H¥@#EBREL4 8 9 5
201946 H18H

DAL G I N

HA SR (A & &

PR S 2 VA 00 PR AT 72 o TR S E BPRHE S0 T

FRRCIC O E . BALE 6 H 1 7 AT TMSIATBAE N 38 IR B & B
BB A B A B L —EEBGTIC O W T OFBEAE ST S vk L,
DETFELTUL, AECHEERSBIZJAMEE 2 g L BT £,



&

L A 1
VR 3 14 2H 7
SHMTE B 28 —ik
SHTE 6A17TH —&k

N

hu|

oy 2

(BlFe) A

ISLATBOE N5 5 R A SRS
[ 5 it i B A B

3R LA AR A O HREIC Y 7 » TR T REEEHZ N T

BESR S, ERMERRSE O W AN O M ORI B (FEF
35 LA 145 75) 14 &F 6 (FISE 9 KLU 19 50 2 55 5 HITHB W
THERT2HAE2E5T,) OREICESWTERN XERT A (LIT TEK
] LW 9,) OEGRESIT LY L35 & &L IKBEFEDO LTS
WTHARBEZIT LD &5 & & UTEF 8055 1 HICHIET Ll H D= IE M
HofEEZLL D LTI T oA (LI THBEAHERE &0)H,)
SOTARIS %A L ITHEBAL S 4E 2 LI 2 (LT TEM@EAME
A LD ,) OHFBEEITOICY Y INTATEUE AN E K L E RIS AT
(LAF TatiE & o,) ITRIHTREGERHTOWTI, B3, EFRELS
DIV . A NE R OV ORI BT A B THLA (WEFn 36 (EE A
BHE 15, LUN THfT#Al o) 550 558 251 (B 111 S LUV 264 55
F2HIZBWTHERT 2582 ETe,) WIS 17 45 3 A 30 A T 3B FR
K 0330001 /545848 =3 A 0L R RS AL FEE - BRECHIRGRE @ g [387E %
OVER I M OMit I &5 o8 A SE R 5 O —¥6 & WE 3 2B O R TICfE 5 EE
PE PRI SRS O RUEE F N OB A TR (GMP,/QMS) (262 58 5 L OME ROl E
FOBEIZHOWT ) (BAF MhEfr@a tvo,) KON 25 458 A 30 HfFiT
LRSS 0830 55 1 BIEA I I A R EEREE - FRES SRR @A
[ 38 5h K OV SRER AN i D BGEE HL K OV B S LD JLYEIC B9 2 8 O Bk o
IZDOWTIIZED BT DDIEH, Rk 314 2 A 7 BAT TG HEAE =3 5 5
EE PR S [ER N EEAMEREDO R FBICY - > TIRETREEEHZS
W) ICEWRLTEIZEZATT,

A, EELFEEEHEDOGHLZMD Z LA HE LT, FR3142A7
AT e 5 AT 2 5 o i 7 B S 5080 D — 10 & b AR5l & L CHRRK



LELZOT, @THWEES & LB, BREICHEMRIESND L 5. #HF
NHEALIBENLET,

T

i

. AEOBFBERIcOWT

A OB A TEREICE T A2 EENFBOUBIMIE6 » AL LTEY £,
BOEAR BRI E ORI, 7a AN F— g9 VOERTE. FEhERN
EAPE 2. MU HFE A RBBEWWE LET, k. FEIKN O KGRE
TRFICHB T H2HEOBHFERFICOWTIL, BEWEDO R — L X—U% TR <
72 & (https!//www.pmda.go.jp/review-services/f2f-pre/consultations/0017.
html),

p

H 2. AEFFERFICRAOBEICEB T REERORHFEIZOWT

1. AEBEECTRTFoy 7Y AN CHEBEBAMHAERFEOSRES) XiIF =
w7 U A2 (EHEASMERERZEOSRE) ICVEFHELZFTIAD L, £F <
v 7 U A MIFREEHSN TS, HEPERFICIRET XSGR EEDE THA
RFEEBICIRMT L W& T Lo BV LET, FHIE LT, FHESR
EHEEICIEH T AREERARMA SN TR VEEIZZ T2 0ns 0L LE
T, WMAMREA Y Va2 —VEKE 2, FACRE2R-o TERZE2 5 2
LIZBDTLTEIN,

2. PHEMIEHRIC, MF ENEEAN, A REET SN ERO—5& A
S SV R B SE IS EE T A AT, T v 7 U X MR TFE R K OE
MY EZEETH L ECHERBERICRT LTI, £ BERHFRE
REE% 2 BFRDNICIEH SN S L o AERFEE VL FANCHE L TE a0,
BRI INZICL b 5T, EFMICh 0 #EHTRE G R SN
WA, AERFEOR T 2BEWTA2Z220H 0 £,

3. FTRAEHFERIC. MF ERNEHEA, RAEREETE NSO — 5 & Ak
S SV B SE I EE T A AT, H O U OB L EICFD S A E
LTSN, £, AEHFZEE)S MF EREERA, A o5 iliE s
WXL, LFORZEM LTI,

1) #MEz, TGMP @EAMEHREEE Tho 2 L, FREREE4]. &R
FEHEA ) TTE AR EERTE4 ). GMP @A AR FFEEICMH S S
c VAT LZMAELT) L TREBEOREM Y EL ] 2L T<
EEW, [V AT LAZMES] KO THRAEEEOREMR Y EL ] PRE
ThoHEIE, TRE] Liti LT 7EIN,

2) HEORMERBICHTAEEY 1 >0@EL L TEMT ARSI, EO
BEN, EDOVAT LZMEZDLDTHLNmNnD X1, Hx D&
BHZMR D [FREREES . TERHEHEA ), TTRESRREES | &
O GMP #EAMERE R BN G SN VAT L%MEK S]] KO Tk



BRMORER Y EL ) R L RERERAFLTIZEN,

3) 1 ODHFEITHT 2 ERNEROBIIT N AT, 13, 2/3, 3/3
DL, BEROTUEBEA 30D L SFHL TIZSV, ThEho
s, bFE 2) THEE L7z a i L T R E .

% 3. EHHEAMREORERRLDBEIZONT

B O HICER D FEE 2 RRFICAT 2 Jiid, & &8 & . fifTiEmIc
TEWVIHEZRIRBILZ & - TiEE L TS 230, RERMIT, FTRERRY, ZhE
TOEMMRERICEECSNTZbLOLEIMObD A2, WEDOFHITLIZ, EEL
TLIZE, £, INETOEHRAARICAREML E LTERE LM E B
LTSN, 2, ERLAREY EBELNL5E6101E, RER LD
PHEHEEESTHZENH £,

B4 AEHFFB Y > TREBEICRE T EERHZ W T
1. FrlEAMERAERFEIC Y - - TIRETREERNI, T @mE 1 EFE 3 D9
(1) IRENTZHLODIED, B 1ICEITF2 b0 L LET, 2ok, Bkl

BT B EERIN T R TCHI- ZFESICBW T, F =y 7 U AN ICHEFRIES
SIAD b, HEHT ARG LAY THERBEEICRMT LT IEEN,

2. EHIEAVETIA RIS 7o o TR TS ERHT, MifT@mHE 1 =E3D 9
(2) IRENTZHODIEN, Bk 2B T2 b0 LET, 2B, B2
BT B ERIN T R TCHI - ZFSICBW T, F2 v 7 U A b 2 I EHIAS
FLAD LB IR T REEE E A CEMBEAERERE LI To T &,

3. BT 2 OB 25 2 1R LB EHIEHER 2 O TH Y . A X550
H. AR TR, pilofE/SREEICKSE, WERK - SifEOE L,
B L QLS  SBRRE O FIEEDE LS 2 G &R 2B LT
L GERH Y 9, EEITITHAEHYE DR RIE- T E S0,

4, BE2FELNICHRAEEICHAERGE LEBRICIRE LGN D AT N 20
LA, YZER AR ECE 1R BERFBOREREEL ., EEERAED
VAT LA, ARG E RO AR EEFEA ) 2T s 2
EICXVERIOR—E BT D Z ENAEETT,

5. MRA Xf[EYH12 k5 MRA xt4450 BIZHR D GMP # A MEREAE, Eudra
GMDP 7 — 4 X— R |G S NTZFEBHANARDE L, ZFOMYZIAEHNE %
ST 572D Certificate Number 2357725 & kK, MOU AZHL[EY J{IC &
% GMP # S VEFEH S 2 IR 92 2 LN TE LA, BEIOAIEI A
RERGAEND Y £,

1) FHESEREOSLE

MRA ®REY LD MRA 45 B 12625 GMP A MEREHE T
Eudra GMDP 7 — ¥ X— R {28 SN T-AEHNE DG L £ O 24 EAEHN
RuEBWT 57280 Certificate Number 235 05 &R 245 2 LT
X LA IR. B 1S 2128 &k (TFRA T Sedn H S 2 ) ORLEFTis

3



g MBS TRICET2E8H ., RRBRAEICET &8, TEMEIOE BRI
B4+ 5&E, 7ot a2 F— g 0 OFEMRIICET &R KON T4
Wy ER SR FCRHEE A~ ORISR BT 2 &k 12D b0 &R ) Z2AMKT
D2 EMNAHRETT, £, MOU ZHEY HIC X 5D GMP i@ AR & 2 IR
9252 TELLAITIT. BEOBEMP ARG ENH D £, FEERITIX
HEHYEZ O RIZES TS TZE W,

2) TEHHEASMEREOLS

MRA X2 EY HIZ & 5 MRA %540 B I262 5 GMP A e E (R
IZIR%,) XiE Eudra GMDP 77— # RX— R | 2B Gk S NT-FAEHNE DG L%
DY LZFEHNE 2 24 5 72D @ Certificate Number 734557925 &£ 2 1R
T2 LN TEHLEEIE., B2 E 2 12 28k (TFRA S B 2
R OBGEFTEEE ) KO AW HORIFRHEHE A~ DO SR DU B3 2 &k 12
RO HbOEERL,) ZEWTLZENARETY, /2. MOU Z#a[E Y fFIC
£ 5 GMP @A MREHE RARIZIRS,) 2325 2 &R TE 25581,
BELOBMENFRER G AN B U F3, EETITHER L E O RIZHE- TL
7230,

6. VA h~vAZ—T7 AWM, FEERONE L RI%EU LOFLENH 5551
1L, A b~AZ—7 7 A (HARFEIZHGE) OfREE D > TYZERNT
K25 ZENARETT,

7. FLEANAE D ELEE B GMNERIEES 2 H - UIREFTOFELEIC L - TK
BEINTNDZEDRMERTERNDS O (YFEHED T2 OISR S 7z B
DOXE, GMP FESNOCESE) 2&EE L TRET 256101, fEE
FHOMERIE £ 12D > CUIREFTOELE) DB ONRICE T2 o2 &
Bk, BAEMLUTIRELTLLEZIN, 72720, FiiEaHiRaeRF o8t
R Ch D THETRIZET2ERH [0 TE, TEHEED T DIT/ER
INTEREDOE |, [CTD O], TGMP E# EOXEFRFEZHWT
BHINTWRWLE] AT casdi, b, THEETRE
BT &R 05 b, BETEOBNK, KOREEIER I 2 KICE LT
M ERE DT OITER L - E% 0 rE, CTD Ok cRAT5Z &
HA[EE T Y, BLEE B OMNERLEER T H - TIHLET O JBEE)IZ L -
THERBEINTZZ ENGNHERCRITIUER Y F A, BiEERTOETE
MDARICETEZ DO LA LEEEES A 20 TIRELTLES
A

% 5. BEFHEIZHT ARIEEDERHBFIEIZONT
1. EEEAZREBTABRICIEUL TORICEE LTI EEN,
1) BEETRIHT 2G4, BEE (13 ROER (13) 2. MRk
ELTHRE LT EEN, JFAI, BEARIC X 2EHE2BFEW L TWET
23, CD-R CTOH A2 it 256 I XiRE T Y & ~ RV F 5,
2) EHHEICBWVWTEF A —IC LY EEER AT 58513, Fhk 30
11 A 16 B AT A AR LB S BRI s (=3 Sl A MR A o
ERFHEICB T DEEOBEF A — VI L DB TECOWNT) LR

4



VMTHo TL 2S00,

3) fRHHARE ClomIZEER OER 2 T WAL, FancZz ol
%ﬁﬁﬁé% nzie BT, REHYEORERICES TS0,

4) [EEEL, JRHIE LTHAGBETER LTI EE W, &R, JRAIE LT
Hiaﬂi%ufﬁﬁéht%méﬁmbf<téw ﬁkxgﬂﬂ%

FELANOANERE CRLE STV A A B ARGE UL IEGEIZ L D 1E
mbf<téwott \ﬁﬂuﬁﬁéﬂfwé?“f®kﬁ%ﬁﬁﬁ
SUTTEFEICHER L T BWEIZH Y ¥ A, BEROERNRHTH

ﬁAi%muﬁﬁﬁé%iT%WwAbﬁ<téw

5) FRAHGERFIC, BLUERTEAREHFEE T MF ~OFEHNAE D HE L TV
W AR, A G B ORLE TR, HS L OB S IEIC BT 5 Bl
IRFEAGRBAEN B L 2T L, BLERFEAR P FEE L MF ~0OFt#Hk
MEBRBLZME LT-1%IZ, GMP A&EICET A EROERZHH L
TLTEEW,

6) AT %Lﬁm%n$E%XiMF_£ﬁbt%Lﬁ& HAS K R
ﬁ%ﬁ&#ﬁﬁéﬂt AT, BEHICHERYEISEE O B BT
BLEIR B AR R ‘Mm%ﬁﬁm%ﬂ ERfEH LTS EEn, &
FONBIZE > T, @wONCHREEHE L NWEEENMTZA D 2%
@Tﬁmﬁébgﬁ%DiT B, ZOHREITIIRE SN DE Z &
W ETOT, Hal7r T3S EBREVH L BT ET,

6. TOfh
1. Ei%%pu LA A EMORE L TH0E@ICLDHE L T 20O
HEATEBENICE W TE L SINTWD HGEER X IMEERICEREE E T
Eﬁzr (JETEOEMS, "WEOMEHIZY o To Y X7 OFRRELE) .
LEOFEHFEOFER., BEICB T I REA, BINEOHEKOHNE] EFEDIX
2, BHENTERIONEBIZE L, &S -5 AaEEOE(EIZB W T
7oL LFET,

2. HEOFHE (EHMOPFHE ITEHIZ XL H2HE) ([2hr0b b3, FERlIZRERFIC
LV EEORHEY D ORESFHEA~OXIGIFE 2 E 3 5 2 & BN HGA
ENDEAEIT, WONICZE DB 2 EIMN W EEEMICERST 5 K O BREVL L
N

3. @%%@@ﬁ%@%%ﬂﬁﬁmm%éﬂﬁim (2R84 25 GMP ji & MR A
PRI T REERHZ W TIE, Rk 23 4F 6 A 21 AN HAE BEE - B
ﬁh% PR SR R AR A [ T 4L B SR A O R GERFIC IR AT R & &
BHEDOWIEIZOWT Y, ik 19 4E 6 A 20 H AT BEEFRE « BAREY - B
P RER R T — it I 1= 3K 0 L& F D 28 B S THENNT AR D Tt s b
22T (CEAEEATE 0620001 5, AT 0620009 5) (2 L7z
Do TLTEENY,

4. FREK 30 4F 3 H 9 B R TR ERR - B - BRI R R T
SO SEITR D DB EHDOE LI R D DN FITOWT) CRASKSE
7% 0309 55 1 5, FEARRFE 0309 55 1%)&%6%\%ﬁ£%&%%W§



DOFEZ B ERNICHHE L7 BT, EEAMERAERGE 217> T2 a0y,



BIHE 1
THEAMAERRBCY o THRETREER

FrBLE A A RIS 7o o TR TR RN T HLHIEE 50 546 2 TH (58
111 SO 264 S=F 2 HICBWTHERT 25652 5T,) 2B\ T HEE MR
IR HOREEE K ONWEEHICET &R KON HEAMEREICRD
FETORLEE L N EEBICET2EE) CHESR TV EZ A, AR
FIZIZLL RO L B0 T,

1. TRACEDONIZLD

1. Yl AMEEEO R O B2 HiE 2 M FEE S - GMP Ji2 (ftho i
AR SN EM LR 2 ETe,) 126k DA M A RS Rl rn =S
PAEREEDOE L

2. AMERGEFTICAR D THEICH > Tk, MRA & LT 5 ES IR 5 Rk
FTIZ DWW T Y% MRA IZEEDS < HFEFEOEAMEREF F%, MOU DR
BaZiT - TV D ESBICEIT 2 HEFRICHOWVWTIEYE MOU &Ik HF
[ES DOFREAEE, KO 6 DS DEEIEIT 2 BEFTIS 2V Tt WHO FE
E, ZOE%EOY I X 25 APEREA S

(BEHEE)

(1) ¥Rk 17 43 H 30 HAF FEARBIE 0330001 5 % 3WAMERAE 9. 12
SEAHDEY . FOEOYFHEIC L I EAMIFHES AL T
AR

(2) MRA #fif&E, MOU AZHAE LIS O ENAEAET 5 RUEFT I 59 5 ok
HAEOLAEIL. TOEOY FEICBI 2EAMIFHEELZSEHL TL7Z
XU,

(83) Eudra GMDP ¥ —#% RX— X [Z& G SN FANEDE L, £ DM Y%
SFHHNE 224 5 728 @ Certificate Number 72343705 & B2 Ul
HIEMTEXHGAEIL. BEIOBMNRERGAENH Y £9, FEEIZIX
FHEH Y Z OFERICHE > T &V,

3. WM H ORLEIRFEAGRHRFEE (A =3 EE 0 G R IS < GAITIE.
ZOREE) OEL

B2 MTEMEIEFE3IO9 (2) = NEAUHERENLEL T8
UITIOR LIEEBHIRER 2 b 0 TH Y | &S m B AdSR TR, Al
FIOFERERFICES S, TEEVERAREA DS LE L T5ER) 3R £7,
B L E ORI > T IZE VY,



1)

2)

3)

AR G B S K O i 2

(1) HRZRGEFTIC R 2 iRA i B B 22 (kK1)

(2) P EROEFTEEE (EPNRGERTH) (B 2) TGP (OF
EHRGEATH) (BRA3)

(& FIH)

SHEERBR IR AR AR D HEE DA IR W TEL B2 3T 3 D
HIIRETH Y | SRRRER IR AR ORI T FIH A RCa L 7oAkl 1 242
HLTSZEN, 2B, #kA1 O THGEFT OS] KO TRUERT O FrfE# |
M ZREC O ROEFT O 2 ok U, S SRR RS (I > W T
A ERFRERAR AR RS ) OWICHEBI D4R, FEBIOATEM, B4 R (&
e AR RS, MF (ZR# S R4 FR) . DR ORDUTSR D B
FHZFLH L T ZE N,

FEEEIZRET 2 &R
FIEEZFOU A b (BIES) ZREL T TESV,

(BEFEH)
M#E 5 Z2 PMDA OAR—L_X—=I b ¥ 7 rm— RL TR LTS ZE N,
( https!//www.pmda.go.jp/review-services/gmp-qms-gctp/gmp/0001.html )

fE TREICES T &8
AR H ORLEREEOEL (1ay hy) XIvA X —RyF L a—
REHRHL T 7EEW,

(EEFR)

(1) BUERGEARHGEE, MF OREANRICEY T 2EIN 005 L5, #
WERLER T~ A — Ny F L a— RRIZHHFTE L TS &0,

(2) BUEAGEAGERHGER., MF ORENFICEZ Y T 5 & 2 S50 s o=
AT HIERICERR 289 285403, BERE I~ A X — "y F L o
— RNIZFEEZ THRERFREZEVIAALLLOZRE L TWEL Z
&L ARETT,

(3) BUEHGEAREHFEE, MF OREANR & G I~ A X — "y F L
a— NOMEOFEZMHER L, MR REREEICTHH LTI EI N,
FRENRD GNTZHEITZFONE L OEHEZHH L T 7E a0,

(4) R A A LT 2 N BUERFEAAGE R FEE UL MF 122 O B 23 50#
SENTWARWEASIL, HEO—2 L LT, BIEREAZFERLTWS TR
ZEAZCHRH L T EIN, ok, BUERBARFEEITIHB VT, [\
W2 L 2 3 RE R G AGR B FEE UL MF IZFEd# 7~ 5 L EE N 2
WEHIBT SN TV AEEIZZO B Z 0 ChRIZFEICER L TR LT
<TEEWN,



4)

5)

6)

BRI A SRS 3 5 R (F20C, A Bt % 28 ST D RGE T D5 5)
A SR B ORGERGEARR RS &, MF (CRt# S Tv 5 TREFRBR,
AR, B OMBRGLEOE L (1 vy My) 2 H L T /ZE, COA
ELTRHLTWEELS ZE bR T2, MBmaSiEoFE (HPLC,
GC %) MUWRBHERPHTL L THLHEIZIRY £,

(EFIH)

(1) BLEIRFEAGEHGEE, MF OREENAFICE Y T o ET 42, REBRGLERNIC
B L T 7E a0,

(2) BIEERGEARHFEE, MF ORBMREICET 250HAR L Rt 4
BCHEM SN HRBRANAE (FIE, THE., %) ([0 TREBREE O FHE
DA MR L, HEREREZFEECTEH L T EE, HENFED S
NTEHEIXEONR L OB ZHIA L T ZE, (B4 G
S K OBLEFTOM O 2 FES5& . OO0 HfEERE LT
FEhii L2 THbELLXZRWNWI L ENTWD, 4T 2 L7- i
D RDEEUF LTZ,)

BRI AR 2 &R (IS, A SRR 23 SRR AR D 55 5)
A G B OFBRITIEICET 2 ROER 22 L T 7Z S0,

(1) Hk K OGRBR G IEICBE T 2 FIREDE L

(2) FEBIT AR Sefitiny T FEh L 7o BB A RL ek 0 5 L

(B HIH)
Eit4 OB EFEHELF L,

A O B HLIC B4 5 Bk

FAA R Z B2 DWW TLLUF OJFUEHE OV O AR FE R DB L (1

2y hy) ZEEHLTEIN,

(1) MF CHUEA T E STV D JFA B

(2) BUERRFEAGEHFEED T L OV B UIAEM ) (ZFe# S = 5 R
Je Y, BE ST CHIAR D35% E ST B JFAL

(3) BLEARFEAGRHFEER, MF CTHES AR IE STV D BT

(4) BUE T D RERIK & OVES K

(BEFH)

(1) BERGEARFFEE,. MF ORENAICZ YT 5 E T4, s BRRLERNIZ
R LT 7E a0,

(2) BLERGEAEHFEE, MF OREHNAE & Btk OfHEOF H A2 il L,
MERRE R A2 A I L T E 3V, MENRBD LNT=5E1TE DN
NEOBEBZFH LTI,



7)) WEERMOCERTER v M
A GG T TROGE STV DI AL H OAFERIRGE = v ML
2y b A X&fdk L7z 2R R L TES 0,

8) NUF— 3 OEMRIICET L EER
(1) AR YF— 3 o OEMKHICET 5 E R

BLERFEAGEHFEE, MF [ZRE STV 5, g B itk 58

EHIEOBEEEMEZREE L7 FReNE 2 S TR ANY 7 — 3 ViR

FEOFELZREH LTS ES, (BEHEEZEE LTEEOZEERDO /Y

F—g rEETe,)

O FEEE2Ar— 3oy hoFav AN F— g UEGEE
FROEMIIC LA 3oy hOFaE AR F— g VPSSO FIE
THROE L OTREMEZREE L2 5681%. 3 7y FOERKIC L 25
ERIZEU EDOFETIHl SN TS Z EEFH L TS 7230,

@ T ARY)TF—v g VHPICRAE LTGRO AELZGTEH L T EE
VN BN L CW AR, BNES oM R, & ERELKOT
B E OBEE K OBIFE D ALERIR L 2 FB L T 72 &0,

@ TuEANYF =g UHIZIHISIEA L TWEGA . A
L7z LTH PRI T a2 AN F—2 g UL LT 8B 2 D4R
AT L T 7ZEW0,

(B EFH)
FROQKVOICHEYE T HERNIL TR L T &0,

Q) 7YrtAYIab—ra T A MOERMKUCET D EE
IEEAE TRRIC O W T, MM A RGET 2 72 OICFHA X S dn B 2 Bl
T ORISR CEM L7 FRNRZEVEEDO T r AL I 2 b—v
27T A MORERBEEDE LEAREH L T EEW, 2B, YIHFHh %
FToloBa1k, 7ak Ay Ialb—va 7 2 MERE U CERE 3 [ES
DOFERZRM LT EE 0, EMFIEZIT-> 72 HE1L, 1 RS ORERE
FEH LT 7EE W,
O 7etRAVIalb—va T A MO SR TREEZWFMIZHA LT
<&,
@ fEERAHEZ, 7ok A I a2 b—a T X FORRSH (B
TARBE. NEEES) BN, U—A N —2THHI L EHHL
TLEEN,

(8) Wi\ F— g U OFEMKRIICE T 5 &k
Vet N T —va v oiE (F7213FEE) 05 L, XIF O
MM BDEREREH L T &N,
Fo A G E ERIE A AT 5 2 TORIE N A TO GMP
BODEA SRS DR, NIRRT E 5 2 &R MEES

10



TG T LR, EEOWEEAY F ey 3 OWEEDT L2 L
TSV, ZOWEHL, MR, e A, FEEEA . S
MBELOE LT EEN,

(REEFm)

e tH L W28 E O E 7V — 8 7 L CHgE Y 7
—varEEELTWDLIEEIT. 77— 70RO 5EE
IR LTS EE0,

9) AW KFEHEEA~ OISR DU BT 5 &k

HEE i B2 DWW T, AW B SRFERHEEA~ OISR 5 D & 2 HHH L
TLEEW, Bl 2, BUEFT N A HSRIFEEHEEIZE A L TV 2 R O &%
AL TWAS Z 2R BEEEDREA, EH L TV R A B sk
HICHEE L TWVWD Z EE2MERT D20 FINEE, JFUEOMFREE & Ok D
A ESE L OBIRDIZESEER SN EEEOT L 2R LT
SV, AW RFELEO R G L 7 B ZFEH L W AR nWgEEIZiE, 20
BEEEZEICTCEH L TIEE0,

(HEFR)
BEEOFANIE LRWEAIE, B LERHL TR ZEThEL
X Z2HEY FH A, EYHSERBHEED G L 72 B REN 2 L TR WS
X, BWTEDOEZEEFICTHH L T IZINY,

11



BIRE 2

EHEEHREREICY o TRIHT &

FE I A VER A R IS H 72 o TR S ERNE R LRSS 50 25585 2 TH (5

111 RO 264 &5 2THIZBWTHENT 25645 T,) BN T THEGHER

&

AR D 5 H OREE B N EEFICEE T 28k KO THEAMEREICR D

FUEFTOREE B L O EEHICET 28k LHEShTWD &2 A, ik
HINZIZLL T D &R0 TY,

1. HATERAIZED Db D

1.

o

YL S PYEFRA DO HEE O H b2 2 ERIZ I S 7z GMP G (fhoo
EVEHEMEE T L2 S Te,) (2FR D00 E MER AR Rk E
AR S EDE L

SMERGEFTICLR DTN B - T, MRA Zffif LT 2 E%E 2 k1) 5 ik
FNZ oW TS % MRA (255 M TFEF O S VERE EH%, MOU %052
Wz AT - TV DEFIZE T DHEFIC OV TS~ MOU & ICESHT
S OREHES LO 2 b DS OEEIZB T 5 REEFTIC OV TE WHO FiE
HE, ZOEFOY[IC K DEEHRENES

(REFER)

1) SERk 17 43 H 30 HAF AR 0330001 5 %53 #MoMEHRAE 9.
ICREHEHA D LB . ZTOEOYRFEICLSEAMIEAESE 2N L TL
7230,

2) MRA #5#5E . MOU 2 H#aE LIS D ENAFAET 5 BE AT o x4 2@ A e
BEOLAT, TOEOYFREICBIT DA HIEHESEZEH L T 72X
WV, 2B, EHIEAMREOEAICRY . FEAZHL TS0,

3) Eudra GMDP 7 — % X— R {ZEE S NIRENAEDE L, £ OMY4e%
AN 2B B4 5 7= 5O Certificate Number 723599705 & B2 ¥4
L2 ENTE LA, BEOENARERG ANV £9, EEIZIE
FHEHYE ORI T E SN,

BOEIR KR E (A ERE LS ORGERICAS HEICIE, TOEHE)
DEL

M2 5 AR O —ZAKREDT L

M2 5 AR OB H R EDG L

2L LD RICRD HEE 2 RIRFICAT 9 & &1, EXR. 1B XKk, W
FIZXO L, TORHT LITAEN R/ ZRE L, TOSHAUNEE

12



7.
8.

DOIRPA R LIZEE (ZOREIC LV RERLZEE LAV T,
3. ~5. OBRHE, HIEAEREMIED BDIZRE L TELXARY,)

(B EEH)
JFHIE LT ARER S ITRTRIO EHE A ERAEIC B W TEE SN b D &
FHOBDE LTIESN,

WESAEMOHEZENLHIRAEINOFE (FOSA121%,. FOME)
BEE (Efr@mmca#H I T2 EZEE (Bfk1-3-1))

F2 MATRAFE1IEFEIDI (2) 7 NEEHREEENLEL T EEH

1.

2.

AR G B S K O il 2

D YZELERTICR T D iRA S B ISR o (k1)
2) PEEARGEFTIEE (ENRLERTH) (BN 2) O3 EE R RGEpieE (4}

EHRGEATH) (BRA3)

(B 40E)
Bt 1 DSBS 30 2 AR G H AR S 13, 27
E G B IC OV TR LT 2 S0,

G TRRICEST 28R

TR G LG ORLEE HE OMERLEEE I H - TXRERT O BEH)
K OVFERER R E (MF) 257328546813, MF ERNEEALLLTOHE
R L7c ECLBE 3 ERk 4 0B = LI EEEDOFRAZRZH LT
<TEEVY,

ARG B ofLE HE (TR T A—4% TENEHRBRER L OVE
HUEEZ G, ) . B L OB 1LY BLERTEAREE T MF OFLENE
ERENZNT L

(HEHH)

1) UMK 3 TRk 4 & ffT@EmIciiEsi s TV arEEE BIK1-3-1)
T, EETOIRNAENRLLBOEEETT, TN ThOEEEZRZHLT
<TZEWy,

2) BB A LT 5 2 RERRGEAGRHEEE T MF (2 O B2

SHTOARVEAIE, gD o & U CHIBEER M LT 5 TR L &
BICEAEICERL TSV, A, MEREAREEICHB T, R
LR L O\ B N B I AGR IR 38 UE MF T 5 B
VN EHIBE STV BB E OB A AR L TR LT 2 S0,

LI, 3. k4. DELHZOWT, T fTHEmME 1 EJF 3D (2) 4 124t

13



WRERS 28 E L2 A IR0 TR, SRR IZFR S b DIZIRE L T
M9 22 ERARETY, 2720, 3. (3) MEZSHBKICH LANEG TH
STBNN Y FRRENL DFFEIZONWTORE ] ZFRE £7,

3. HSLIVEORAE BT 5 ER

REBRE SUTFAE R G B IZOW T, I/ E 2 FELANICAT - 7o BT O 84 i
HOREOREEDOWMEI 5O L TN REZEOMELFIERILY £ &
DIELOEEH LTS ES W, @E 2 F LI E O FRAE 2 F0E LT
RWNEAIE, TOEB AT S L L B, Rl OFRE B AR EE L7
phen B RAEOREE WEEHSOEF L) XY EEOMELFERY £
EOTHDOEEHL TSIV, Ibid, BERSRE L7V —7 (R
LWL Z ool a2 7 v— b L CIREE2IT > 18581 RB 5, 7 v—74k
Al & LT B2 G M E R ORISR B Rt a2 5 e, ) OAFR, B x5
M., BEOHKRELEOELR (AT —ya VERICOWTOBLREET,),
AR RIS T RO N B IEHE L O THEEOME GHEz2 &) ifF
NZHRAE LB ORAIEIUIESL (B LD E RS T2 JRARIZYSZE O
RRATEI UIBA DT SN TV AEEIZIE. B LIS TENET LT
HYEHAL,) BEENTWVDHHEDELET,

2B LLTICHET 2HE OBAERE RN SEREREENICE T T
RV ETH- T, UEEBIZOWTHIBREAEZIT> TV D & Xid, O
BRERICET 2GR A2 LT EE W, £, UTICBIF5HEBICHOWT
I BREORRE Lo B E 23S Lo 25815, 0
HZ2HFEE LTI,

(EEFR)

BEOHRLIT HEE) EWVWIXLEOLZRTHOTIEHY A, [
A CHELRBIIZET A2ME L SO CTERZEZEH LT ZI N, £,
A EZIEHT 2RI, ROONZHEOBE/BRENTXTEENLTND D
CERMER L T E &0,

(1) BRI OEM DO AT 5 R OFERIZ OV T oA
B FR R OB (BEEM (FRCiiieE oo b o) 2&te, )
D5 NV BRAR A S R N OVHR E Tl O U DWW T OB LEE T
LOTHDHZ L,
(2) EER TREHEN OO NEEHRORERIZ OV TO A
FFHFROFRATRE B 2 S < TR BRIRAS ) OV BRSO - 24 P 12>
WCTOEBEZEZ2EGLLOTHDZ L,
(3) ML SNTHBIZH LABEE THoT22Ny T HRENL OFHEIZD
WT DR
PRAT G B OBLE IZB W THE R E G D B - 728561213, JRIESEHE
BREREZBEZ LR IEHEL N THHEEOMELNERLZELLOTH
5T &,

14



(B 9H)

REmBIZREET, T XTOFESM BICEL T Mz St
WX LG TH TNy FROZN S DOFEIZ OV TORE] k%
R LTS ZE 0y,

(4) FRTOERAREB LR . 24 6 17 Bl % A O 5 &
U C 5 L 7= & TR M O T B4 00 A 0L U T 0 RS
WA 5t 2 IR P IS AT A B B 70T = & TR Ao 72 R TEHE R

K ONTFBHHEE I OVl BB IZBWT (8) IR HITHE & LTHY
WHrobDTHDHZ L,

(5) LTREXIIHSHITIEIS S U L2 _RTOEE OV TORAE
Ehi LT EEORER., KENRR D7D O NWTDOEBEREZEHH DT
HHT L,

(6) BEMET=XV LV TOREREDPTRXTOHE L RWVEBIZDOWVTO
MR

SHEMICZERT =X ) T oRg s Liza v b SR, 25, i
SEFHE L TRERTE=4 ) v 7Ox%E Liza y ML TE, 4%
AL EZZERE2EDLLOTHDH L,

€= 2y

W, AR E L TCEBLEZLERE=4Y 72O TIL,
Y omxtgoy AL T 7EE0,

=

o
S

(7) =i

P BB T 5T OIS, GBS ORI ONE 2 0 2 RESEfE

SN TEJRRGEHFRAE IZ DWW T O R

KL O S, SEE OS2 RSB M FE S 34 L TV D552,
MLy RSO R B E 272, TORKEIZHOWTOELRZETe D
ThhHZ L,

(8) TAENITIEEIC

—

5t U CHERTICENE L7~ B IEHE O >\ T oM
&

REFEJGLOREIMR D TR ITEBIZOWTEM LI ZEHED O B,
TERTO BRI T ICHAMMEZHONCTHZENTERSTEH D
NI THST=NE I MDICONWTDEREZ G LD THDHZ L,

(9) BT ZEEE KL N2—T ¢ U T ¢ — O PEREAMIR I

HEELOR2—T 10 VT 40— (HVAC, /K, JEMEZEA5E) OmE LR (Rl
FICH L CIIKIER, BEICEL UIRFEABRMEOEH A T F o 252G
Te.) DEHHENATHOIL TS Z L DR R EZ GO THDHZ &,

(R E9H)

BEDOKHRL Lica—T 4 VT 4 —Z2HRR LTI ES,

15



(10) ZFELTWAGEEITIE, Ttk 5E IOV TO A
A RBR IR AR SE & OBUR O NI BT OIRETH D = & OfERER %
GHLOTHH L,

(BEHER)
FHE L QW WEARIZZEOEZRIZZEIZTEH L T30,

NYF— a3 OFEFERIICEE T 5 &k
ATEIFAAS B LARRIC . (R B ST b B b & L CH Nl L=\
F— g VON, EBEBETRICOWT, EEMAZRIFT 5 7202 Ehe L7z
BEDO7atEATIal— a7 A MNORRBREZEOT L 2#H L TL
W, B, IHEHEZ T 728581, ek AvIalb—v a7 A b
OFEFR L U CEfE 3Ry OfERZ—H L T 230V, EWRHMEZTT > 7254
L. 1A OREREZRE L T 7E3W,
OFrtEAVIalb—varT A NOFORG TREAZHMICHIL
TLTEEN,
QEEREREZEZ, Yot ATIab—v 3T A MORBRSM
(FECTARIE, NIEEEE) BN, V—ANr—2ATHDH I L&
LTSN,

A R S SRR R YE A~ D IR L B 5 B Bk

RFBRLGL L OV OMFAEE S50 BICBE U CL AW i Sk JFERHEHE~ D %f G2
B ER R LT EE W, Bl 20X, REFT N A Y i sk FUEHEE CE A
LTCWAEEOLZFHL TS Z L E2RTEEEDORA HHL TWDIR
BEN AW SR FCBH R HEICTE A LTS 2 & 2R T 2720 O FIEE, FEO
I H & OB E, HEHE & OB O TS & Bk S 7o il B4 2 42
LTLIZEW, EHORIFERHEEOR SR & R DB A L TV W&z
X, TOBEREEICTEH L T EI,

(REFR)
BEEDOFEANGELLZWGASIFX. BELERHL TWEESZETHEL
XA A, 0, EYHSRIFEEEDO G L 72 DR ZHEH LT
WAL, BT FOBREZRIZEICTHH L T EEN,

16



Bl 3

ull
3
I

TOOHERT) 2B 5 Ttk H 0REF 1L, Bk M OFRBR 7 iE1L, RdEikie
7%5}3 =EN

Ao AL SNIENA SHHIEITDH Y T A,

<FHA SR E > (FRA RIS 40 B M D613 T~ TRLH)

LG4
FITTEHN

SR HAMER O RMEA (B4 - B

VA RYECFYNERE SURESag) = e Ny
A B B

17



BIRK 4

ull
3
I

TOOBERT) 12351 % Fif B ORE %, BKRORBRFET, MFICE
S AU A LB 0 E A,

<FHA SR E > (FRA RIS 40 B M D613 T~ TRLH)

LG4
FITTEHN

SR AMER ORISR (B4 - B

MFE ENEFA E4h - B

VA RYECFYNERE SURESag) = e Ny
A B B

18



Attachment 3

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
It is hereby certified that there is no discrepancy between the manufacturing
process(es), specification(s) and analytical test method(s) of (Product(s) subjected to

inspection) in (Name of manufacturing site) and the content(s) described in the

Marketing Approval Document.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(The name of responsible person of the site) YYYY/MM/DD
(Title) Date
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Attachment 4

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
It is hereby certified that there is no discrepancy between the manufacturing
process(es), specification(s) and analytical test method(s) of (Product(s) subjected to

inspection) in (Name of manufacturing site) and the content(s) described in the
registered DMF.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(Name of responsible person of the site) YYYY/MM/DD
(Title) Date

(Name of DMF in-country representative) YYYY/MM/DD
(Title) Date
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List of Procedures, etc.

Attachment 5

Procedures, etc.

Name of

procedure at the

site

Procedure
Number

the latest
Revision
(Revision
date)

Explain why any
procedure isn’t set up
(if applicable)

Procedures for Management of
Release

Procedures for Validation (including
Procedures for Process Validation
and Procedures for Cleaning
Validation)

Procedures for Change Control

Procedures for Deviation Control

Procedures for handling
quality-related information

Procedures for Recall

Procedures for Self-inspection

Procedures for Training

Procedures for Document and
Record Management

Procedures for Product Quality
Review

Procedures for Management of
Supplier of Materials
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=K1

Form 1
LEBUERICBTHAENRSBEICET HIHE
Outline of Product(s) Subject to Inspection
a4 H BBUE
As of DD/MM/YYYY

BUEIRTEEH DR

(T, AP OREH DRA)

Name of marketing
holder

JENZH-T

authorisation

it H 44

Product name

BUERT D4 FR

Name of manufacturing site

YRR OO FTLE Hi

Address of manufacturing site

FRAE A S B FI2B T 5158

Information of product(s) subject to inspection

Please put X in the a

propriate boxes.

FZUTHOCVRERLEB L TIESVY,

feit7/ N S P A S
it #s Buildings,
manufacturing
areas, facilities and
equipment

JRIEEE 2 e —IRELE TR E TORIEIT R D RS - Bk

BUZHOWNWT, YT A0 EETEH LT EE N,

Please provide information of buildings, manufacturing areas,
facilities and equipment for use in processes, from APIs
manufacturing to the primary packaging by putting X in the

appropriate box(es).
%) Buildings :

O =M O &/ (—&EHzEte,)
Dedicated Shared(including partially shared)
B X I Manufacturing areas:

O =M O &/ (—&EHzEte,)
Dedicated Shared(including partially shared)
LG 2s Facilities and equipment:

O =M O £/ (—HEEHEET,)
Dedicated Shared(including partially shared)
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Y SOTRLE XS T (—EEH LT, ) ] IZET 25812
I, ENELHT AR ZY T 201 L AZRHE L T IE30,
When buildings, manufacturing areas or facilities and equipment
correspond to “shared (including partially shared)”, please provide
information of the product(s) sharing them by putting X in the
appropriate box(es).

OEATEEDE (bAFEDORATaA NE (AR LrEr ., EMomH

WAT BA RE) CHMBTEED S 2508 AKX 5 IRV IEEER

XM E AT 5 %E %) Highly bioactive substances (including

strong pharmacological and/or toxic substances such as some

sorts of steroids (e.g. sex hormones and strong steroids) or

cytotoxic anticarcinogens)

OR=vU U RHUEWE Penicillin antibiotics

Op 7 7 % LARGU4EYWE B-lactam antibiotics

O EFEIZEZ4 72 L None of the above

CIBA7~72 L Not to be disclosed

*BUGER R T (R Z 5T, ) IS T 25 81T,
FTnEXHT IR Y T AUV AEZFEHE L TSV, When
the above, particularly buildings and facilities correspond to the
option of “Shared (including partially shared) 7, put X in the
appropriate boxes for shared products.
@ =3/ Drugs
OEAREEYE (bOFEO AT u A FE (EARLvE | IEE
DIFRNAT 1A F5E) a0 &H 250 AR O X 5125w
FEHE X3 mE 2 A 2 WES)
Highly bioactive substances (including strong
pharmacological and/or toxic substances such as some sorts
of steroids (e.g. sex hormones and strong steroids) or
cytotoxic anticarcinogens)
OX=2VU RIIAEME Penicillin antibiotics
OB 77 % L2%514AME B-lactam antibiotics
@GMP & 505 H S g i
Products exempt from Drugs/Quasi-drugs GMP Ordinance
(17553 Investigational Drugs
O Eh ) H = 385 Veterinary Drugs
O i Foods
O Al £ 54 Agricultural Chemicals, Pesticides
(0% O Others ( )

O FERI23%4 72 L None of the above
OB# =72 L Not to be disclosed

TR TRRUBEORIE TR D Mk - SR IHEES
Buildings, facilities and equipment in and after the secondary

packaging
O =M O =/ (—EEHEET,)
Dedicated Shared(including partially shared)

RE TR O#PH (72
2L —EHEEICHED
AR OLOIE. —

O JFEE A A HLE Manufacturing of API intermediates
O JER#EE Manufacturing of APIs
O FFEO—HBILE (REOMIEE)
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B ROFPH DI L
R 7 R
Manufacturing
process etc. (Note: in
the case of the
application entailed
in application for
partial change of
marketing
approvals, put X in
the only subject for
partial change)

Part of API manufacturing process (Milling of APIs, etc.)

O JR3 /Ny Subdividing of APIs

O B, JFEEpRE (WCB &te) OfRE

Storage of APIs and Intermediates (including WCB)

O J5EEDOFER Testing of APIs

O $UH%d%E Manufacturing of drug products

O ®WAO—FHITFE (®WHO=a—F 1 7%)

Part of drug product manufacturing process (Coating of drug
products, etc.)

O ®HlO—kEEE (PTP &%, A MLFES)

Primary packaging of drug products (PTP packaging, bottle
filling, etc.)

O A0 Z R 2L LIRE O T2 - 7R Secondary packaging of drug
products and subsequent process/Labelling

2L BRI OLRAE Storage of Bulk products

B AEBHI DO LR Storage of Drug Products

HUAN DFER Testing of Drug Products

LT

Product information

AE W) 5% Biological product, etc.
AR ET#L%] Modified release drug product
U > VR Syringe injection drug

#an Infusion fluid

¥y AR EH | Powder injection drug

AL 218 344 Lyophilized injection drug

O WHRESA Liquid for injection

O 8E/. B 7'V, BGE. FERAl, RERSER]. TR
Tablets, Capsules, Powders, Granules, Tablets for Oro-mucosal
Application, Tablets for Vaginal Use

O #EH, 7 U —2H7, SRR AL 7R

Ointments, Creams, Liquids and Solutions for Cutaneous
Application, Suppositories for Rectal Application, Gels

O W AFH, W AT T > — LAl

Inhalations, Metered-Dose Inhalers

O AHRAL BREKE A

Ophthalmic Preparations, Ophthalmic Ointments

0 ASFTAl Patches

O A7 L—H#l, A A7 L —%#l Sprays for Cutaneous
Application, Sprays for Oro-mucosal Application

O ®AHEHL >ay 7HL BERTEHL ERA

Liquids and Solutions for Oral Administration, Preparations for
Syrups, Liquids and Solutions for Oro-mucosal Application,
Enemas for Rectal Application

O SEA|, 54| Ear Preparations, Nasal Preparations

O #1+¥ U —4l Jellies for Oral Administration

O 4 HETEA] Solid Dosage Forms for Cutaneous Application
O A EERAL B EEEA ., A AH] Semi-solid

Preparations for Rectal Application, Suppositories for Vaginal

OO0ogoogooo

Use, Semi-solid Preparations for Oro-mucosal Application
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O LAl AA], =% 24| Pill, Teabags, Extract and Fluidextracts
O WAL, BA - AL, F oA, BEAAL T 2A)
Spirits, Infusions and Decoctions, Tinctures, Aromatic Waters,

Fluidextracts
O Zofl ( %) Others (dosage form : )

ZE SIEe

Information of APIs

MF #| /i

MF registration
Of
Registered

O &

Not registered

O B AR
New active ingredients
O BEFA R

Existing active ingredients

X ZOMHRN LY, Y THHLOE—OEITEEGRIRL TS EE
VY,

*k Please put X in the appropriate boxes from this area.

O U 7 F > Vaccine

O Bz . MlasiEsH

Recombinant DNA technology-applied or cell culture derived
drugs

O $HrinyE Antiserum

O =ABEEEYYE (bO2FEORATa A N (A LvES, EED
RV AT 1A R LCHAEEMED & 2 HINAFID K 5 15RO HKE
TER X IF R/ T 2 WES%)

Highly bioactive substances (including strong pharmacological
and/or toxic substances such as some sorts of steroids (e.g. sex
hormones and strong steroids) or cytotoxic anticarcinogens)

O ~=3V »RHEMWE Penicillin antibiotics

O BT 7 % L %RP14EYE B lactam antibiotics

O ~\U U8 Heparin-like compounds

O b b HK#»'E Human-derived materials

O4# (JF#K L L T?D) Crude herbal medicine (as API)

OB % X > Vitamin

O EFRicazs 72 L ( )

None of the above ( )

O M55 3E Sterile APIs
O FE#EF K Non-sterile APIs

O HRULE S Products listed in Japanese pharmacopoeia
O &5iRIY) Food additives

O Zofh ( )

Others( )
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flE ik BE TRO|0 BWE#AEIE Aseptic processing

FpiEs O B #&IFE Terminal sterilization

Manufacturing O #fe4A £ Continuous Manufacturing

Process, O FH#A > A~2—2 Design Space(s)

characteristic of O /X7 A MU » 27 U Y —R Parametric Release

Manufacturing ] RTRT

Process® O FYA MY w27 U YU—2Z Dosimetric Release
O % ofth Others ( )

KFEFARR & OB 0 PACMP #H#k i H PACMP

ZOMBEES EICE O EBUTHEZ W B SAKIGAKE

ERARLE O @z Hih B Notification for fast-track review

In relation to all O Zofth Others ( )

kinds of

consultations

Other information
relevant to the
application

TrbEANY F—

ay®£mﬁm&¥@
BHREOL AL

nﬂﬁﬂ” ,)

PV status

(If a regular

inspection, it’s

unnecessary to fill

in.)

O & FROE X 7 —v i 3 Ny FORMET PV &%
M L7z, IEERTLTFETHD, GFEHHT: F Anrb H)
PV was (will be) conducted under the following conditions: Use

of commercial batch production equipment/ Commercial batch
scale / Continuous 3 batches. (Date®: MM/YYYY~MM/YYYY)
O3 fdiE s FRIER 7 —v il 3 Ny FLUSND ST PV
EEMLE, IFEMTHTFETHDL, (FEhH : £ HAnro
H)

PV was (will be) conducted under the other conditions. (Date:
MM/YYYY~MM/YYYY)

GQP EH5HE 7 &Ik
S<HRD
Agreement in
accordance with
GQP Ordinance
Article 7

O f (BkdH o H H)
Concluded (Date of agreement : DD/MM/YYYY)
e (RZ77 haedie,) (BURDTIEHR : i
Not concluded (including draft agreement)
(Expected date of agreement : DD/MM/YYYY)

H H)

SUBBLEFTORIE TRANTALO LRZEFHHEDH, DIV EEAFHEH L T EE,
6 Please put X in the appropriate boxes only if the manufacturing process of the site has
any of these operations.

T A

RHCRER O L AL, FEhiTEA 2 L T 7ZS W,

8 If PV is not completed at the time of submitting GMP compliance application, please
write a scheduled date.
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SMETRBRIR A RRBES  (BREE D4 B

(FIH+ 284127 [Name of the laboratory

WTozLl.) FA B8 D FITTE H
External testing Address
laboratory?0 ESE
(if applicable) Telephone:
O JrekaiER

O B#oftifiszt (7 |Raw material test
N— TN A ARy

i) Name of the test:
In-house Laboratory |0 T.F& N & Flallk
(including affiliated |In-process control test
companies'?) AR

O ERELS DS |Name of the test:

B O HifaraliR

Facilities other than |[Release test
listed above A4

Name of the test:

9

SRR AR ORI HICEE L CTid. B oMo & ik & 2 LIS O/ BRR
B L 2000, BEOHLHAICEIMEZBNL TRET L2 L2 L TS, £k,
SRR AR 2RI H L CIT 9 RBRIC D Wi, TRUBRBR) . [ TRANEERE ) U

TR OWT LS T 2 EFTICRE L T ZEW, b, ARG, BIEHL,
S HKEAGE (HEE) FED Thy MO & AIAE ] AICFEE S L7 By O b B AR
BT 2R b METT, 2720, BEE=XV U7 RIURIHABRMREICE T 5T
RETT,

10 If utilizing testing laboratories, please clearly indicate in-house testing laboratory or
external testing laboratories. If there are multiple laboratories, please add the column
as you needed. Please breakdown the outsourcing tests to “Raw material”, “In-process”
and “Release”. Do not forget to put all external laboratories where conducting all tests
indicated in application (eg, API, excipients, WFI etc.). Exclude the laboratories which
conducting the Environmental monitoring test (eg. Microbial test, Identification of
bacteria etc.).

1 — 72 B IREEAHNC & 5 56

12 Manufacturers managed under same quality control systems
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HMEBERBR AR AR BT AR D R DRI (GMP A4GH 11 5. GQP &
TETRIRLTRD & ETe,)

External testing laboratory: Agreement(concerning GMP
Ministerial Ordinance Article 11 or GQP Ministerial Ordinance
Article 7)

OfF Bk H - o A H)
Concluded (Date of agreement : DD/MM/YYYY)
O (K77 hate,) (BROTER : 2 A H)
Not concluded (including draft agreement) (Expected date of
agreement : DD/MM/YYYY)
Bk A FA2 ¥4 Name of the counterparty:

O34 Manufacturer

DGk 7e %% MAH

0% DAt Others ( )

SRIABR IR EERRPII R 5 a5\ X 1 25 2, B (D@ 1 A5 3 0 9 (2)
o DO MEIATHES A B R O 1. IR S H A R O T o
BFEICREO L B0 KR WEFTFOAF KO (IUEFFOPTER ) 1
(FREEOMETOWR) £ L, [SMERBBRAREE ) OMICTIE G0 B3R
BB B T 2 WIEE R LT S

#When an application is for an external testing laboratory, the“contracted manufacturer
information” should be filled in the space provided on “Name of manufacturing site” and
“Address of manufacturing site”, and, the “external testing laboratory information” should
be filled in the space provided on “External testing laboratory”, respectively, as mentioned in
Apendix1l No.2, (Note of) 1. Outline of Product(s) subject to Inspection of “Documents
required by inspection authority”, 3-9(2)-d, Chapter1, Enforcement Notification.
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%=X 2
EXLAERHME (BAZERE

SF 4 H  HEBUE

BUEFT O 4 B

FLERT O PN

A BN R H H
FF AT DI PRIy
DUNS ##% ((RELTVD5HE)

wEEH - MER%FEZED,)

EXFEAE LS T QC M QA #l1
A A A A
B E Y
i %
& FAX
E-mail

BEFRCTHEL WA TRTOREE (TRTOREEON, S AITOLEEE ()
PIZFEER)
(] : 50 ALABLEL TRV, 50 5L EH DN 10 & B BN ETOBE : 50 (10) )

JER - A | RANE TR | REBE TR | ke TR
AR DARE « o1 -
PRAE D F
5 i B 2K
* FRAMEDO YL, FRWEEEA T Hin B EE i,
BRI
R= ) R
WE
B T % LFZHE
WE

H) 1. SEFEEYE & 1X. HEFEORT A FE (EARLvEy ., EEORWRT o
A RE) PO H PN AFIO L H ICHRWEFIWER X IXE 26T 5208
HEAEWD,

2. JFEEO/NF B Uik, TEEE - FRR] oOfiziesl,

ARGk B DRI
i H A4 F 7 I3RS Y 3% &P C O B3 BA A R ]
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A O

SR TS i =N AL

B i % 1 SRR R A e A 1 A

HRERQO FEALTWIEERIVEa—F{LT AT A)

HH/ O B a—H [JERP [IMES OJLIMS DCS

b 2T DL e ) OfEfZL

WE 5 FEROITBRERE N D OBELEDFH I

1T R4 15 1 *F5 0 B 4 it 18 FEH N E T D
7l

B 5 M OENY - GMP READOHE (4 OB AITIHEE % k. )
|

BELGEROT AL, HADREADDOHR TR, FAEORNZFFMITEH L T EEN,
Bz X, KE FDAEBZEIZT, V—=U 7 LA —NRAELTESLGAIX. ZOELRH L TR
W, REAOHAE, T LEE 5 FEf oI, GMP R#EE O8] (T3 2 #i LT
<&V,
G
A
A A
J—= T LA —FY) (0%, #HE)
&SIy
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#R= 3
Form 3
EXAMERHE GERERR)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)
wF 4 H BEBUE
As of DD/MM/YYYY

RITERT DL TR
Name of
manufacturing
site
BT FIT O BT (E
Address of
manufacturing
site
PELG S ESpa
Contacts in Name of the company
Japan e
Name of the department
o243
Contact person
Phone FAX
E-mail
PER LHRSEFEH A
Accreditation No. Date of initial accreditation
FATE O R RIE DX Sy
Expiry date Accreditation category
DUNS #7%5 ((RELTWLHH)
DUNS number Gf you have any)

wEEH (- MEEEEZED,)

Numbers of employees (including part-time employees)

BIEEB R REER QC #iF QA it
Total Manufacturing QC department QA department
department
A A A A
RIEFRORMLE

Responsible person of the site
(Qualified person in the EU, or head of quality unit in other countries)

K4 k44
Name Job title
HEa

Phone FAX

E-mail
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BEFCRE LTV AT TOMBE (TRTOEBEOHN, BARBITOHEEE ()

PIZEEE)

(B : 50 FHABLEL TRV, 50 B DKW 10 S EXBARRITOHBE -

50 (10) )

Number of manufactured products (Number of products exported to Japan should
be described in parenthesis.)
(eg. If the site manufactures 50 products and 10 out of 50 products are exported to

Japan: 50(10))

CReEE TR
) | T | D R IR
B - SAETTE i BEOn
Manufacturing of ng of drug After Secondary
APIs/Intermediates Products primary packaging °
packaging | Labeling -
Storage

il H K

Number of

products

B BE M E

Highly bioactive

substances

N=T U URPUE

e

Penicillin

antibiotics

BT 74 LR

MY

B-lactam

antibiotics

H) 1. SAIEEWE LI, HAFEOARAT A NE (ERLEy, EHEORWAT oA RE)
SOHAEEIED B D HIRAFN D K D IRV EEVEH I FHE 2 BT 5WEE VD,
2. JFEEO/NFIFICB LTI, [JR3E - iR OMIZFEH,

Note)

1. "Highly bioactive substances" include strong pharmacological and/or toxic substances
such as some sorts of steroids (e.g. sex hormones, and strong steroids) or cytotoxic
anticarcinogens.

2. In cases of subdividing manufacture of APIs, please fill in the Manufacturing of
API/Intermediate column.

FRE RS B DRI

Information of the products subject to the inspection

in B 44 & OV 34
(FFEA B
oz &)
Names of the
products and APIs
(Please specify

English names as
well)

U ERTTO
il B A I 1)
Commercial
manufacture

started from
(MM/YYYY)

YRz G P RE o
WK 168 R 0 R
Marketing in EU and
US started from
(MM/YYYY)

YRz G TS L o
PN B 4 R ]
Marketing in Japan

started from
(MM/YYYY)
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Al O

Information of the manufacturing site I

3 T ki T R B AR

Area of the site Area of the warehouse

L ot R T A IR AR At B 1 A

Area of the manufacturing facilities Area of the testing laboratory

BRERQ HERALTWIEERIVE2—F{LT AT A)
Information of the manufacturing site I1
(Overall function of major computer system adopted in the manufacturing site)

HE/a L Ea—421b
VAT LADOLFR Name | HERP COMES OLIMS [COIDCS

of major computer O% Ot Others ( ) OfEA 72 LIN/A)
system

BE 5 R DOITBHERE )b DERDOFE
History of GMP inspections by regulatory authorities over the past 5 years.

1B RE A R 14 x5 H 4 i 14 FHhF DR
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results!* (On-site/Desk-top)
authorities products

UEZFEROFAIL, HEDPREEG DDA TR, HEORIZFEMICEEH L T 7Z I,
Bl 21X, KEFDABLEIZT, V—=V 7 L ¥ —RRAELELAIE. TOELREL T
SV, NEAEOHEIE. T NEE 5 FH ORI, GMP NE&OA ] ([THZE25H L T
CTEEWY,
(Fea )

W

NEE

V—=r 7L —fY) (ZD%, HWE)

SRS b
In the Inspection results column, please indicate the detailed situation. Do not write
just as Compliance/Non-compliance.
For example, if a warning letter was issued by US FDA, please indicate it clearly. In
the case of non-compliance, please indicate the detailed situation in the column of
“ History of product recall or GMP non-compliance over the past 5 years” at the bottom.
(Example)
Compliance
Non-compliance
Issued Warning letter (It was determined as Compliance afterward.)
Corrective actions are in progress
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W|E 5 EMOEIN, GMP AEEOFE (FOLAICIIME LR, )
History of product recall or GMP non-compliance over the past 5 years (Please
specify details.)
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HRA2RUIDEHLDIER

- 1QC #BF9) (Quality Control) 1%, MWEEHEE GREMRAH YEHE) 24
THOTT, —JFH. TQAEFY) (Quality Assurance) 1%, SWERIEEE %5
THOTY, WEEM X TQCHEM) & TQAEM, LiThiFbhvET,

- QC B & QAR & & 43 1 TV e WRLERTICR L Cidk, BB & LT ok
B¥ca TQC EM ) MicEidk L. TQA #BM) MlCIZ 0 ALTE L T E &,

- TREES B O, HEFEICRD M E OIE), YaZilETicis vy il
EINTWE TR TCORTIR DU A TH L T 7ZE0,

s THERRTE ) OIEIZIX, THERFBICR D M EICEET DR DI1E), Yzl
At L TCORRRERICOWTORYFELTH L T EE0,

- NEE S M OITEBHERE N O OBEROA M| OIE|IZIL, HEFFIRDIHE O
E0y, UEZEEICBWTHBE SN TWA TR TCORMITR LY FE (U
GBI D DB D FHEEGTr,) Zitdi L T 720,

- ML S /M OB, GMP RN#EaOF M| OEIZIX, HERFEIRLME O
E0y, YEEEFTICB W THRIE SN TV AT R_RTOREL TR 5 5% Y FH O
HER O EZTH L T ZE0,

- TEIPERE e ] DIEIZIE, REMEORER Y EZ N 27 b e & DD\
IS AR L TS ES Y,
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(F] Xi& [—Z]) EEERERH
RERERICRAFLEEHDOUR b

[FRE W RS O FIHE]
. UFTOF=zv 7R MIGE#HIN TV ERZRIZ T, dE AR

FxvHO9 )R MI

A LTLIZEY,

2. AFxzv 7 VA MI, EEMERERHECHH L TS,

3. WAMMERHAS Va— L alE A, FHCRMEZR > TERZER L TIEE0,

Bt e (1) @ELEPRA DAL AL RS

F= A H

AR B H

A R RGERTE D4 PR

AT & 72 B R SR 2 W) e00ere00eee
R E (MF) OBERE S (F12) 72 L

fi%

Cori] U3 [—£] . EAVERERRE IS > TR S &R

(f5111)
(f512)

($5113)

WA LIZBBHS TO) F2 AT TT S
Vo B LW AT TRHR) 2T
LTLEEN,

O

OF@ /] @H £ TIZWF EHN
EEHA@PRHT 5,

O+ @] @1 L TIZRIERT
703 0 [ 3 it i L B 5112
EEd 5,

L2 2 G0 GMP @& R A RS Rl k& / REHEDT L (3%3)

2. YHEOBEMEIEA TS GIK1 SH) (3%3)

3. RSN AGE RS E (T RS RLE E HE) o5 L (3%3)
Cx1) | [—Z] oHEaE. —AKRRGFEEDT L

L. A ek G B SRR e OV TR S (1) #ksX 1 (3%3)
(3%2) (2) B2 F/ 33 | (%3)

(3%1) HAT@EICED DNTZH D
(3%2) KT 1 EHE3I D9 (2) = NEAMREEEDSLE LT HEE O
(C%3) WA MERHAHFERFICLTIRM LT X, A G5 BB 2 5Bl 2 1510 L 0 A HIEIRFIC

RETERVWERPHLHEET, ZOHREZELHL T EIV, 23, B O TR/ HOMEHRE D EN T

FOICHEHFERICE B 2RI TS WV — 23, FRlREENALr—AL L GED O ERA,

TOBEE DM o 72 B CRAHFE 2T > TLIZ SV, FAi—, BE 2B TR 25813, HEE1 DL 2

WFRAICHEH L T2 &0,
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(B#] BEEHHAERE
REREFRICRALEEHOUR b

(EEESCIAL AR ) |
L. UFTOF=y27 VA MIGEHSATWLERZHIZ T, BAMERAERELZ L TSN,

FxvPVRAF2

2. AFxzv 7 VA MI, EEMERERHECHH L TS,

3. WAMEMAREAT Ya— NV alE A, FHNCRMEZR > TERZHERL TS0,

AL A () @RI St AL S

£ A H

ARG H

A R BGE AT D4 PR

A X R & 7 B R R @1 00ere00eee
gRE MF) OBERE S (F12) 72 L

=
WA L7&EHS TO) ot iks
RLTTFEW, Y LaWEAER T
# EREBL TS,
L] A MR R Y 72 o TR I R & k) i) O
(2) @F@H@HFE TITMF EN
EHAN@NEET S,
(f13) @4@H @B F ClZRERT
M B R R S B 56
H%T D,
1.8 % 2 4E O GMP A MR RmmE/ fEEOT L (3%3)
2. YEEOMAMEIEAES BK2 &R) (3%3)
3. LGN R ARRE (MHAERLRSEREE 5L (3%3)
4. 8FE 5 EMDO—EAREDOG L (3%3)
5.1 % 5 FEMOBMAFEmEDE L (3%3)
6. fRFRBL T OB E DARMLAE R LT &k (3%3)
7.8 E S5 EROBEMLBIRIEIROAEE (FOBAICE. £ | (X3)
DOIEED)
(%1) | 8. BEE BRUTE T@maE B 1-3-1) (3%3)
L. AT G B A R O T (1) 4k (3%3)
(2) B2 a3 | (3%3)
2. BIGE TR Ak (3%4)
3. B SWE O BBEICET 2B R (3%4)
4.8 F— g OEMIRIICEET 5 & B (3%4)
(3%2) | 5. AW RFERHERE~ ORI B 5 B (3%4)

(%) FEfT @A ED BN H D
(%2) fEfTEMEHE1EE 309 (2) 7 HEAMREEENLE L T 5EE O, 728, MRA XT%REY
JONZ XD MRA %55 BICAR D GMP @ A MERIERAE: RAIZIR D, 7272 L. Eudra GMDP 77— & ~— ATk X
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NWIZREFINA DG L, 2 OMYSHEEHNAE 2B HT 5720 Certificate Number 735372 &R CRAT %
T ENETRE,) XU MOU ZZHAE Y JRIT L 5 GMP M A MERERAE (RARICERD) ZIRMfT3 2 Z &L TE 25513,
GRIOBWENRFRERIEAENH Y F3 (1. K6, ZR<), HWEHYEOIERICE> T EEN,
TERGEE U OE FHESSRERT, MF ENEEEALS) 5 EE PDA ICERNESLE SN BAETH
STH, FAERFERIGESCOICPDAIZIHEIND LD, HONCORFERFBENTHEL T EIN,
(%3) A MERA HEEIRFC L TIRA LT E W, ARG BICBIT 5 FrBl e SeE 12 L 0 A R gEIFIC
HTERVWERRH D581, TOHEBAEZEH L TLEI, 2B, RO TFE/IRHOMEHE N ENLT
T2 OICTRAEHERHICE R AR TE WS — 20, FRlARFERF L —A L LTGRO b EEA, T
TOBRMT - 7= R CRAEREEZIT > TSV, T—, BRZENTRET 2560F,. BiE»D 2
HEMUAIZERH L TLEE N,
(3%4) WA VERA B R U TE A MERE BB R IOESLMICIRE LT &, MAMERE R ER IR T
A, (Fl2) T (FI3) 2251, HTERRCRHEFPERZTEH L TIEEN,
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(BIFT)

H A B (s A 2

NS FERTE NAUR E G TR =
[ VL 5 5 i B

H AT 3

HARY =1 U w7 SR 2

H A7 A S A 2
HAOTCEEIE M e
—MRIEENEN BARY 7 F U
— AR B A ML A b 2
HACMOW =

EENIEE SREE S £S5
— AR N B ARZEE B

BN SR IRE S 2 A PITE AR

KEWFEREE TR 2AE A BN R RS
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