il EEERENE

aws & Regulations Database of The Republic of Chi

U £ BT AR T
SETFIET: N0 01 ] 31 F

;@’J‘JJ[@F‘{@*',Z?'FT%FF’{[EI‘J**{l ﬁ"é[’ﬁ\@g'@%ﬁ[mﬁ CURSE AR A ]
BV 0 DI I A B R v @F&ﬂ I
ot U P TR R R g

57 1 f%

FRAEAFEY DR o P RB R GE RS gkl - RPN LT T T

T AR %&’ﬁp‘/%«gyf@&t I zler FAFRRAVIS -

= DB PR SRR EIOTE R A O T e A
RLEIFVIEAE 5 SR VR RL CR R ETE“«]E'JHI"QLIiﬁL'/ElW?%'W [y
RIS 51> fipe s FAYP (U > I SRR 5 Ao ERE il
TR B F‘/ﬁ"‘J RRANE SERE S Ry GG £ -

T UREEBERL L AR PIRD R R R B P TR S (U
M FEFR) oI e

57 2 f%

B or 'E'%ﬁﬁ[%ﬁﬁw Vv
[iigmy{v[ﬁﬁ SRS b iﬁgﬁﬁUF‘€JE‘$

- I@@HﬁV%@Wﬁ

= @ﬁ@@ﬂ%w%ﬂﬁWQM

S TR UR BB~ R

Sl ‘ﬂ@@ﬂ%yﬁﬁ

OB ITROREEY T

S B R

"R YEE

To BRI R

1 B P

1= HEEEE

S €SN

1= Ak

TP B, RV

SISO i UplEabs

oA R R

T PR B LR R R

4 ek

e
£

57 3 I
@F'szprﬁwlﬁ*ﬁ ERW 25~ 5 L@Wﬁ:”ﬁ YRR
EITRUR 2k 4euhw P SRR 5 53+ i SRR T2

@F'Jﬁ i’ﬁﬁkﬂfﬁ AVRUED F‘lf G E“WE'@“’HUJ HE (FVASF[AT (™) pYgef 1TF
IR T (REFIET) [IRE ) R SLERS £ O 1T
PIEPURL ~ FAYIR ([ﬂﬂ[”ﬁﬁﬁﬁ‘/# FAPENR (DNA) @F'[) FvA :EFF' | R



r?ﬁiﬁ@ "I (combina-tion vaccine) | P/ E RIS EA oo El ljﬁﬁuﬁLﬁFF[
Er%jﬁclﬁfj&ifif TEPIFT o
S b o L
(=) FL*I%J’QL{‘;@ =4 —rru L35 iﬂ‘fﬁ,‘ S ITEES P&/F A ﬂﬁi?ﬂi@f—’ﬁlﬂz‘ﬁ’i % [ ;‘[F[
A I ?’@ﬁ”%‘iﬁ? FIEEE 1A [ IS ROR B - P ROR B0
T@ﬁyju@I IEI Iﬂ&.g’;;@png[j ?JJL P ﬁleﬁqja"gglﬂ HE%HIE FITF ”F' ﬁrﬂﬂjrbk
of »@hmrﬂ;ﬁg—p Yy [ F‘T—‘F”Wﬂbﬁ Jﬁfg@p Jj AP
1 R Pk SRS TR 1 ﬁ[,f#’?ﬁ’%ﬂ%uﬁf'
2 FHfEPEr = EH%H' u ﬁfﬂguﬁfﬂ{“&? SEH] o
3 RS IHﬁEg
4 IV (B ) RS
FL;H%%FU“ ';;i/&:’ﬂ';l_i.] (ER =N ’FL*I%QF[J% FE] bﬁ TR o tﬁf‘l [@ s T if 4149
(:iﬁu)r II% o
(= ) FURIZEpVER FJ
T;E\Ep}‘ﬁ CIETRUE ) MFE D« RUR sy & pore ¢ (cp;ﬁ{ﬁlﬁ J%Wﬂzﬁ‘f%u%) F"’
(50 68 WSS Y R - 3 ( tli?{fa‘?ﬂ P E”ﬁﬂi) Q%FIJ%&H%‘EJ A e Yt
E'ﬁwﬁ[nﬁ&“"ﬁf“?ﬁwﬂd sy 53 10 2 LR B ST ) |
)« F AR 0 (P ESAOBE {3 (2 AP » (R R b O 7 7
IR PP -
() FORIBEfiog f -
| BRI A AU PO - WS
ISR R TR b TS A B AR BT
¥ i 51 P O URGRC  DARATH F JP ) ﬁpﬁ:tfgﬂ@
P |EI75$ LB AT N R [ ERROR . ﬂ RN
J F\/ T [’F‘J FA o
2 g TR
~ I > PEB S R () ISP
(1) ZIpf E‘ﬂ?‘/@fﬁ‘ﬁm
(2) WL
(3) R P A A5 T
(4) PR UL » A » B 7
(5) TR
(6) i (AIEESS
(7)) 4= ﬁlﬁ@ﬂ—ﬂ%ﬂﬁ?{%ﬁ%%ﬂ‘ CERIREZZERRE)  (Sodium Dodecyl
Sulfate-Polyacrylamide G-el Electrophoresis, SDS-PAGE)
(8) — A= 5 (1D ¥ 2D) FFt BRFEIIAT
(9) S TE (HPLC) -~ Sefflgtmik (GC) -~ Atk (LC) ~ poilb et
%’%7’}1"? (thin layer chro-matography) %‘“?‘,@%’%ﬁ}ﬁiiﬁ
(10) ?I?Zﬁ*‘il #%‘JFF JifT
(1) "] lf?ﬁ”“lj?f»“‘ﬁl E B¥Q§W'J:“EIL“FE'TA§§EIW WL PRV
-y 05 SO I i + TR 7 T~ e
iﬁﬁ?ﬁﬁfﬂy{ SR SR SR O T A
(12) E‘Hﬂ I“jﬁ’ﬂ! IEJ@?J Y2 PUEE (multiple antigen peptides;
MAP) Fasr&- ** (SR FE R (SEHYRUR3E » T AT poPocl = S 1y
Bl o S5 il £ o H SR o F SR PIpvRL - REPIRORERR (1]
== WH[*T‘ZP& FFPIZT) o SR E PPV e
3 4 i
(1) ﬂaqa"u{e[gﬁfggfj;f\“sr[g%p;ﬁ]@ AR o R Tg@ s R Y

il



Bl élj?ﬁ CIEP W) 9] F‘,fﬁl :
A S UETL ERITET (Western blot analysis) Fo skt /g3
P (enzyme-1inked imm-unosorbent assay ; ELISA) S EEHNHIES
B AFMwErET T
Cﬁ&ww@ % R
”"’fﬁeﬁﬂ
E F‘iﬂ*ﬁﬂ (Electrophoretic Typing)
F PR
G H‘ﬁ‘ﬁﬁ
H 3§13 (Titrations)
(2) TEHEfRRBEY fy[%ﬁ’b? T
f#@%i?ﬁ*” i*ﬂ@ﬁ%ﬁﬁﬁ‘ ﬁﬁ'%ﬁ’fﬁﬁiﬂ l";’FE"%EJ PR o PR = ?Jfﬁ‘l‘ﬂf??ﬂ
Bl (ffff’i,m &) o IR A A o %ﬁufnﬁq{ﬂl Lt - Eipe
PF[!I IR s %Vﬂ%f@'l‘pﬁ@” P il Eﬂj“f%tﬂ#'if/‘m@
S T AR

57 4 %

7 @Jfr ﬁhﬁg[%ﬂ/ﬂg‘giﬁﬂﬂi :
rg@» PR Vl,{n[ﬁgglﬂ EHﬁEUF”aL}%' NS j—’rj“EuPFI[@TF; fﬂ’ k/ G T F‘—H IF‘
i e 2 ?Eﬂﬂﬁ'ﬁﬁ@#ﬁélﬁ@% (S OP) &¥f]

HVEES

(=) A RO BRI A (3L ARl ~ DA R VB - 1050

PIT ~ URTATE IR o BPRIOREEE fPA  ALeS 2 Y
Ffify (AR %Eﬁ%MW@#%ﬁbwﬁﬁﬁ<Q“@#>aw?

(=) ESpOR St [ 5 SR IR0 2 IR FIRRDER ~ ek 0 B0 P e 1ETSSTRV] ~ R TR

!

FER G P s BT FI—T—HF Ell?ﬁl'ﬁ ’JT?\F??JU/%F'EJ?' ﬁjf—"lfﬂy?fﬁ SEay S
T A e 2 = VR BE > B f"?ﬁ S T s P RS ’:%;TF
FERY STV E [ (BRI o

1 RS IEE e 11"?4 £ pUR B BQJFF#F?IJEJ/ %] ?EU:*“‘J#@*FJFF‘ frE A
0 g o PO (- R @?@%mVnﬁaW@'iﬁtﬁ%o

2 ERIE fFUE'in?%‘LJiﬁ’FU{@[%?ﬁF q?r!]ﬁ»“ ﬁ’fﬂz%@ﬁzﬁﬂ Eﬁ LRl AR ER
> “"'??E Pk o~ PRI W’A‘“WJ ?iii'ﬂ**[ ARIL AR H@’flhlg[l“
ﬁ”’?#l eV glipipre CRTONHRTRR W%'*Dliﬂ VeI R

S -

3 gw;'ﬂ'ffk@ﬂﬁ %@@rju@;}pﬂg‘“ﬁf : 'E”ggiﬁ})ﬂfg FITE RBP4 YRV
(U ES b SR ﬂ_T S P i ?wal}{kﬁ«[? & Bovine Spongiform
Encephal - opathy (BSE) Poev > =2 ng*ﬁ#ﬂﬁ

4 FI‘%E?’EE AJ 71[_Hﬂifp|£}wﬁﬂﬁ9ﬁrﬁﬂ

WA - (A Y R I AT SR S
@@:ﬁ%w’@ﬂﬁﬂ¢mme’%aﬁw%wgﬂo

(=) E*J?T}){V] (EIJ}‘: &[E—H/ Sﬁgj

Wﬂaﬂﬁéwwﬁ EEIA G VT 0 8 (b PO R R
P 3 mfﬁaﬂ

| BSUECINE LTS

2 ‘*J#qu@%ﬁkﬁd I mﬁ] t%c’glejvffﬁlgé]

3 Gt L

4 BT VIR - IO SR

5 PREHEFT 2 RS



6 BAPHIG RV
7 SHRUSTIOR W AR ) pIR
8 ST %J]ﬁ} EJﬁ:EF[F | fﬁﬁa?jﬁbi’%%ﬁ

(=) T
ﬁﬂ#@l@yW? APERRIEREAPORP] SO ORVR i (I )

| iy
2 PR i i o e
3 FHEEGR (Seed Lot System) ElfJFgfﬁ“tE‘gﬁﬁ[
4 iéﬁﬂ%@ﬁﬁ'ﬁliﬁ%ﬁfﬁ
=) A
APaFE=Ek (Cell Seed Lot System) : ’f??ﬁ%’ﬁﬂ%%f% Poapie ~ i
CRLESE ~ M Jo B P97 VAP sap af D s e o iy -
1 % Poapia
(1) s Popopor ~ Gofk ~ SRV ATR 15 FLNEHG (BRI - 2 s
FURURIBEf I Pospiu e G Pruds < ERREREEE R y-p) -~ =
SRIOVATA B PO ORI RL é?wjyﬁﬁﬁﬁﬁﬁ P
F SRR PBT -
(2) RefRH 57 SRR P » 5 SRR AR > i
A HIEEROENF
B P
C % Pi[~Sie (RPES)
D PRI 1B (TS
E s puiatg=10 ( tliﬁf“"iﬂﬁﬁ”ﬁ%‘ 2 )
qipguﬁl[%ﬁﬁ Mg (fE f' jﬁ“ . E)Jf@??j)
G TV
H pitrdoapugss (G D )
2 plpA
(1) St AP S ErP R o BT [ 91 ey o= BefR IVASSEIR ~ PR S
T ] ][
u>wﬁ®£ TR L5 S R A 2 P SRV < R Oy
ﬁw:wgmﬁmww>*Wf¢v
A EAPIROPIFE Y g R PP PAT R
B Fﬂjl* FLEIE I',M[ngﬁ%fﬁi%ﬂk b B JJTP B
T PR Al R e R (Bﬁ{{?’aﬁ
LY A PR e
?Jlxvlg[qu; SRUEA) R
F AP TP e =" 7 sl o 5
(3) AUtk
SO TVl 5 S RS SRR PR R R (Diploid) AP
FE o

m 9 O

A *;ﬁE‘EW T E:,J}““IIE[H F[Jﬁ*]ﬁ*ﬂﬂi EI;[F Fuj,',’?&ﬁ&é«‘g E[l s FEREEE Y
POt i wwwfiwiﬁﬁwmwﬁw 1=t S o
ORI -

B o m s i :,J;rfffﬁﬁg, ’FE'T F‘E SRR R # i
s PR R LR 2R S AR g e T
3 HL PR SR AT R
BIIEEAT DNA B 0P (IR DNA O o BT Tsrlift = AP > o s



DNA VR Il e - EWH
(1) = A - B iR = Aoy ‘ﬁ'%%ﬁfi?vﬁu‘ﬁ?“ FLNE] ~ Aped et
PR RN -
(2) FPEE5F (Gene Construct) = R iz A V3 ﬂ%‘ﬂﬁﬁ“‘ﬂi K
@ﬁur’%ﬂqﬁl © AR IR - AR I/%jé’j[ﬂa AR
G WERII
(3) BV - R A ERREYE| ﬁﬂ?ﬁﬁyﬁéﬂé?@”ﬁJFj:F'fJ%F‘EJ I BV ER
s Pt Ko gL ?EI*JEL PR SETIEBL N o R AR AR Bﬂﬁjﬂ”%’
ﬁ%\'?ﬁ S R Y Ei IR W?FE‘F&'
(4) WA - EPRE ﬁ?“fﬁ?'ﬂﬁdvﬁ'ﬁ A3 EIJT PR BV
~ I L ﬂgr”ﬁﬂi}g I FRPE T AR ﬂ_,gfr N J;:&U[ﬁ[
(5) EREAMORR © TR {UR 5 S‘EL AR = 2 pu TR V@“&*‘*ﬁ“ﬂ FEH
TR WL G T F‘,* AWt Copt ?ﬂyf{él [P ) A RO o
4 AP R RV R O PO EIJ?H SFA R P > R
SRR Y AP EOR] TSR Bt PSR S A TR o
A T SRR o FR R l“bﬁlﬁ[%ﬁﬁﬁ » IO SR AR S AT
REARR R AN
(1) ZEapvarg (MCB) -« EfRHH PR I [* A 9 ARl 1L -
A BHLNERE QJFFFF”%E‘“E[EJW?%'W EVRLIR PRI T APV RRS A'* F”,ji?}
LR SR R - BB MEI’“ U A SRR F' E'E'JLH
ﬁ“giﬁﬁﬁ‘l?ﬁﬁwqa‘[ﬂ 920 At - R 2 (R [ awE“iwﬁiﬁH

(2) = (S (WCB) : ’T%%ﬂﬁ“@ﬁ’@ﬁ@?l st 2= 7 (e VA ﬁJTFfﬁ
(ERp I b ) f%ﬁﬁ*ﬁbtﬁg[g N AR Equjg,, I
=l '“El’ju}?;[ I,F[ﬁi_[ikk/fﬁj [ESAT N A < u]%[lﬁ] =AU [l = E[quﬂ?;[ N
RNy FEHVE[ PRI FURU I oy o 0 Rt 2R il
H“‘[/ﬂﬂiﬁﬁgﬂjﬁ o

(3) #a S‘F}pﬂ e (End of production cells; EPC) : @Al e [HAs 2 &
“Elqcu TR NP E Y - gt o Tt RV ASHREER

H@Ft' Vo 'JFE?JJE[ ]| i N 51 L R NV I S LD A

Il Eﬂj@iﬁﬂﬂ :fﬁl[“*ﬁ;pﬁé‘ /B“Lﬁﬂff = ) P e

(4) A1 V’Ej li@jﬁl TR E fﬁ?{ﬁ%E'qﬂ’Jﬁ TR Eli?ﬁfE‘ﬁaJm@T*I/
Friy (| %ﬁ@?iﬁﬁ‘]‘?%ﬁﬂ/@'ﬂ“iﬂ AN o IR E E'ij?ﬁiﬁ o A
VLA M) (metazoan cells) > ’f%j*&'ﬁ%ﬁ’*ﬁﬁ‘ﬁa’?[ﬁe* = B (N
P g CRIp dph) SRR R 1) VS AR Tk v
RS o

5 $E'qa’iﬁ?’:§3ﬁﬂ@

(D ;&E@@p@%% : )J:E?T%?:@% NEEUEE s LI E e M e Rl A i
(AR Efegf[fjﬁfﬁﬂwiﬂﬂﬁﬁﬁféfJﬁﬁfgﬁﬁl S PHER ﬁ“wﬁﬂr’?ﬁwﬂ JFE{
s o

(2) APVRYRLS s RURIBEEN AL e 55 BERl M JPOFRIs iE (0~ EEe
WD) o SHHFRIFUARYE Y & B rﬁéﬁﬁﬂﬂmﬁém&ﬁkﬁbjEW*
g»“r’?ifmgvf'ﬁ?ﬁfﬁ[‘r Pl B P BIE R o PN RUR] B A
TS PR s T R -

(QUEDIFTal = re el

TSP (5 - Rl e~ AT~ R bﬁ"’ﬁrﬁ#[ﬁwﬁé‘%pﬁ FTJ N CE]

FrflEe 3k o jf’\"ﬂ‘fﬁ?*ﬁflﬁl” gt Jow B peRs T (RIS <N~ D) et

(i T P PR R I S R



L BRI T (R R
(1) Tifjl ]“-—ﬁfjpfj,;ﬁﬁ@ o
(2) FARTpo R ] -
(3) GRS MR RT3k -
(4) GUEHFEE O I MR -
(5) B[y - S5 TRk g IR -
2 At [HER
(1) TGP IHVEUS 5350 =y Ty R B
A LRIV E[J?Ffi/[lf"lfgﬁ,*ﬁ?l"# R %ﬁ#"z“ﬁk %1&1@}?’?&% N~ HiRRp
HSTMP -
B E[ o
C A {“SEPHPORS (90 @ ELISA &g W I ) -
D 561 (3P 2 ORISR 5 720 1 o B SRS » TS YRV g
114 o B At [T g vk R IRy bR e () F1 2
F RERAY AP SURIAYE o
(2) ﬁ;@ﬁg[b#ﬁ rzcl%&f‘gj@ﬂ s RN %@_bifﬁﬁﬁ £ “F' ﬁrﬂbgg[jn:jﬁff gﬁugﬁa[
o ST (TR UR] 3k, ‘fﬁﬁ“f@JW{‘* PP R f“FIJEL*I B s WRCE J'jﬁj*H;\
o A [?iﬁﬂvﬁff ISP TR =
3 A EIEEER - R [ IR S {EEAE (TR - e I PR~ 3
IR VENSREZRR S~ B2 O EIERO I T ) o P
i iR Ffrf”‘gvg”ﬁﬂ’%‘?%ﬁ“ﬁ@%?f”ﬁ% :
4 3 Ayt S S O R R R o 53 T
(1) 2 MRl ™ o3 e 2] -
(2) dri 3 PEFEE -
(3) &4 [fk]E[Fl ﬁtjjig Jﬁ}’g 3 Jpl IS
GOWTALTEEE H@mﬂﬁwﬁﬁ#mmﬁw[@%ﬁuﬁﬁiﬁ@ﬁ$ﬁ@*
FVEL (Y[1 1ipopeptides T%#' S T V’ﬁi—‘/%ﬁ IW?FI?’J D o
R R %ﬁif’?‘rb“”f XA ] EisﬁH
2 %“?f'?jﬁ%*}ﬁwr 4‘,5*} V By RL
(1) tTrFL*Iﬁp&HlF PR [ S Pk LA - I BRI A IV
%) Ef% F'k’l SRR WA o FFE fgﬂtﬂ F‘ J F c[i@’ﬁ{*[ﬁ“ﬂjw@
BRI ~ 1~ Bl - ROR B S I -
Q)%@%ﬁ‘% S
A SR 1 PSHT O TP ORISR e

B TGP ILESIE Y Ui~ BRI - AR PASORE - 1o
.

(3) ey - BT EE(SETRORIAL i > S0 AR - 0% - B P
[P R 2 o R 3 05
I~ ARSI 0 R I s o o )
%%ﬂ%@%%mﬂw/?%wﬁﬁﬁﬁﬁ~gw%qiﬂ PR -
(4) R IR CIRER 2 [ A pes i

j
51 5 5%
P TRORIBE BRIV

- i
TESRAAA O SIAE FlFR AR R R (53 Tl 3 ﬁ‘/ifﬁw’l T AR L

S



W i R FOR PRSI O 9 T Sy - bt
R DR P A B

(- ) &= r‘glﬂ&j:%gﬁlﬁj%-,c[%& HdH J][_'&WIH%EJ&WEIWE’“‘F[&ii% [H:EJL, - é[J}‘F"I
J"ﬂ FE| %@Qlﬁj&} f ngyj;%e; i d R ]‘F“WP\ B gl[ﬂ;f‘ﬁ:clp NE t[igﬂ%;o

(=) BRI © o SRR RIS B % 035 -

(=) PRI R s T v lasivgent - R BRERE TRy k-
%ﬁgﬂﬂ"

(P4 (™ @ e & B ;“L‘?r%'r‘};’,&fﬁjjf‘[\ftf[ﬁg‘ﬁ?] - éafj AP (U] PJ%‘ o~ AFw
S VISR B PR %ww¢%> - R 2 R (I R o
) s

() W a5 - TSI > MICE SRl ~ HEpRIEVISS ~ e Ao
p. 2?’, [~ Pe“;'smp[ |EMLIE ypg\lﬁﬁg HYSE e E&I%’f#[ﬁéj J‘g " r ""&[gﬁﬁ E}”F‘J
VAR -

= AP RL VD SRR (SR > AR Pl e RIS R

5Y 6 %

TR SRR - Feeye

SPGB SRR DRI (R £ R R R et -

TR AL R <

o SRR L RS ER (SSEE L R Ay -
R TS ) R e

S IR IR B SRR PR (IR, ) -

53 7 %

@FII@’FHSI%j/%]ﬁ? :
. tf\[;{cﬁ
ﬁIﬁ'dé‘[z&f"l/#ﬁ}&ﬁjﬁﬁiéﬁpfﬁ%ﬂlj SO S j(‘ﬁfﬁ' (’:ﬁff’ﬁj‘[‘ﬂ:) “':'?j?'f['gjf {f%j/fﬁdi[
haaygui , d%{ﬁﬂjr‘g A¢ JL[fk &A fﬁff‘rgl —[Lrﬁﬁf["’ﬂiﬁ‘ , ,Iuﬁfr rgx%%[_rm
(theoretical com- p031t10n) A o KOG ﬂ*’[?iﬁdm {ﬁﬁ‘ﬁ?ﬁ%rlﬁl’%ﬁlf ZPVRL
557 (component antigens) E S Ep[ [l ol fgReendifl o i Df{%ﬂﬁ‘ e
P (B RS 2 A -
I EEE A
(S5 f FURIZE TP AP SRR (3 153 ATEET (IR FEE ~ VR
) o el [/7 Fep g -
(- )?&Fﬁ#,ﬁi%%j/j\%ﬁ% (QLIW’FLE?Q;EEK}T%Q’E??@? IR HY g )
(=) ?%@ﬁl%j/jx%ﬁ?ﬂ :
1 iﬂ‘ﬁ?&ﬁl’?‘}ﬁ
2 AT S TR AR
3 ARl SRR D ]
57 8 X
@**'[ﬁﬁr’lﬂﬁ’lﬁ' %‘J (Reprocessing) :
fﬁ'\ RURIBE R foF | B A R AR
1 BA"QJ%FI ﬁfﬂp‘/*ﬂﬁﬂlfi—j'% NSy
2 FIW IR
3 FISHE BRI AR A
4 TERTIERE Sl S ’E‘fﬁjﬂﬁ%ﬂfﬁ
5 APV A S VB | i AEPREE AR
6 ﬁé@?]ﬁﬂ?ﬁ*@#ﬂ/%%ﬂ AT fylgﬁ?%lﬁ@ﬂfﬁgﬁﬁi ['ﬁﬁ



57 9 fX

@Fllggﬁg’ﬂ[j/;ﬁg’?}é?ﬁ B
- URFREEEL ) R S AR SR AR RS

I

FPE I 2R IS 55 85 P~ R 78R (B ) [ « B P Ve &
AR I SRV 0 (B WSSO S i -

= %cuffﬁﬁigiﬁ[ﬁm? | FURIBE W IR o Yy o3 ple i H T J‘%UF”%WFPWFJFI
PR ARV © S S RIS ) o TN R P

I
= f»;t, tm? el W

b

(#)

w7 T’T%"F'FJ i

f@ﬁ@%#ﬁﬁﬁ%},mﬁ®ﬁ§@¢ﬁwmﬁ?%fi HEREL - BECEERE

PEPIRT > EL R R R TR B R AT -

1 FURIZE - s SRR SRR -

2 [ ¢ TR RS PR 73 O AR R 0 -
SRS o Y EIJ?I CIEP ) *ZIJQ[T' :

u>%@m<wr'%ﬁ%ﬂ%@ i)

(2) HEAH

(3) Pl (R

(4) P8 CHIUNPERT ~ FHREH])

3P R G CEACY W R B I RIRIORCRD -

4 P R (5 £ F L ) > 0 AR IR i e

i

(Z) #Flifﬁwﬂu RERR o1 T NG L L _J}‘f:qg‘r!’f# b~ e S

IR o TARAURORBEIVAIA - b 2 Dallnd = SO AR ¢ o3

Al o

LR L PR IR B ) 0 AT

2 S5 TR i A B g

3 Gt bj AP F‘g:p}“a&ﬁ”u@ I/Nﬁﬂyj Far N S [ESRaS U jE-r]F;/T\;QL’?‘THq[}E
KGR 1 F\;ME& F‘@F—Lﬁ i’ B I/ge‘[gﬁ??t;]ﬁ

4 ifﬁ DL Efz Ff#fTIEuT’T TrR EIJ}‘I:[JJT’?—BE’TJ/EE—LQV@ ‘fﬁjﬁ'_[‘l‘% ~ Aghfel
EREOT j%y Ul -
5 ﬁ%ﬁbﬁ%ﬁg

(1) TGEPHEHE - RERI 10 - 4B © 1 I &8
(2) Ve Ol 0o RS

(3) TP
M>Rﬂ%ﬁﬁWﬁ%%PWWWﬁﬁﬁﬁﬂvﬁﬂﬁﬁ%Wﬁ%

(5) Mk £ g!\?‘[}j:@ﬁ‘g E((jl‘%giﬂ K ﬁl:&?ﬁ?ﬁ%’ﬁ#[ﬁﬁ%} TPass | %

-

(50 - O s WU SRS 0 ot e

VR 1 S SRR SRS R S DS £
Fﬁ}!@”{fﬂ&;’?ﬁﬁé g

(o) s gl e S B - BB R o i

a:r_[‘ﬁ%ﬁﬁ(ﬁﬂff’}bﬁ HEFS o IE[F' L;U VoitrhEE r‘%@,rLFIFJJEI’{qF””?&%{

57 10 f£
CETE SiINE et i

THRA 0B Py O 0 B S M W K 0 £ 41

S [ -



~ ﬁgﬁ—fﬁ%ﬂﬁﬁﬁiﬁﬁ% ’ élj?“f"fﬁ%ﬁéﬁ: E%ﬁ%‘x}i}% f%’gﬁw’*@ﬂlﬂ%“ T
P [EREAL ORI - ﬁ%ﬁﬁﬁ?ﬁq&ﬂé?% FOEAE ~ iR EJ%ﬁFE‘”ﬁy{vl LR
aFJF*/EW& ) @J@@%HIF’%ﬂrp@ﬁgF]ﬁﬁkuwu SRS I HE S
ELJ?E&"Q!@F%'% (Master Production Record, MPR) ~ EN?ﬁ%’?&’l@PBL['SF (ﬁfﬁrﬁu?ﬁ
) B A R -

Y 11 f%

”ﬁ#’*ﬁ"ﬁ*‘ D S VFLEL”E‘”’ T B RUR 3R & fh ﬁi%‘["ié“fﬁﬂﬁﬂéﬁ e
Bif ~ Fraselis PR 2 T%’EJI’%HEFMMM%%T AN aaﬂ;blﬂr‘%rp@
TR ﬁ&ﬁrfwﬁ “UERR o SR R

57 12 %

CEX NG

T T PR [ ARV -

57 13 %

Pl

il i VA R T EE R TR E L ot R S R TR
CRE PELRIE T I E el - 4 IR I SR
"B LI AT o AR T LR AT R
Bt
- ATEIEREERRIE R (TR I A SR

(=) ¥t

(=) PB4

(=) [SESEZRE ) A 8

(P9 Prfei

() R R

("{ ) A @flﬂﬁ?ﬁpvx 1EII§”JH3F|}
- Ju[i‘ Ay

7 B %ﬁi‘%ﬁ%ﬁ 11‘"@15‘FL§§5\/%]‘ Pl ~ @t Spl s o F AR VST

i R - TR #'HEFM@@% Ky vi%?ﬂ#ﬁ”gﬁﬁmgh}ﬁ%—»fﬁﬁm
BV R P BRI

57 14 1
Se o 3 1R R

T @ﬁ‘ﬁﬁlf“%ﬁ ép;ﬁgkﬁﬁ ORGP ~ B - fHﬁlﬁ@B’“fﬁﬁfJfﬁ*‘f@?’h’gl Flﬂu
bﬁfb Ap R Jb%}%‘ SN ‘H\E{é@ WIF%,*%I%FJ[E YEPIEISS s B
EHEI R T IH JE’F'EFJEJF’)iI@b%%‘I‘p“J T [ R R RN W I

ﬁ‘ﬁ VB A IR TR rz‘ﬁ’,f# TR R = (R, (B
B2 e

57 15 [

S ar
PEFE IS 5T - (B P RESTE

S SIS IR R TR AT T
S PRISTER RIS AR, (2R D) -

57 16 f%

EENTEIRT S

- B B R R IR 0 RSEVRI 9T B (e



SR LR B, (R 4) bﬁ'jdtﬁ{ [I%[ﬁﬁ' [ﬁﬁﬁ’}j;” %fﬁl
P R (AR i 5 ﬁ“ﬂsﬁ?ﬂ FMFI R AR s A Eﬁf%’.j} » IJH
who - IWP B B R R 0 P A SRR BRI E&ﬁ%%ﬁﬁ?ﬂ[?@ﬂfﬁﬁ
R A H[%mlﬁ[ﬁ&' [P R o
o Iﬁ%ﬂlﬂlﬁé[@' M ke R (R 5)  RUER RIS s SETE A A
AERBERE T > HE B R 2T AL R P 0 Y ﬁ?f/ﬂﬁ“ﬁ V-
LR
(=) W@t SR b o BRI ~ YR VG R O i B I v P
%FF‘Z'TEI% SR aj;{;ﬁ@{ FEEREH Pogs oV R b o
(Z) El’?Fllﬁ%@F'lJ/ lﬁx%—rﬁ%\'ﬁﬁ?ﬁ”@@ ﬁf Ry N FEEYR( N T T
(Ethnic Insensitive) - = HAWHFG IR ERZE P (F2) > b B P
[RI7El (EIJ?ﬁEtIfED E‘J%E‘ E E'?E}?H@I%Q? EURR (B8 BT [Fl B PRl
I T (ISR Liﬁnf*[ﬁl[ﬁﬁ' M EE (T 'tf’?/‘ﬁ}ﬁ' A Fi?{
O o s E‘ﬁ’“l
(=) BF I#‘%ﬁ I B B i F R H'%I > PSR AER 2 B e B e
,E«ﬂ
(P &g I#lﬁ‘ﬁ%ﬁ—{ﬁ i VR [ e 5 Hl%w[‘?[ﬁ&‘ Eﬂ% o Tk S H IR RL
[I%&’Emﬁﬂqﬂ ‘ﬁﬁ'ﬂ”’éﬁ? TR o E[Jf ek ]F[[“ IRE i~ IF‘[ (Cost—Beneflt
Analysis) SRR 0 T RRES MR V@K?FJZ
5T 17 f§
EEKE SIS e e FEW s
- EPEERLVLE R T Iﬁ:}ﬂibﬁljﬁ]tﬁﬁz‘o
(=) @EJF_* e ‘T’ﬂ%ﬁpﬁxﬁiﬁ ’4%9‘%"4"‘ %?’J%Fﬁﬁﬂaﬁﬁf FFIGES > 0% = & 1) i
AR Feteh Bl BRI S
(=) B -y VB /\l rdﬁ;’f#”&ﬂigj“ﬁtﬁﬁfJ .
(=) FP3kflRurk ( F:L?Hﬁ‘) RS RRRERC SRS
(P 2 Pl £ P t5id il 2 ?ﬂ%EJ’Eﬁ (H) IRl > B2 g b s F'E
Tyt o
(Z0) FPosdlps & Poi g il FUR(3E - EEJ?JFJEH’@?TELI > E! ffﬁy“ﬁfﬂf B T oAk
N épgffl%ﬁgj o
() FPoigh]py =+ Py fisik ﬁ[fﬁ%ﬁjiﬁﬁg—;ﬁ' » I Rt - TR~ VR
R~ RN S P VA F%Tb%lfﬁ
(=) E\Jf'”:“&[ﬁ&‘ GMP 1k » sl iy Sty ET > SERfELS iy i 5GP At B9t
ﬁa@mﬁ;&@ﬁ?w TR 5 eyl (Plant Master File s PMF) HIFfif)
RN S CE ST E%fﬁﬁ'%gad/ﬁlif%?vfﬁéf Py 2 R (ﬁll?ﬁ’_m@l%“
gD -
o BEREMA rﬁﬁfﬁ#[l& ﬂ%lﬁﬁ%ﬁlﬁﬁl G (=EIE6) J‘Jiﬁﬁl}’;‘/“‘ﬂ? » FFE
r/]HVEI"/iE}}ﬁ“I‘i STRNT R & (Eii?ﬁlﬁﬂé‘ai FT R AR ) ’?I’fﬁ;‘/%%&
© (e R %ﬁp i g‘%ﬁ‘gb&ﬁﬂﬁﬂjﬁ#
= _ifl’iﬁ’ﬂlf‘j Ve R SEREE 'W#ﬁ[‘[fe*ﬂpéﬁ 3 PR i SRR
?f[ﬁ'?%;'/%’}lﬁ* °
pq BEPIT F]if‘ 4 PP SIBER TN @] oo - T F ﬂ]%l’@%*ﬁﬁ' PR e
(=) MEEPIRERFSE (2 EYRT) BTG %"n Ir’r‘féﬁ?ﬁﬂﬁﬁﬁ | }g['%’ﬁ? °
(Z) B f“l’ﬁﬁi SBESTTE FI[ M [ RO e > iR ;lﬁ?iﬁ'ﬁﬁﬁ‘ R
- D RPN 3 A R
SE Fﬁiéﬂﬁ‘zﬁﬁ“*’r_w B BRI ICE E;ﬁ *?E—Iﬁ £ Td?’lﬁ?ﬁ*ﬁ"iﬁ
B - [l - B SR RIS T



5T 18 [
Mg i

bl

ﬁ“WQﬁW@ﬂ@ﬁﬁ el B SRR B R
G R WA G F‘%ffﬁ%m% ?Jﬁfﬁgﬂfﬁ%%ﬁﬁﬂl%j‘ © SR H - RUR B
ﬂﬁ@%}%ﬁ VAR AR (RS ﬁ’,%ib«ﬂfawﬂ%g’? Fofap SRR o
r}%’t?ﬂ/ﬁﬁ%m%w%%?' T CEApgevR @«@?ﬁﬂ i) o TR
FRLY T ORI i RRSSTSAEIE ©  PIbgTE - R 9f
7 %Wé?’f A PR R AR (R ERRRR) T
I BT AR A W&Qﬂ%ﬁﬁyﬁﬁﬁ IR B
EL o ;:sg Hg?{;g\ﬂi—?tﬁﬁiﬁiiﬁﬁ IRTE g\ﬁjlﬁj}j SCIPESN 947; I/iﬁ wcl%eg:f s
ﬁvﬁﬁﬂﬁ%’ B ﬁﬁﬁ%ﬁ@ A PR ERT SRRV - (IR M‘T’
’ [{@%%F[ﬁ.ﬁa’ ANTES ﬁﬁ R AN S U U S I P S e
L5 R SIS ’f[#lﬁ-ﬁ:"" FE| :Fil o 'Jl_«./ﬁ%? ) {gﬁ[qﬁ_ E“FEHPJ ﬁ#ljﬁ&%%}[}
IR ERERpE (LR 8) -
g#? 7l (S e S1E P O B QR  R  E
Fﬁ%%’fﬁ‘*ﬂ TTEH ﬁfr‘zﬂ?ﬁ?“ LS ~ T VIR ) I L B
Mg I#J@‘ffﬁjﬁ%ﬁﬁg | 558 R A T‘Z@E I’:E’fffj%]ﬁhﬁ.,ﬁ:“ e '“\EIE%'J‘ » Bk
VoA ffaRR S MR - BbmBR A e

BYLR

Guidance for Industry: Content and Format of Chemistry, Manufacturing

—_

and Controls Information and Establishment Description Information for

a Vaccine or Related Product-FDA/CBER/1/5/1999

87.6.24 . HHEET BT 87040788 gﬁ’?ﬁxf g rﬁ’ﬁﬂﬁiﬁ%:‘ fd = I

3 87.5. @ HUASY fﬁﬁ A }bi*ﬁﬁﬁfﬂfﬁ%ﬁ?ﬁwbﬁﬁaﬂm

4 85.11.20 faEEg/'zﬁ‘J 57 85067127 waSF U T S
89.12.12. 3957 0890035812 ¥ ﬁ‘%%ﬁﬁ{

5 87.12.30. Jfﬁi?wﬁi ¥ 87074774 z#i’“_ ‘f S f’“fﬁgﬁjﬂﬁﬁﬁ" [ | B ek
Ry R RIS b R B
i

6 88.04.13. fEF3ETET 88018122 BEX ) i) iR Ui Eﬁl‘ﬂﬁl{“‘

7 87.11.4. FMGAREF (- ) ARIBT 8700224370 HE fﬂj TR B
89.1.19. I'J (7 =) E*3d 3T 890100554 EFF,‘F"/ i WJI%«%?%&W?%“E'E'UJ
8 87.06.20. ELfEy[™ iiﬁiﬁ‘ﬁ,fﬁﬁﬁ?ﬁwﬁﬂlﬁt Ao IR EET ST 87019495 BRI F'

" s R P

[\S)



