4 f 54 2 A8 28H

ARHEEA B AEHS

RAZBEER - EEHERERLEREER

BEERMBEFROEFITONT

BREELLEFR No. 16 ZRBITWWZLELZ UTOURLTABRLTWETOT,
1@/%)%11\7171%&?‘; SSBIZR L TRAMEBRBEWWZ LET,

BREREELBHEBFEHROPURL
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/kou

hatsu_iyakuhin/index. html

1
\






wE - BT

BEEHmME
EE £ EHERERSTTEEE

7100- 8916 EUSTFREEBAE 1-2-2
TEL 03-3595- 2431 (#58)
FAX 03-3597-9535

PMDA [¥ 12U v SESFESEN] (<3 bigst)

RATEFE  FEH~&BEH B - £RXFRER)
FRT 9B~ 5 BF
EHEES 1 03-3506-9457

V=R vy EERCHT 2HREHOKEL RS 20, FRI19ES A

CERENE Lz _
Sy v ERRORE, FHIBRUELESONRESICEY 25, AL n

https://www.pmda.go.jp/safety/ consuItation-for-patients/OOO1.html J

PMDA X5 1+ ETET &DHRL RLWBREAFCTEHT,

coais®?  EAENHEE. PMDA %5 0OREWITHT 5 BARRE
dag i) A VTEELTWIT. BRWEE L, KE#RD
A A RENBIATURTT,

https://www.pmda.go.jp/safety/info-services/medi-navi/0007.html (ﬁﬁl; F3]

\

[(GRERTRENS) (3. EENEE0HP NSATIRETY,

/\‘97%‘//*‘—%-HP75=%)\$L'C - —
AR BREERARNE

https://www.mhlw.go.jp/stf/sei_sakunitsuite/bunya/ kenkou_iryou/iyakuhin/ kouhatsu_iyakhin/




BREELLAER No.16

@ 27 EY Uy IERRRERERNS
(HHI3E 9 AR RBRHE

1. EEBE . |
(1) E24 ERFHETRENRE & - 2 OEEREOEHRBRBRBEICOWVT

HUERES GR2E30) KBLTER  TRSNAIREOMENENSE (TL 7Y 5
V8. YNVI MY TSI ODSE I FRY VEBESR. VMY TS Y ODEE 27U FTLIVER
PRI LT — ARG «777X}fbuvAﬁ\7V/rn/$fbuvA% R =7
B b U AR KowT, BHRBRT %V V—7 EHBBRWE)IIT, ZhEh4BHAD
KB E VB HEBORTETV. TORRIER27-10L D KHRES I,

FNRT LS — MEBES D 2 84 (No.8 BT N0.20) koW Tid, BHIKICIZEETLb0D
FVVVTy 7 RULRROBHBMRE FRLLL % o720 No.20 DEFIIOVTE, X—H—X YK
BROBHBH L EUTHL LOEEFD Y. 75 ORMEZT CEBR CRUBEERREL T2
2L PEE SN, No8 DRANTOVTIE. BUE. EHURHEE LT RHUBRFEH L RES
T o T a0, BEEHOLOORBRETIRHLET 2 L oA -y —EEFRE SN, 5l &k
XEBRTRROEREZITI FETHLE, SN EZ I, ' :

UEDRBIZOWT, BRINTERIN,

* BHRB T —F V7 IV—7 (BHRBRWG) : V=2 v 7 ERFOMECH LT, RBRREL K LR Z
139 720, EIVERSESEERED, ERISERET R A EHER R OENE» BRI D WG

(2) AYSYUBBREOEHBRBERICOVWT

£ HARFEOXBAEICI VT, BEFBB SN ZBEERERBRAO X T 7 YV EER
400mg 2oV T, BFHSREBR WG I X 2 BHABRSER SN, ZOBRIER27-20 X5 KHE S
Nk )

AT T VEEER. B O EH LAY L ) IS R B TN KBRS O 4 ERAL
AT ARBZEMTH Y EEBACRT A RWRELRRT 5 o BHEGHOFEIRICER
b, RENSE LABARVTRY (BEEEROAYFNRASERARTA FI/>] 235
pH6.8 DREM TIZIT & A LEMET, T4 pH7.2 8 XU pHT.5 ORBM T, £ TORBROEH
ERHERR L EUORECDH 2 Z EARBEN —HTARBTRAA FI4 Y TRESR T
&wmantpﬂﬁ@(ﬁno71)@Tm$%ﬁ%%ﬁfﬁ&&$ﬁﬁén\—%ﬁ%@mmﬁw
@ﬁﬁklb%%hﬁﬁibéTﬁﬁ#Twéhto
ABFNCOWTIREHBEICET 2 EM2 IRM - BHMCBERNT AL LD, FA-F—BRHED
EEESERL, BEOBHEHZHR LA RET S 2 EE LvnE Shi, RBBEER
LTWaEH CRERBRESEINCEEIN TV A BHICBV TR, AERZERE L-S#RERRZD
Bl FEETARAIIEE LRERE L 0TS R EREFFERE L Shis
PEOWAEICOWT, RESNTRSAL,

(3) ¥RETORE - RURVEESEBRFREBBEOERARICET 28R
BEREGBRU/SAFYI7— (HRME: SM2E0A~FMIFEI[) KHT 2XMETE
&Rk (BH27-3. BH27-4. LCCASM2EETHHOEERERBHSRSBB~OMBRASE

(REBH27-5) WDV THE S Mz,
'i



?ﬁ%@%ﬁm‘%’gﬁﬁ No.16

FIRBIEHSCBRIC D W TERER A 2 & #’LK.#%\ ﬁnTA'CLﬂH@uiE%: ETABBHE R o2 5HD
mE - i(‘/i\ﬁ IZEb 5 %%ﬁ@ﬂ%k%b 5T EPHERINI,

(4) BREEEIOIEREICHE T ERVEHCONT

Ve OMR CHRREEEFORFEL BEAROFL LS. FREREC X 2R EARBEOER
B 1k 2 72 BL Y LA I DV T %ﬂﬁﬁwcvwﬁﬁﬁﬁﬁﬁ(ﬁﬂmu&n\&UEE%@%
TOMBHE CER27-6-2) HBH SN,
WA VEBORERREES RACHET L L it BET ABRRERHATRELOR
RABAPSH SN, THR S SEREGELBIELOOREME 2 IEYT 2 HE L B LGS
B> B BOREND o720 ’

2. REEH | |
YBRHROBRIZ. B REREREEMFH (http//www.nihs.go.jp/drug/ecqaged/27Generic.
html) RUEEMEEBHFBAEE (https// WW.pmdago.jp/ safety/info-services/drugs/generics-
info/0032html) P — A=k 8 ¢ 78U, |
(1) BFERE .
(2) V=2 vy 7EERBEERRTFTSE A V8- ,
(3) BH27-1 FEUERFESTRINERE 2o f:ﬁﬁ"’é‘ﬂlﬁ'ﬁ‘ﬁﬂ%@ifétﬂﬁﬁﬁ%
(4) BR2T-2 A4V VBBRROBHRABER |
(5) BH27-3-1 REEESIBRAERES (BB
(6) BR27-3-2 BREERIBATEROILD
(7) BB 27-3-3 BREESHEERRCE (%‘1’5#%@554?‘5'(%?2'( & ivﬂ:/w)
(8) BH27-4-1 N4 FVIS—UBPAEHFEE WD)
(9) &¥27-4-2 A%ﬁ/:7~iﬁﬁ§ﬁ%@ikb
(10) BB 27-4-3 N4 F ¥ I 7 —FEERHHRIE EFEOBRTERTE I A,
(1) BE27-5 EEIERSERABEEREERMRSIRA
(12) BH27-6-1 V=RV vy 7EERSEBHRIRCBI2EBREEOBEIOVT
(13) BB 27-6-2 BEEEROFEEERCETS5HOMYFARICONT
(14) BEEH]  SM3ESA0ABETV—T v 7 BRRE



#REESHEEHR No.16

@ H28EY TRy I ERRREERIRNS
(ST 42 ABRY) SREE

1. BEEE
(1) S22 EE [HREXSSEREHESE] RERSE - .

A 2R [BRERERLEREGENEEZ] L LCRENBSOB AL ) SRS EE RS —
FERBEORERRICOWT, 5285 H 6 AR OWHERR, MR - R - DERR Ui
4 A B O A NER SRR R S REOR RS IS SN (OB 28-1).

FEAFEIC X D BHRRCHBMEE THARRL Bo 2V FY VE2BERT= LY VE VR
1R EIR. BEEEEZCLAFRRTEBABICESL TV Z LRI N, HARIK X 2 HER
BEERUBEFTOT ASAECHENEICEEYS5 25 1) BERRAS P22 Ed b, &
R ES MBS,

RAFYIFT—ORBERICOVT, BAOEBRB I CRBFETRESNTWAEERL, Y
BoReBic BB L) 2B HEoR T, BEFERLREICL VEH LTI HT 5 R8T BE
LTEBLTWAS S XS s his,

DEDORBICDWT, TREN

(2) SNRTSV—=F MU T LEOBHEBRBRICOWT

%%@ﬁﬂA@iﬁﬁ§L$wf‘%E@ﬂ{@H4555)@%&&L%H6F&§ﬁ@ﬁ@
BHREINEIRTIV—NF YT AsEIONT, BHBRWGIZX 2B HABREREIER 28-2
DL ICEE I,

7«77/—w0hﬁu§@&t®ﬁpHﬁ%TT®‘%klé%ﬂEﬁT%%<E%T%Fﬁ
I—F 4 VIHBEERTV S, WKL LABFHOBH 7T 7 7 4 VICRESR LN wih
DEH D BMED ERHpHS.0 TARERBLE, pH5.5 T0FU BB L b, —RWE
ﬁ%@%ﬂkkﬁﬁf&kﬁ%@UX?uﬁw&%xBnta&bﬁ*@ﬁ%@ SEC XY /NG BB
@pH#ﬁw%Aki\FmgkiﬁébéT%ﬁ%Emféﬁmﬁb\%ﬂ@ﬂb%xﬁkuﬁﬁ
DHBIZOWTERT A EFET LVE S, FLBEBROBRBREA I -5, ERAOBHE
ﬁ#&%m$m%k&&bfwﬁbfmék@#ﬁ#%b FFMA - —WCREEZER L. KED
BlicggE st ihon

DEoRFEIZOWT, T TRENI,

(3) ¥EETORE - RYRUVEELEFEERAIBEADER Wek@?é%ﬁ

BREERRUNAFVIT— (HEEM: $M3FE4A~SM3EIR) CHTIXRMRUES
2E (&8 28-3. B 28-4). ﬁUL%W3$FL#%@E%mEﬁ%ﬁ#Aﬁ%«®ﬁmWe(ﬁ
1 28-5) IZoWTHE IR,

FhFu X b uVBBEARAICOWTIE, BHHTHBBOMEND S - L 2 EAMSEE L b
T, BE~ORERENTDOILZ t#wibmkéntoit\xﬁ%%ixfﬁ%&ﬁ%a%ﬂ
Mioa3zasr—vavoEERb HR SR,

BREZEDRVNLF VI T—OXBBIFICBVT, XBRREOEREEL2ERT2-00BHRE L
T, XBBREOEFROE B TRATERNICIRTHES L) RREETI S L Lol F1o
BEMHHETIR, VR v 7EERCHTBEMORE - BE - HRFOBEMZITET 572012,

1



REEELAERER No.16

MHERBICOVTEENORBEERT 2L0EHETI L L kol
DR CEINSE LR ERREE L 2 CERRAROR BRI T 20T BERBBICBIT
éTE&%%ﬁ\E%@$E@@%ﬁﬁk%&&%%%tbfm6:kﬁ%%énto

(4) vzzxUy /EERSEERRTREBEODERR

8511 RS, 58 27 ARFECBV TR S h, BESEEINLEH O Z0ROBERIIZ
DWTHE S (BE28-6)0 HEA—A—12L ) REXBZBOMEH 2 S -HANOWTIE, KE
 BREHRBR WG BV TRRED- DD RETFMr ERT AL kol
P EORBIZOWT, TEREIN:,

(5) M4 FEREFRWG ORFEHEBEHEREY X b

ATAEERARBR WG ORMFBRERRE YR b (B 28-7) 1KoV T, BEY A7 PREMH
REERV A MELERLTRELLR. EBRPOBE SN TL4M2EHE RBEESRE
R REE] CHERN S TEAL SN-REVRBNR LT szt kol,
UEOREIZDWT, TERShE,

6) 1 F5aAFV—NHTELOBBESHDTE .
A M7V - VEFHOBECETARFITONT, ChE TOBBEFRE SN, SBRIZERR
DREZBRALHRELZD LT HRREOBHBHOBEET ) FHIFRB L, TRSAZ,
7 MEEHICRS TARROBHEHOLIRO SN EMALZIC. EHE L VEERS
ATHFATNVEDLEYMBEZERTESL L), AREEL CMP HARREOBR CREICHES S
AEEWET 5130, ARHETORARBRO WIS 2 MET 5 L OBBEI 2 S hiz,

(7) F I TATIEET-THICS T IBEMBICOVWT

FETU T2V F=THO—RWOBRERT, BEPICEEOKRITMIEE SN2 & EHRIEE
éhtoﬁﬁu\ﬁ%&ﬁwﬂ&ﬁ%tﬁﬁﬁihééﬁ%ka\i~ﬁ—mﬁméﬁbézkb
o iz BEPHIERIOVWTIIERREZzEDBHRLENEEL S,

2. REEM
YFRF OB, BLERREREENSER (http://www.nihs.go.jp/drug/ecqaged/28Generic.
html) RUEERERBSERAEE (https//www.pmda gojp/safety/info-services/drugs/generics-
info/0033html) DF—AR—Vk TEL SN, ' '
(1) BEKRS
(2) =2y 7EELGEFRRETE A V80—
(3) BR28-1 AH2EE [AREESDERETREE| REBRREE
(4) BH28-2 FRTIV—NF M) Y AEOBHRABRRER
(5) BE¥28-3-1 #EEERIHATHRES BE
(6) BH¥ 28-3-2 BEEERIBATHEREOTLD
(7) B¥28-3-3 HREEERFBERRRLE EHEOBKRTHERCTE TLA)
(8) ¥H28-4-1 /44 V35 —UBAEREE B
(9) BR28-4-2 N4 FVIF—UWATEROT LD



BREELMAEESR No.16

(10) TR 28-4-3 A4 3 T —MERERTE (EEROBHETERTS TEA.)
(11) BH28-5 EXRSERRELABERBERMRIMHRI

(12) BR28-6 V=iV v s EERSEBRRELSBREAOTBZRR

(13) WA 28-7 A 4EEEHHE WG ORIHREREE Y A b

(14) BE28-8 4 FTIFV—NH TEVORBESHROKE

(15) 2EEH1 ¥ F7uTvEET— THICBIT A RETHICOWT



BEEESSEEH No. 16

(3) EFE&FEFH%%‘JUJE%%E’JH%I*z"'i\f%(uﬁa?%
BEXMEZFICONT

B ERERERSEERER EREH
PTER FEBA. EH B, FER 2

1. EUBHIC

EYENRSE (BE) BB, B—ABRS2A—BaE T 2800 Bl : AREERLER
EER) THERLOEINE. REBNFAETHS S L PEET 570 CERBICEHS L RRThH
%o ERIRBBLTOFDRSBEORBES, 5 vid. BSBIHSERARBBEICBTT 51
RIS BB B BRI O AR A RE ORBEB LT 5 EXREOBERNRSE +5c
RAET 513 LEBL TV A5 ERTHIEL LTBE RBAAV S s, $E0ETHEE %58 I
DL AR FEEBRLEAL TR RET 2 EER TR, B5HOMPEYRESIE
L. BoNRYBE ST 2 -5 — [FRE-REERTER (AUC), BEMTRE (Cnx) %]
Z#ICBE ¥ B CH 2. SNk RSB SEARTBLICBTT 5BICATHAT 51
W TOEYBEOREREITAMM TR U Thiud, BRSNS MEESNE LW ELH
KD, —HT RFREERSAORE, ERRRRCIEERE. ABd 5\ IZARETHEEeE
LERTH Y. RN TENERR LRI BEL BRI L HET 5, EEBLICBTE
BREOEEH EWESRETH Y. BT LS MPEWBESSRENASEOEEE 25 hv
Y. ELICREORBICL D REREONY TREFABCETLTY z.ﬁ‘—x bHDZLRH,
BE OFHEAHE L WEH L LTEBRIN TS,

%&Eﬁﬁ%ﬁ@BE%%@%%ﬁ&L%%F%kOWT&[ﬁ%&%ﬁm%ﬂ@&%ﬁﬁm
DD DEWEHALEERBTA F54 V1) KBV TRINTWEEZATH S, o, BEE
BRI BSEM (AMED) EXSAHMNTRA - FMFEEE (R EES O£ 0 R S0
FHEOBRRUETA ¥54 VROERICET 558 2B 288283 2 0. [RHEEEERH
CEEBEA) ORFEEROEWFHASERBROEMIC LT 2 LA EE L H ] FOR4EE10
B4 B CEASBHEEE - AEFEREEREEERREOELER L LR S22, ARTE,
34 & % 5 BAIICIS U CB) % BE BB - BHIEE ERTE 5 15, LA K74 Y RUELHK
DWTHERLT A,

2. BFiEEERSIAO BE Sl

[RFEEERRAOBRRERERO LD OAYZNRERRART A F74 ~] T3, BEHEREE
LTORBRYEHBFH (DPK) RBzid Lo, QFAEW (PD) Rk ORFRAR. OFWE
BEr (PK) AR OHRRR. ©in vitro IHR. OHYWHBRIRENTVD, 2B, BIE
BERBHOBRREER R . BEMERLZ ) ORBICEN Sh2RWEFF—THY. ¥— Mo
AT, BRERERLERIA—OBATH Y, WRLZEEBROBH T, BUERY-Y 0
EEVPAREREREA—ORH 21T, UT & BE HBREOHRBRUFME 21T ) BOERR2 T L
Db

ODPK 3B, HIEE % RB S 2B REIC B TABAICHET 55U+ & BE %5
THEFRETHL. BHRSOVHRUSABP XTI EN L Y THICH 2 BFHEERARMICONT

|



“REEZXLBENH No.16

i3 HESHS L 2 2 RAOKEN—EOBEICH S L & BETOARBRAOEWRENIF—THIZ
BELORSERIEE SIS LELONE, SRIRBICET 5 AEPEWBER. BH»>AB~0
BITHEEL, A5 5ORMOWEREIC L > TRESRD. EHRBICE S ¥ T—EHIMEHEIE
L%, EBELABEEEROTF—TTI0~20HAEL (F—FA M) v ¥V ), BEYDE -
BEBTHIABTOEY L ERT LI LT, EPORE~OBITELFMT 22 LR TE 2,
. DPK BB OERYEERCHRINTE 270, BRI EEEARMOBE 2L 2EH%
KRB THHY. PRUTEEBROBAZ LIC BT, LORBEEORBLAEELREL sh
TVa, RBRRICELO3 RELAERE LTI, BHORAE, ABEINNCEERECR, B
HOREFE ABOENFESIHTFoND. TOLDERRERICL, RBAHOBELORE
240 2HA L ZORLBICOVT, THRET 5LEND b,

@ PD #Bid. ﬁm%ufébéﬁﬂim&m%wmbf‘BE%&M?éﬁ&f%éoB*%@
ERFUBETAEBEVIEE (. REFE LTI T A FAEH O R IMEIHRBRES T 5 h
Bo MEURIEAIC L 2 ¢ MM OEELOBREA TR L BOHRMESZD bR THY ., FEIL
RISOBEZ AN X Y RE L. FREH & kiid 5 = L TBE OfHliddTbh b, |

OREEABIE. EHICED SNARORATCRET A EWRPWEL, BERFLELII S
Y CRE AR LR AR T AT ETh S, BAREERRAOS &, BERCHLTEE
BT B EWBIBY LEPTH Y, PROMHRICBIT LEHMOEEXRCBRET 2 EWES
LIERICEHET 5 = LB L V2D, BHEFOBERME L CEHET 2 RREORLIRD b b,
$7o B ETHEAPLRMENEABRAROUBCTD ), RNATORE (ARTOLER
B/BEREE) ITRBENZIDOTH AP, BROBRICERISLETH S,

@PK REiZ, BH%EAE L B0EWOMPREZMNEL, PKXS A~ —2 5 BE 2 iHME
BEETH Do AT 7 IVEAMAIBEN PK 35 X = ¥ — LMY 5 2 L AR TE T, FHEF
BrLTHNDZ ENTES, BRTPK REBARA S D0, S5WINE B L LR T
HEHRE L2d0T RIS ERAEATREENTH 5, | .

OEEERBIL. ERRIE L CHREDRICET 5802 EA 2 BR L. Wty SR L FEL >
PRBERTRERTT) BESD B, O~DF THEMBEAOKME 2% L L BERBAZOIH L,
OERARIEZOREREZNR L LTS, BEMRICLIAILETHLZ L2 LEREEETOM
%%ﬁ??W~fﬁ‘ﬁﬁﬁ&wﬁﬁﬁg%ﬁ%kLtﬁ%w%ﬁtﬂﬁoéﬁki<\ﬁwﬁﬁﬁ

o ZOEDBEENCL o T, BRENFASEERTICIREAD ORBEFLEL 2, BEOF
m#n%&%A%@msnao

® in vitro I RBR COBWRERIL EL%%%&#&E%@T@E&@%MEEL&wﬁ%
HEXEOFMFAIATWS,

= b 7D BE B b B OMEFITSGL /R B RCHS T % SR & RS B
SEARENFA K4 vORRE RS, B1CHMRUKEORBEHRMIRLFA ¥4 v L E

F1 ZBRFLUBICSIZBERRAANSA>OX v v T CE3LYSIA)

2F:S L ® ® ® . —

B ° ° ° ® ®
K — ° ° e e

*KS5T ML RST>



ERERSSHERE No.16

Wﬁ4b74z@%Lﬁ7ﬁ@ﬁ%iabt”°#ﬂu%*?a#\pﬁﬁéﬁmﬂﬂmBE4m&
LLTRART 70—F85HYD, 4 F54 V~OWDAAFZHIRICE o TEDRD S, ORI
BWIZODPK R THY. BARCHMATHMNTHIEATLHFHB S 7 I HA4 FI74 v THHHE
- N7ZAS REITRBHZINTWR Y, RETIX 2008 EE»S [EABHY 4 ¥ R ] OERICES
L. EEGE S BT AL THREN L BEFMEEZIERTA7 70 —F 2 ED TV A,
F72. BAREEZDECRTIE. SREREH L EEEN ORI ORENF LT, WIIE 04 B R UR
FRRBEENAETHLEE. L e LEBERBREART S [N4F s —nN—] Enda
YET M IBASRTRH L SRS RBBE VR B, |

3. BEW%@%&L%T%%*MK%Kﬁ@%E

BRBERRAD ) bREREH @EH. 77 —23%) <1k, BRI 2E&Hz TS
&3 HEMACHEZNFE L EEE, BE. FRONTRES) 0ZESNEHRS ORI
ERBAOBITICHEEZFERZRIZT 20, BURFMAEORRE RREGORENEEL £ 5,
S8 BRFNASESBEECTMINIREEEFOBRRIEMT 5 L FHEENI L2 BT 2.
7RO BE RERED ) B DPK BRE BRRBROER IOV THRZHBILT A2 L2 B [B
FREMEREN (FEREA) opRBRESOEMFHRSERBOEMICET 22 KN ELF ]
BRESNED B1ERLATI—F v — McET S, BYRSOEARFOZEBELZEL,
'%ﬁ?ﬁ%ﬁﬁﬁ%c%ﬁéhé«%@%ma%nuﬂwgﬁm@zouﬁwb\%n%n@¥@%
BHICB1T 5 BE RROEMICE T 22 2 F R BEHE L, ' ’

3.1 %ﬁﬁ%ﬁ%ﬁﬁﬁﬁr¥ﬁéhéméﬁim
Eﬁ&ﬁWWﬁKlD%ﬁ?%ﬂ%ﬁﬁﬁﬁb4%5%6«%E%m&ﬁ\ﬁmﬁﬁwﬁwaﬂ

No

BRI DIERBIC LY RSP HRES D
BEBIGFHASNANSEER

Yes

LR L R AR T ‘
L e T Yes  No RSl MRUMMOMMKS Y RES
ANFINS R A B ‘ SR CEB RS TER DR Y RS
FZEoREBERT. invitro R

RUBARETRS ’

 No

v vv
A) BEERRIC, FEDENGBERE ||B) A% REMICEBE25257 || C) BEEERIC. EEDE
SIREB/IZL LT, BERHICRE EMEEFR L /- LT, DPKERIC XiBERDREREEEL
U EHET 3TN L IRFRRR L) BEERITE3HEEH5, ERRRER

H1 BRuEERSE (EEMEA) OBERBEECET 50— F 17—

(T2 &V —BHE)




BREERSENE No.16

A FRRVF 4 K BAFAR L Vo RSP RCERROM, BB R RREN RSO L E
PEALNAEEROILEEL, A, AVY=a—Y VHEEH. JAK HERSORENHIE
B2ETAEN, RURERLALZ EHPEESIND, Zh5ORBENRASESRBICTHILsX
ARFEEEAEA CEEBEHN) BTk, A)*%%ﬁ%u%ﬂﬁ%xum%ﬁ%éﬁﬁkb
T\ SEHEEC FSE R T A REER R BRRBRE AL T 5,

772U, AEEERH L I OBEATE LT, WO &%ﬂ?%&%ﬁ(ﬁﬁ%%&ﬁ <
VY s VS, REST. pH BES) SRSRRREM T, i vitro B (BUHBRR UBBHE)
CR%TH AL, B) LEUSOBESEDYE  RERICHBE5 A A TRELZELEZET,
DPKSERICL Y BE 2 RIETX 2P A DD LOELFFRENTV S, Thid. BRRFOBAT
CEERSA) ARMENEROZRELRECHHT 2 L L I in vitro TORMYE - BBEFF
i3 & 0°DPK A EHT 5 2 & T REEE CORYRINPBITREICEAOKE 2EREL
ZVAZLBEINDEEZILNLDTH B,
“&x\ﬁﬁimn%ﬁ#ﬁﬁv4mén5«s%%&%ﬁﬁ%ﬂqu%ﬁﬁm«ﬂébtﬁwk
YAEMERRERT A I LS TERGED, BEENR L LEBRARET) HECE. £EB0O%
&% (BRI, AUCt RU Cmex 2L T5) 20ETHRAT 2 LEND 5o '

3.2 [AESHESEFBBICHISh3NEEES] MAOEES

BR R EREA CEEREAN) . BHoRESHRMLE0dONRBEE THEI NS N
YT EBEAREAL D BBVRES S, REOZELVEBOZOICSY THREMI LA LDk
BETE, BHEAKAE v, N TEREFEVSEICIE. EWORHBEIRIGEREOREER & &
D EAOKMBROZEOBENRELRE CRY, —F TN 7HREESE VA IR SRR R
IEROBEL 2572010, BHORMBEOZIRZIC (b, IS, ABRSTEERD, B L
CRALHBR ST EMOMRR (Gl W/0 BIAFE. O/W HAFMRUKE) RNRELERS
MR (F£2) Tk, BEREO DPK RBEIC BV TRASEITRENIBE BT O RERE TEY
B OBITICENE Uy BEENSERICORFLITRESNEETER G, LT, B2 25H
R4 Xk E CHB RS TEFM QMRS E 2 5 B#IH o BE §Hfiicis\T. DPK RETid%z <. CO) &
HrBc, EEGRUIBRDRERE L LEBRRBROER 2R T 2 LEX D 5 LOZLHH
Téhhﬂﬁ@%%ﬁﬁrkﬁéﬂmfu‘%ﬁ%%lu%%ﬁ%%FFL$ﬁﬁ@%Llé%m
H-RELTEZOLNS,

&b\@E%ﬂka%%ﬂﬁwﬂ%Eﬁﬁﬂbfiﬂmﬁ&%HL%AM‘EBE$M&ELT
BERIRS OB 44T DPK R ZBEIRT 5 2 LT 2,

#2 BREEBRFERRFIOFMESS EHTOMR CiRkae &V —BHE) -

— st TRUL, HEINTT . KR Ay, BEE
" K& voRAd—JVE
Y — 18 AFME (WO B oKERE. #Kk7EVL S/U2 a=F7U—4A
AN (O/WE)  BKEE. K=Y T7U—A '
R st WENS T« >, BE(LI
K R bFA b, AIEFYEZILRY 7 —




BERERSEER No.16

4, EBHYIC

AWTIZ. BHTR M EAEA O BE RRERICHET 2 BANE L H 2GR ATV TIEA Lz, W
THho BE RBEIC S —B—@05 ). AYRSOMERE. EERE, A, BAEE RBROB
 ERERTHEEEZEE LA AT BSNRILICES X85 BE I RET 5 S L S E NG,
St RPPAMOEREL & b ICBE RBEICHT 2 HBOEFFIRES Z LT, BROA L LTHRE
HC R B RROBRIERICE LI LR PBFL TV A,

ﬂmiﬁ _
1) BEAFEHEEERSBEESHE Hﬁ&@ﬁﬁ%ﬂ@&%ﬁﬁmotb@i%?%ﬂ%ﬁﬁ%ﬁ4b
T4V, BEEFHE 1124004 5, U84, FRE 18411 5 24 H.

2) EAFBHEEE - AEFHEREEREEEEE B ERAN (CEERES) 0RRBEEROLY
FHREHRBROEMICHET 2 EAN L LF, BHEK, SM4E0F 48,

3) FyipEEnL Hﬁ&@ﬁmwﬁﬁﬁﬂkhﬁé/x$v/7E%m®€%ﬁ\kéﬁ@ﬁ&k&% %m
RREORET 2 VI WA 5—, Y= R Y v 2 HgE, 14(2): 80-85, 2022.

4) KBEE : AFNT v 700 ORBENEH Q&A, HET2MH, pp26-32, Ml 2011.



BREEZLEER No.16

(BEED SHREEROREEREOH—LAN—Y

BREEROMEBERSOBMIBRENTVEF—LR=—TVZITBWALE T

o Yy VEERGREFERNS
(B EESEREEMNER) .
URL https://www.nihs.go.jp/drug/ecqaged.html
(BT T A R RE ARSI S 1818)
URL https://www.pmda.go.jp/safety/info-services/drugs/generics-info/0003.html
e Yy VEESSERBRIESICHV TS ETERL RREF—B (EXEXSRSEEMIER)
URL https://www.nihs.go.jp/drug/ecgaged/kentou-list.html
CEEAEELRSSEESEE (TV—Tv ) F-4v— b8 (ETEEIASEEMER)
URL https://www.nihs.go.jp/drug/ecqaged/bluebook/list.html
e T —Ty rERT-a~N—-X (—RURAEA BAEEERE> 2 -)
URL https://www.bbdb.jp
e Xy VEESOSEZCEALANEMOBRE (XY =Yy 78HERR)
URL https://system.jga.gr.jp/literature/ '
o EMFHEEUHRRBROA I KT 1 V& (ErEEMRREEMRFR)
URL https://www.nihs.go.jp/drug/guideline.html
O BREERR (Vi) yv IERR) OFEREECOVWT (BEEHEHE)
URL hitps://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/ kouhatu-iyaku/
OMEETNR., HZEAEZIBVOHIBEEERV I (BAYz XUy 5 BB E)
URL_ https://www.jga.gr.jp/medical/conﬁrm—effective.html
O[Ty VERR| WHYATL (AFY XUy IEESR "M FYIT-%¥R)
URL  http://www.ge-academy.org/GIS/



