F4OBERERR
A PRES
(R7.4.16)

&hi2-1

EEREEmAOA FOWRME. KA,

AR - HBICDWT




FRwR (€D1)

(B4 ROMRmB. . AR - RAICDWT]

1. 2 TCOEBAEZERICDVWTHA REVENRT DH. H1 RMBEEMEVWX (EAREBEREEREGRIERULN,
XKE TRITPDOPMIDHEHA Tld. SR TUSSNZERIENRETEIEELTNS,

2. SEIEICENRITBDEDICDVTIE. CNETOEGBZEER. WAREFHIROEKRZBIET Z&ETEULIDY,
A RA+DERLUTULRLW, ERERDPCOX MOBENS., wBIREFEHIROMmE Z —E(CVERR LiRsHD
EICDUVWT, EDEZXDBN.

3. EFRRBOIFIRPLYA LAY —RXERIREOHEINS. CNFTTERER. BFREEARETDIZLCDOVNTESE
ABDN

4. AR GREOBLTE. WEROFEMTI L TCHETZOTER<, Fkety NecHET 2R EFEHMRDOIEEIBHRE/R
ECDNWTEDEZDN. IBENTVDEDIFBETDH.
B¥(C. BWEAY™ERALOERRECDNT., Z<DEHNGDIEEREHDIN. DT ETOEHEINS.
WERDARBDBER (@eAnctazAnmunn, SEREHEIAEATENRE) ([CDLWTEDERXDN,

5. REDHA RE. SREEEOENEFE CEIABFZHZELTVDN. A RODIMNOPIZELEED
BHmNS, SBREDISBIRNEZISNDN,
XEPRETEWERZIC DT, BHEDH A RTE. KBLZFTOFFEHL. TOBMEREDN DL T ERLTVS




BIEDERBEBEIERIESFRAEDAA—S XxEZ422BFXCEEBTHER

1. £ETOEEREZERICDOVWTHA FEERT DN -1 RNMBEEREMEOX (IARERERG(IIRNY,
XCKETRETPOPMIDMHEH Tl SR TS SNBERRENRET BT LELTNS.

______________________________________________________________________________________________________________________________________________

(BEEDA A—2)

O BEREERSA REBENSRBIIHENMUIBMITITHITENBELLTENS, ETCOEERERR%
- WRICHA REERT D =BT,
X DA, 1 ROBER [REFHERRERZRRZIEUSERUESLEWFHORIAREREF(CHENDILSIC
LLEERCHUTHRE] OEFEEER,

ﬁ)%%H\ﬁk[ﬂ%éﬂt%ﬁb@ﬁiwﬁﬁ%&ﬂbt@f@%@CMZ\ﬁEﬁ%HﬂWWéﬂTHUME
. DDDSBE. WREEBZSND (ATNS) ERROLA ROEkZF T (HMBERSETIDHED.

O ERU. BEANTEMEIASEEFRCETIERIADVREY, BENEERDESEANZLNEERS
N3@mERE (B BRRER, REHBER, FBEIARSE) COVWTE B0 ROBBREMENEEZSNDD. |
ERIRN SR D, XWAFRINETDImBEICDWVTIE. HA1 FOBEBEEHEFEOBHSNSERE



BIEDEBEBEIERAESFRAEDAA—S XBHm2BEZCEERCHER

2. SEIEICENRITDEDICDVLTIE. CNETOEBZEER. WAREFHIROEKRZBIEIT ZETEULIDY,
A RA+DERLUTULRWLR, EREBDPOX MOBENS., wBIREFEHIROMmE Z —B(CVERR LiRsHD

EICDULT, EDEZXDBN.

______________________________________________________________________________________________________________________________________________

 (FEMEDA A—)
O SEIZITHER T BEDICDNTIE HA RAHHERLUTORNE, EHEEBPIX ~OBENS. 91w
. BROFRZEE L TED. B FOERZRD.

O FHBROIERES P TORBRECDNTIE. 0 RIM+IERULERET. BEA0-—-XEx2+9RBEXT

FTHREIT D

______________________________________________________________________________________________________________________________________________




RMZIBEATATRAMEDAA—S %27 E2RBEZTCEESTHER

3. EFRRBOIFIRPLY A ALY —RXERIREOHEINS. CNFTTERER. BFREEARETDIZLICDOVNTESE

DN
CBEEOAX—)
| o EEIRIZOIRIRDS 1 LA —IRBHRIBEOERANS,. CNETEER. EFRZEKRET S, :
o BFIROIRE(CHEDBMEANDEE(CDWLTE, AIX(E. PMDARRAS—(CQRO— RZfFIFT. BEONMARALT

WBEERZERRTET DY COAOZRRI DRE, BED-Z-—XEZBFRTHRZRTIT D,



BIEDERBEBEIERIESFRAEDAA—S XxEZ422BFXCEEBTHER

5. REDHA RE. SREEEOENEFE TCEIHAZFZHZELTVDN A1 RODINOPIZE LEED
BHmNS5, SBREDISBIRMNEZISNDN,
XEPRETEWERZIC DN TR, BHEDH A RTE, KBLZFTOFFEHL. TOBMEREDN DL T EHRLTVS

______________________________________________________________________________________________________________________________________________

5D A—)
O HA ROBHDPTESEE LB TREMEL TN,

O FEMNCE. EROH RCHTEI-Y— (BR. 55 AOBREERET. WSALOREERSTL)
' STERLEFLLY,



AEDOERBEREIEATLFRAMEDAA—S XZHE2BEZCESEBTHER (2n50)

4, WZBWNR GREOEETE. HWAROHEMIILTHET30TREL, #lkety hclEs 3R EFFMRDIBEWIBHRERE(C
DWTESERDN. BESN TV EDIERETTH.
B¥(C. BWEAYERALOERRECDNT., Z<DEHNGDIEEREHDIN. DD TEOEHR NS,
WERDODARBDBER (@eAncazAnmunn, SEREHEIAESATENRE) ([CDLWTEDER DN,

(SR A—D) XBEQTIEROTF. ChETOBREREX TEBR CREED—DELTHRULEED

O WARICDVT(d. EREROBEER—REL. BANCE 1. BETE 2ICNED L SEHTS.
RREL. 2RREROLFIRSEHIR MERRCH D0, WAROH CEBRINTET LS, KBEER
SNBEE (RESE MUADEES) £Emd3.

O WEKRICRE TS [EWEA] ©O>5. HTHINEX (BE) REWEADRHICDV TR, BECHITIBER

. AEEBFERIIRELT, PREFVSIURICEHEZRIFIBTNIHDZ ENE2EINDB.
:@tw\r%meW%J&Ur%@m@ﬂW%J@DB\MZ@\%ﬁjéﬁrnmmtu33@@¢mc
DVWTHEIRICEE TS (R TORWERDIEENESHTRIMES(E, HMNIC, BFRXOEAREIWVEADE
HIETRH) .
X MEB(CIEH U TERIBMEANDHER. BFRXEFOSEEET,
tEb\rmijﬁoriguﬁKMEaJuﬁﬁéntm5ﬂ¢%uDMT@ BEBIEECTHEIAREREA
IBREEZ SNBH. WERTO [EIVER] LNOEE TEHINTLIEDERE. 2 TELHT 3,

H)it\E%%@@%E%t@ﬁ%?&%:tcjmtd\Fmi  [EBERQEANEE] MO EEOESS
L BIBEE] (BT, BEENFERIRESEIHICEELU CELEFHIT D,



SEDATS1—IDAAXA—>

X 5% i

ZHEFERXCEBRE TER

BHA ROR<FRICIERTS | BICIBDA ROEREOSE | IBHA RORERORE Zoft
mB (FEEF) XH1 ROz %#94,200mE X SEFMEY5,400mB R U DEH
(RS2 TYERR S SRI &I B2mBZER<
BREGDFS P E DI RREET ||
(BERR) YER% EEEZ = i S BRI SR ED
5 = R | > ® &U
SRS AR B A ROE#H ’ ‘
TOEHEERIEE XIAH A REBICLB SRR iE R TG EDHEE
L DB BRI
BEER N ~ S REMERR L2
(EREHE) N 2EUZ MERLRIER
Xﬁﬁwn@ﬁ&“iﬁ%ﬁﬂ(
WAIRDH B T BHA K
B TOTEIR
SHERERIIE LTH'S @ iz %
SR (AR EEDS
S N S s s | B UTHER T
Xgﬁib“g?i%ﬁﬁf%%i HAxotEz ERERER T
g :u..\;E D, N :_X\%O)Eﬁlﬁiﬁﬁ
< B R KR

sFA AR DERDIRET







BEREZESMDA RICDOWVNT

=Te ]
' O BESHFEERAEEMZIEUSEFUESREMFHORMEREICHETNDLIS ICLKEERECH U TR,
T

O —miEER (EREFEZSE ) HDEES>HY—RY MENUTEDRBRZAFUERIT S LZEE.

[ EREREE |

WTRRD EEND.
OEXGBIWEADICHN D ERm
QESHMNERITENTWVDED
CEEREANWITEFDIAIC. EXLEWEALEEEDZHIC [REB(CHMAT D] ENEKHNTNDIED
@FBFE (WU T, Rl ([CEIEFERACE T DBIREHMITONTLDED
XDOFEFNCDONTIE. ETORFCDNWTHERNEEND . BHTAEREREIHRE LR,

(O EERLEWERORMERSEETLHIC, BCEEAIERETASBEERCHTZRESEET3. RCRTERAERRCD |

RE ]

(0 EZRA. HR. ESHCERBIRECE. BBV, BARMCSEMTIRECL, SR, ZOMR (5H) . 8FENTVS
ED., DM (REFESF) (CDOVT. BFAXDAFICENLL., SREEEOEBENMEFE TS DHEZEA,

O EBASHEFSEDEHICLDREN, BB E(CHEPFELIMERICERL. PMDALEDOABZH:E.

RIRGESF

O PMDA®DR—AN—Z(CPDFTiSH.

10



BRBRERAEVMSOMETITOER : /1 XA

EXROBFRXCBEREHEHONR (BH) SEBBTIVESITIEUTOLIBAA—JILRS,

fEAENhSEm
OEBRMEEED R QEERMEENEE ®@m#%. BE(CFFULL
UCEESICER (CERBBL. Y°DED MO IEZWMEEEFI(C,
IIRICHWNS F2EBBHSTA TR
WIRLY A
¢ FERIBFHRIEHE (FEIB)
X FESTHRESNTVIIBRICDWT. L RREREE
E(AASNZLTORBIC DUV TERIEHWER Uit ( e - \
p2 $\ = 4 . - ‘
RMPE&EH (B&EMEIT) 9: S 22 :
<gooLsp |1 AR
X BEmA-—H—& [ S ’
[<FODEEEAHES] |1
PR i
% . )y
8 mEmERER [l #HRR |
i AR @) o (GHAR) ]
==} ‘\ J
-~ 77 -
BTRX
X 2TOERAEESRICD
W\ CTCEDTEENEBGT J
RMP&#4
il () : s X—H—DWER L. PMDALHESR
= R (BEX—H—%) O
W\ VY [ EEE (ERE) MNBES E(CABHER UL TIRE

X BARRERETASOKEDT,
I A —H—HERK 11



(HA FOMK@BICDWTI

BEREERD A FDOFERIRGR

ERAEEREARDS XET36%DmEICDWNT, O RAMEREH (BFRIR—IATOHE)

XA RPMERESNBDERZHE : ORFRRBINER. OFERALDOEEDHMETDRER

ERAA— | ERAERS2E 1.2 8RB 1=>HA4 RHBD wrosazws) : #14,20088B%2 (2551 ArS)
oKX= EEHE
I UBEEILTLRW
SoFm (FrEE) *x3 BFEm ZofmmBEx4
an W N LY 5 Are H
B RHRWNERE \Z (BE) ERIRRDOMER N

B B ey %5 =35, A1 Kk&BD
&% L\S‘rj%:%q:‘ ®j;/r I\Eﬁﬁ 0%) #)

DEIE LA (SRR p BFROBE (1) ‘
ey - ”({LT‘;SA o 2 XIBIPIFRST &
> 0 SN Eis DVERREIS
EYSE 9% cNEHED oo 11854 4 239
Eo=> - ks 12% 24& T e
RN =2 99, M
EHEB R 0 “ ws N 4 —
prr— - @B RERMZ(CERL 2 149 1766
EH R (27 % N = ! !
i DFBNWETSNIZED i (25%)
i 3% GERLICH A NSRS s e
raast 63% BEIEER ULIZEDOESD) BHED ! !

Py (530/0)
)74
= Z At 253 106
NN
B4 BbhRVWEFEm BE (42%)
(#5,400@mH) @ ~ -
—_— N
S55#13,400E 5 (%1 ERFERRORS (H8) 4. BN BRRIOng —EeN BT
= DT - X2 @E. 1 DDOBEBFRX1DICDOVNT. 1EBEDHA RAIVVERSNZN. 2 BEU HERSN35E
S TR (B : ROBIBE| ES U S SRIRKIN S BI5E) 6530, NESNTNBIHA ROBEENBT LE—LEL
=0 2N X3 ERD 3R (d. £RREUCEFRNBRINTVZIRETHD. BEETRERTEOSZEESD
DR = X4 ZOMRBEF. BFAXLTERER - BRAOXFINAETNTLERVWRE
\>:< 5 BREROIA ROARB(CDWVTE. REl, ZOERERDOIL RORBCHSIZEELTWLDS )

12



(A1 FDHRRICDWNT]
mB1 RORAE (2rs2)

BEmEE

RITOHA FIEREBEDEN BB TESHAELHE. ERERDELEE (L

ABRHRFEBREDVTSS—LALZEHRUEDI DT VKRR EEE

INSEEEBITOEDH KUVDTI(FRLVHN,

EDEREHOE

AR (A4 1MIERE)

\—

A

F3MBEMEEEMR

A Pigs=
(R7.2.26)

BENR & 5¥F0 WD —BPEAR & U

s¥ il hiX

(B (-]
BEOEEREENE (RR) A4 FORBARIES

ABC i 500mg

i EHER : 2023487

—if : PAOLIAGRMIS
(Aiueo Hydrochloride)

fRZEE ABC £ 500mg

. BT AN
XAIEl=a
BT
BERAERSKHAF
022 6 9 F W
ABC # 500mg-
[CoRiZ?]
R4 ABC {i 500mg «
ABC Tablets 500mg<
o T A @ A
e Aiueo Hydrochloride=
S 500mz
(1 &)

BERERRKAC FITONT

R (- ffzq
1.EA0E (BELCIE p3)
COFEL 2 BERROAOMEEENELET,
2 COREEATEGVA, HICEBRULTEATBEFB3A (BLLE p3)
ROMNIZOFZERATEERA.
SBEICCOECEENDMS TBEFEOH A
CELW RS AREE (EER, BEHSEVCBLOGR. FREVTIR) DA, BREEOS
BRIKRED A . FEFRRMOEEIRARCEDE IR A. 1 BIERAOA
-BVBEYEICAI S TUS A, FiliELZA. EREFHROFTESHS A EELIIELTVS
A
MCH, MHSERLTERTIHEN BB A IIMBORE—HICERTBE0EE 0 #HL
TWET, B T35, COFEREVEDIRIICE TIBHOEMEEEFBRCAAMLTIE
LYo
3.COREFESICHBEDERTAETL (BL pg)
{EMFERERITEBRCORNET, REEERPEIROIRIERSERL TN,
MCH, COROBARTPERRICITONRE. IHERSSAROTROLHLTVET,
4. COEOEWS (UL pd)
EfICIERENIZAE - BRICUN D TIRAL TUZEW. RN iz B 2 FIBTL . ARFA%E
RIELIED, REMELED S 2ERAN BTN B0ET,
MCEH, CORO—RENBIFSE, BATN S MRPHBEBSOMCEILMLTVET.
5.F{FM (U< p5)
OEXLZEWER
BUFoERNBSONEIESE. BRAZIEY . B5ICEMFEEERMCGEERLTTEL.
BTN TS, BRSNS, BFENTE. BAE5D( 552 HOBIEBUNTS, [FEHE
B, FAPDTE, BEFEV. BORINE-BEICH->TENTSICES, RIGRVWVEEREHEFER
5. FENNE23

o

. COBEENTILVA, BETELTENTSAEFESL

PR : BLAARARTORL LTS5

ABC §F S00MQ (7441 I

5 e
~EOASTREM -
AL S 6. ERSGE E e epS I_:
3 = 1 AR W -
AR RIS
SRR
R Y
[Fix
. EARE =3
 FOEBE SR
2 SIS 5
e oRomBy [ 1
B T T RAET, L. MWACELTOOA (W@ TR 0
HBUIBHURD. 13X RS (CALAERE) BRRUET, CheoRmeonm  [*P
WEMLET,
ot BESRERORE TS ATARL. BEREE+ 20T A THRIT+ AR
0. SOV GANES, o

HOABRORGODRE b TER RS L T,
cfm Al SOESSALTHWETHL

. BRAWER) oA REREOREES L.

J 3‘" J-T- EOTENESA. EMULTELTUSA
*@AU KEK.—?M’}!T!’

i ERMTEILATLA
b 2 T LR OB E A

“HETREEDA . UREED L. RRATRNTL. RRFHACENTIVL, FTEREL
1EE 25
HRuElER 1626 (4. &)

]

[

P

[

WA | FAOLAENETE

AW : EFDFST0ELEIL0=2. BEEMAr . SOTHLAD=TF B0, AFFPULITIRLD

L, ET0R0=2, 212, BHEFFZ, 900T=1 4000, thedlnF Mo L3N

Ed.

1

‘ BENTUS I BB TERT,

EZROERCLIEANREALEISNGBEICE. 5 CEMFLSERISICHERL TIZ2L,

13



(&% ]

BEREERDA ROFERDFTEN (A AXA—-2)
BEFEXONBEEAC. —HANDPILEEHBITREZLTNSH, BRMHEKICHL KIMERENS

X FAOA ROREBERZERYT DIBE. REROZEIDT. FHIROEMBIETEMRAIESLZEZSND

/ TR ™~ NPT
EFRX HAL R (WAER) HAL R (3817)
— XEHA R GHERR) B—SEENRRD
=5 EDH B BN, AHEEEB
2. 2=
R EOBH (58, —iB) ROBH (58, —E)
4, ThEEX (IR ﬁ’;}J ESZ ﬁ@%‘ﬁ%
5. DHEEX (IXNRICEET DFR ’;‘)J'FJ‘E . ;ﬂ %
6. ERUHEZ e =5 e AR ot =5 - X)
N {Q%HIJQEEEIG\EIE =/ 7.!?1&\) 1§%HIJ®EEEIB\$IE =B Z!?llb\)
7. BENUBE(CEET BEE
8. BEEREANIE Bus (%L, A=)
9. BEDEREET ZEEICHTBIR FRAPOBEEIE (ESREANEER) FRAPOEBEEIE (EEREANTE)
10. #EHFA SWER (BAREWER) SIVER (BALEWER)
11. EWER
2R &= (RRBEE 21K &= (RR|BEE
e R &% (RAISH) R &% (RAISH)
13, BEIYS - % B - S
14. BT OEE ZOft (REHE. BEEIHE)
. fDsER
e Atk
16. EY)EHEE
17. BERARIE
18 FORR ETFXOEALRBEESEHEIZIN—) (F3]) £2BE ==28)
19, BARS CET HIELEAE e . s z. "g"-& ZE=R
TN - TOI—IVICHD TRERREIHA REERLTVSH,
LUFEE (a8 </ % 7 C . 5 d\~ ‘~§ 7 %‘
S CNICRVREBSZICOVTIE, PMDASHEZURHSEEE®R

14



2
M

FBEMEERDA REBEHDFS| ver2.02  (—mpaikp

XEHIREASEERSR)

XAFE|(F, EREPMDANEHULEDE T, FER=NIEED. HEICIGUTHREFEHRINTLD,

BT RO HEROIER (CEDRTTEMMREEMR SN TS,

RN ZDEAEHESNTND

3 EDOESZHERTHEMN?

DIEAAX, ARG,  @EDELSITHERT LN ? I UI@ED K S I/ M7
15,

- FERIEOMABIEDGE T2 v 7 I HRBREOKELITARD FHTHRATIE SN,
ERFE L., KADFEIZIE, o 1EEL, &k v 7, ARA b ST
Y, AT ES N, ] ER#EHTH 0, BAORHEICLVERE LTI,

EEAD TREE. OOPICSARED., DHFRNZOETFIC, KILEHBDFXETRA
TLEEU,
2-2) EHAIOEE, FORMBGE, EHHMECZ OV TEET 5,
DHE - HBICEET A A LoEED S b, RAIGRINEEZEZE TS,
Bl) TaYYy OtE 35me DIHS
[IKTERRATLZE0N,
IKSNDERBHY (DL D LDV T RYDABEEZLELIRIINIA—FH—. O
—E— Y2 -—REED) VEAW., HOBBE—RBICAIZNTIZEN. BDOW
INNBL B2 UMD HDET. J

P AESE BRI LBFCEISRABFICOWTR. TFOLIHERHTEN?2] @
Wiz, TOBFOANEE FEHTE IR (20T, BT LTRET S,

Bl WAEDES
[@COEZRATEZDOH(EL?
521 RYNTHE6 OQIRATEZT . J

BENWTE - BRAFOHRBAA 7 A MNERDHDHDIT, TNELETHT D,

6) IEHNAOHZE, ERFEALOEFHED, BEEE TOROREIZOWTRRT S,
B MEREBOEIE. ZOFEBHEFICANTFHOFOBHBENECAICERELTL

Iz,

FEIEMBEMEERR
A Rigs=
(R7.2.26)

&ni2-3

IBEEZ PSRN IRE(CDULTD
—TEDFHBZEBERESNTULD

(3) . MEHRE, RAFEER

BT XE

BERAERKTF

EE.MERS . FRARE

[COEEESHIZ. WBTREZLE?]

HERT IFREREO H L BE

PR R B e E S b D A

FFRIIFHREREO S 5 BE

JFF I R B D S A

Fif, WSO HEREDH 5 B

Fofl, iEukZe Eo BRSO H LA

BYERFRE D H 2 BE

B RE DS DA

Rl B o B B o 7 ER s A A re RTRE) - BlRal ot ke )
(4) BEELGEXRMIE
B E BERAEXRHA(F
EECERNIE [COEDERPISREOTLEITBELES
Bl eRFe]

AENRT S ATRENE O & S tw A I ST
IRt = n 2k,

- BRI ST G I, eS0T
THEHYEEEHEZDLZ L,

AN D EA— DR O
ALTWDREE, #RLAVWEIICEELT
SESWw, £, ZOEEZERL TV SMIC
MRS b e icid, T ICEREICH
MLTLESy, BiREFETLHEL. =
BEICHEBELTIEES N,

AF OB S PITT o — BT AT S =
EBFEFE LW,

ZOEEMAPIL, TE DT HGE LT T
CTEEW,

15



W

FBERTEHFRAMAESE ver3.02

(—BfZikfE  XERIRIISEENSR)

XAAEEE. TEUTCERROBERTTEED [BERERRD B ZER T IRCHAIT DI LZBNELT,
BIWEA& EENICHIE T DERIEREZX EHIEED (BrBEIBOER (CEMHR L TIER)

20

21

22

23

24

25

26

21

A B 8]
IfF SRER T BEY

BOLE Lab{dis 5B &S0 fa ek
Be < 85 2 DT B BU fss

HEH LS 5

B OEH e

WD o =R

it L5 a3 fan fis Hags
Be < 85 2 DT B BU fss

HEHES 25

HT DRI BEm

FEWAT =]

R UE L3 53 £ 50 Fed fogs
He 5 B 2 Dl BT BL foss

HEHES 25

HI DR Em

FEWAT =]

oL L3 53 £ 50 Fed fogs
B 5 B 2 DT B BL foss

AEHES 25

HI DR Em

FEIT o =R

AR 8 L3 53 £ 57300 Feds FiEs
B 5 B 2 DT B BL foss

AEPES 25

B OED E

FEIT o =R

LR L ahftid 50 B & 570 Feds foss

EESE %%‘IEJ‘.‘IE‘J‘?%.QEEE';‘;‘\H*:;Elégm#ﬂ;[gaééi ‘};;t;ﬁ H‘I"iﬁ BE-TLILY— i *;E'Tl”ﬂl':)ﬁﬂd—n AR - S

FEIMMBEMEER
A Pigst=
(R7.2.26)

&ahi2-3

RIEDH A BT, B,
[EX/REWER] DieEk(cD
W& BIFAR%BIEZEDFRFE
ZH L. ML DERMERE
D HEZFR(CHED THE
IBDCEELTULD,
XESEDHZEER

SRMRICHNR.

PREEEEI (CBXD T

16



(A ROAS - HEICDWT]

BERNEERNA FFOERAR

BEMORNBZ —BEBICETEHDIELUTDOESD xFH (O] OIEHICDVTIE. RBEMTIEHORMENERRIEENH D

IEE 7. BEAE | 1. <ThD | . £REE | I. EREE | A. ¥E . BXM
KBS (FIRITHA ROELHE Emb_L R DY ~19) (Z8hR) s¥FHlAR) (PMI : &5 (PL)
R EH)

[(BEXRNEER : £S5 WVWSFEDH] WERR & SEHAR (e BIER (WMZERR (C/R BB (SR T/ —)
OEDZIN (IR5c. —h%A) @) @) O O @) @)
02 =E%))5 % ity 1E7) O X X O X O
QB DDER= O X X (B£) X (B#) X @)

XEMP(CETNDBIHEHD
Ok, % (RYEBEEH) @) O O X X X

(AICEINT,. ESESH]

QRIEE - THER @) O A O A O
X R IREE DA X RIS DH

OfFEWAG (BBZE. B=) @) @) A @) A @)
X EEMDIERICRED AL (CHE> TARA
THREAT3EDH TIRIEDH

(ERRIDHER. EFERABRDIEE] ,%i
OEMHIORREE (Z5, 23) O O oF o O O
OERANNDBEEIE (@EnEAmNTE) O O O /% O O O
@EWER (EARREIVER) O O ok O O O
®&IWEA (ZdEIER) X A %EREMD X O AXERED @)

[EDLKSICHRET DIHE]

DZfth (REFHZE. KREEIESE) @) @) X O @) @)
OBIEE% O X X O O @) 5




(A ROAS - HEICDWT]

iR (BWAER) ERICHEDTODEEEEIR gcrmszen-rsa

RREDBARICDONTE. BEDOH A RMERERELER. A R CROSNDIEEXDFEAPEFRXXNSDHRAEZIL—ILIE

EICRDE. HIEEHMNCIERNEIEETHD EBESNDIEDOD. UTFTOLSBREREZSERCEBIDIBLENDD
>ZDfles. BABERDOFSIZE I (FERI SBESHD

X BERESN COVDRERDAA—ZZER(CSERIRFT I D EZEE
1. SHEIAR - SeHlR

SEHNMBRIEHO—E2A0E GHHMRICEE) 93158, REBELHENVBEREIE (f : 2= -
Yo DESTIE GFICELTDiii DIEH)

((BE) BTHA ROAEHREHIES
i BEARRRER (ESVWSEDY) SEHIFEHZU
i. AACRINT, ESFESH P
ii. (EARIOHER. EAPOTE (= - ZE. BWEA%)
iv. EDXSICRETINE

)

2. BBELXEDOANIDPIEDEE

18



FBEMERERD RO

BEREERHAF

2024 5 2 B EH
7 4 /NG 2mg
7 4 3 /\EE dmg
7 4 327 \HE 1%

(ConE?]
o 7 3 o5EBE Zmg 7 A 358 dmg T 3 o 1%
) Fycompa Tablets Fycompa Tablets Fycompa Fine Granules
2mg 4mg 1%
#LT s
-4

Perampanel Hydrate

aH & 18&F 1 g lg
mFraaF L LT AF AR E LT TR E LT
2.0mg 4.0mg 10.0mg

BEREELKAAS FIZTDONT

BEBMEERHNA KL, BFOEECFEHEO i Yo, ERFAEEROE LB
L, BRARRERORHER L VIR T TWiE 2BIcfEl Lz b o T,

LizfioT, ZOEEREFHAT L L ST REEERNI L&, ERM
FEBITICER SN TV SBEATER R, BTl L TvET,

EFMOEMC LA ERARMER L B AN AEGITIE, f B IC EE 213808
ZHREL TS0,

IR b ELEG, KRICREO TRVl TEShdEEn.
EHIZFELE#SRE LT, PMDA dr—b~— 3 TEHBIZET o #)
httpsi/fwww.pmda.go jp/fsafety/info-services/drugs/000 1. html 12 5 - 20 #1454

asnTunET.

[CoXDHRIE?])
S DO, HTARNARIEFERG 2 L—FIC Rt AT,
- DR, EROBEOBREES LT T, TADARERNAL T,
o EMTREIRET.
TANABEOSESR#E (ChE2BLERAEZSD)
HORTANAZETHAEHENBOHSLMTOLEVLVTALABEOHEMAR
o T M TADAE L OBARE

FL1OBEMERER
HA RiggE
(R6.12.5)

1—1

IO, FRSA L s LAECHIBTLTERERIELED . BEFREGLLZD T
HERTAEBLTA L8 ET. BREEVCHEHALST S Z ENERETT,

[COEEESHIC, BITREZL1X?]

CHmOANT, ZOEEZHERTH_EIITEEREA.

REITT A T EE, T AR E E A ARS TIREEO H oz A
-HEONFEEREOHD A
C WwOMNT, FHIFENHE T, #HUasH HANCEM E BRI TLES
[

CEEOBBRERSEOHS A, TREERPORMEBREOHS A
BEBLChEEORFEEREDH LA

R EE LTV AR BB A

RPN
O ZOEICEEREFFET S0 d 0 4. WodERFER LT AEESS, B
FEHT2ESE, STEME-ESEAMCEMLTIES .

[CoEnELNAZ?]
OEFES L UEN
e, BAROERRYIChbE T, EMSS ET.
<BARUG12BEEQNRIZET DB RE (CRELBIEREEED) AL
&>

ERL AR i 1 F s ik
FAODRH R ET LT = L &0
Ao dER U D iE
BEIE 18 1 e 10 1 [ gLEERT
TRELL Gy
P ey FR 2 mg/H 2 mg/H
i R Y 2 ML E 1 A EL
i B A A 2 mg/H 2 mg/H
R 4~8mg/ [ 4~Bmg/fl | 8~12mg/f
¥ v FH it Bmg/H 12mg/ A

AR~ Z gt LToRRERLET.
F 1) AFRORBE{EET 2R TALARE  Px= A v, FAF =12, B
P ol P

19




<A MELE 12 @RBODRIZBT M RE (CREEREREESD) ZTAVDE
&>

LT 2EGE—EICRERDN TS,
CEADNERHI, 1R E TELETRCBAT RS, 2E L, o

W {IF F 98
HEOREERET ST - L Y
Aot A BEEY m R
B HFiE 1 H 1 =g 1 A 1 EgEREm]
EO#E EORy
[ s D A 2 mglH 2 mg/H
5 2 @AEL 2 i Lk
T A 2 mgl A 2 mg/H
RS R R 4~8mg/H 4~8mg/H [ 8~12mglH
e Bl R 8mg/H 12mgl H

Hit=Fwngnt LToRKETRLET.
E D) RO EET S TAPARE: 7= b fw, AT 2= o w0, B

FRLEE Ll
<HEARU 2@ EQNMRIZETZRAEMARFIAVLIES>

{3F F 9 3

F O ERET ST L #h

Aot ABEEY m R

#HHFiE 1 H 1 B
#oEs

[ & A 2mg/H

5 4 1MLk

T 0 B R 2 mg/H

R Smg/f | 8~12mg/H

e AR 12mgl A

Mt~ F gt LTORETLET.
i) AR ERET S TAPAR: Fx= b, FATz= koA, B
PRL s Ll
CHERE R LU SR FE oA S A, B L B 1R 2Zme 25 L. 20
. 2 ML EoRE S ST T 2mg T S E Fi, SR E D 2 EmE
Lo iREE &t T 2mg BT E I S a0, 1 B oA L, $EE T
MEERE O3 5 A Bme, PR EOHMIERE OB S A dmg F T T
- gL 1Al D oA, 0.2g (29 oiF ek LT 2mg) ~1.2g (S5
AFM Y LT 12mg) T
SLEDESIZHENT?
T T IFREORES RS ERTRAT S,
[ Jio@ehor ahna: So kg

HA RiggE
(R6.12.5)

FL1OBEMERER

=8
1—1

ANECEEIE L EE LT, RO LB EA TS,

OF{ERLELBRS (BRERN) OHE

HERR R ik, BRE ERASE A, R L < R A IRET N &
CHERS R GRS Z LR ET. oL iaERSE bRz G, 2ERITE
BLTREEL,

[ -_GJKGJEFEFFI-EE-':H'KI'J':I’LI:IT?E bW &)

BH AR IERL oL, JoROERT, BUEE (S ok LTS
ﬁo%ﬁﬂiﬁi%tThﬂ\&Eﬁ{b&D6M~¥¥~Fﬁ fE & o,
T, O (HEEIEFEE LDV L OEFEET S0 IR0 D), =H0

oD, BBV I EEERTLED, REMAESETTARL D L L),

HAE (BECEMREN. WERE, Of, E48), aRtR (AT ohicHE
BTl a F 2 A Fositdhdtih G WTHEME -0 T, EREA O b | D R R
TELHETHAEZTTIES G,

AR E T, B, EORE - E, . g ERE et b
TiE, EANICHBL TS, £, ISkt oL, BHEIL0REDS
fBiT-2 o THE L, TR enftRBaiod EMCEHELTI I, BHIL
THELEAIIE RS ot MU EGIDE., IERAYoRICbiEAS 9T
LT EaEL,

R (G0 A FAEEETEW Gh, ER s BEhS AV E
T, BFIZASLIFEECORT, ol kil TEMMSHSICEETELET
WS BT TSy, JALOFERNE GhATESE., FHRLTIFE
PRI A T Zh oIz E ilsl LSz, el ELTOES
L

R A MR LS, S, BRE - BOE. R Yook, E
il (BhoX) AYNEIEMORLIENED ET, B2 ofEHIER
A TALAYE (ArrisFEy, Pea=bkAw, FRAT== A1) &0
A LAsc B A TE bR ET.

shvELEEL REA WP A P B T AR IS I E AR LD T,
Eﬁﬁwﬁkatmﬁﬁ¢#jﬁ¢dﬁb¢w;ﬂ TEELTESw

WA TSR BRI S Ly, ER AR LT A L, TAMASEED
ﬁﬁmﬂi?:tm&miTo_wﬁwﬁm%¢¢T733kﬂ.¢Lf@i%
WL Tw S 2Rt T,

ERt & o IAER LT & THERES S A ER T L T E .
BALTGSMTEMCHBEL TS I,

hmERi L ZRET Al S5, ERA Y ThoiEL AT A S, BT o miES
BLA TG 2k FEMECEEAEICEA TS0

20



ELGEEE

WCTEEG A R E A RER b, EreaiE AR L L. BHERTA
Fud, iR A FEI LR S AR Sdah S T R AT
Z@E AT, o NI A E A AR LT S S

HRARNER

A B AR

VSR ookl (8
3z, BN,
HAE)

SOAWEEVLE DI LALLE DL E D DL &4

B,
L) COW., HREE), =B,

AFEA, Sbd, bl A OFAL, PAskr S

Edh w223, A3

B ok LEdi#tagbehotE@ls
Ef-T Ik, RV ERE, BE, i, B
OOEBNCIFELSG O AEEET LS
DEHCELS, ERICEASGERRA
H, FERVIOIZAOFNEZ 25, E
BRI & Ty s — & 4 L AR
v, OB LEERTLE
I, MEREEESTTARLY E LT

Vo, RO RS, B, DR, 2
11

gL

Bl Eo B d:, BHERoG L AERIZE L S Lo E 0 T,
IRz m- e G, BARAENER b oEd TR S,

i B Ak
HEED Hraok LTI ChoE@sEtr e, vowv b, HE, &
=, B0, EEIEFELLLosEET Lo L SIS, HEEC
A R AL, FELNGICAOFELSN I AL, EECEEE T
RVENM I A S, BRSSO, BB IEEEETLES, &
B ARSI A ST AL L 5 L Lasy, WA IR S, MERE, 9,
=iE
[CoEDREE?]
Rt 7 4 224 Smg T 345 Ame T 3 AR 1%
PTP
— |
fli N 7l P g ety s
O—F 4 L FEE a—F .
® @ =0 @

BEAEER |
il =f
Bk A.6 mm 8.1 mm (R6.12.5)
= 3.1 mm 4.2 mm -
[ 105 mg 210 mg -
fa i) R #fn
Hela—F E275 E27T —
[CoRIzEEzhTLSDIE?]
i 4 743y 5 2mg | 7qarokidmg | 70 3L 1%
A1 %hk LG s Fk
wmd | EA S CEYEE BE | e A . = EME | A S e b, B
Faw ZTEMEEE [#E. RAF T ke S | o o B BMETF ¥
AT TV A F | Forvh Fod (KRl | o LA, £ Fe
b, s EiE [ BEE FedTey | FeFerrletain—
WEr Fodx 7o | etro—=a, Ak A Dver=h—n
Eatam—A, I | Fufh, e rAn—2,
FFiy, eFodo— | HEFy, w4 nd—
A, RE Fw, =48 | 46000
= — L G000
[Znit])
O_DENEEHEL?

CEEHEE R AT TSR (1~30C) THRELTIES0,
- FhE RO R E T EIEF LTS,

OENE-TLE-LE7

< RO AT LT E R AL

- i

[CoRIzOLWTOBMLELEEE?]

- fEdk. (EH s,
FFa T Eu

BIERI e ¥ L 0 EF Ly RBISH S8 &

il Ay Do THERSPE RN T LTS E

i1, EEE SRR

R 41 o Eara (Sl 1 ) o e Al Rt 1 5 IR e A b= A

Wk a1 - = — o R ek ihttpsfwww.eisal.eojpl)

bhe o 54

A, -
FELAR D

P =& i 0120-151-454

ST 0 O BF~18 BF (H~&) 9 Wp~1T7 BF (£, A, #H)

21




FBEMERERmMDA RCEATSFRFRE (BAKR) DF

() (-]

BEAEERIBEAIE () Hif koRyAETES AR 1 202348 A
ABC £ 500mg
—fiE : PAOIAGERIS R ABC §& 500mg
(Aiueo Hydrochloride) Ak [Mi?:.f S

FL1OBEMERER
HA RiggE
(R6.12.5)

SEEN7

1.EAREE (B¥LCIE p3)
COFET 2 BIERAEOAOMBEESNELES .
2. COFEFEATERVN, HIOERULTERATIHEN B3N (FELLE p3)
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ER2-3

(R7.2.26)
(https://www.federalregister.gov/d/2023-11354/p-3)

SUMMARY:

l The Food and Drug Administration (FDA, the Agency, or we) is proposing to amend its human
prescription drug product labeling regulations for Medication Guides (FDA-approved written prescription
drug product information distributed to patients). This action, if finalized, will require applicants to
create a new type of Medication Guide, referred to as Patient Medication Information (PMI), for
prescription drug products, including biological products, used, dispensed, or administered on an

outpatient basis and for blood and blood components transfused in an outpatient setting. PMI would be

a one-page document with standardized format and content that would be submitted to FDA for

approval. This proposed rule is intended to improve public health by providing patients with clear,

concise, accessible, and useful written prescription drug product information delivered in a consistent

and easily understood format to help patients use their prescription drug products safely and effectively.

DATES:

Either electronic or written comments on the proposed rule must be submitted by November 27, 2023.
Submit written comments (including recommendations) on the collection of information under the
Paperwork Reduction Act of 1995 by November 27, 2023.
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PATIENT MEDICATION INFORMATION
RHEUTOPIA (roo-toh-pee-ah) (arixalate injection, for subcutaneous use)

RHEUTOPIA lIs:

+ Used to treat rheumatoid arthritis in adults. RHEUTOPIA reduces painful and swollen joints, slows joint damage,
and improves mobility and the ability to do physical activities.

+ Used to treat polyarticular juvenile idiopathic arthritis in children at least 4 years old who did not have good
results from other medicines. RHEUTOPIA reduces pain, improves mobility, and decreases the number of
painful joints.

= Used to treat ankylosing spondylitis. RHEUTOPIA reduces back pain, swelling, and improves mobility.

« Used to treat plaque psoriasis in adults who may benefit from taking medicine or receiving phototherapy (using
ultraviolet light). RHEUTOPIA improves or clears up areas of skin with psoriasis.

Important Safety Information

Warnings:

* RHEUTOPIA can cause serious infections. Do not use RHEUTOPIA if you have an active infection.
+ Do not use RHEUTOPIA if you are allergic to arixalate or any of the ingredients in RHEUTOPIA.

Serious side effects:

RHEUTOPIA can affect the immune system and lower your ability to fight infection. People taking RHEUTOFPIA
have gotten serious infections including tuberculosis (TB) and infections caused by viruses, fungi, or bacteria.
Some people have died from these infections.

Stop using RHEUTOPIA and call your health care provider right away if you develop:

+ Fever, cough, flu-like symptoms, or a skin infection (red, warm, painful skin or open sores).
+ Numbness, tingling, weakness, vision problems, or dizziness

« Chills, swollen lymph nodes, night sweats, fever, or weight loss

+ Bruising, bleeding, and pale skin

» Shortness of breath, swelling of ankles or feet, or sudden weight gain

» Chest discomfort or pain, shortness of breath, joint pain, or a rash on your cheeks or arms

Tell your health care provider before taking:

+ [f you have an infection, are being treated for an infection, or think you have an infection (such as cold, flu, or
skin infection)

« [f you have TB or have been near someone who has TB

« If you have any nervous system or heart problems

» [f you have recently been vaccinated or are scheduled to receive a vaccination (including a flu shot)

« [f you have lived in or traveled to other countries

« If you are taking the medicine Kineret {anakinra)

Common Side Effects

The most common side effects in adults and children include:

+ Headache + Redness, rash, swelling, itching, or bruising where the injection (shot) was given
+ Runny nose

These are not all of the possible side effects of RHEUTOPIA. Call your health care provider if you have side
effects that worsen or do not go away. You may also report side effects to FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

Directions for Use

+ Use RHEUTOPIA exactly as prescribed. Your health care provider will tell you how often to use RHEUTOPIA.

« RHEUTOPIA is injected directly under the skin (subcutaneous). Do not use RHEUTOPIA until your health care
provider has shown you how to give a shot.

« Store RHEUTOPIA in the refrigerator. Do not shake or freeze.

« If you forget to take a dose, take it as soon as you remember. Take your next dose at your regularly scheduled
time.

Manufactured by: Drug Company Mame, City, State Zip Code

The content of this Patient Medication Information has been approved by the U.S. Food and Drug Administration Revised: Month/Year

FEIEMBEMEERR
A Rigs= &ni2-3
(R7.2.26)

https://www.fda.gov/drugs/fdas-labeling-
resources-human-prescription-
drugs/patient-medication-information-
pmi#Example%200f%20Patient%20Medicati
on%20Information%20for%20a%20fictitious
%20drug,%20Rheutopia
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https://health.ec.europa.eu/system/files/2016-11/2009_01_12_readability_guideline_final_en_0.pdf

EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL

‘ Consumes poads

Brussels, 12.1.2008
ENTR/F/2/SFijr (2009)D/869

GUIDELINE ON THE READABILITY
OF THE LABELLING AND PACKAGE
LEAFLET OF MEDICINAL PRODUCTS
FOR HUMAN USE

Revision 1, 12 January 2009

Chapter 1 Readability of the package leaflet and the labelling

SECTION A RECOMMENDATIONS FOR THE PACKAGE LEAFLET

GENERAL CONSIDERATIONS

The package leaflet is intended for the patient/user. If the package leaflet is well designed
and clearly worded, this maximises the number of people who can use the information,

FEIEMBEMEERR
A Rigs=
(R7.2.26)

@H2-3

including older children and adolescents, those with poor literacy skills and those with

some degree of sight loss. Companies are encouraged to seek advice from specialists in
information design when devising their house style for the package leaflet to ensure that
the design facilitates navigation and access to information.

The following guidance sets out recommendations on various aspects related to the
preparation of package leaflets. It is aimed at helping applicants/marketing authorisation
holders to fully comply with the legal requirements and is based on experience where it
has been shown that using these techniques optimises the usability of the package leaflet.

Additional requirements may apply in particular Member States. Applicants should check
details of those requirements in the Notice to Applicants, Volume 2A, chapter 7.
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Package leaflet: Information for the <patient> <user>
[(invented) name strength pharmaceutical form]

What is in this leaflet

What X is and what it is used for

What you need to know before you X

How to X

Possible side effects

How to store X

Contents of the pack and other information

ouhkwnN=

1. What X is and what it is used for

-[(Invented) name, active substance(s) and pharmacotherapeutic
group]

-[Therapeutic indications]

-[Information on the benefits of using this medicine]

2. What you need to know before you X
-[Contraindications]

-[Appropriate precautions for use; special warnings]
-[Interactions with other medicines]

-[Interactions with food and drink]

-[Use by pregnant or breast-feeding women, information on
fertility]

-[Effects on the ability to drive or to use machines]
-[Excipients warnings]

3. How to <take> <use> X

-[Dose]

-[Route(s) and/or method of administration]
-[Duration of treatment]

4. Possible side effects
-[Description of side effects]

5. How to store X

-[Expiry date]

-[Storage condition]

-[Where applicable, shelf life after reconstitution, dilution or after
first opening the container]

-[Where applicable, warnings against certain visible signs of
deterioration]

6. Contents of the pack and other information

-[Full statement of the active substance(s) and excipient(s)]
-[Pharmaceutical form, nature and contents of container weight,
volume or units of dose]

-[Name and address of the MAH and the manufacturer responsible

for batch release, if different]
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