w1 1 Tu 2 wi

Y y <
AuaNvzIaNIzaQUnIalnnls @18 w. 1 149/67 (Wu.)

NUYLaY A. 6505 -M - 67 -S-0049

%aéaqﬂnscﬁ Enterovirus Type 71 Vaccine, Inactivated (Human Diploid Cell)

YUY Pre - Filled Syringe, Vial, nasq

1. ANANYUZIANIY
1.1 Saquazasdlunislday MdwmiunssduliRngifuniudede Enterovirus Type 71 (EV71)
ietasiulsmilowituan (Hand, Foot and Mouth Disease : HFMD) ﬁﬁmmqmmnmiﬁwﬁa
Enterovirus Type 71 (EV71)
1.2 prudnwagluniunaia
1.2.1 Usznaumemendifty Ae Enterovirus Type 71 Vaccine, Inactivated (Human Diploid

Cell)

12.2 UIAANLIIRseN axdvualunisdamusazady
1.3 auudnwarluniseenuuy  Wusmuiurgneudvnatu MWaadindande
2. A1sUIIUaTiume
2.1 e1ussylunsusUnaiin
2.2 RANUUNTUTUTTIRBIIEY Foaniyniaen, vunaneiuss, Yuwde, Tununeny,
laviindn uastaemzidousiiiue ededaiau
2.3 LUUNITUTIUAYIUIAUTTY azimualunsiamusazads
2.4 fuviesieaiimusiunaudause dridsruaumnnnit 1 fiuvie axdeudursiiauazvuaiiedu
Guimsildidiuiiuve
3. darviuadu
3.1 grilauespsiindngiuldiunstunaidousnfusnitesimireluusanalng vesnszmsas
as1saugy oniunsalueniindamundusiiu insenssansisaguiuses
3.2 fasiiniadesusewnsgrunsdnnamdninnet uarisn1swdniia (GMP)
3.2.1 nydludnludssnelng lsanududs desdividesuses GMP vaInszns1@15150dY
Tumneeiauee
3.2.2 nstlenhidnndnusemea dedinidideiuses GMP velsaulndn 1nUssmedngn
3.2.3 asalihgnananelsenawdinuiussylulsemalve desdindsdosuses GMP
ludie 3.2.1 wag 3.2.2
3.3 finfadesusesnsnialinsizsivadlsanugudn (Certificate of Analysis) nsafuenl
thuUszneunsiinnsan wieiiduieldiunisdade
3.4 fpaiivtisde¥useansnsaninsed warlunaniuvamdavesansiaiifidusend Ayues
UTENENENET WazuIengndningiu
/3.5 giliaue...

aouRanwuzlaWIzdRUnTal a8 W. Y8l wu. ﬂmsniiumimsiaaammé’nwmxmwwﬁaqﬂnizﬂmﬁ ae w.
3~

| G Us851UNTIUNTS ', FL PRERTSIREENN (50 | o v RO U38571UNTIUNT
B = i NIIUNNS VU, oresssasessigy e s
WM U Dl nssuAsEunumizelal NITUNTHUNUMAIANEINGINITAAVIYNTS
23 ¢ 2565 nssunsEununiely

7/ P oo nﬁumigﬁ}muwﬂww

- 1 8A 256



v 2 Tu 2 wih
149/67 (wu.)

%aa.aqﬂnmj Enterovirus Type 71 Vaccine (Human Diploid Cell)

) v <, a4 aw & v oa & v ° '
3.5 gniiiaue seulugnuivnilugndnviodunudiving
o I a v -
3.6 Yo9eguMmhuIEneUNM IR IARBARUNTULTIUTTY
3.7 ongvessnluiudwauves feslitdesninidmualilunisdamusazase mnladldfmue
d 1 4 ¥/ d a 1 9 1 a - o 1
Reoulvenguesenld azdeuduendauuailiiiu 1 Y luiudsves
v Y v a < ady w v &, da v &£
3.8 guwsesiuinvaunaniudsuslunsainlnavuneny iilueniengnisldaueniu
< ¢ vy
WenauszlenivesiUae
4. 3/N13ATVHOY  ATIVARUAMUAMEN YA ULaznadiasizenlude 3.3, 3.4

lanwuzian1zdaunsal 818 W. Y99 WU.

'L PR | ..o, G WD.NBY WU./UTETIUNTIUNT

WD b= s SO 89 HO.NBY WU./NTIUNIT
(5193 uyie)
WM e 77 S i RS wndwns sw.e.U.5/nTsunsEunumiagly
P —————8

(USAST @UAT )

23 WY 2566

AMZNTTUNIIATIIHDUAMANYUZIANIZRIgUNIAlN3T a8 W.

.

Wi scossnnsnammessosnunessssessssiinssssesivssad e saas s otusss 04 WO.@IANU./UTLEIUNTIUNT

4 o
(181 WwgeAn )

R R iy ND.NDI WU./NTTUNTS

[

( $159RANA AAladn )

WM LY s uun.Usean wu/

(#3795 auluaun ) NITUNTEUVUMEIAETINGINITARYIYNTT

T09 UUALAIN.IN.55.6/

(nuuilvg dwdlaAu)  nssunsgunumizely

YURIRY T TR %’7‘9’:"‘( ................. Wndwns sw.0.U.5./n55uMsEunumeldy

(USATT @3194URT )

- 1 5A 296

4

LW v o weng gy 8
fuinuaznwntiuioyld Wy

aeydi@ snwuhemiade nannu,

# o 0446.13.40%7. 0. DL kb

T

gy i 3 e T




