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M P B EOBLEDEAICH 72 0 FFICHE TR E FHEOFHMICE L T,
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Fer Rk R @A T AAGRIZEE T 5 B ARE & RN IL[EER & o O iE o
MAcoWT) (BAF TH@E] En)H,) IZRVBEMmLTWD EZATT,
A, BAREEERINES & ORI T, EEMGMPMEEHZYIET 24052
EonsngisnE Lz, 2k, AE4AA 22 Brb, BRINES
DR D & 2 /3§ X TORINESIEEICIZRT 2 2 & &l E 2.
AMMR ADERIZOWT, PRt Bk E+ToT, #Tmol, &
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BT 5 AARE & BN LRI & ORI O EOEH IOV T O—EKIEIC
DWT [ FBEIELET,

1. FHAKBORRIZHOWT (AKKMR A% 2 5K OEIKSGM P [
AT 1 BIR)
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2. HBRERLOFEHIZHOWT (EHRMGMPIEESH AL 2 (a) BIR)

HP R R @A [ AAGRIC BT 2 A ARE & BN LFEIR & D O B iE o iE
MizonWTy (BUF TH@E] & 9,) IR D@mmLTng & ZATT,
Ak, BAREEBRNES L OMT, ERHLGCGMP HEEA SIET 5588
FOATREMENE L, —HUC k. AE4H 22 A, BRINES
MOHERRD & 5 YR+ X TORINEEIMBEIZIERT 5 2 & il E 2.
AMKMR A DERICONT, FrROEBVUDETOT, MTHDO L, &
BT OBRIESZITH L CEMFEBECLET,

¥ RBAIOFMII LS T, (H@E K ONERL 23 428 A 25 AT ITIEA
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B EICB W T, 8 S5 GMP ORIZEMENTRNE & BN ES & R
THEHERIN TSI LD L LT, EEMGMPHEEIZ X A HAEKBOxf

BEESIZBWT, SN GMP ORIZEMENRTRNE & RoES & o
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5L,
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fars S HERS ) bEEND,

(2) B2, IRTNAVIIEED S B, 2 6 DB3EANE K ORI EH
BOMHGIZEBWT TERL] & LTHbh, 2o, MHIZBWTGM
PREHAINDELDOIZOWTIE, EEGHGMPIEEIC L DHAK
RBOXMNB LR LD THDHZ L,

(3) BRINES TV TR A A —HH (homeopathic medicinal
product) | IZOWTIE, A%, A E K OBRIGE G O W IFIZI W T
MEHMS ] & LTHb, o MEHFIZBWTGMPRA#AIND
DIZOWTE, EEGBCMPIfBEICLDHAARBONSRL R
DTHDLHLZ L,

(4) RIZETA2HEOVTRNICEYTHEE, ERLGMPHEE
WX BHAARONEN LR EN D LD THD Z L,

7 BAESIENESICBWT TEEGL] E3nThniandb o T
DETW S TEIHHG) . TEAZEHERN) | [HAERSE

iz

EHELECMPEEFIC L DMHAAROIEN LRI SND DTN

T, RDEBY THDHZ L,

(1) BAESUIIMNES BT TEEL] L3 Twninto, Zo
2o, FlziE, T-nE<TWhw )y TEEE NG o TR 2 Lﬁﬂ%[i }Sé

i) RO RO R E SND3EY | | KINESTWS e M
e, 1ffEXILiMmER (whole blood, plasma or blood cells
of human origin) |

A BHAEUIRINEAICBWTGMP 285 S LTV AW ESRS,
BRETHY TERATAE 0 bEAFBRKENMEETSH

O THAERSRE ] | BINESTWY Te MEkO2m, MmiE
K (whole blood, plasma or blood cells of human orlgln)

ShsndbOTHLZ b,

(2) BARE IR ESICBVVTGMPREH N THARNED, 20

e, PlxiE, FRETH S TERATZ] KO 5

A 3 A S
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NH5bOTHDHZ L,

=N

WH SN 5 GMP ORFEMEDFRDE & BRINES & O] TR
SN TRV EIR G AYERIER LD 5 B AFFELED K ) —
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PR AR AR S5 O S0 E A M K OV Ve ORERTEIZ B4 2 A4 (Y

BESHELIT9T) FBTEFEIAFEAZIIWD D AYHKERNELZ VNS, ) I
ZRRNEAS TV 9 [JEHK (active pharmaceutical ingredient) | . [
EARERN (immunological medicinal product) | KON THEFPEEIKS

(sterile medicinal product) | I%. ZOHEPFHHERIN TN &2
5, BEESICBWUIRA SN LD THDL I &,

BX IV SRTAITEED S B F 0 DNEDE K ORI ES DK
FIZBWTERR & L Hbiv, D ORFIZBWTCGMPA@EHAIND b
DIZHOVWTE, EXGGMPHEEICLA2MHAEEKEDONREREZLDTH
HT k.,

ERINES TV ) Tk A A48 —HH, (homeopathic medicinal product) |
ZoWTE, A%, B E R OWINES ORGIZBWTERE MG & L TRD
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3. MEDEHRNNZOWT (EHEFGMPMEESR AR 3 BEfR)

EIEEGMP M@ EF AL 3
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FI3BAEIEESR14575) HASKICHET 2MEORFIL, EHLGM P HE
BICLDHAEAROANELE STV RNEDTHDLZ &,
Fo, BERSICBW L, EFREERMLD ) bAKESLED K —0
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It =N K DA EIAGR ORI LRI SN TV D72, ERk254E 6 A11H
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46575 JE A S AL - A AR R4 Em A TREER SO B FR
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(a) (iv) B94R)

()
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T, HERMR A O XI5 [E I O 5L K e M OB AR D A 21T 9
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WCHEAELTWD Z L LR THZENED LN TNDEN, EBEDORhR
PEAERFEOBEN D, YL, HERTERB 0| FEAEOIFE T ES (3
W N OMEIREEE) MY RNSORZIFTH 28 & L, BN
AR O AEZPFEHED AT 2 HLT 258101F, FEOREE
BT RERFEEE N IEAEO R EFHE 2175 2 &,

Z OHUEIZ DWW TG SEE IIRGE IR TEEH D FEE O%KE & B5E
TAHEGOFRT. AR 29 4E 7 H 11 BARTSE5EE TRk ok
W & BRI WT HICK Y —EtE SN 7= 6% 26 45 11 A 25
AAHT SR 1125 4 12 B ERA S BEEM T AERS, W AE
AR E OFEEDORBIZOWNWT 12X &,

10. EMRZMAEOIE (EHKLGM P MBS A 8 BifR)

Tl IZ&bZ e,

8. MARETHEDG L DRMFIZHONWT (BILGMPIMBEEF AT 7 (o)
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HEFRD & 2 M ey, 2R . i AZES I ORKE OWMERO S 5
BIRORDITI U, BEEE NBRIESICE S X ERMOREOFF Al &
ZFTWDHZ L, HERYBENEMMICHRELZERL TCWDEZ L, GMP
WCHEALTWD Z E LR T 5 ENTEDHNTNDEN, EBFEDR
PEMERFSSE OBLSE D, ML, /AT E R Y ., FEAEOERE T s (|
ERE N OISR EE) MY RN DOHRZTMITH 2 &L L, B
HAR O AEENIEHEOA T2 HET L5511, BOAEOREE
B RE R A DA EORE TR 2175 2 &,

ZOREICE SN TREEEH I RGeS A DA EO R 2 &
FET AL A OTHRL. AR 27 4 10 H 1 BT SRR 1011 3 1 5l X
Y —EREIE X A7 SRR 26 4F 11 H 25 BTSSR 1125 45 12 B EHKA
o SRR A N T A B3R i R B R 2 ORE I E O R AG 12DV T
I2&snz kb,

1 0. ERyZmEOIN (E3HihGM P& AL 8 BILR)
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HMAER I 0426 25 3 &
TRk 28 £ 4 A 26 H

[ ciE])] “FRk 30 £ 7 H 18 AAE R 0718 85 1 &

FHENREAETER (R) & &

JEAT BRI - AR R EAR RS - RO R R
( & M A K

FAAGRIZEET 5 HARE & BN IR & DO E DEHIZ OV T

FAAGICEET 2 BARE & BINILFER E OO E (LN THERMR A | &0
9.) O [EIHEMI/RLHEEBLENEHE (GMP) (2T 20855 EE) (BLT
EHLGMPHEE] EWvWo,) ICBEETAIHELRONEERLGMPHEZDH
EOBAINZHT D FFICHE T NEFHOFEMIZE L TiX, “FAk 16 45 H 28 H
ﬁiﬁﬁﬁfﬁ 0528001 5= FE A i J) B AR AR5 - PR SRR i gn AR ALKRR
(ZBET 5 HARE & BN IL[FIE & ORI O EDEMRIZOWT) (LT TH#E@EE) &
WO IZkv@mmLcns EZATT,

A, BAREEBRIGES & DT, EIHMLGMPf/EEZKIET 548 EOR
NI E LT, ZHICED, R4 H 22 A0n, BRMESHIOHERRD &
HURRT X TORIESMEEICIERT 52 & 2BE 2. HRRMR ADiEH
IZOWT, FTRROEBVEDETOT, #MTHO L, &E FORBRESTEIIIL
TR BN L E T,

7B RBHOFHI ST, IHBEH LUK 23 428 A 25 H AT SRR
‘%%%ﬁﬂ2ﬁz%ﬁm%%m%§ RS SRR R @ TTA BKRRIZRE 95 H
AE & RPN [EMR & OO E DO TEFIC DWW T ) O—HBekIEIC DWW T IEEIE L
E3c N

AL

1. FHAAGEOREIZHOWT (HERMR A 2 5 ONEH AL GM P a5 A
1 B96%)



HFEKAMR A% 2 4&

1 AR IR, BhE OSBRI R E R E 5 Yakkird O BRIES &
ONERBANC X - THER S o &Ml Tt Th - T, T OREKIE D
Bz T T2 EA TERH MR 2N 32 & O DOFER (HELAE R OFEE &
UCERREZEL, ) . ZOBEOHREILHE S TZIFAND,

2 FHHREIEL. ZOBEDHEIHE > TRO b DEZIT AND,

(a) M7 DFiERIE DIERRD & % 2 [ RRED A R\ FS & BE D53 851
Bt IR LR 3 % M %A T DRI O BAGRIE D M ONE LA & 8 2 fife
AR TEIZ R L TT O it i DS

(b) #h77 DRiEHIE OHERS & T T DMERR S 57 — 4

RIS GM P BB ER AES 1
Z OSBRI EREIL. OB DIZEHAT 5,

(a) THBERHE 1 HIFET D EHFRE OBIFRIES K ONE B RIS RE i i
Koz OB RELEFTEYE (LU TGMP) W9, ) BRI 5 EK
i e BUE T D HiER N M GM P B A 72 LT\ D 2 & OfER

(b) fEREZ =8OS MER T 57T — % (MR %= ) -8 EEx s =
DEATOREIHE > TIHITT DHEHELZ VD, ) O AN

Fo D E e ORI E A 1L, 5 OMEBR D & 5 2 Ja BARFE D A5 T IS & RIS
GMPKBESE BEE 1 filr SN TV 5 ERIES K OSERBANCIE > THEH
L72GM P Zh A =38 S SR S M 3% GM P B 27z LT\ D Z & O
P DN RS 2 s T T LS MERK T 5 7 — & (53 L 72388 &Rl Tt
75 F K OV iR 2 52 1 T i R RO B OB SMERK Le T — & (Rl & = ) 7= il
ERERX S Z O AROHE I - THRITT HEHEZ VD, ) ) 22T AND
A N

FEHMHGMPHfBEEICBNT, HREOHDYF) Lk, EERHGMP R
FEBHEVE 2HICHESN D2 YR TH Y | BRNMESMI SN TIIA—A B U 77
NX— TAFVT  7aT7FT7 FTRA Fxa Frv—s TARZT,
TAY TR TTVALRAY KDy AT = TANVT R, AH
V7. T U NT =T AT R TAY  wAE FTFTH K—F R,
RIVEIHTNLV, —v=F AaXFT, AagX=7F AXA[ L ATxz—TF ..
S (BUF TRRM28UE ) Ly, ) ROEINES DL FRRFESNTND D
ThoZ L,

2. MREELOFEHIZONWT (EHEMCGMPHEEFHAMZ (a) BEHR)

EHMGMP IR EFHA 2 (a)
(Z BRIt REOEA L, ) TEES) L%, HBHE 1 IR ET 5



Eﬁl@%%%A&@@%ﬂWKE®5A%K¥&LT%%%M%E%%
T O [ 42 A6 225 2 N 3 7 o MG 24 1 OV LRI 7230 5 AL
e LT%L%“% AR R OV AR D

o TEKE) T, BRI, AR (LR O SRR R 4
PEFHOBAL, HONTEBS, DML HE 75 6 Ak S 5 22y 72 B
A NCE R B SICIZEX I, SXTARLVOHEEEZESDHZ LR T
x %,

BRF B W T, A S5 GMP ORIZEMENFRDNE & BN HE S & O] T
RENTWAHLDOLE LT, ERGLCMPIHBEICLD2MAEAZEDOGRLE RS
AT, L FAEHE S (chemical pharmaceuticals) . EW R E SR
(biological pharmaceuticals) AWNZ Z 35 DAL (JRH) K OV R
(sterile products) THY . KD (1) 76 (4) ITHEETHZ L,

(1) AWFRIEFELIZIE, REFRRA] (immunologicals) KONV 7 F 34
(vaccines) 238 £, £z, WMAEY, B UM HEKET HEIELO
1F5, BTHAETY D TEEFHEBRZEMICHESES ) | TR E NS
HERES baEns,

(2) EZ IV, IRTAIIEED H B, Zi0 o 0NFEHE K OB EA O W
IZBWT TEHEE] & LT, 2o, MHFIZBWTGMP A S
HHDIZHONTIE, EHMLGMPIHBEICLAMHAEKRBOMNRERD G
DTHHZ &,

(3) BRINE#EES TV D TR X A3 —8 L (homeopathic medicinal product) |
LOWTi\A%\%#I&U%M@ DRAFIZHENT TEHKGMH] & LT
Wb, 2>, WFIZBWTGMPA#EAEIND b DOIZONTiL, EH
GMPMREIZLDHEARORG LR DZLOTHDLZ L,

(4) RIZHEBITHLGEDONTNNICHY T L & &, ERELGMPMEEIZ L D4
HABDOMBNOEAIND LD THDH Z L,

7 BBEIIIGESITIBWT TEES ] &S TWans o FAET

WO TERIERAN ) . TSN ESR ) . TRAEERRSERE ) KO
VEBRORG L SND3Y) | | BRINEE TV Tk FHkEOA2Mm, i
YiZimER (whole blood, plasma or blood cells of human origin) |

A B EIFINESICB W TGEGMP 23 STV R WWESKET - Fen
ETWH TEFERT 2 © > bEAFERENEET D H 0RO 3%
A FEDONDOHRICEBEERH I NS Z LD/ ERS

v WM S D GMP ORISR E & ERNE S & O THER ST



3.

WIRWES S - EWFRERR GO 5 B ARFESED BT — G
Shict g, M SOTHEMEICHEKRT 5260, KR T AV =
= 7 I SIIAEICH KT 5 b D

ME OB MZ W T (EESGM P MHEEH AL 3 BfR)

EILGMPMEEE AL 3

ZOWEX. BHAREOEEE (WRSSHEIEHEF14575) FH43RICHTET HM

TE A ONZ BN e [RAR 019894 5 H 3 HAF T ORI S S F5589/342/E E C
B4 5 ON9894F 6 H 14 H AT O BIMEFLFH S F5489/381/E E C 5 4 5RI2H
ET DNy TFOHEMERIZOWTCOMAERBEXNRLETDH LD TIER,

PRI, EREAE O ME ., AER O OMEREICE T 5158 (IBFN35
LA 1455) BHA3RICHET H2MEDORTIT, EIRMLGMPHBEEIC X 254
HABOMBLE SN TN RNBDTHD Z L,

Flo B RIZB W T, EFEMREERL O 5 BARRES D R —72 bR
Shizt bk, ML SO ICHRT 2 b0k, EXEMGMPIMEEFEICL D
FEARORRN LR SN TN D72, Fk254E 6 A 11H 7 R R
0611511 B L 0 — ik IE S 7= FI454E10 H 8 H $KEE 5546525 4 44 3K &)
BEA o B AR R4l TR E =3 0 B i H 2>\ T IZB 1T 5

THADODGMP XIZZNEREU FOGMPIZHEE LTWA LR LSS
Ll A S YA AN

4.

Ny FREAFEFIZOWNWT (EFELGMPWEEF A4 L5 BEfR)

IS GM PR EEE AL 4
WESH 25 2 1B L, KHOE L, mRHE O GM P EAE M AIZ [R5 T

HHZEEEE LT, ZORIEIZONWTORRTIFDHEENRFEE ST

WD EIEFLIZHOWT, 5 ORGKIE OHERRD 3 2 24 1T XL 2 B hEak O

BEZITANDEEHIC, BBEE 1 HICETT 5 HCOBRES KLOE

FHANZHE - T, EHEMLDIYFAGE UL FZARRICEAS L TN D 2 &ieo

WY LSRR SN T T EICRITT DR EEZITAND D & L,

B AL NN T T LT RERBRIZHOWTUL, I EmbRT 5, 272
L. D@05 (c) ETOHEINED Z L 2T 5,

(a) YZFEIEN, YR 2T - ERRIC L 0 | BB,
T DB NS D BRI 538 E O~ T OFRER UL AR OfGE RS
WTHITESNTEHDTHDH I L,

(b) MZEEHMLAGCMP B2 L CllE S/ B ol E4 4 3%3EH
ENRLEoTNAH T L,

(¢) YFEHEOR SR TH L EHMICBE LT, mfHE 2 AR G




MPEMZEHALTWND I &,

=35 G M PR ES AR5

sl % =2\ 7o s e 3 3RS D& N F 2 & 231795 4 DOFE
FEIC RV TIE, 3 B 1 H#ICFFE 3 5 &M OBIMRIES K ONE
HNC &0 Y ESRLOREED - DICME L SN 5B A i L, T D5 E,
W% N F o3l AR A O 3% = 3G O BLE I DWW T OIKGR T Z D
RICBITA2EMAICAN L CEME SN Z EDGEH S LA B AT H D &
T 5,

RIS G M P & & AHS 4 OBEIZIESE | IS GM P R EH B AL
1 HZ A E T 5 Fehs [ O BIRIES M OSERHLANCAE - T BRIN 28 U [EZFTES
% B iR CHRIE SN2 EIL D, F DO RIEIZ OV T ORGEXIELZE ORI
BELTVD ZEIZDNT, SRS Sy F 2L ICRITT Dt E %%
AND b0 L L, BMBSEOEAZEF T O NEH BRREIC OV L, EELGM
PHIBEHAMN A Q005 4 () ETOMEEMIZL TND Z & E2EMIFICRES
NAELDTHDHI L, BB, 20 [Ny F DLICRITTAIEHE] CLF Ry
FREHE ) Lo ,) i, I ORGERRR A £ ORI 5 B IZOW T,
ZofEn Y P ZEIZENENRITT HAEAEEZET DO TH D Z &,

o, fWiEEE L LT, REFHFICRES SRR AR R b o T Ui
ARBRIRA DO GRZZIT L D &35 L &1, Pl &b EELGMP S
FHEAH 4 (a) KT 4 (b) DFRMENT TSN TWD Z &2 HfExE b > THERT
5Tk,

ANy FRERAEICIE, EIES GM PR E5 B 1 SilcsE 3 2 H A E O
FRIEAS K OSEABANC L0 EELORED - DB & S5 kB % I L,
ZORER, AR O Y E L O RIS IZ OV TOABXILE OEERICE
FHEMICEN L CRE SN Z NSNS BEEARRET AL L& TV D
Z &,

ZO, EHEEGMPIBES A4 () 26 () E TOHELEE 2. A
MRADEHZZ T 50 E LTEAEICEA SN E Oy FREHEICIT,
WOHFEENFTLH I N TWDZ &,

O HfEDOL# (Name of product)
EAEICB T 2893/ OAPFLH SN TND Z &,

@ #ASEEDOLFS (Importing Country)
BNENCEA SN D REIZOWTIE, [Japan) Lii#ishTnWb &,



K FBE S (Marketing Authorization Number)
&75). kB U—}Z)%/IE?Z 'J&@ﬂntuﬁﬁﬁ)na@éﬂfb\%):}:o

/3 (Strength/Potency)
B DT NTIZHONWT, ZOAFM O ENTEHMSNATND Z L,

A7 (Dosage form or pharmaceutical form, e.g. tablets, capsules,
ointments)
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