & Rubella
Management Meeting, 20-21 March 2012, WHO-HQ, Geneva, Switzerland, Nguyen Tran Hien, National EPI
Manager, Vietnam

(5) U F U REEICET D 2020 4 E T Ok

BIE, TREEH CTlE, 2020 FE CTO U 7 F o RUE M, S i B9 2 mg & fFER L C
W5, Fe LT, REEOENEH)E L THERRBSEREZHEY L, FHRZIEMEBRE TIE,
NIHE X° POLYVAC 72 EDU 7 F U EA =TI — B LTz, ZERT 7 R TEDNR-T
WHIRBUZH D2, RIEEOFETIE, FEARTIRNED I EThoTo, REEDFHICE
L, ZOWMIZIZLLTO 2 SOBESEENH 5,
O EBPIO=—XLERO=—XZHIETED LY, VI Fra2E+s L,
@ vIFrHEEOZHEERDLSE, EDO1ONMR Y F U ORETH D,

BB, ZOWIKKIZIL, 2020 FE TICHKER Y 7 F L AZONWTOREHE RN REND FET
boDH, Flo, HET—~ b3, 4%I1F. BRAEVZ FrOFHARNF LTI > T EERT
H5D,

(6) XREFAENOD 7 FUBERA =D —ZONT
REEE OFETIZ, WHO O GMP I AR L-StEN 4152 (W T b RIEE 4 T olH
Hat), REGETOBMERVERESSHLEOT =T A MERESGDOED &, Kt
LTWHUZF oL, £2—7TDEBY ThHD,

x2—-7 DOFUEEA—H—DRAF., Bn. FEM

A d B FT(E 7 &
1 | POLYVAC D) RUVAFATIF 2) BB IZF, 3) aldy | A1
ANWVADT T F v
2 | VABIOTECH HAREIEL 0 1) BARME T 7 F . 2) A BIFRY | N/ AT

JF . 3) BRIHFE U IF o, 4) aL T30 7 F v

#ig A5 ;1) Meningococcal BC vaccine, 2) Varicella
vaccine, 3) Rubella vaccine (BB YV 7 F ), 4)
Quimi-Hib




3 | IVAC 1) DPT (Z=RBEE V7 F o 77V 7, BA%, | =v F v o Hi (X
WAER) . 2) WERERY 7 F>, 3) BCGY 27 F | b AEEHI A

>, 4) Superferon, 5) Im. BCG East Dry VIR T E DEER)

4 | DAVAC (Vaccine WF720r7Fr (k. ZORKOT =27 A | T v bifi (~h

Company of Da Lat 7 nied, ZTHRUAMIBEL T DI NE I | T AT EE 7 A
Pasteur) [N NA)

il fREEE TOMES RO FRE LRRRED Y =7 %1 FOfFaIc S & Ek

(7) U7 FUMERIE L NRA (EZHREMKR)

RN FAZBNTT I FUOBREEZITV., RICEABEZHT DIXINRA ThdH, NRA [TH—
OB T2 <, REE OB OEE D D WVITAE T OMBEAA. 6 DOMEMEEIZ OV TDE
BaEoHL TV D, 6 DONMEKEE & 13, 7R, GMP B &I FEZ ORIER Y —X A T &
2y hJU—=Z LIy LA TRADT 7 EA, BIKRRBFHITH L, ZnOHEED &
\CERIEE - BN LN TS, 72— 1 7Yy hOK TEFHMEEREE (2009 4
11 AICBHFHAE) I[CRR#Ei STV NRA YRS & MZETEA OBRAEX 2 — 112K,

REXE
ElKE-1 BIKE-2 ElKE-3
s BEo| YIFLURTRA . _ GMPE# - REROBIER
AR Marketing D7 IR ELIth:)ellieas: Regulatory Eg'ﬁ;:flﬁ#:gr H—RA5UR
Authorization Laboratory Access Inspection in ! Post-Marketing
EERR TEH FE% TE®E A& Ak L
FEHRS EXREER NICVB NICVB EEREER HERER RE-FHERR

E2—1 NRABIHEELAERDOER

NRA |E, ENTHREINDZ V7 FrOoF =y 7B E L TIBRICEEL TWD, 72721,
ERNRE LY 7 F o2 EEEETHHLTL S 5 720I2iE, WHO OT &R X v MIHH
L. Pre-qualification # & CH < MENH D, Tz, E~OEHIZIHB W TH, NRA 2 WHO
DT EARAL MIEHKLTWD Z ERFEEMICHERMEITR> TN D,

2009 ERF A TIE, 6 DOMZEKIEED H b, FFRF, L7 7LV A« TR~DT /A, 1
Yy hVU—=Z2D 3 HARAEGHK ThHoToL SN TS (WHO OELZTERKEETH D &H
EINTWRNEW) BlREHEN D), SEIOFHAE T, RIZEES NRA D 2 SDOREL &
BFELTWD EINTWEY 7 F ARG EE P ZCPT (National Institute for Control of
Vaccine and Biologicals : NICVB) TOMEIVICLB L, 6 DOAED S B, 5 222\ T
BBAKEZHY, FHV 1D, LT 7LV A s TRADT 7 EHAZONT, EEAKL TN
W, F2, By YU —=RIZoWTE, BRIISCHER O RN E7E+0 Thv b ofEfiz



WHO BEMFENLZ -2 & (Zhbid, 2011 FRICEM S 7= WHO BEIFIC L 55
ATREMl OFER) . 7235, REEA OFBATIX, 2013 D5 1 WIS, WHO 12 L 2% AN
EiTETHDHEDZ L (NICVB DFETIE, 2013 4 10 AH),

ZOX OB L, REZIIL T LR s TERADT 7B RZONWT OERE A IE
TH20H, K 1,130 7 VOB THRZ I LT, Fflodmask. 7 48 H OISR,
SMENFEFZ OB~ ZElE L, §E ﬁi%é%ﬁf%éo

VL EOE#HTIE, WHO VEREZ L IZABR A M L TWD XS IZHAEL TLE 92, WHO X
b AFEBFRB OHAIZ L D &, WHO BEBIOHEIZOWTER L HThiT T, &
SETHGOBEMEREEZN N T LA TWETETTHY . AXDOFME (Assessment) T
X, NRA ® 6 DOERET X TIZOWTHRIKE LTIHMIL, &5 2Tz L ThHoTz,

6 DO NIEEREER EOEE - BN EE LTV D222V TiE, 2009 FEDFHICELN H
%o BURIZOWTNICVB 72 EDEIEEYD LIZNEEHR 2 — 8IT/RT, 728, NRA &k%
MIET D 01%, REHEOERLEHRFTH D,

R2—-8 6 DODWEAMKRED MR - BLERKE

W ZE R R F i B fi#% (NICVB OB 5.)
1| B AR BREEAM TR B AT AHE 5
2 | FFERr RERERLEHER L [ 1FEAEDOFEHEITHOVWT NICVB 2844 LT
Y NICVB . RIEEITREE (48 R) 2HTE
7
3 | GMP & REEA EIR S E B R & | NICVB (X0 B 2 12
O NICVB
4 |vy U U—Z | NICVB
5 L7757 LA NICVB
THR~NOT Ik
A
6 | IRFEHORIER | BRIEE THERBEY | EIC250RNENH Y, OFHhERE O —
P —~_ A F A | NICVB <° NIHE A7 AL, TBIEERE NIHE 2348% . Ot
Bz HU 7 F U OERL MERAEIX. NICVB
WY LTV 5,

Hi# : NICVB TORB & EY fEIC IS & ERk

2—4 MRV FUEEIZ{HRS POLYVAC OB - F&E
(1) WB U 7 F o 85
T7x—AX1O7ua Y=V MIE> T, POLYVAC IZ 2009 =S HZE T 7 F o OBk % Btk
L72, 2009 E7 5 2012 4R £ CORLEEE A2 K 2 — 91TRT,



R2—9 MBIIFUOEMEESE (2009~2012)

(Bfr : F—X)
2009 4 2010 4 2011 4= 2012 4 )
FEB U 7 F
v s 267 77 239 75 320 75 270 75 274 75
%

HEl 2009 45 & 2010 FEOEEIL, THRE U 7 F o RE i gk @k 5 0 F % AP &5 2 (2011 48) |
2012 EDOHEIZ. POLYVAC b EBEAF LT — X,

. 2011 &

2011 AEDOHIERIT 300 F R— X% LAl 72725, 4 EMOEBEIZ. 274 T R—XTh 5,

(2) WU 7 F KO MR U 7 F o fE

POLIVAC I2 kB &, MBUZF L KROMR U7 F 728D 2013 £ 5 2020 4£ % Tl
EEE O (EER) IE2-100EBY TH D,

WRIBD 7 FAZOWTIL, 84200 1 R—RADEFEEZHERFL, MR U 27 F 1220 Tk,
2018 FLARRIZIB W T, RZ Y 7 F o L RIKHEDFR] 200 T R—XZEFET L3 B TH D, *

72, POLYVACiliZ, EZ U7 F> (HER) ofELHELTEYD ., 2019 FLIEICE+ T F
— XHNL CoORE A FE L TWD,

R2—10 MPIIVFURUMRIIVFUREDSHEDRESTE (2013~2020)

(BA7 : 100 H R—X)

2013 £ | 2014 £F | 2015 4F | 2016 £4F | 2017 ¢ | 2018 4F | 2019 ¢ | 2020 4
WU 7 F 2.2 2 2 2 2 2 2 2
MR U 7 F 0 0 0.9 0 1 2 2 2
Bz U 7 F 0 0 0 0 0 0 0.3 0.5

i . POLYVAC 2B AR LT —4

(3) POLYVAC Diff ik A i) & 5855 Hik B 24
A7n s MHERIZAT L POLYVAC ORFOMMHXEZXK 2 —2 & L TR,
POLYVAC FiE® FiZ, MEEHT No.l (RU AT I F oY) MEEHTT No.2 (KZ U
7 F oMY R, JER., ZEERHY ., 2o 0o Tic, £MEEEENH
HIERHNZ 72> TN B,
ANEIZIE, BTN 14T, BIFTED 24, £, & - BEENB D . 2BERIL.
1284 CThH D, 2 —11ITHBROMESZ T,




Director

Quality Control Dept. No.1

Quality Control Dept. No.2

Quality Assurance Dept.

Production Depts.

Monkey Breeding
Island

Supporting Depts.

Bio. Test

Phys-Chem

Bio. Test

Phys-Chem

Edu & Train

Devi & S. Inspect

Technical Dept.

Planning and Material Dept.

Bulk Production Dept. (OPV, ROTA)

Personnel and administration Dept.

Animal Test Animal Test

Immu. Test Immu. Test

Validation

Final Production Dept.

Financial Dept.

Pro. Release

Bulk Production Dept. (Measles)

Sale and Senice Dept.

| Animal Breeding

Medium Production Dept. (Measles)

T T T

SAFPO Immunization Dept.

| Registration

*2—11

L1 1 T T

Documentation

Medium Production Dept. (OPV, ROTA)

Complaint

Change Control

HG

2 —2 POLYVAC #H#%E

POLYVAC OERERIBE S (2013 F 1 A R)

BT T T
o . . AHrEs |
HIN (2£30) AN (N) > RSB fR
JIE-SON o
GE=]
1 | T Director 1 1 O
2 | BTk Deputy Director 2 2 O
3| ek L Final Production Dept. 12 3 O
e Bulk Production Dept.
4 | I IR RGE 10 1 O
(Measles)
e Medium Preparation Dept.
5 | B RGE (2) 6 O
(Measles)
6 | fnEPRFERS QA Dept. 7 O
mn BB PR
7 QC2 Dept. (Measles) 11 1 O
(#2)
8 | MBS Financial Dept. 4 1 O
9 | BBl - B Material and Planning Dept. 4 1 O
- p Personnel and Administration
10 | A5 - FEHE 5 O
Dept.
11| AT F U AE Maintenance Dept. 11 3 O
12 | AU A R S Bulk Production Dept. (Polio) 11
13 | lR7EH0 Sale Dept. 5
L . Medium Preparation Dept.
14 | BEHGERRE (R Y A) , 10
(Polio)




o LR BRGS —
B ko QC1 Dept. (Polio) 10 1
16 | G5 5 Monkey Breeding Island 14
17 | SAFPO SAFPO 4 1
it 127 15 (68)

1 : POLYVAC B AF L7 R TIE, BEREHIT 128 4 (2013 4F 1 A BI(E)
MEDANEEZDE, 1274 THhoT-,

EWVWHZETHDA, BAEY R

A2 KHMESMBER ZZH L TCWER, 2T, 7=—2 1070V =7 FOKEIHEICBMLUZRE &%
NLATNZ AR TOMEIZSMLIZIRE DO N TH D, 2B, 7=—X 1 ELUANIAT TOPHEIZSZ ML
7273, POLYVAC ll TZ DOIEMMA IR TE T, KT A TOWARWEEEN WA ARE NS 5,

(4) POLYVAC O BRI

POLYVAC (%, AT OEERETHY ., MY BRAEFICL2EE2ITo TS, £2

—12 \ZHE 5 A O POLYVAC ORI Z 7R Lz, 2008 4F & 2009 4F1E, 7= —X 1 O
7 m = PEBYMBTTHY, FRZEU 7 FURERENTELET, WANSRK
HRH 52 b, REEDOEENIEEZIT Tz, 2010 FLIBEIL, BREA D OE &N
FENIRL o TS, WEIEMICEITD POLYVAC O EZLIAZ, AU AT 7 F )
FREMZT 7 F UIRENLELNDRATHY , BN EDLEIGIX. ZEi 44.3%,
403%ThH 2D Q012FDHEA), F2 — 12 ICHIRINTIEWARWA, 2012 FE151Tr X T 7
FUDORFTRALHD (ZHITRBN—ATORTE),

INTNRT 2D THTHD E, 2008 FE L 2009 FIXREE NS DODEELENH - T-D

T, HFTFRRICR->TWD, AL 2010 FI12iE. AARMEE TR 800 HH DT> T
W5, 2011 L 2012 0%, RV AU I F o MRBYZF o, miFORY EIFBRHOTED .,

W& LTHEBEFEHERL TS,

&2 —12 POLYVAC Mz 5 FREID T IKR

(B{7 2 100 5 F2)

HH 2008 4F 2009 4F 2010 4F 2011 4 2012 4
A | (REEDOESE (Hidhé:) 16,000 12,273 0 0 0
U 7 F U IRFEIA 9,284 16,351 23,802 36,527 34,936
(1) BB Y 7 F o RFEIRA n.a. 7,109 10,983 16,762 14,067
(2) RV AU 7 F U RFERA n.a. 6,585 11,235 16,397 15,486
Z DA D BR FEULA n.a. 2,657 1,800 3,368 5,383
N 25,284 28,624 23,802 36,527 34,936
S| EE R 24,684 27,637 25,070 36,236 34,869
MEFR B L 582 727 619 554 343
XA G 25,266 28,364 25,689 35,682 34,526
N RT A 18 260 -1,887 291 67
2% G 77,885 | 1,125,000 | -8,164,904 | 1,259,135 289,904
o MHEAEE, 12K Fr=20,800 R, 1K KA=90 [ TIiTo7=% D,




L. B Y7 FURERRTOREZIZOWTIE, 2 - 130565005 X 910, &0
& L Cid, BUSF~OIRFEMiE L 0 i a X R WIRILE Ze > T 5, 7= & 21X, 2012
FEoOGE, MiEa X M3 7,551 R/ F—=XT, REEE ~D RN 5,469 K/ R—XTh
L. 1 R=XWFET25 T 1T, 2,082 K> (K1 0.1 Kk N) OFRFITRD,

BITE, POLYVAC 2D E L TIEEFZHERL TVWDL OO, MR (FRBEBIRE) UV
7 FUBEDLAICSH, IR A MLV EI R IRELS LI ENRTHRINTNDZ &M
5. FREZR#PAC, MR U7 F o ofliEa 2 MEBICBET 2B 2172 2 &0k 5T
Do

x2—13 WEIIVFUONOEEIR b EBAFADRTIME
(A7 . R/ R—X)

2009 4 2010 4E 2011 4F 2012 4
WU 7 FrofEax k 5,133 10,130 5,038 7,551
WRIBYU 7 F o ORAEE ~O R FE A 5,469 5,469 5,469 5,469

H i . POLYVAC 5 —#

728, EPI THWA U Z F U OBUFE W EIFiE Ok E FIRIL, 3, V7 F o 8EA—
=0, BiEa X N EFHE L CIREME (82) 2-5< 0, MBEENOHMERE MihZEEa
WCIRET D, BELZZIT T, WMEESN, iEa X FORYMEEZHRF L. EHEME R L &
g Loo, EANETY 7 F OBV Mg EZRET D, &I, U7 Froiigik &
PR S I S v, A — I — (i OFRMRE L 0 TSN NGA X, W, 2O O
EREH IS,

2—5 JOTzy FOEKREE
2—5—1 Fulxzl FOHEHL
TaT el FOVSHAITIUTO LB TH S,

TuY=zsz MM | 201345 A0S 201843 HET 44114 A)
EATH B REE

e POLYVAC (U 7 F o - WK - Wit 2 —)
pOE3:iibig POLYVAC FffEHL (X R A, N/ A1)

2—5—2 Fualxzl  NOZRE
(1) 7avy=2 v OX—4y N T —7F
A=y NTNV—T  KR7aTxcl NOX—5 > s 7 /V—71%, POLYVAC J&kE & T
FAERTH 5,
EHHEE - POLYVAC THLE SN D MR U7 F U2 X D EE#EE L. MR U7 F
OYHEEEZTHTEL (BFER 150 TAN) ThD,



2—-5—3 P/ FNBE
7uv=7 b BEREERE (WHO-cGMP) ([ZHEHL L =B RZBIRAEY 7 F > (MRYZ F
v) . POLYVAC IZ X » TIN5,

(fa%)
MR U 27 F o DORGEERAD, X T ALANRAIZCEL > THEITSIND,

2—-5—4 F{iE=E
EALBERE RN FAIZEBT DB & JRZ ORERED BT 5,

($515)
. REFHICBIT D, BB ERBIRETHFEH 0N, 2009 4025 2012 4 F TOFHIE
L L CEAT A,

2. XN TFAIBTDL, MBRBIEA YV 7 F 2B LT ESDEIGD 95% L ETH 5,

2—5—5 E (TU LSy ) LiEH
A 10 POLYVAC 28, MR U 7 F U 8E¥ER & L CHEb B8N 267 %,

(F815)

1-1 POLYVAC FEM, MR U7 F U 85E K ONWEEHOL TRICOWTHo i L~
EHICAHT S, (BT, XXX TR %) (F: LUl 43, BETEBLZ2EITTE,
OO & T & 5 k)

1-2 MR U 7 F 8BGO 720 OFEM A, B, TARE S THEES OF REEM 2 OISR -
BEHIND,

<FEEE 1-1 OEf LB 2 S B >
T B O ¥EBZIT L~ D m&ﬁﬁﬁ@%ﬁi\7:—%1@?m917F#%%%LT%
fESNTWDHIET, 4 BEO LU RERESNTND, LYV ORREE, BHEFEZ AT
PNARBRERICESET SIS, HELNVOERIT, LTOLEBY TH S,
LL 4 BOOBRB CTEBRERTZ DL EHIZ, MOBBICLH XD ENTE D,
LV 3 BOOHF CEBENERTE D,
LAUL 2 D NDFEED T T, (B2 ERTE 5,
LoyL ] TRICOWTOMELZHFEL TW5,

(158h)

1-1 = RFUANANGREREIETREAZE U C, BBRIRREERIZ OV TOENBIE &2 1T
J.

1-2 MR V27 F U2 0ET 248 U C, K& V7R, R, dUR RN Iz >WnW T
DEWBEEZIT 5,

P IRKICoOWTIE, Yy NEA%, METRAKRE L LIS, TAT D,



13 REOREERIZOV TORFBEET .
1-4 MR U 7 F g = 2 MERBUE O 72O OFFBIE & & @I 21T 5 o

RSS2 : POLYVAC 2, WHO-cGMP [ZH#EHL L 7= b A D VN-GMP E#|CHEA L-2D, MR U
JF o rmyliciliEcx b,

($515)
2-1 WHO-cGMP [ZH#EHL L 72X b A D VN-GMP HE¥EICHE AT 5 GMP BEEENER S
ZDO

2-2 fERC S 4172 GMP BIEERICIE > THRIE TR fThh, MEEHEIMTbILD,

2-3 WHO-cGMP [ZH#EHL L 72X h 7 A D VN-GMP HE¥EIZH G LAY T — 3 VR
POLYVAC (T & » TEHMICE S L5,

2-4 BENFFE RS PERGE (Performance Qualification : PQ) M OV E TRE A& MR FE  (Process
Validation : PV) 23t B0 2K I D,

(I&Eh)

2-1 VI FLREDTZOONY F— g VL WEEROERERHIZAELE L, AX v TONY
T—a YN EmbLT 5,

2-2 WHO-cGMP FEYEIZYEHL L 72X hF LD VN-GMP JLYEICH A L 72 i B IR FERE fE 2 H 5
L. Efit s,

2-3 U F Uil RE. O R EO TREOZOICHLEREERETIEE (SOP)
ER L. ET 5,

2-4 WHO-cGMP JEHEIZHEHL L 72X b LD VN-GMP FEHEICEE T H72DICHLETH Y | F
72 NRA I K DGR N B 72 EFHOAERRIZ DWW T, HIBIEE1T 9,

2-5 V= RUANZANPLU 7 F o2 BET 57200 PQ KNPV & FEiidT %,

26 REFLAlO~F T AL FOTFTTITH MR U 7 F 2 ORGRARBRIZ KT 2 M E 2B E 21T
Do

2—5—6 HA (17 vH)
(1) BAM (K%E6 (= 8,000 1 L)

1) JICA HMZ (M) a) F—77 RAA Y —/U s F o0k b) FEiE, o Mk
PR, d) REELETRE, o MWEEH, ) RBRADMER, o MEMRIE. h)
GMP, i) NUTF— =z j) MsxEs GB-EEMELZEL). £ OMLERSE

) WE T Y2/ FAX v T ra) E. b) R

3) ARIWHE : a) BIEEE, b) MEEH

4) ERXE & BEA K OB B O $2M s a) BUER 1 BE O FEdEE K OV 2 BEOTE B =/ A (A)
DORIFELIE, b) NU T —a VM, o) U7 F R OERARC b D
IEEh O T2 OMF . d) KBS LT, MENEGE L2 0o (53 58
MEEIX, BAO PERWIZISECTERERDHY 5 5,)

5) B—H/aRX b ra) HET XX NREM, b) v s NEBEHTO— ik

e

(54



(2) < K
1) Bz —s3—1a) Fik, b) BlFTE, o) MEMRIE~RX Y Y —, d) WE~vxT ¥
—. ) MEFHYRXTY—, ) WEERY o ®WiEoa=y FOXX v 7 h) HE
EFHlo=y hORAX 7 Q) HEifAX v 7
2) MR OMEL ca) Y uy s NEBFOME. b) XEME, o) U FUoRER RS
B RE &
3) m—HNaA A ra) Y= RUANLAb) EWMEL o) MDA TF R

2—4—7 HNEHEK Gf7- D XS AEERE)
(1) AifEsrE
(72 L)
(2) FREZERL D T2 DA S
WHEZZ T 7= A% v 7 DR, POLYVAC TOEE & ki 9 5,
(3) Fm¥ =7 b BEEEERD O DI EME
POLYVAC (28T, GMP LN NRA IZ L > TEmEN D,
(4) A7 BAEREERL D 72D DAER S
- EPITEEN S MRMEE 7 4 —OEFEL T v 77 L e LTSN D,
c RPN FALAENTRIESNTEZTVIZF U Z2FHAT LV IBERNED S0,

2—6 TUFUHBERERRUIEM
2—6—1 UrF ik
AR L 2002 FIZEARGF AT, MEZY 7 F 8GR Akisg & LT 2006 4 3 Al
SR EE LM TONIEbDTH D, £z, 2010~2011 FFIC 7 v —7 v 7iflE. BN FEh
ENTWD, LTeRn-o T, ARIMR V7 F 008247 9 72 K O Hi © WHO-GMP (23 A&
D 72 Ok & OM Ol - S 72138 O M BVE 2 R4 2 72 OIS 2 Fhe L7,
MR TREOEBY TH D,
(1) B IEBRbR
1) JEZFEEOFEMEFCH 5 SPF VX O A KON 1 M LL EORFEEEZOEXD | K
i, PevEilee & & i L CRUERICE D 2 Ofigk & LT, BFOBERB O —
HEZOEFERHT DL ENAETHD Z LN DTz,
2) WEEHHO VY XOMEE, SHHEELLEL LM, FERICBEF OB EBiH O —
HAEFAT D ZEDNAETH D Z LNl
3) 7272 L. et OPRBE R 7o W e D BEIRIFIZ TE RO T, (5T AT E D
Ty, N\HIIZETHIVLERNDH S,
4) F7=. SPF v H X WHOMREE, WG L WEEHO OB A2 EDLEBTEDRIC
SEERET D,
5) Zoft, 7V —2 L— ANOEEROE I T HHEEBET 5,



(2) BEBR

1) SPF U ¥ ¥ OB lgfi i, ML OHHROMak & LT, BEH 2 BEOWHEE, Iy 7 «
VIEMRHTE D ER otz R L, BRI EERENERI DD T
MFED I )= R_XUFRAE 7L —RBEREL, Ny 77T 8 (BOZEHR) 27 L
—RNCETHUMEPHLDT, ABMUEKRELZZOHEDO 7L — KD N6 CIZER
TOHMEND D, BN, ﬁﬁmﬁkdﬂﬁ@&%ﬁmﬁf%éo

2) BUEBR2BED T v T ¢ oV BLREIL, BEfFERE ZOFEEFHT L EDBAETH D
ZEDBginoTe,

3) 2011 4D WHO-GMP Ti&, HER | BEOFIEEIC BT DBk TEK TH DA
TNANEREHLORIETH, 7 IF Y v 7EEIMMOETETIEI L— KA DER
EHRTAZEEH LKHAESINTEY, fHMLE LTI IF—T7 e —%2 2 LFKETS
VEND D, BE, 2, BREHEMEO/NEBELRUENLETH D,

2—6—2 HH
(1) BB U 7 F o ORIEIT R D BLA KM ORI
WEZEH IR N7 a0 —7 v T I kmfﬁﬁéﬂt%ﬁ@?&fﬁﬁmﬁﬁé
ALTH D | 2010 F-LLRE POLY VAC (34 FEFTENITIR » THFEIZX N LD EPLICHLE R D
WU 7T DlE L RGEEIT > TV D,
Fo, MEFFEBEICEI LTI, M b B0 REERE OLE TICH 28 MO 104 (1
HIEARV AT FoOHRE) PEYE LTS, HIE OEEEL O EMERILA J T+
REZRKHI, BEHZ AL TCWA, ARl 7 oY =7 METHEHCHE L THE TN TE 54
FZFERICISTTWD, LNLRRL, ar7 Lyt —, RATF—, RBHEEE2 2o
RN AT 5 OIFIBEFERNZIT o TEHMWICA T F U A EERL TN D
R TH 5,

(2) MR U 7 F B2 4% D bt

BLHLFH A H 2 POLYVAC O &M b O ZEEN 7 STz, U 7 F o ORIERAT O
WICHEETHLEBDNAEM TIEH 52, MR V7 F o oG ICEERRRVNVEDLE E
NTWe, SRIOFHEICSMLUILEE =4 U 7 F > (KDSV) OHEMAFE L & HICKER
MR &z it BEE (A~C) ENEHELMHE L, MREEHFEM Y AL LT
M/M 2 Annex 6 & L CIHRAfF L 7=,

728, MR U 27 F o O8E R OVE E BRI LB 2B L TiX, POLYVAC (ZI3 A%
BRI 72 L EEEICIR AR IE N D o 72D T KDSV OEMEDOWH &G CHBE LR 2%
FERERT U R MICRRE L7,

2—7 ZJOPzY FOEBERFETOER

AK7mavxr ME, EEHERE & 72 % POLYVAC OFTELL T, £& LTHREBY 7 F U 8IEIZh 0
Do TWHIKBIZK L, JICA IR T — AN Z T 2&K6l & 705 (M2 — 3Dz
L), 728, POLYVAC MO AEEWM T, MY 7 F U iiEizrnrbo TV o kERENL. 68
L ThD, MBY 7 F B EICBRT 2B N EREINBIEI IR 5 &b b,



I—'— JCC (Joint Coordinating Committee)
_________ JICA Vietnam office
Embassy of Japan | Observer [_ —I and headquarters

l ‘) Representatives of related | _ Project Director |
departments and institutes of Director of POLYVAC
the Ministry of Health

Representative of JICA
Vietnam Office

| JICAExperts |

Related Orgarizations

Coordination

JICAExpert Team

Technical Cooperation

ProjectManager
Representative of WHO Deputy Director of POLYVAC

country office for Viet Nam

—- POLYWVAC ———————— — — — — k- ———'———I
| Production Manager | | QA/ GMP/ Validation Manager | QC Manager | GMP Supporting Depts.
I I I | ! ' :
. . Personnel &
) ) ) i Planning & Material Financial Manager Administration
Bulk Production Final Production Medium Preparation Engineering Manager Manager

Manager Manager Manager Manager

| 1

Microbiological Physico-Chemical QC Teston Animal
TestGroup Group Group

Animal Breeding

K2—-—3 Z7AaTzy FOEREKRE

TnY =l MEBOERRI - 7 u ROV T L. IREEDOTEEIFH B2 &R T 5 & v o
TetkE 2 5 AR EE S (JCC) O s LTI TZMEL TWD,

HE POLYVAC F &

A LN (1) <k aq

1-1) fRfEAERE BIRERZEE L)

1-2) PROIEA EER ) /AR

1-3) PRAEE 35 E B R AR R

1-4) PRAEE T Bh /AR

1-5) PRAEE B2 HATHE RAR

1-6) POLVAC X% (#%)

1-7) NIHE (ESZf5A% 050 (&

1-8) NICVB ([E LU 7 F o AmRis e rirgeg) A%

(2) WHO X b A FHHATE

(3) HAMA

3-1) JICA #[H5

3-2) JICA X b HAFHATE
F TR (1) £ b F AE B AKRME R E
(2) BoEBERI DK




2—8 o Y rEELOTBESR

CHEEE 1.l O BRE L T ARBEEICOW TR, ey ey MHMEE,. MR U7 F U RE TREROR

B IR o T Be P ©, BB A E L, ZOHEHRELMA 27 ny =7 ~ - THA

v+ < MU w27 A (Project Design Matrix : PDM) (Z2&ET L, JCC (23T PDM DO EkF &R

AT O MEDNDH D,

- RHIREERBR, BIERBR, ~— 7T 1027 « T4 ABGITET 5 N LA OHE D

LLBRoTWNLHDOT, ZNOHEICHT IEMEEAFL, NELZ+2ICHEfFELZ S 2 T,

DR SICRIRRLELR M A B R LoD, TrY = hOFEM A IEEGE A

RETHVEND D, T LT, EPMCTe oy voEERRnEsE=4) 7L, kv H

WIRES AL Z N, MELTWA T Y27 MR EZEL-OICEETHD, £/2. B

RIESIE, S LHMERFUGET SN Z ERTPHRIND O, WEDRBICEYIICKHS L 2D, 7

nYx/ MEBZEDDZ ERMNETH D,

- U7 F U O KERC T 7 F U BRBEIC LB R EOTEICE L, RBEER O

FREDMLEREDIZONTIE, XM T ABFHO TR ICET LM E2EZE LoD, LE

R E CICMARENEMTE D L) Pl 2EDDLZENEETH D,

- IEE) 1-4 11X, TMR U7 F U8l a 2 MEREEO 72 0 O RINE & FROIT 2179 ) Th D,

POLYVAC OB TOEEAAb, #§iH A3 T REIZ 72 o 7= BR O Alik& 1 C o [ B35 4 ) DT D 81

MG, AEI R NOBEBILER LD OREERERF L TN ZERKRUITH D,

T 2= 1DOTrY el MTEBWTIE, 124 ® POLYVAC B RS AFBHEICS L, #8158

EBE BN, 2095, 4 ZITBEL, 20N EROBEIIBTEAB VD, fE

B Z T ARE D BWHESEMHZ RO TER L TLES Z L 2®HMNICIED D Z i

TERWA, B L7 4 4 0R02iE, HMESCEEIMEN S £ TH Y POLYVAC (28

MEHBEEIEDLLEVIATEH, A TFTROEENRELTWDEIL LRV, 7=2—X 1D

Y= FTIE, FLRIZCOVWT, LL 4 (A0BES CTEERNERTEXDHE LI, LD

BEICOE 2D ENTEDLKRE) OAMERK I NITERT 2 HF#THED NN, KT

By MIBWTL, RIKREEA, TETHNIZTL YV ZOBEDREZ L~V 412F

THESE D LI ENBEZED T ZENKRUTHD EEX D,

c IS ERICH T > TUTORICHEE LoD S Z EMZEEN D (FEE LT POLYVAC Il

B,

O WEHFEOBETIE, BEIXES, Tz — 3y (&) FEEZBETLENEZ I
FIZMH T T RO T, ZOHRORENEILEERT LI L,

@ =bHIz, MERIECEL TX, FE 2 < VW5 DT, GMP OFERE 21T TR < i
BARFEICET 28 LWEl, Ao A L WEEER Y, U F UAEOYH TR
ODRMETRET, FOL2R7TaARnS 0+ L, WEEEN TS X
IRESIBEALD NI TH D, MERIEIL, FEBRICEEMEEICERET WA TIE RV, 5
BROBGERRZ TR &, GBS CHE - FEZERKRYUTH DL (EEmEOREIM E
D), LT, HES VY DOERIZIX, BUGOEROZ L 2L TVND Z & BEIC
AR

@ HATOWHEONEZRD ZETIE, THEIZSMT 2B O ELEEZ TX 57200, RHARHF
BRIZH LN UDEWZ ) 2T, HERNFZ RO DL ENEEND, 2L x1E, R



HEHYEOMHE TIX, FRIREER 2 TR < . TRERIRY . OB OHHENE &
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1. Minutes of Meeting (IiEisE=E43)

MINUTES OF MEETING
BETWEEN JAPAN INTERNATIONAL COOPERATION AGENCY
AND
THE AUTHORITIES CONCERNED
OF THE GOVERNMENT OF THE SOCIALIST REPUBLIC OF VIET NAM
ON THE JAPANESE TECHNICAL COOPERATION FOR
THE PROJECT FOR STRENGTHENING CAPACITY FOR MEASLES VACCINE
PRODUCTION IN THE SOCIALIST REPUBLIC OF VIETNAM (PHASE [i)

The Japan International Cooperation Agency (hereinafter referred to as "JICA")
dispatched the Detailed Planning Survey Team (hereinafter referred to as “the Team”),
headed by Dr. Yusuke FUKUDA, Executive Technical Advisor to the Director General,
Human Development Department of JICA, to the Socialist Republic of Viet Nam from
January 21 to February 1, 2013 for the purpose of discussing the framework of the
requested technical cooperation project entitled the Project for Strengthening Capacity for
Measles Vaccine Production in the Socialist Republic of Vietnam (Phase 1) (hereinafter
referred to as “the Project”).

During its stay in Vietnam, the Team exchanged views and had a series of
discussions on the Project with the Vietnamese authorities concermned.

As a result of the discussions, both sides agreed upen the matters referred to in the
document aftached herefo.

Hanoi, February 1, 2013

7o 0w it b b/

7 v -
Dr. Yusuke FUKUDA Dr. Nguyen Dang Hien
Team Leader Director
Detailed Planning Survey Team Center for Research and Production of
Japan international Cooperation Agency Vaccines and Biologicals
The Socialist Republic of Viet Nam
Witness

Dr. Tran Thi Giang Huong

Director General

international Cooperation Department
Ministry of Health

The Socialist Republic of Viet Nam



ATTACHED DOCUMENTS

1. BACKGROUND

The Project for Strengthening Capacity for Measles Vaccine Production (hereinafter
referred to as "Phase1”) had been conducted to make Center for Research and Production
of Vaccines and Biologicals (hereinafter referred to as “POLYVAC”) have the capacity for
producing necessary quantity of measles vaccine conformed to the standard of Viet Nam-
GMP which has met WHO-GMP. Phase 1 had been conducted under the cooperation with
Research Center for Biologicals, The Kitasato Institute, former name for Kitasato Daiichi
Sankyo Vaccine Co., Ltd (hereinafter referred to as “"KDSV"), from 20086 to 2010.

Moreover, the Government of Japan (hereinafter referred to as “GOJ”) had
cooperated in constructing the vaccine production facilities by Grant Aid. Since vaccine
production is necessary to adjust facilities and equipment to method of manufacture based
on the differences among each virus of vaccine strain, facilities and equipment which are
appropriate to Measles vaccine production by The Kitasato Institute were provided on the
basis of the contents of royalty contract between POLYVAC and The Kitasato Institute.

As a result of these cooperation activities, POLYVAC had acquired a capacity for
producing measles vaccines conformed to the Viet Nam-GMP by use of AlK-C strain. The
measles vaccines have been produced to meet quantity required for domestic demand,
and contributed to implementation of Expanded Program on Immunization (hereinafter
referred to as “EPI) in Viet Nam through the official approval of the Ministry of Health
(hereinafter referred to as "MOH").

Responding to increased incidences of rubelia in recent years and necessity to
reduce birth of children with congenital defects (congenital rubella syndrome: defects due
to mothers infected with rubella in early pregnancy), the Government of Viet Nam
(hereinafter referred to as “GOV") has decided to introduce measles-rubella combined
vaccine (hereinafter referred fo as “MR vaccine”) in EPI from 2013 for immunization
campaign and also MR vaccine is going to be used in routine immunization for children at
9 months age. In this circumstance, GOV requested to GOJ the Project to strengthen
capacity on production of MR vaccine at POLYVAC in Viet Nam.

2. SPECIFIC ISSUES DISCUSSED ON THE PROJECT
(1) Scope of the Project

Both sides agreed that:

- the Project will focus on technical capacity of POLYVAC to produce MR vaccine
and since the rubella monovalent vaccine is not planned io be used in EPI
program in Viet Nam.

- the MR vaccine produced by POLYVAC shall meet the international quality
standard (WHO-cGMP?), but obtaining WHO prequalification is not included in the
scope of the Project. GOV is still strengthening National Regulatory Authority
(hereinafter referred to as “NRA") in order to acquire its fully functioning status
which is required for obtaining WHO prequalification.

(2) Clinical Trial and Marketing License
Vietnamese side has agreed that Clinical Trial of MR vaccine is conducted by
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Vietnamese responsibility and management, and Viethamese side makes necessary
efforts for obtaining marketing license in order to supply MR vaccine for routine EPI no

later than 2018. Japanese side provides necessary advice on the Clinical Trials under
management of Viethamese side.

(3) Agreement on Technology Transfer
The Agreement on Technology Transfer for MR Vaccine Manufacture in Vietnam

shall be concluded between POLYVAC and the Japanese implementing company before
the start of the Project.

(4) The Team and authorities of MOH confirmed importance of MOH's further strong
efforts to obtain full six functions of NRA in order to ensure vaccine quality by the GOV, to
supply quality MR vaccine to other countries for rubella immunization intreduction at global
level, and to lower unit production cost of MR vaccine at POLYVAC. MOH explained their
on-going effort and committed to achieve the full functions as soon as possible.

(5) The Japanese side agreed to provide POLYVAC with further information by signing of
R/D including biological materials that are necessary for the production of MR vaccine.

3. FRAMEWORK OF THE PROJECT
(1) Modification of the Project Title

With due consideration on the nature of the Project, both sides agreed to modify the
project titte as below:

Project title in the request document prepared by the GOV: The Project for Strengthening
Capacity for Measles Vaccine Production in the Socialist Republic of Vietnam (Phase 1)

Modified title: The Project for Strengthening Capacity for Measles-Rubella Gombined
Vaccine Production

Modification of the project title will be officialized through diplomatic channel.

{2) Implementation Structure of the Project
Both sides agreed on the Implementation Structure of the Project as attached in
Annex I,

(3) Draft Project Design Matrix
Both sides agreed on the draft of the Project Design Matrix (hereinafter referred to
as “PDM"} as attached in Annex 1.

(4) Draft Plan of Operation and overall schedule
Both sides agreed on the drafts of Plan of Operation (hereinafter referred to as
“PO" and averall schedule as attached in Annexes Ill and IV.

(5) In order to produce international standard MR vaccine at POLYVAC, additional
equipment and some modifications of facility are required. Tentative list of equipment by
priority is attached in Annex V. Planned modification of the facllity is the filling room on 1F
and the disinfection room/ changing room (IN) on 2F of the production building. Both sides

2 /\/
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will further examine necessity and priority before signing of Record of Discussions
{hereinafter referred to as “R/D") and the final plan will be agreed in R/D.

4. RECORD OF DISCUSSIONS

Both Vietnamese and Japanese sides confirmed the draft of R/D as Annex VI of this

Minutes of Meeting. R/D is an official document which defines contents of Technical
Cooperation Project. The contents of R/D will be finalized by the time of signing.

5. SMOOTH PREPARATION AND IMPLEMENTATION OF THE PROJECT

(1)

(@)

(3)

(4)
©)
(©)

Both Vietnamese and Japanese sides should make exertions to start the Project by
May 2013. POLYVAC shall select candidates from personnel of POLYVAC for
training program in Japan and submit Application Forms to JICA Vietnam Office two
months before the start of the training program (training program is schedule to be
started from June 2013).

The Vietnamese authorities concerned shall allocate necessary human resources
and budget for the effective implementation of the Project. For example, it is
necessary for POLYVAC to prepare a Project Document, request supplementary
financial support for the year 2013 and from the year 2014 to GOV.

For the smooth implementation of the Project, both Vietnamese and Japanese sides
will elaborate to create common recognition and understanding at any occasions with
mutual respect.

Both Viethamese and Japanese sides will elaborate to follow the designated timeline
for the smooth implementation of the Project.

Payment criteria for the project activities are to be developed in accordance with
relevant regulations of the GOV and JICA.

The documents submitted to the Japanese Experts from the Vietnamese side should
accompany English translation.

Annex I:  Implementation Structure of the Project

Annex Il:  PDM (Project Design Matrix) (draft)

Annex lll: PO (Plan of Operation) {draft}

Annex IV: Overall Schedule (tentative)

Annex V: JCC (Joint Coordinating Committee)

Annex VI: List of Equipment by Priority to be Provided by Japanese Side (tentative)
Annex VII: Draft of the Record of Discussions (R/D}
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ANNEX V: JCC (Joint Coordinating Committee)

Joint Coordinating Committee (hereinafier referred to as “JCC”) will be
established in order to facilitate infer-organizational coordination. JCC will be
held at least once a year and whenever deems it necessary. JCC will approve
annual work plan, review overall progress, conduct monitoring and evaluation of
the Project, and exchange opinions on major issues that arise during the
implementation of the Project.

1. Composition of JCC
(1) Chairperson
Director of POLYVAC
(2) Members
a. Vietnamese Side
- Representatives of MOH (Vice Minister is preferred)
- Representative of the International Cooperation Department of MOH
- Representative of the Drug Administration of Vietnam of MOH
- Representative of the Preventive Medicine Department of MOH
- Representative of the Science, Technology and Training Department
of MOH
- Representatives of POLYVAC
- Representative of National Institute of Hygiene and Epidemiology
(NIHE)
- Representative of National Institute for Control of Vaccine and
Biologicals (NICVB)
b. - Representative of WHO country office for Viet Nam
c. Japanese Side
- JICA Experts
- Representatives of JICA
d. Observer
- Official(s) of the Embassy of Japan
- Representatives of Related Organizations

Note: Chairperson of JCC can invite any relevant person to discuss specific
issues.

M&



ANNEX VTI: List of Equipment by Priority to be Provided by Japanese Side (tentative)

il - | Priori
No | Dept.,* - Item MNumber (ch)?;

1 Modification of Final production Lines for single dose vial i B

2 Additional Attachment of Capping machine for Flip off seal 1 A

3 Lantinar flow from Freeze dryer to Capping machine 2 A

4 Handy type Particle counter for Laminar flow 2 A

5 Package line ! C

6 Date printer and Conveyer 1 B

7| ¥ |Paper folding machine ] B

8 Vacuum pump I B

9 Label printer 1 C
10 Rubber stopper for Siphon 20 B
11 Silicon tube with SUS adaptor 4 B
12 Silicon tube for Filling machine 8mmx50m ! B
13 General Silicon tube and others I C
14 Autopsy Tool set 1 A
15 Container (Tray for SPF rabbir) 6 A
16 Particle counter 3 A
17 Air Sampler 2 A
18 Surpical set 1 A
19 Petri Conlainer 6 A
20 Printing Thermomeler 1 A
21 Thermo Sensor l A
22 -80°C Deep Freezer 4 A
23 Recorder | A
24 Pooling Tank SUS 0L with Rubber stopper 80 A
25 Vacuum cleaner with HEPA filter for Clean room 1 B
26 Label printer 1 c
27 BP Dispenser 100mL 1 B
28 Dispenser 10mL 1 B
29 Roux bottle with rubber stopper 50 B
30 Gaskets for 70L Pooling tank 2 B
31 Glass bottle 40L C
32 Adapter for Air sampler 10 C
33 Aleohol spray machine for hand washing 2 A
34 Filter housing i C
35 Mirror i C
36 Sensor for Incubator 1 B
37 Dryer for general uniform 1 C
38 Clean wear 10 B
39 Clean shoes 13 A
40 Y and T ubes with SUS pipes set 1 C
41 Special Consumables for SPF rubbit 1 A
42 Air sampler 1 B
43 Vacuum cleaner with HEPA, filier for Clean room 1 A

/"3,

i




5| Dept, |

~ Priofity -

Ifem- . Number (A-C)
44 Stirrer 1 B
45 Expansion of Cold reom in Cell culture area 1 B
46 Electrode for pH meter 2 B
47 Gaskets for Autoclave (set) i C
48 Glass ware 19F, 9L, 5L, IL 1 C
49| MP  |plastic ware 5L, 1L, 500mL, 125mL 1 c
30 Silicon siphon 2 B
51 Heat proof strings for Autoclave 5 B
52 Heat preof tape for Autoclave 20 B
53 Rubber stopper for 191, bottle 200 C
54 Filters for spare {set) 1 C
55 Clean wear 10 B
56 Clean shoes 15 A
57 Camera Attachment for Fluorescent Microscope 1 A
58 CO, Incubator 1 A
59 Tissue embedding system 1 A
60 Auntomatic tissue processor | A
61 Paraffic oven 1 A
62 Microtome 1 A
63 Tissue floatation water bath i A
64 Slide warmer 1 A
63 Metal basc mold No.13 (for tissue embedding) 12 A
66 Metal base mold No. 14 (for tissue embedding) 12 A
67 Metal base mold No.135 (for tissue embedding) 12 A
68 Staining Vat 1 A
69 Staining Basket 1 A
70 Specimen Case 10 A
71 Tweezers 10 C
72 Special Consumables for SPF rabbit 1 A
73 General consumables and Regents for SPT rabbit 1 C
74 Microscope 1 A
75 Qc -80°C Deep Freezer 1 A
76 Liquid nitrogen stocker 1 A
71 Spectrodensitometer for VVM 1 B
78 Automated plate preparation 1 A
79 Clean shoes 15 A
80 Electrode for pH meter 2 B
81 Elecirode for conductivity meter 1 B
82 TDioor Gasket for Autoclave B 2 C
83 Alir sampler 1 B
84 Particle counter ) B
85 Compressor 1 B
86 Test tube Mixer 1 B
37 Pipeite Aid 4 B
88 Finn pipette 2 B




Nolpeps| T T T em 2T ST Number | PN
- . . : (A-C)¥
89 Filter funnel (300 m) 5 B
90 Roux bottle with rubber buttons 3o A
91 Clean wear 10 B
92 Label printer 1 Cc
93 Glass pipette 10 mi 300 C
9 Cell count ehamber 3 C
95 Rabbit breeding cage (x20) 2 A
96 Filtration and Sterilization system for drinking water for animal 2 A
97 Electronic Balance for Rabbit with Printer 2 A
98 Cart for Transportation ] A
99 Cage for Transporiation 1 A
100 Clinical Thermometer 1 A
101 Working Table 3 C
102 Clipping Case 1 A
103 Vacuum Cleaner for Clean room 1 A
104 AL Hair Clipper 1 A
105 Deep Type Sink 1 A
106 Disinfectant Vat & A
107 Fixing Board 1 A
108 Surgical set 1 A
109 SUS Container 6 A
110 Bottle for UF water 2 Cc
1§81 Bottle for Disinfectant 6 A
112 Freezer for wasted animals 1 A
113 Special Consumables for SPF rabbit 1 A
114 General consumables and Regents I C
115 Compressor for Compressed air supply system 2 B
116 ENG Particle counter for Animal Lab 1 A
117 Circulation panyp for WFI preduction system 1 B
118 Calibration Kit 1 B
*] FP; Final Production, BP; Bulk Production, MP; Medium Preparation, QC; Quality Conirol, AL; Animal

*2

Lab, ENG; Engineering

Priority A: Essential and expensive equipment for MR vaccine production, difficult to procure locatly,
Priority B: Essential equipment for vaccine production, but not related to MR vaccine production directly,
difficuit to procure locally.

Priority C: Not very expensive, but essential equipment, tools and materials for vaccine production, loeally
procurable.



ANNEX VII

DRAFT OF RECORD OF DISCUSSIONS
ON
THE JAPANESE TECHNICAL COOPERATION FOR THE
PROJECT FOR STRENGTHENING CAPACITY FOR
MEASLES-RUBELLA COMBINED VACCINE PRODUCTION
AGREED UPON BETWEEN

THE AUTHORITIES CONCERNED OF THE GOVERNMENT OF
THE SOCIALIST REPUBLIC OF VIET NAM

AND

JAPAN INTERNATIONAL COOPERATION AGENCY

Hanoi, {date). 2013

Mr. Motonori TSUNO Dr. Nguyen Dang Hien

Chief Representative Director

Vietnam Office Center for Research and Production
Japan International Cooperation of Vaccines and Biologicals

Agency The Socialist Republic of Viet Nam

Dr. Tran Thi Giang Huong

Director General

International Cooperation Department
Ministry of Health

The Socialist Republic of Viet Nam
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Based on the minutes of meeting on the Detailed Planning Survey on the Project
for Strengthening Capacity for Measles Vaccine Production in the Socialist
Republic of Vietnam (Phase ll) signed on February 1, 2013 between the
authorities concerned of the Government of the Socialist Republic of Viet Nam
(hereinafter referred io as “GOV") and the Japan International Cooperation
Agency (hereinafter referred to as “JICA™), JICA held a series of discussions with
Center for Research and Production of Vaccines and Biologicals (hereinafter
referred to as “POLYVAC") and relevant organizations to develop a detailed plan
of the Project for Strengthening Capacity for Measles-Rubella Combined
Vaccine Production (hereinafter referred to as “the Project”) (The project title was
modified officially after the signing of the minutes of meeting mentioned above),

Both parties agreed on the details of the Project and the main points discussed
as described in the Appendix 1 and the Appendix 2 respectively.

Both parties also agreed that POLYVAC, the counterpart to JICA, will be
responsible for the implementation of the Project in cooperation with JICA,
coordinate with other relevant organizations and ensure that the self-reliant
operation of the Project is sustained during and after the implementation period
in order to contribute toward social and economic development of the Socialist
Republic of Viet Nam.

The Project will be implemented within the framework of the Agreement on
Technical Cooperation signed on October 20, 1998 (hereinafter referred to as
“the Agreement”), the Colombo Plan Technical Cooperation Scheme and the
Note Verbales exchanged on July 16, 2012 between the Government of Japan
(hereinafter referred to as “G0OJ”) and the GOV.

Appendix 1: Project Description
Appendix 2: Main Points Discussed (as necessary)
Appendix 3: Minutes of Meeting on the Detailed Planning Survey
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Appendix 1
PROJECT DESCRIPTION

. BACKGROUND

The Project for Strengthening Capacity for Measles Vaccine Production
(hereinafter referred o as “Phase 1"} had been conducted to make POLYVAC
acquire the capacity for producing necessary quantity of measles vaccine
conforming to the standard of Viet Nam-GMP which has met WHO-GMP. Phase
1 had been conducted under the cooperation with Research Center for
Biologicals, The Kitasato Institute, former name for Kitasato Daiichi Sankyo
Vaccine Co., Lid (hereinatfter referred to as “KDSV")}, from 2006 to 2010.

Moreover, GOJ had cooperated in constructing the vaccine production facilities
by Grant Aid. Since vaccine production is necessary to adjust facilities and
equipment to method of manufacture based on the differences among each virus
of vaccine strain, facilities and equipment which are appropriate to measles
vaccine production by The Kitasato Institute were provided on the basis of the
contents of Agreement on Technology Transfer for Measles Vaccine
Manufacture in Vietnam between POLYVAC and The Kitasaio Institute.

As a result of these cooperation activities, POLYVAC had acquired a capacity for
producing measles vaccine conforming to the Viet Nam-GMP by use of AIK-C
strain. The measles vaccine has been produced to meet quantity required for
domestic demand, and contributed to implementation of Expanded Program on
Immunization (hereinafter referred to as “EPI”) in Viet Nam through the official
approval of the Ministry of Health (hereinafter referred to as “MOH").

Responding to increased incidences of rubella in recent years and necessity to
reduce birth of children with congenital defects (congenitai rubella syndrome:
defects due to mothers infected with rubella in early pregnancy), the GOV has
decided to introduce measles-rubella combined vaccine (hereinafter referred to
as “MR vaccine™) in EPI from 2013 for immunization campaign and also MR
vaccine is going to be used in routine immunization for children at 9 months age.
In this circumstance, GOV requested GOJ for the Project to strengthen capacity
on production of Measles-Rubella combined vaccine at POLYVAC in Viet Nam.

. OUTLINE OF THE PROJECT
Details of the Project are described in the Project Design Matrix: PDM (ANNEX 1)
and the tentative Plan of Operation (ANNEX [1).

Inputs other than indicated in PDM will be determined through mutual
consultations between JICA and POLYVAC during the implementation of the
Project, as necessary.

1. Implementation Structure

Implementation Structure of the Project is described in the ANNEX IV. The roles

2 e



and assignments of relevant organizations are as follows:

(1) POLYVAC

(a) Project Director: Director of POLYVAC
Project Director will be responsible for overall administration and
implementation of the Project.

(b) Project Manager: Deputy Director of POLYVAC
Project Manager will support the assignment of Project Director and
coordinate overall activifies of the project for smooth operation.

(c) Staff of POLYVAC
Staff of POLYVAC, who will engage in MR vaccine production
related activities, will iake duties of each staff by participating in the
project activities related with capacity strengthening.

(2) JICA Experts
The JICA experts will give necessary technical guidance, advice and
recommendations to POLYVAC on any matters pertaining to the
implementation of the Project.

(3) Joint Coordinating Committee

Joint Coordinating Committee (hereinafter referred to as “JCC”) will be
established in order to facilitate inter-organizational coordination. JCC will
be held at least once a year and whenever deems it necessary. JCC will
approve an annual work plan, review overall progress, conduct monitoring
and evaluation of the Project, and exchange opinions on major issues that
arise during the implementation of the Project. A list of proposed members
of JCC is shown in the ANNEX V.

2. Project Site and Beneficiaries
Project Site: POLYVAC, Hanoi

Beneficiaries: The staff of POLYVAC handling MR vaccine production and
People in the Socialist Republic of Viet Nam

3. Duration
Four years and eleven months from the day of first dispatch of JICA Experts

4. Reports
Progress Reports on semiannual basis until the project completion
Project Completion Report

5. Environmental and Social Considerations
POLYVAC agreed to abide by “JICA Guidelines for Environmental and Social
Considerations” in order to ensure that appropriate considerations will be
made for the environmental and social impacts of the Project.

lll. UNDERTAKINGS OF POLYVAC AND MOH
1.POLYVAC and MOH will take necessary measures to:




(1) ensure that the technologies and knowledge acquired by the Socialist
Republic of Viet Nam nationals as a result of Japanese technical
cooperation contributes to the economic and social development of the
Socialist Republic of Viet Nam, and that the knowledge and experience
acquired by the personnel of the Socialist Republic of Viet Nam from
technical training as well as the equipment provided by JICA will be utilized
effectively in the implementation of the Project; and

(2) grant privileges, exemptions and benefits to the JICA experts referred to
in !l above and their families, which are no less favorable than those
granted to experis of third countries performing similar missions in the
Socialist Republic of Viet Nam under the Colombo Plan Technical
Cooperation Scheme.

Other privileges, exemptions and benefits will be provided in accordance with
Note Verbales exchanged on July 16, 2012 between GOJ and GOV.

IV. EVALUATION
JICA and POLYVAC will jointly conduct the following evaluations and reviews.

1. Mid-term review at the middle of the cooperation term.
2. Terminal evaluation during the last six (6) months of the cooperation term.

JICA will conduct the following evaluations and surveys to mainly verify
sustainability and impact of the Project and draw lessons. POLYVAC is required
to provide necessary support for them.

1. Ex-post evaluation three (3) years after the project completion, in principle
2. Follow-up surveys on necessity basis

V. PROMOTION OF PUBLIC SUPPORT

For the purpose of promoting support for the Project, POLYVAC will take
appropriate measures to make the Project widely known to the people of the
Socialist Republic of Viet Nam.

VL. MUTUAL CONSULTATION
JICA and POLYVAC will consuit each other whenever any major issues arise in
the course of Project implementation.

Vil. AMENDMENTS
1. The Record of Discussions may be amended by the minutes of meeting
between JICA and POLYVAC.

2. The minutes of meetings will be signed by authorized persons of each side

Pt



who may be different from the signers of the record of discussions.

ANNEX |
ANNEX I
ANNEX [t}
ANNEX IV
ANNEX V
ANNEX VI

PDM (Project Design Matrix) (draft)

PO (Plan of Operation) (draft)

Overall Schedule (tentative)

Implementation Structure of the Project

JCC (Joint Coordinating Committee)

List of Equipment by Priority to be Provided by Japanese Side
(tentative)

| o



Appendix 2

MAIN POINTS DISCUSSED



Appendix 3:

MINUTES OF MEETING ON THE DETAILED PLANNING SURVEY
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« BIRFHEIZ OWTiE. POLYVAC & LT HREWEEIIZED 72 E 2 T3, A O JICA %
A 3—Zid, EBE—=H£TUIF v () bA-TWAEDT, §BDwARE—TF 2>
WTEEE LIEWEBEZ T3,

+ eIl B IR B OREEEERIC DWW T, POLYVAC 7 Lo PSR —h L, BEOiCi, B
WhHERRALES, BIRKERI —F 4 »ZICHETHFET, FOMIZ, NRA OHE MR T
HHTHERR. EELETER, BETERICLHELEELTHD,

BIREN I —7 4 T ICHETHOT, FOBRIZE, BAEMMS, K7e Py Mt
BEAEABFICER L ey P THY, XM ABMPLOLEELTUILWEBEOZ
EEREADIHIIZLTIELY,



3. PLOYAC MR UAED BWOR 7y S a— LG EDHBE (/\/ 17)

Hiliik POLYVAC

B BF 2013€E 1 H 228 (k) 11:00~12:00

HEE [HREAEE : POLYVAC DOFFE, BIFTE. K¥EOEKEME (S5, 8%, $H9F. R,
TR, RAERLER Y. GEHY 10 AHE - KAITEE)
@3 : Ms. Dao Thi Khanh (JICA ~ b F A HIEHATR)
HER . RIE=., EIE (A={Em#) ., Ms. Dinh Thi Van.Chi GE@ER). Ms. Tran Thi Hue
(JHER)

% BT POLYVAC &%=

[EEAak
<POLYVAC FfE D >
REMZET 2 L L bic, ROPFAERBRRAHD Z L2 LT 5,

<JICA B A »FRBE O >

BA CFHER, WERMO A v A—RE, A REEC OV THA,

%él

<POLYVAC B>

FRAFE NI R P a — NRIZEN T, POLYVAC AT YU #F DTN
Sy WELIZSNTIE, 7e—R | LEERD, R, HEERES. JICA TELTHZ LR
BWNWEEZTWS, ¥Nb, SEOTe Yy bTrk, BB TSRS LR EE R D
DAMSLHDHOT, REEBERICMbLD X5, JICA R M FAREBHLLEEE LT
=uy,

«R/D B4 T, POLYVAC A3, e ¥z MAR, N MFANSE, AARASEICHET 2 BHEHEE
L, FNEREEIRE L CRRBE2EBAZEBUETHS, TOB,. BRUOEEENED
X BEWTHAINEHZ TN NEE»E (B, B2 8,

<JICA H A4 FTB D>

« I =y VELITOWTIE, 2012 LA, FEREEERE L JICA & ORIEITTOBLAEITI Z LR
o, FERREAIE. HERELELT S, ZOAICHOWTIE, REE LTETS, HEL
REEN I = o VEREMbD S, TEENRTWAES AIZIX, POLYVAC & JICA 7E0FA,
ZLL, MEEOBLE, FORIIRIEELZONDS, 2B, Bl 2 £, HEEEERE
& LI=EHd e,

B ORBLER E OB T, FlREENEAT S L. ABEENSEDIZRSH, RD I
BU R MESTT, RD 25EBREEICIRHT 2 ZE T, FREFBEICRDIEELZTND,
ZOXEIITREL TS,

s ST AT, BIEED 10 HRE TIIREEOTHBFE LM 0T, < M ABFMOHSE
FITIBIZ B LTk, 2013 EEIIRMIIC &AW, HE L, BNoFRBHEEThE, 56 AE
WFHEEZ LB LM LiviR,

* R/D OFFHINA, R/D BABHIZOWTHL, 3, JICA KEOBBBEE L ThbiET 52
i s,

<EIEM & D> 5 OB EIR >

- AREOEFEHR (Fodos MNEE - AREMETAORYLERESR - F— 2 OIE, I=
v WEBL (RD FT7 MR & JICARAERA Y /3— (84) OF#H, (Ar3—1D 2 M)

cSBEFRRAD R Y 2 MBI (JICA X N ABEBERTERD R4 ¥ 2 — R EBEAR)

« BHARMSZZ TS PDM (B) LiFEDFE PO X)) RHHZ L, TOARE, < hFaflo
BEERNE & BRDESBHD Z IOV THEELHF L (PDM &, PO B, EFHNE - BR
MRE (8) » 72— X 1 WAL OISR, [Z oW TOERESR L),




4. POLYVAC BIFF M 5 DM ERY N/ A h)

Hilitipan POLYVAC

A& 20134F 1 A 228 (k) 13:50~15:00

HifEE M58 : Ms. Nguyen Thuy Huong (POLY VAC Bl &)
FHEEED - JENE (A E{ERRFE), Ms. Tran Thi Hue (EFER)

% B POLYVAC &2

ERA

BRI MR U7 F DM FATOERE - [HABERBE I BoTWNEN?

MBI BAE, TRTHENLDIRATSHY, BERZEORR. MR L LS, 2013FE056
2014 4F E£ Tk, GAVI OFBEZ T T 98N 5 0 METOALHBIZ LT, PHEMEITS,
2015 b MR T 7 F BN, EPL IZADTELL-oT 3D, 2015 FEOREATIR, £,
POLYVAC TOEAT 7 F L HLEITIBRE > THRVWO T, T F o E2MAT A0, #HEEHEA
LTERICAEE S ot R 22 o THETAND EL BT B, < T AITE, VABIOTECH
&S POLYVAC & [AHRIZIR{IES @ NIHE O T 6 Lt s 503, Z @ VABIOTECH
A MR U7 F L BREIT OV TRIEEIZIRE LT 5, VABIOTECH #EOEETh, W& TREA
MRS E L2 TVAEL LY, 2B, Z0O&ME, EPI KUV F U aRHH®L a0 T, fiiE
TEAOTHAVNE BEbns, BEIOSENEE L TWB U Y F i, HARBE, T4 (A
L BE), THITHD,

ZOFERMEA, POLYVAC b MR U 7 F 2 E4 5 LR T, RELRBRICRH M3,
b BOIMMMEETH D, ZDNCAHAT Py FAET &L, VABIOTECH DI2ED
Hix, WradBEZR4ELs, HEL, E2VHRMIZHLDPREL TR TE Ty, £Z
TEBEWLZWZ &, 38l BEKEICS B, ZOFIE W T—F#ELTELWEWNS T
EThA,

BIgA, N MFAENOD 7 F g A—S—3, 48H 5,

(DPOLYVAC, @VABIOTECH (Zh 5 2 #hhk, _hFLaddt#icd 3), @IVAC (=¥ F~+
). @DAVAC (¥ 5 v Mifi),

B MR U 7 F U OBOFROANMIEL. YO 6WZiRs RiALh?

B% : EPl THWA T 7 F o OMfE, AR E RSN, E< B0 nitiyy, 2015 %0 EPI T
D MR 7 7 F o DI, 0494 R/ F—X2/2 5% & RIAER TV, 287 6 = OB T GAVI
DUES A — I — I DEAT 206 TH Y  REFOTHERBN, REARETRELH L,

HE: 7=—X 1 ®FuP =2 T, POLYVAC BkBORENM L Rl 723, BIZREHMEA S
Xk o aildHsr»?
Bl THWETORARDIFHE LFEDENT T, MENKES LT, VIFVOAE oA
EMTEB LS Wleok, B, DTOARTEREAMESONERWEEZ 5,
B2, QA Tk, FEx=—yar (B A FRZETSEHOML, Zhik GMP 0% L
WEHIETHLN, EERBER+SIRFAFTThB L3,

Ef-, QA LTI, HILWEBRELWAENANEOT, GMP OBEFRESIT TR, QA @
FLWET, EEZTa R EHEEERE, TRTOEES2EIIZ20T, BRARETR
CELIWH, DIF U AECRINOREETICEDL >R a ARH 50, QA YR
BRI L, BEBTHA TS TERILIERBLLEBLETHS, RERL, GMPHE
ERDBEDIE, QA THY, T_RTHOEET oA ZHM-TWEZ &, ZOFHEEZZIT TS
TEM, HMEERDACHEoTHYTHD, QA T, ERICAERET AWM TRV, EE
DOEUERBEFERZ L, BEHETHHE - BRI LEFER LN LV GEEBmORESM L),
HBES VOWIZIE, RIBOEBOZ L2HELTWA I EBERIZID,

LEFHEMTLRERIC, AET 0 ARBSETELEZ L EToTWEEITRIEIWERES,




ZHETOTHME TR, ABIEESED > T AMMOREEN, =& 213, BulkEHEMN 20 A
OHHER ZiThu, EBEICEETED L HIThd, —F T, QARQCICETAHHME 2 » A T5%
R EiE, BN ETHIN, FEOEET oA NTREEIEPEE LY, (B0
AN A SRRV, K2 ET A0 TC,)
AATOTHEICBMNTES I LT, MBI > TKEAFETHS, . HAOI{LE 5

ST TR, BEOEEDRY FE-+SIZFATIELWEEL A, £, AARTONEIZE

N3 BB OEHAZARTHFESMANCH 5L LMW T, THERELRD TW Rl B
5, Ttk iiZ, Buk HEFOUHETIZ, bulk B3 T, MOEMSTOFEARZL, BRED
FEIESNTHE L TWEETIERES,

E LIS HOPHETIE, & X, PRVALVOBBOE T, ARECE#mEOUHE, £
LTHMBCITEM (FElH D 0L, E) OfHEL W EREERD,

B, AELSHEHICETAIMER., HARTEETDZ LT, QAT TiL, =
FFAOBUETHHERITo /2N, ZLOBERBMTEAZ L, BRABRPRITHINnI L

DOENRE) - B THDSEHERD,

FOib,
MH., M OREOENROERIZOWT, BN H 70, BEETHEOBEDETIT. i

BT Aol b, L LALEDL, #EOZ Ed Ly, HEoOFEL, AE»S
ITHZERMETHY, FOFHRIZI~6TAETHZZLRH D, B, BETH., MEEE
DBNERFIET AMIG 2TV, BEIZE LR R2TWA,



5. POLYVAC DEMEIFAREDRZ vy 7ML OMEFMY I/ A7)

il e POLYVAC

A & 201341238 (k) 9:30~10:10

HFEHE | BT  POLYVAC DLLTD 6 HDRF v 7
Nguyen Dang Anh {Eng.)
Nguyen Xuan Hoa (Head of Bil Dept.)
Le Quoc Hung (Head of Final Dept.)
Tran Thi Phuong (QA staff)
Ngo Thu Huong (QC Dept.)
Le Tuan Anh (Medium Dept.)
AL : HIE (A EERRHE) . Ms. Tran Thi Hue GEFR)

¥ FF | POLYVAC &=

TN

(1) B : 7x—X 1 070 Ve ? b CTHE LB ORRT R— Y R0Eilh ¥e, B4
Trmotom?

B : 7x—-X 1 D7uPxy FTH, 9, ORISR 2o, bbb, OlHER
I, @REEBYICED B, QEMEOBIEILR» TiThiul, S OB LT, A7
RV DAFOESE, EEBEIRAMEVSTRIT, HEVERERboT,

T FUoMERRBIIBWTIL, BEAEOART A RO A= — B LRV E
TRV TRl o 7n, —EE, R N ABEPHCH AEEEIFERT (N A I I ) &
EBELT, 7hbb, FIREBTIVIEZEL TS, HE, #EELARWEWTRWEE
b B, EENEEPTHEAL TOABREDIZE AL IOV TIE, M AERIICETEDES
A Anyy, BIERDIREEIC E@T%m—/%&#Iﬁ%%iﬁwxwauwm\o

ART =T R OETIT BV TH - 28I, W 20dh b, QAT A=<
HRIZALRWIE (6~8 BHEZESTB), ®E’;’§7‘_15'CHM%;{ ERTERNAALT R
—YRHD, FOBRGIE. A—H—0ERRIIRTLLI D @z R MFENI &,
THD,

EziE, =7 —ar7Lyd—aRt 280, 6 FIERAYTT UV ABRET, TOAYV
T RBEN, 1 EHE 44£2,500F Fr (0180 FM) ET 5, 2 AT 8550005 Ko
(}9360 M) ThHo, ZORBAEEITHLRERHPTH B,

SO TOC (LA #EBH : Total Organic Carbon) A% £E | [EFEME3 545, DA 5,000
He RFahhnb,

EMRELA—I—RRTHLLTITIHELD S

IOk T, BAOEMRESD/NERART A=Y O3V o R ERATERA L
WRERaRAMIRED,

xR 1O nd MTEBWTE, E L —3, AT =Y BEER TV,

5
D,

(2) POLYVAC fli0ZER &
Bedr, £HL, capping (IZBIT BRI, 1I0ml OBROECADLDTHDH, T OBRBIZHON
= N hﬂmmé&&ﬁ(lﬁ—z“)@t/f%ﬁKTéithTiLw =37 30
TF L EANDBEDTHY, £ MR V7 F ORI, 10ml & 2ml OFFICHGTE S
BEPRLOWOT, ROTeTxy N, BEEHE, £, capping (7 #{11F) AoOHRE 2
HEOBRIHEHRERLDIZLTIE LW (AT A=Y HE3 0 EF 7y s v OBBRER Y %
ZHIET, MHOBEROEATHEFRE L2 B),
iz, BET-TVD capping (BT JICA XET 2011 iz ANZ L O) Tk, T8
DH¥ vy v TEMTITODEN, v o T4 ZBEATLEIENWI ZERBHIDT,

Pk ok ah ) DHBHOERERBORTTR Lo L0, RENRKEFED 12,




FIAT A4y I POF v TEMTEFRINEBZ TS,

(3) fFEDIEE LRIz ONT
{EEBOREFEIL. AT AT THY . 1 DA 1~2 BOBS HIIT, 5~6 EORLH 5,
ATH, ATHEEEIRELTWD, b, #ERECOVWTIE, MENSMEE THEELE
W, ERE & o TW5, EERMIT, RXT 12EH 5VWTHS,
EEXRE LT, BEHP 2 6HD (S00kVA & 725kVA), REMEELL, MERE LA
Ly,

4) Fofd= A |k
Tx—R1DT7alz s M TARTZEH O ART RN T, BB NRER S 5 A2
ToA—=U DY RN (F) BERL, TREBFTESRY ELHTHDE (VR M HoTNA),
F72, BRPANTHRBE L TWRWS (2055, BARAIZERE SN D AL,
SEOFuY s NTIETHHEAMCE LTI, £MHORXS v 7iZik, E0 XD Rl
VB ERDD, RIS R,



6. POLYVAC DEIFTERMNSOMERY (/A1)

FHfEsE | POLYVAC

B B | 201341 248 (R) 9:30~10: 15

HSE | mAFATE © Ms. Nguyen Thuy Huong (POLYVAC BIFTR)
ARAERH : ENE (A EVERRAE). Ms. Tran Thi Hue (E#ER)

¥ 7T | POLYVAC &=

g dak

B DETOBEE T, WHO-GMP OH#FEIC S DL I REEhH o710, [FREAFL TS
M

F&  BERH - TS, BEAELTHE, 2, EEToEVEORS, =
NETORETIE. 3E/MThHoTobON, | @mM~LEFRIZRof, $-, EEEORERL
INETHEHE VM TIERI-7A, LVFELgot, WHENTOMEEORE, i
BREETOSoELAR, Iv 7 ADTEAREORENELL o, Tz, VT
— g YOBEEIZ DN TORENE Lo,

B Bit, “hFA0U I FUoEECATARIE, U FUoREHTRTIEEERH o

[BIE . W OMDEERH B,

OBEERRICETIHEN 2012 FZEb o7z, TRETO LD, 2007 EDE | BRETH
Do THEVFELL 2Tz, 2012 FOREODHFBEIZOVTITIMRTH S, T LWEETIX
AR OBRIBHENR B L < 2 o 7=,

Q=TT 4T FAEABEBIITOWTHH LW END D, LB THE, Zh
E, BEEO 2 BEBICE S L0 Q011 EH DN 2012 EOEIE),

BT 7xe—X 1 O7aPey FTIE, AZ v I7DEEL-NORE GREIMORIT) 21T7-T
WS, ZHEHEREL TWAd, Eiz, BRIET D Z ORI ?

EE  BEHORITIIR L Cnd, 7=2—X 1 D7y FTiL, POLYVAC R¥ » 707
DOEEv=aTAEERL, 8EH - THEEMRL CW5, BEBAORERBRLITH B, #
BEHE2FTMTA220THY, RF v 70RIBLOBEZMATHTHY, AR ETH
B, =& A, OMP EHIBIZ YW TONMEZR G U7/ B, THER THICIEN A3, s 25l
B e EIET 5, EMESEN 50%LLEDEE, &L L, 50%DLUTOHEAR, BECTHESS
R TIRWITRY, FLT, ERRENOFME LT, 4 BEOL~ABRESHATEY, 2
Uz o TiE, BERERIC Lo THI5, HELSAVOFERBIILTOEEY (L-LOEWIE
t2)e

L4 A TERTELLLEBIZ, MMOANTLEIDHZENTED,
L3 AR TERBTE S,

VL2 D NDFEE O T T, ERETE B,

Loyl TRIZOWTOMELIMEL TW5S,

REEREZZ LT, KOPHEFEZZT TN 2,

B : POLYVAC O —AL_—{Zt, @k, A 7z FRY JF 2SI L 2E R
TWAIZERREBENT BN, FOHBEIHEOMN?

HIZ A 7N O seed virus & 2011 EIZIED Z LN TE T, BEZEEOT, BENSEDL
MIVEITOHETHD, ZHETR M TABENOZEOTF T, 3 2OBERY 7 F RELT
ST&ET, 32051, OPOLYVAC. @VABIOTECH, @IVAC THh 5,




POLYVAC TiZ. $/LOfl (Vero Cell) %~ TH%, VABIOTECH TIX, F#BIZERFE-T
V™A 73, primary kidney cell T, IVAC Tht, B®D SPFIIEHWT, DI F BB LRIV, 3008
B, ELAEEFMEEN TS, 5%, UZF BT, ARSI LT, BT 5z
LBVBETHLN, 20BE, WWACHEEESNS LE D, 2B, ZThid, REAOFEHIERS
had,

B : POLYVAC O FR— LT fF38, MMR U7 F o2 Linw e RN H 20, 0
D

EZ  MMR 7 7 F gL R L TW5H, POLYVAC (21, EHiEBsHD, T hiBERATE3
ZE, F, MBI, RETIERLS, AR TAREIC LW T, EELEWEEZTH
B, BUERERRIC OV, FEMHTD 750 F F—XDELEREHEHF LTV AN, EECHE-T
WABDE, FO3 5D 1 BETHD, (EPIFTOUZ FroERoMERIT, BRKT320F5F
—RATHDHEELTVWD,) MMR OREENTTHE L hiE, BPI 772 277 F AN T/ <. BH
JRFE LT &8 X TV A, POLYVAC BFTARNEIERR DN OE D RERAZRY & X
TWha,



7. UNICEF ToOEEm]Y N/ A1)

i UNICEF
A B |20134E 18248 GK) 14:00~15:00
R 35185  Mr. Craig Burgess (Chief, Child Survival and Development Program, UNICEF

Viet Nam Country Office}
W3 : Ms. Dao Thi Khanh (JICA X hF AXEIEETETA)
AR : ENE (A E{ERLE) . Ms. Tran Thi Hue (E@ER)

il UNICEF

HRNE

(1) AEMEH S UNICEF #0810 (FEbOFIHERE (BRESoRER ) IZBhEL T,
UNICEF BHEET > TVARFEMIZEOL IR L 0B HE ), JICA HEMD R (5%
POLYVAC # %I EFED MR 7 7 F - 8SRNCET 2HIFW A7 =7 FORNE%E
AR ML EHETDH LR E) 2R LR,

(2) UNICEF @ Child Survival and Development Program B ¥ 75708 OFARLLT O LB Y,

UNICEF i, X b ATH 30 £MIETH L C 5, EEEMO [ 2L LT, ol Lnh
LoofEE L TW5b, FO2MZid, WHO OERIER & —#i2i7 ) EibH 2,

TRHEMEERE T, 4 >OEEFEERH B,

B 11X, equity coverage TH D, WBOBIEICFIT T, BEOFHER L 7 KR v 7 2FH
B H DN, B /¥ F o —BRET B E - ASA—F BT, FEVAT
ARG TIRWERD D, 77 EAWEOLDOIEREED TS, T L ERRIC, holistic
e FETED T HSERL D,

# 2 1%, vaccine secwrity (V 27 F L OfER) Th D, B, 2,000 HH 2,500 FDT 7 5
BRBETHY, VIFUOMRBERTHD, VI FrOMEIZBWTHE, GAVIT 747
AOFELHB, VIFUrOREMBLEETH B,

B3 13, BEWERNTT (outbreak) DFRETH Y. MW TIX, WHO LHAIL T3, X
T2 R U ADTFHICET 2 F v =0 & {ToTWD, R Y 4D F ¥ L ~— 1 T, JICA
NoDIENH T,

Ha4ix, FELOFEHERICE L, Communication Development Strategy 2 /Fii32 2 &, &
TRRE R EOT I DWW TERIFEEEITH 2 - TH B,

(3) E D
UNICEF @ Mr. Craig Burgess 75, LT ORI DWW TOEMRH - 70T, [ CE Atk

THEIZE L,

@© HEETHUZFUOREII.MR 77 FETTHBON MMR IZEEN TRV D M,

@ vUZFUEHOEHIZE, WHO @ Pre-qualification % %11 20BN H D05, ZHICBET S
IETEH B DD,

@ JICA FREMIZ. SE. FOEBEEYHET O (ZhiZ2W T, BREEORIKEEI
Ui, BREESRFENSHD Z EFHEFLRE),

72¥3, Mr. Craig Burgess 2B id, B TOAPNIE 7= b EI DL DEEEZIT 2 (EV&AT v
A FAVE L BERET TS5 NGO DIEER).

Dorothy Leab

Country Director

Human Resource for Health Program — Leader
Agence de Medecine Preventive

26 Nguyen Van Ngoc, Ba Dinh, Hanoi, Vetnam
Tel : 84 (0) 432115771

Mobile : 84 {0) 1296921 181
dleab@aamp.org

WWW.aamp.org




8. NIHE (EXfi4&PHZia) O EPHIBSFMALOMERY (W A7)

RS | NIHE ([ESIfREE S %2R
H B 201341 H 25 H (&) 9:00~10:00
HUEE | WM : Dr. Nguyen Van Cuong {Deputy Manager, National EPI, National Instittute of

Hygiene and Epidemiology, Ministry of Health)
M5 Dr. Nguyen Dang Hien (POLYVAC FTE)
A ;BB (A EAEREE) . Ms. Tran Thi Hue (ER)

B | NIHE &&=

RN

(1) MR U 27 F 2 O#ATEIZDNT

GAVI 7 F A 7 2 R LIo 5P O B TIE, 2013 EORMEO 3 1 H (10 A~12 B)
MmE, MR U7 F 28 ATHHE THD (GAVI T I 4 7 AOFBERELANIL, GAVI
T oA T U A~DEBIETEIZONTIE, 204 ESOMR 72 F48Fh 5,

BRED 7F L OEMIT. £%RIMABRL S HABICERLTWAA, | [BRAOERY 7 F
YEMRIZEZTWFETHS, | BEHOBEFHE MR 77 F U082 2B, WHO A%
NEBRFLCNAEY OXVABOEREOFNLIWED) THY, ERGAVITFA T AD
FELEBRTH D20, 2013 4FEO MR U 2 F U OMNBREL, 11 805 15 BE ToOFH%
HBTHDH, ZOEHIT, R TEET S,

AT ABRFE 2015 SELIE L. GAVI 794 7 ADHERZIT -V EEL TWD, 2015
EPLDFHERTIE, OVADPL I0RETOFELMNHGE L LD, GAVIT 74 T ADE
BEFONLWESE, NN FABMFS, MR U2 FUE2RATAHRERELS,

POLYVAC C® MR U 7 5 L BUERIATFEIX. 2017 FTH DO T 2015 Fvb 2017 FE T,
MR 7 7 F % & 3PHET B0, BIFIC L » TRELRBNEETH D, 8L b, BFES
B2 NeTHDH, MR V7 FUOENEENSHBISNAE T, MR U7 FUflEic
DT, BROFERH D Z L 28T 5,

(NIHE 75, 2014 S 2020 EXTO MR V7 FrOMERICHOVWTOF—F 2 AFEL
=OT, FNETRIZRT,)

2014

2015

2016

2017

2018

2019

2020

MR V27 F
D[] L F R

23,344,728

3,080,016

2,413,581

2,615,445

2,646,380

2,678,592

2,710,735

(2) ERFMREAT D 7 7 F 2 OEEOIEFEIT2NT

INETOEEL. POLYVAC YD U 7 F L fligA—H—p8, Bgax FEEELT, M
HEOEMME WMINERR) KRET D, BHEOBMMERS T, = A MOZYSMEEHEL
T, BNEOT 7 F o OFEERERET H, —fFaic, THihg s ks, £FEaRA b (A—
F— R OREMRR) PHEMEE EE - T 58580, fiisigicnsd, A —I—RoREM

3, MRS L D ZWERIE. CORWEESERA SIS,

(3) BB L B OREFEDT—#

: 2012 (asof
Unit 2009 2010 2011 Dec. 10, 2012)

Cases of measles Cases 5358 2809 750 450
Coverage of immunization % 97.0 978 96.5 95.0
of measles

Cases of rubella Case 1573 2300 7259 115
Coverage of immunization o . . . .
of rubella °




@) FHREFPOZERABICERLZEGS, BE2 Lo F L RETNEEERH B )S, NIHE 2
., POLBWDOAEOFELRBEL L TAENTWHENMNIODNTHEFT— i3k 5
M
FOEHRT—FIZOWTEL, NIHE TiREELL AW, T—F 2L o TWABFHENH D, 2012

FlZ WHO OFEFZIT T, R—F I L HOhRRIR L~/ A THOHBRHR T, £0&8C8Y

HPES ey FBREENE (EiF), FOREIZET T — 200 - M, TEHET

b\;‘ib\o

(5) NIHE O in—AL_— VD HE R D & | EPI AR OBYSED, 6 FilE) 5 s FEICB 2 TW3

LI THHH, HMLI=OH?

HhEbe, HAEERTHILEREN (=—ZA0REHY) BRMERH T b0, BRFOMERED
T, 1981 E0 D 1997 EE T, 6 FREANR ThH 7, BEFFEAO Y 7 F ik, ERME
TETWeR, BEFHEOR TR HEDRhot, 727150, 2003 E1E GAVI T FA T AD
FEAZITT, EHi L7, Hib (f 7AW b Hl=t 7RYE) 77 F iz onTid, B
AELE L TWRWE, GAVI T ZA4 T U ADIIERH Y | 2010 FEb b EPI SHBRIC AR o7z, 7203,
1 UL FOF L ot FRIHFRIZEF S I TH Y . Zoi@hiz (1 BBl ED A, 214) EPI
WMBIZIE, abrZ, FTR, BABRERHBOT, S5 1 HEETHS,

(6) U & F L WEICETAER - BEICSWT, &, TERH=ME I Mo T

TBARWNERS, BRFOFEE, U7 F o oENEE L EA~OBETH L, F0ED,
WHO OFF¥E O T C, NRA @ 6 DOMEEOBRIE L EHR T A 1208 LT3,

U7 FUBIEICET A RAFOWIEYR H D, R O 2020 F£F COREREET, I OFEE
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