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2. HBOBRFN - RFEIFHEE
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(2):¥ 4 : KETOPROFEN TAPE 20mg “SANWA”. KETOPROFEN TAPE 40mg “SANWA”
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2. —f&4
(1)# & (&%) : rh7erxr (JAN)
(2)¥ 4 (&@4i%) : Ketoprofen (JAN, INN, USP, EP)
(3)RT L : profen 7'v B4 R RPLRIERR

3. BEAXERER

R UREREMEE

5. {e24 (84iE)
(2RS) —2— (3-Benzoylphenyl) propanoic acid (IUPAC)

6. ER4, A4, KBS, RZBSES
YNE-509 (& h a7 x> F7—7 20mg [ =F0])

7. CAS BiR&ES
22071-15-4
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VA4 Kb lg AT OIS 5 it Vafig e
AH ) =) ImL A F D TR
=X ) —)L (95) ImL LAk 10mL A7 BT T 0
T ImL LA 10mL Ay BT T 0
7K 10000mL LA | FEAETET 20
(3) BB
MR L
(4)@hm (R, B, RER
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1K (BiKO0.7g) B THE Y hXae 7=z 20mg 2 5H
1K (BiK1.4g) B THE) Y b a7z 40mg 2 5H

WENST 7 4 1- A h—)L KBRS 7)) AT )L AF LAV T L
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R EEHT Do
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BN
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fmERL 2 V- ERERR (25°C, mﬁﬂr6%
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Hﬁfﬁ ﬂ:_"cgbé <E75 Eﬁ; éﬂfx_o

24 7 A) DOFEHR, %ﬁ&@ﬁé%i
WX, EE OTSE FICBWT 24 4

a7 —7 40mg [=F1) ¥

B RAEEIE | R0 AT IE BB
N SRR 17
RIMRESR | 2450 | TAIWEE |0 B0, 2
OMORRLEILEL,

BEEE - Rk, ERdalEr, MERURR, TREER, B AR, A DR, HoHRER,
A ZE R 2 IO T RO (25°C, FRRHIZEE 60%, Mwﬂ)@ﬁ% %ﬁ&@** 3
HEEOFHNTHY, ¥ b a7z —740mg [ =Fn) 1%, @ OHSRE FIcB\T 24 %
AMILETH D Z &R SN,
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iy XA % 4 FERPAZENA LTz, ¥ v a7 =T —7 20mg [ =F1) KO 7 &R % Hik
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OB Y v~ FIik1T % B =T O #m
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IR T DB HRE SN TWD DT, FIROTER EOMLEM: A2+ 3G O b 15#R o
ARMENERRIEZ LR 2 HEIC OB TS Z L,
(2) BEREIIIAA 2 L2 L,

2. BERUH=E
1 B 1 [EEBEICAT 5,

3. ERERALAR
(DERT—5 /8y r—9
AR L
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rhIazerT—720mg [=F) (AHH7r N 7a7 = 20mg G6A) IZBWT, AKRREE
T IFEHE ST [E N T O—AKERREER 40 B33 2 dGEEIX, RO LB ThoTo,
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X EIR B4 ik 391

AL L E L b
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=

(3) ERERRERB
AR L
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1. EEZMNICEAESHHILEYXRIXILEYEE
FEAT O A FHEFLRIESR
A T77Ta7dzy AV RAEY, YraTd=F T F ) UL

2. FEBkR
(1) EFRERLL - YERRE

TERERAL - AEAFERAL (RERFED)

VEFIRERE D BRVEIER T v RPEHIZOESRE (NSAIDs) . 70 R H 75 0 DU AR RO ELEEH
Thdrvrutx 7 —E (C0X) ZHEL, TRRAZ T T T OEAZ
fild 22 Lok, FIRIEEM . fMEEVER . BORIER 2814, MR COX (COX-1)
EFFEAL (COX-2) 2k B BPREIT 20,

(2) EsEE T DHAERAKE
1) RIEMEFINFEER (Randal I-selitto i) 7

Wistar RHEMEZ »~ N (1 £ 10 DU, § 40 V) O 2BEZ 7 b7 a7 =7 —7 20mg [ =FiJ |
rhTa 7T —7 20mg [ =F) OHREFIROREAEREF] (7 b 7'm 7 = AEAHED o/ T
(a7 zr7—7 20mg =) ROBERERIAFNL 2. 5X3. bem (ZEMB L7 DT, 7
NFa7xr b LT 2 6ng #54) ZA LIZBER OMEMLEREC O\ CTfTo 72, HEfF 2 I
164 . B & RIS USRS 12 20%EE RERREBIR 0. 1ml Z VRS U CRIEMIZIEZ £ U S ¥,
TR 3 RE[EI#% R oD PG B i 2 oA SR Zoh SR i 18 A O CIE LT,

FORER, a7 =T —7 20mg [ =H0) BEATHE R OVEEAE LA BT O 70w B i Lk
VL ML R OEEAIREAE L0 L CRVME A R L, ARREFEDRNRD b, e,
a7 e T — 7 20mgl =) BEATRE & AR YERAIRE A RE O R SR BB H 2 Fele U 7R R
MHEMICAEERTRD ONRD o7, 2B, VFEEORER BT EICA B AR R WVRE
WX Student’ s t BEE T, ZDHDHHETIL Welch BE TITo7-,

DIE JB I Jra P ) 22h S
RERTE P IF BB L BE EAE (%)
AL TE 0.31+0. 14
FhTa e T—
B 0.3220. 08 3.2
20mg [ =Fn) DIEA|
FhTa T Tr—
B 0.59=40, 11 # 90. 3
20mg [ =Fn |
FEE VE LA 0.59=40, 11" # 90. 3
)k LR ICKI T ABEEZE., p<0.01 (Mean=S.D., n=10)

#t: a7 2T —7 20mg [ =F1] OEFNZKT 257, p<0.01
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SD RHEMETZ » (A EEL0PE, FH40 D) O RRIZ v e T 27— 20mg [=F1) . &
FTw T =T —7 20mg [ =H0) OHEF R OFRRERG (7 F7e 7 = VRESAD o/NF (O
a7 27— 20mg [ =Fn) MOMEHERANT 2.5X3. 5em [ZEMrL72b DT, 77 M
27 x& LT 20mg Z5A) 2 Mt U7To R OMELEREIZ DUV TT o 72, B 2 RFfE#%
FERN 2 DS LR BRI 1% 0 7 7 = A EEUKEAIR 0. 05mL A48 L7z, AL AT R O
il 3 P2 IR BEARE 2 E L, REATEOMINEZ ZEORE OfRE L L,

ZORER, T T 2T —7 20mg [ =Fn) BEAHEE R OGEAERLAIRGAT BRI, SEALE AT
R OBAIRE R L CHEICH 7 7 = IEMSER 2R L SLRIED R R b,
Flo. a7 =T —7 20mg [=F) AEASRE S AR MERIRIBEAIHE 2 Ll L 72/ R, A E
ZEIXRBO LI o T, 728, BRI 08U BN e WA T Student” s
tBRE T, 2205 HHAHIL Welch fE TIT o 72,

PR S ORI

FRIBRFE TR (%) TEHEPNH R (%)
HERLE 72.2+14. 1
rrhrazderr—F
B 60.8+10. 6 15.8
20mg [ =Fn) DOILA|
rhrazdzrr—F
B 47,3410, 2% # 34.5
20mg [ =Fn |
8 K| 38. 8412, 0™ # 46. 3
sk MEALE KT T AR B, p<0.01 (Mean=*S.D., n=10)
#t . 7 v 7 27— 20mg [ =ZF) OFEFNCKT HAEZE. p<0.01

3) 7 ¥ as\ EAEN R HNHIEHER ¥

SD MM » R iZMycobacterium Butyricum @ 0. 6%%%7&% 0. lmL 2 EBARES R NIZTES L.
JLE 15 H BIC ZIRRIENFIE L7277 >~ (A BEL10 PG, FH400) 2®E LTz, ¥ v 77 =
YF—=720mg [=F1) |, FhTa 77— 20mg [ =F1) ORAIROEREREK (7 7
07 = UAAED) o/ (K hTe T s T —7 20mg [ =) K OERERIANT 3. 5X 4em
ICEM LT, FhFur o LT dng 54) Z BRI S RBHC2NT T 1 H 6
REHI G L7, AL 16, 18 kUM 22 H BICH#IAEZRIE L, 16 H H O RBAR A 5
Yl UCHEREZREM L, BRDRE R LT,

TV aNy MLUER 22 HRIZEBWT, F a7 o7 —7 20mg T =) BfTEEL O
PEAERLR DGR, BEALERE L ORGSR L C, ARRBEREOR D Z R LTz, %
oo N7 27— 20mg [=F0) AEfHRE & BEMERUAIBEATRE 4 Ll U 7 fE . A2
R bz o Tz, ks, EEMEOBERI LRI B A B ZED 72O MAH 1 Student” s t
RET, ZOHHMAEEIL Welch ETIT- 72,
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A IE R S ONEE AN )R

B} . FEIER (%) TEIEINH R (%)
18 A H 22 A H 18 A H 22 HH
eI 107.1£16.0 109. 3+15. 8
A AN A
B 106. 1+14. 4 106. 7=17. 2 0.93 2.38
20mg [ =Fn) DHHA
A AN A
B 87.2+10.9 | 86.3+11.8 * 18.58 21. 04
20mg [ =Fn]
2 8 K| 92.4+10.8 | 86.2+10.0™ * 13.73 21.13

ok MEALE )T DA RS

(22 HH). p<0.01

(Mean=®S.D., n=10)

& 77T —7 20mg [ =F1) OFREFICKHTHAEZE (22 HBE). p<0.01

130

120 |

10 r

RIEE ()

10 ¢

60

15

(3) fERISTSE - FRs T
LR L

18
FoaNnNY FLEZDBEE

.11.

22

O FENE

—A— Fb7°R7107-7° 20mg T=F01 DEH
—O— 417" 07107-7" 20mg T=F1J
—oRHEHF

Mean+S.D. (n=10)



VI. EYEREICBE 9 5IER

1. mAREOHT - BlEx
(1)AELAEDGmMGEE
B - Y AN

(2) xR E R ERR
B - AN
<BE@WRBRT -5 Ty >0
8.4+1.1 (h) (Mean=*S.E.,n=5)

(3)ERRABR CTHRIN-OPRE
M EE e L

<% . HGYRHT—F T v >0
Wistar 2T » M v a7 207 —7 20mg [ =F1) 2 2X3em 12 L7=b D (U b
R7x b LT L Tng &F) % 24 BRALEE U7z, BEMIHE 1, 3. 6. 9. 12 JOr 24 B #4ICHR
ML, K7 b~ 777 4—lZCTlsEFRr N7 a7 = CREZHIE LT,

700
600 |
500 |
400
300 |

200

m#Eb s FaI 2 E (ng/mL)

100

0 3 6 9 12 15 18 21 24
BfE (h)

AUC, o4
Coax (ng/mL) | Tpoy (h) MRT (h) VRT (h)
(ng+h/mL)

ez —7 614. 12 8.4 9781. 62 12. 69 44. 47
20mg [ =7Fn) 166. 06 +1.1 1+952. 35 +0. 41 +1.39

(Mean=S. E. , n=h)
(4)hEE
B -y AN

(5)BE - HHEEDEE
VI 7. FH EAEH ) DIESPR
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(6)BER (KE2L—3>) @IS YHE L ENENDEEHER
BB L

2. EMEERO/NTA—4
(1) A%
MU ERe L

(2) BUTERE EH
AR L

(B)NAFTFTRLSE) T«
AR L

(4) HEREEESR
U L

(5)VUT7S VA
AR L

(6) HTEHE
AR L

(7) MIEEEEAE
LR L

3. B
WAL L

4. ot
(1) I iR—HAxBEP & 1
HME R L

(2) ME—HRERAAPT BB
MR L

Tt ~DBITH
AR L

(3

~

(4) BERA~OBHE
B L
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(5) Z DDA~ DIEITHE
a7 —7 40mg [ =H0) LAEERFNCOW T, R A B F (n=16) DIFELR &I 6
IR % OF 24 BB £ (demX 5em, 7 R 77 = > & LCTHI 5. Timg) L= MAEN, a7
= EBAERE L L C, WA O AR RS 2 BEE LT, A L EERFI oA BN b7 e
7 x  EORUE O FEIEDZED 90MEFEIX AL, 1og (0. 70) ~1og (1. 43) D EiFH PN T i Al D
A RIS PE A HER S 1Y

. AENT N a7 28 (ug)

SR 6 W] 24 W fH]
a7 T —7 40mg [ =F1) 51.954+10.619 43.653+14. 472
FEVERIA (BEFTA]. 40mg) 45.489+7. 462 44.202+11.394

(Mean=S.D., n=16)
5. 8B
(1) RBHEEL R U R BHRER

R L

(2) RBISEST 2BR CYPA50%) DHTHE
U L

(3) EBEHROERRUZORE
AR L

(4) REMDOFEEORER LR
EERR L

(5

~

EEREHYOEER/ NS A -2
EE R L

6. HEit
(1) HEMERGL B HRER
HME R L

(2) Phitt
MR L

(3) Bt R
REERRL

7. FSURR—E2—IZEET 5B
HME R L

8. BMEFICLHBRERE
REERRL
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VI &t (FALOIES) 1Y 4EE

1. BEERBR L ZTDHER
EAR/ANA

2. ERARLETNER (RAEERZET)

(1) ARFNSUIARFN DR x UCORBUE DR ERE D & 2 3 ( TVIL 6. HELR AR & 20
& OMLE T L) OEZH)

(2)7 A Y Uil GEAT v A FHEERERAISEIC X 20 ERIEOFER) T2 OBERO® 5
BE mERIELHERT O BENRH D, ]

(3)FT7FuT7xvip, AVu T2y, T2 ) T747 77— MERZEF IR RORAE T R
Ly g AT LR (oA s ) —r ) FARE) IS L TCRBUEDOEEREOH 28F [Zib
DR L TR BUE OB O & 2 BH Tl AR L CHIRBIEZ R 8EN13H 5, ]

(4) SeHBBUEDREEED & 2 BFE DEFRBUEZF R T 28 EnnH 5, ]

(5) AR D2 ( TVIL 10. i, pElE, RILWFE~OKEL] ODHESR)

3. MREXTHRICEET SEALDEE L ZTDER
IV RSB 2HE | OHZM

4. RERVHEICHET 2FEALDIELZDER
BN A

5. EEKRSARLETDER

KEXMEOHHEE [TAEY Ui REBENEBEL WL BENLAH S, 1 (VLS. (2) EK
7RRIWER & WIHERE IR ) DIARRR)
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6. EELQERWIRELEZDEHRVLES X

(1) ARFISUIAAN ORI L0 WBE GLBE, 5895 - R, NEAR, FIME, BEEZET) 2585
L7cZ 0 LBEITIMEM LN &,

(2) BEfoh B 8 9 U TERRBBUE 2 R BL425 2 L3 H 0 | PUTIZEE DO RHMERIBITE - IIER b
HINTNLOT, HHRMNMIEFICH LIROIEEEZ+512475 2 L, (VL 8. (2) ERZRIE
M EWHPER ] DEZMR)

1) SEAMRIRTE DR IZH D b, MRS RAFBT 22 ENH DD T, B - Hilk, &
FEEC, HIUERSE O BJFIER DR bATZH BT, BTz L, Bait L,
ST HIE, ek, %R ZRE L CRETIGENRHHDOT, FAKICEETSHZ
L

2) HARBIEZ BT D2 L RHLOT, FHHFIIREC» D LT, FADIFEIAZ#ET 5
EEbiz, BEOAHRES, AR A2 KR, VR—F —ETHENLTLHZ L, 2B, A
WA FORITSSINE A BR S L2 BENRH LD T, SN EER ST Wy
DR EEFEMT DL, o, HEHBRBANOE Y AZRBLTREIATLIZLbHD
DT, HHELYSOM., FEICEETS 2 &, BENRDONEHAITITEBICAF O
HZ R IE L, B AR L, WYRLEEITY 2 &,

(3) B2 DIRYIE % REEMEL T 2 B F N0 d 5 O T B % E 5 RIEICH L THW A 5EA 1T I3@EY)
REUEAOIEEAIZ O L, BlEE2 +0 ATV EEBEICER T2 2 &,

(4)BHmiE, ZIrERaEE, JERIE R PR, R - hEdde, MEEPHK, Bl RREE. M. M5
% ORERR - EIRICAKI AT 2561, UTFORICEET L2 L,

1) ARANT X DIEFIIIHERE TH 5 O T ERITIG U TEYBIELUNOFE L BET 5 2 L,
Fio, BENREMCO 25513 EOREZ HoIcBlg2 L, BIERORIUCHEET S
Ze,

(5) B Y v ~FI2d1T 2 BRI OBRRICAR ZE AT 25815, UTORICERTLHZ &,
1) B&ET Y U~ Tkt 2 ARHNC L DIRFITAHERIE TH L DT, JLl v~ FHEIC K 55

IR T DI, BRI A DERL BEDORMEHTHZ &,
2)BEEREOREBEZBE L 2N oA L, BEEICODEREEA LenwZ &, £z, LR
INBOKEIZE LD L,

7. HEEA
(1) HFRREEEZTDER
RN

(2)HAEE EZDER

FEH 40 BRIRIEAR - 15 B - faRAE -1
ANBMLFH—K P gh7a 7o RAKEA NN | SR T2 AN MLFH
VXY —hOOFHIZEY A RN | —bEOFALIZSGA, AR BL
L — FOEMAPEREINS | T3 — FOBHRNHEES NS
ZEBRDH S, ZEpHFEINTWS,
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8. ElER
(1) EMEROME

AR 3 pIAE A AR 5 0D BV S8 BUBEE 28 WA & 7 2 A 22 SR L Tl

(2)EXGEER & MHMER (BEEEAD)

Vvavd, 7F749F%v—vavy, TF7407%v— (FEME, FRINEE, BEmE
JESE) WHObIDZ ENBHDHDT, BlEELHHITTV., BENRD GNHEITIEEH
EHIEL, WUIRLEETTY 2L,

2)MRBIEOTHER (TALY UMRR) WMEFIEEZF R T L LBHLHOT, wMETH. W
NS IR R RS D T IRE IR S BL L 72 35 A &2 k35 2 &) &8 S BB o
IR 10%D 7 A ) U EBRENEBEL TWDHEEZLNTWIOTHET DI &, 7
B, AANC K DM ERIEOFEFRIL, BEHEREHTHREL T D, (VL 2. 22QNELE %
DR | OHEZH)

3) BEARPZ RE R ¢ AL I B U 7o R PRI, R, ALBE, 5892 - HARENE(L L, JEIR,
FE, AR - D AEOREDORERIERSCARILE., GRBANFHEIL, I HICEHFIT
BEERERBIER LEBLTE B8 HL0 T, BFEPRBDOLNTHAITELICHEHZ
ik U, BEEEE L, MUARNELEITY Z L, 2B, FABKHEZRE LT bRET
HTEHLHD,

4 ) ERIRBUE : AFN D BEHH 2 SEAMRCIREET 5 2 LI K0 | BVRFEAE S ALBE, 592,
TR, PR, TRIE, A« NS ABDEE DR ERIERCO RIS, CREIRBIE L,
ELICEFICRBRIERBIER LEELMT I 1 HL0 T, BENPEDLNHAITIE
ELICHEHAZPIEL, BEEEXL, MURLELZTH 2L, B, BABKA O
AZRmLTOrLRETLHIZ b H D,

(3) Z Db DEIER

B
o § S A B
TITHR
| A0, R MR AL R, R - O A, G,

BRI, B2 R i
B EUE™ SRS, RMRVEIE, B R
e THALMEE
E) ZO& RIERDB S S O HEITELIHEN 21T 52 &,

af

(4)EE BIBHEARTIEE R UBRREER Y —
MR L

(5) &K E, GHHE EEERUVFHOREFERAIORMEARREE
REERRL
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(6)EMT LILF—Izxtd B EERUVRERE

HE R AR

(1) AFSUIAFORSIT L0 WHEUE GRLBE, 892 - Bk, JEIR, fIBuR, BESE2 ) %
HHLIZZEOHLBHITIIMEH L 2N &

(2) BEfih R SUTEARBRUE 2 BB 5 2 3B 0 | PICITEEDO L MWRIB ICE - T2 JER]
HLWE SN TNDHOT, FAMCEE IS LIEEE+212i7o> 2 &, ((TVIL8. (2) B
RIVER & IHER ) DHEZ )

9. BEME~NDRS
F A ST D5 A E, MR O BF ORBBICIER L SEEICHEMN T 2 &
10. it EiF RIABE~AORS

()7 v T a7z OWE AR Z RGO LMl A USA RIREBIREIGHE & 5 Z &2
HDHOT, HIRGHOZMEIIIAR ZHH Lan &,

(2) hhs (WEARBEHALIAN) | PEMS, BHIMEICH T HLRMEIML L TWRVD T, 2N HD-E
2K L CiE, B3R EORSMENERMEE BB 2 &SN A GaICORERT5 2 &y
(3)7 b7 a7 ORI TR PO LEICER L, FAGEDENR & 72 L OMERH H 0

T, BER/NREOMERICE ED D PEEICHEHT L L,

11.

INREADRS

IRH AR, B, LR, ShRSUT/NRITHR 2 23R L TunZany (AR DD 72
l/\) o

12.

13. &

14.

PRARRERRICRITTEE
=

BRALOIE

SERERAL - LA O JERIINZ £ 2 ENHLHDT, FRROFALIITMEH Lgnz &y
(1) 15 R FE K OVKEfEE,
(2) 198 XUIFFEI5 DEL,

15.

16.

FOMOEE
BRI

Z0kt
AR L
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X. JFEREREAERICREY HIHE

1. ZEIBKER
(1) FEFEBHAR (VI ZEDEE(ICEAT HIER | SR)

(2) Bl ZEER ER
MU ERe L

(3) REMEERR
AR L

(4) ZDHOEBHE
AR L

2. HMHHER
(1) BEFEEHHER

U L

(2) RERESMHHER
ZEEE R L

(3) ERHEBILRR
LR L

(4) Z DI DBHBEE
LR L
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X.

EEMEEHEICEY SER

1. HHIRS

;@

b7z 7—720mg (=250 . ¥ b7z 7—7 40mg T =F0)
YL

ARy b Tr T = B

2. AHIRXILERLAR
SRR - &% 24 » A GEER - SIS FoR OB BIRAIER 2 2 &)

3. Bk - REEH
iR (L L7CREA SR

4. EFIRFEWOLEDTES
(1) ERTORIEWLWENDEEARIZDINT

(2)

(3)

BN A

RRIZABEORFZLNIDOVNT (BEZICEETRNELEETES)
cHERIIT v v 7 B TIRED Z &
CSRAMRIBER ORI b LT, BMEER AT 52 ENHDH DT, BB - FIR, RIE
S FIRE O R SRR 358 S AR, BB Z IR L, BEAEL L, %2
THZ L, b, HERBEAEZRKE L TRETLIEARHLOT, FRRCERTHZ &,
EHOBBUE A FBLT 2 Z &N H 2O T, MHAPIIRECO DD LT, FAOIER) 2T 5 &
b, BEOSMERES . AR Z KR, Y AR—2 —FTELT L2 L, 2B, AVE
-0 T DOIRITERIMRZ B ST BTN H H DT, FLIMRE B ST WEDOLKIR
nEEREMTLZE, Flo, HRABEANOEy A2 L TRET 2L bHLDT, &
A% LY S5oM, FERICERT D2 L, BENRD NG EIIRE BICARIOMEH % H 1k
L. BEAEE L., EUIRLELTTS 2 L,
< EHERAL - SRR OGRS E R ZERHDHDOT, FTROBEMIIFER L2 &,
(1) 65 B e ORI,
(2)189% EFIZ DL, (VI 14. @ EOREE] OESMR)
- BEMERLTA N AV
RTHOLEBY : Y
- BERAERHAE B EEEZNEL VD,

REIFDOBERIZDOINT
B4R

5. RKRBEHF

=
R

Z4 L7au
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10.

1

1.

. B

Fhrua Tz —720mg T=F1] 708 (TH/148X1048), 700 # (7 #7148 X100 48
FhrFuarzrT—740mg [=F1) 708 (T 148X1048), 560 £ (7 #1488 X80 4%

. BHROME

FAI (LI A—FRYZFLUEET 4 LL)

. B—5 - BA#E

[l —R % =—F 2757 —7 20mg, F—F A7 —7 L40mg, E—F A3y 7 30mg.
T—F ANy 7 60mg, T—T AN 7 XR120mg, T— T AN 7 XR240mg.
SVZ w7 ANy 30mg

[l % . ra7=F7F b TLAMMNAL A2 FAZ D URAL 7 2 e 7 BE A

. EFfEEEFAR

o;

@ﬁﬁ%ﬁWEHE&UﬁE =
rhra T —7 20mg [=F0)
SR FEAGEAEHA B - 201746 H 29 H
ZBE + 22900AMX00602000
rha T —7 40mg [=F0)
SR FEAREAEHA B - 201746 H 29 A
K85+ 22900AMX00603000

4y FurT—720 (IHRES)
RLERGEAGEHEH H - 200748 A 6 H
HKFRE S+ 21900AMX01105000
ZyFnu T —740 (IHBRGES)
BLGEIRFEAGEAEA B 2007 453 H 15 H
HKEREE 5 21900AMX00397000

oy Fnrr—=7 ([HIGES)
RLEARFERFRAEHN B - 1998 4F 3 A 13 H
HFRE S 21000AMZ00521000

RMEERSFEAR

a7y —7 20mg [=Ff1) 2017412 A8 H
a7y —7 40mg [=Fn) 2017412 A8 H

Z oy Fuarr—7 20(HIKFES) 2007 4F 12 A 21 B B EIREK T 0 2018 429 H 30 H
Z oy Fnr T —7 40(HIRFES) 2007 427 A 6 H Rl EHIR& T 20184429 A 30 H
ZyFur7—7(AR5E4) 1998 47 H 10 A Rl FiE I T - 2008 428 A 31 A
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2. MEEXIIEREMN, BERVHEZEEENEZEOFEFAERUVUZOAR
201042 H 15 A

13.

14.

15.

16.

17.

Hr

[H

S|
\‘\A/P
b
[Way

&t

ES

DIPERER (TREE,
B (O - R wﬂr
TRHEAE, HERVBOE, MEHERIE) | 22
TORERISGAE, B, B -
Whoe, MEEPZE, LB LER (7
= )

TRCE A OEBMERER (MATREE | iR
ff) 2o B a0 - HK
HERE (7 « AOIEPERER e . A EH
HERE, MERIHOE. MEMELRIE) | ZTBE
BAEME. JERIE DA, M - Bdh ok
e E s, EE FER (7= A )

OB Y v~ F BT % BRI O R
20114E7 A 12 H
Hr H
HEE « 3 | O Pt BRI ONTSER O 889/ - 1448 O Pt B OB (fTREE, M
MESRE (5 « AOREMEERRE . 2TBME | M. WikE) Z2fE oS o8m - e
FFHERE, MEFIBCE. MEMERIE) | & MRS E (- AplMEE e, 20
TEPEBEENIE ., JE B E B A, T - g FHERE, MERIAUE., MEMELRHE) | &
. BEEMA. Bl Rk (5 TEPEBEE ., JE BB B, ik -
= ANE) | AR, SME% O REIE - . MRk, bBwis BEg (7
L3 = A )
OB Y v~F iz 2 RmATosER | OBE YV v~ FI2kB1) 2 B8 R o 8w
RO H
BEEHE BIIMERELAREABRUZORE
BN
BEAHM
BN
BREHRHRERERICET SR
AFNT, BRI 2HIRIZED TR0,
£Ea—FK
. e E B AL, | L NERE
A 7e 44 HOT (9 #1) &5 B o | e
FhTa 7T —7 20mg [ =) 106445201 264972952274 620644501
FhTa 7T —7 40mg [ =) 118154801 264972953203 621815401

RIRIGHT EDERE

AHAN

PRI D% R TH D,
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XTI.

1.

3R

5| AR

1) S+ EdE A ARG E (&)IFE) : ¢-1819, 2016

2) RAESRS TS NG (F e 77— 20mg [ =Fn) 2EMICBET 5 &R

3) RAEIRS TS NG (F e 7 =7 —7 40mg [ =Fn) 2EMICBET 5 &R

4) RSB a TS AR (D73 2 AT B8 — ORI B R S 35

S5)MEH  FEWAM : YNE-509 (& F 7o 7 = B AN D2 TR BAEE LT 63 2 B ARREAT (R
BIEL TR HNEED

6)Z1H At : YNE-509 (7 b 7w 7 = G AR OBERAEIT T 2 BRRHE  (BeEdEm T
S tENEERD

TY/NEIL EREM : TYNE-509) DT v N JEBEZE W RIEMEETRE 1233 5 /EA (Randall-Selitto
%) SRS E (AR TS HNEERD

8) /et R 0 TYNE-509] @7 v MEEEEZ W= 7 7 = AR EIGIER RS
HE REFEL TERASE HNERD

9)/NE L FRfth . T REAWE TYNE-509] OT ¥ =Ny NEIEIRINEIER [R5
HE REFEL TERASE HNERD

1 0) Redkin TSt AENER (T v M X2 MR EERER)

1 1) Rees AL TS &R (EW RIS 3 2 &R
1 2)Thyss A, et al. : Lancet 8475, 256-258, 1986 J521515
1 3)Gerald GB, et al. : Drugs in Pregnancy and Lactation Sth ed. : 1005, Lippincott Williams

& Wilkins, 2008

1 4)Therapeutic Goods Administration, Prescribing medicines in pregnancy database

<http://www. tga. gov. au/prescribing-medicines—pregnancy—database> (2019/01/11 7 2
T R)

. ZOf0sE
LR L
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XI. 3&&%

1. FHENETOHRTIRR
(1) AH L [F—BENIINE THRIES TV,
()7 F a7z flEE LCit, HEETHRESHL TV,

2. BOCE T AEBRRZIRER
WA BT D MEsMER (FDASPE, A —A N7V T 0404 B
AFRIZIBT DR EOER Tithm, Eh, RAmE~OERE ] OHEOFLHIIUU T LB Th
0. KFDAGHA, A—A NT UT OHFEEILER D,
<MH EOEE> Tk, Ehm, RAmE~OKE)
(1) 7 M7 a 7 = DA 2 BRI O LI L7256 IRIRBIRE I = 5
ZEMHDLDT, MIRBIOLVEIIIAAN 2 L2 &y
(2) s GGEARBIILIAN) | k., ARSI T 2L 2MEEML L TR Vo T, b
DBFEITT LTI, 1B Lo miER etz BEl s Lflr S 2580 MEHT 5
zk,
(3) 7 b7 7 = DA IR Z R O LI U, SFEAEAEDNE & 72 & O|EDN
HLHOT, BER/NROMRAICE ED D7 SHEEICHERT L 2 L,

g

FDA : Pregnancy Category B (2008 4£)

F—=AKNZ VT OLHFE

An Australian categorisation of risk of drug use in pregnhancy

C (2019 4 1 ABITE)

2% HOWE
<FDA : Pregnancy Category>
B : Either animal-reproduction studies have not demonstrated a fetal risk but there are no
controlled studies in pregnant women or animal-reproduction studies have shown an adverse
effect (other than a decrease in fertility) that was not confirmed in controlled studies
in women in the 1st trimester (and there is no evidence of a risk in later trimesters).
(14 % TN T2 WEGE TR IR A~ DRI R E STV D, LN LARMRS, b MEmIZET 5%t
FREEEGHFFEIT N S TV b D, 5 W, Bz W 7E THFEERDEE S Tn
L3, & MERBOXREEBAIIE CIXETE SR N7 b O, BOMBIZ b b, iR
BF IS L7256 O IE~OEEOEMEIL ) TWTH SO b D, ]
<A —ABFZ U T D5FE : An Australian categorisation of risk of drug use in pregnancy>
C : Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.
These effects may be reversible
[ DHHBRIZ L - T, RIESCHERICAEEMNZGISEZI L, FRE3AFEMEsI ST
ZEMBEDLNDOIEN, GREGIER T LT, ZNDDOMRITATHRZ b H D, ]
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