¢ NICHIIKO

2021 4 4 i
RmtisIcRAII&sMSE
EREERE £AL
H = TR
R BT ZEROILEBEOHL EIFEY,
PRI O ZmEL A BIESEILR L LFET,

ST R B LA D I S B S R R, PR S B S\ B T DA TS B2 BRI % ke
T AEBHNTL CWAZEE ESBFEOH L EiF £,

j=
WAL E IR — L CoE IR RGO EHE LSBT AEIE I 26 7L, & 15— LIRS,
O BLE K OV IC B CTFMEA 5 %2 W ClE & (AR o
-7

=i
s[al=1

g
SOXFEL T,

h P AT > TR, AR B & O M %
L TBYET, 5% ILEHAR RIS EL IR AR — L= TARL TS E9,
LnLZeiin, BREbT a8 o B [EE
=

Pt 24T > TUND Z &SR O TR T R RS M OV A2

G, B AUIZEBWT, 16450 B IZHOW TR BIE N E U F T 22 B moEni=LET,
Y ELICB W TREBR G ZZZNT KB ILTBYET N, X CTORMLITI W THEfE
TECWRW®, [RIFEEZY S A~DOYIN 2 DT feta BV WL ET,

ESS RN R SN

NN UE SN

e

HAGICEIL . BRI DX FL UIBER T ENSE V& E T,

PRELET W NG ET IO G EA TRV L EiIFET,
TR

ZOEOHTIE BT ERBGRE ORI KT REA BT BL ET 2% DIVIBFEOHL RIS
¥ FMEA (Failure Mode and Effect Analysis)& i3I K fae—REEMEYT ) LPFEIL, B R T BER OFfF> T AT %,

FHEEPE K O e AR EHBERE TR L . Z DY AS & RIREZR IRV HER: IR 35720 0k ¢9, ICHQ9 Th
VZZEMI O FFEE L THERS N TRY, SRR ETOY R T B AA NCIEFHFICH SN TRV ET

I R R OV i SIA 2 0 R

S
[BIHE] 16444 H

B L O BGE FBR S IR IS EIL T, AR — A — [EEERE DS EA~
https://www.nichiiko.co.jp/medicine CRERE 5 H L7 o

e

~—

BT ET

=
o sunants OEILskzten
BlLhiis—TBE6&F 21

File No. 20210422cI1
EEFRTR— 2T —
Tel.0120-517-215



[RI#E] RIS R UR G RAH T RE & 2021/4/22
No. L URE RER(SER) WERFGEEES IR T T E B EA
>S5 2 F s= 2 e &R RAT/ N\ 77— =%t
= = & r = = & r _ §zJ; _{LE_H_E k
1 [TESRFUERERImg BETL ) TESRAFAREIE S 1mgl 243 —] B . FLEEE B T ot Skt 2021441
2 | 7S/NTEEE RN 2021448
3 |[7LoCE EE25mg BET ] 202144 H
4 |7LOCEVEEIOMmgIAETI] 2021448
5 |7LOPEODEE25mgl HET | 202144 H
7 LATEODSE10mgl h—"7 | 2EiRse I mME S SHt
JE: f r cio s e e — s
6 |7ARVELODEOmel RET 7 LOSE L ODE 10mel 77 44— | RS TT: J7 A —UPJE RI&#t 202145
BRnigiE . (XSt
7 |75EFJILEE125mgl BET | 2021448
8 |FUETSY—ILEI%TBEL] 202145H
9 |FILIFHILLE—ILATEIO05ug BET ] 2021%5H
10 [FILIFHILKR—IATEII ugl BETI] 2021458
11 |7FLoFOVEESESmeHET ] FLoROUEEEESmgl T/ SERGET  RET/N\ 77—k &4t 202145H
12 |77 0% Y— LIEEESE15mel BET | 20214F4 A
X R | 3E A 2= o — P
13 |7o78x%Y—)UERIERKAT /L 45meg AET | LYV ILIND o LEEASmg %?’E%ALJSF?A77 VIRA R 2021%4H
14 |4+ RIEEEIESE50me BEET | 202145H
15 |[42zo70P IViBREEEF20meHET ] 202144H
16 (1357 )LIEEIESE2 5Smel HET ) A35T1) )VIEERE§E2. 5mel 7 /1) sl RAT/\77—IHhA &4t 202144 A
17 |4348F) L iEEE S5 mel HET ) A28 F) LB §5mel T /3 ] fst: KERMATRERA R 202144
18 |MILT7IHREREHEHDIAETL ] 202145H
19 |AIWVITSDURLA G 2mel HEET ) AIWVT SO A D EIEE2me AT /\ ] BERSET KET/ \T7 ARt 20214F4 A8
20 |AILVISTUTLA EESAme BET ] 5t REER IRMASH 20214E4
IFIVSLEEIme BT /\) ;ﬂ%ﬁﬁ%i:ﬁ%ﬂﬁli%‘éﬁﬁﬂ%ﬁ
FHET - REATF NIt
o REESIERASH
21 |ZFVSLGEImgl HET 202146 A
IFVJ 5 LEE1mglEMEC) RERSET: o/ — A R4t
HETT . TILAYR XSt
BRET-AET#ASH
22 |TARFODEESmgHET] 202145H
23 |T/AXFODfEIOmg HET ] 202145H
24 |TNRFUiEIOmglHET] 202145H
o o N LERGETT: RAT/\ 77— HASH
YT M whké r %L _{LJT;_.I]: -
25 |T/NILLRA YR ESOMe HE T | I/NILLRAYRGESOmel T 7\ | B FtE D T St ot 202144H
26 |TEFRFUIEEEIEFIOmg BET ] 2021468
> . o . — o I ERSE T KRBT /\77—IHA &4t
& r & FR G 5 r §z3; RICIL: :
27 |TEFRFUIEBIER20me HET ] TEFRAFUAGRE R 20mel T /\) e R A 2021468
28 |TLR) TR EE20mgl HET | 2021458
29 [AATSY—ILEEIOmgl HEL ] 202144H
30 [AATSY—ILEE20mgl HET | 202144H
31 [ASoHE EE2mg BETL ] ASHELEE2.5mel T/ 2021454
32 |AS HEVEESmelBET | FSUHE L E5mel T/1 ] BEgRSET KRBT/ 77— R 2021451
33 [AFoHEUEE10megl BET FSUHE LR 10mel T3] Bt KREm TRHRA R 202145
34 |ASHEODEESMmg BHET | A5 ODEESmel T/ ] 202145H
35 |ASoHEODfEIOmgl HET | 202145H
36 |ASUHE AW EETL] 2021454
37 |AILAS LA ODEEIOmg BET | 2021448
38 |AILAYILAODEE20mgl HET | 2021441
39 |AILAY LA ODEE4Omg HET | 202144 H
40 |(FARO/REDUIEEIESESmg HET | 202144 R
&R RET/N\ELEXS1
41 |AOREoUtEEEEoDiE2.5meg BET | AORAS e S ODEE2.5mel T/ V] FET: RATND7—HXEet 202144 R
RS REAESTERASH
42 |FO/RETUiEEEEODEESmgl BEL | 2021441
43 (AT LKA BET ] 202144 R
44 |\ W) /5 —EEBEMIBEL ) 202144H
45 |h)S /5 +—EHE508MuIBET ) 202144 R
46 |hoTHILEVEE2meBEL ] 202144 H
47 |\ Ao THIL A E8Sme BET | 2021448
] } &R RET/ N \ELEXS1
48 | TRV SR EE25megBET ) HYRHS52REE2.5megl RET/\] T RAT/N\77—IHA = 202146 H
RS REAESTERASH
49 |G ) AEYREE3mgl HETI ] 2021441
50 [F'JAEY)KFODEE05mgl HET | 2021448
51 [F)AE)FODEE1Imgl BET | 2021441
52 [L<AFotEimgl BEI] 2021441
.« o= s HLIRAFUDS0.1%I2H% ] ERGT . EHAEKKSHT
<A r oY BLRAITL - T =t
98 [JVRATUFIALEYTONTRET HURRFUESAL0YT01% B0 WERF T HidH WEMHARA 2021547
54 |0 D /BRI AT ILEE25mel BHET | 202144 H
55 [HILhTOTJI E80mgl HET | 2021448
56 |>7O7O0%HS 8200meglHETL] 202146 H
57 | AFTUEE200megl HET | 202144 K

1/3R=Y




No. Hgd &R (ZER RERFTEESE FHE %% T P E B A
58 |USETIEEIESE50me HEET ) 2021448
59 |CSE¥T1EEER100mgl BET | 2021441
60 [CILFT7ELIERIERIOMgHET] 20214F418
61 [>BARHZY—)LEE50mgl HETI ] 2021448
62 [>ORHY—)LEE100mgl BET | 20214F4 18
63 |AXRAY—)LODEE50me BHET | 2021458
64 [ OR%Y—)LODEE100mgl HETL | 20214E518
65 |[>OR U fE4mel BETL ] 2021441
66 |2 /INREFUEEsmgl BET ] 2021458
67 |22 INREF 2 EE5mel Nikp | 2021458
68 [RUZILT7—FERA0%AET ] 2021448
69 |[EFVIUIBRAIESESmglHET] 2021451
70 | EFUDUIERRIESE10me HETL] 2021454
71 [T EE50mgl BET ) 20214E5R
72 |[VIVET LERBEGESme AET ] VIVE T LER B 5me 7/ SRR M7 RS 202144
73 |VIVET LBEREIERE10me BET | VIVET LBEREEIESE10mel T/3] gﬁ%;ﬁﬁmg;ﬂnl;ﬁﬁgﬁﬁ 20214F4 A8
74 |VIVET LBREIEOD Mg AET ) 2021458
75 [RILFLYODEESme HEL | 2021441
76 |FUOEDUIERRIEHMI10% HETL ) 2021458
77 |FHOESUEREH100mgl BET | 202145R
78 |FH=UUEEMO02% HET) 2021458
79 |7/ 2 8E5me HET ) 2021454
80 [FEHTVILIEEIESE2mel HEET ) 2021441
81 [TEHTVILIEEEIEfE4me HEET ) 2021448
82 |ToLOEREHKAPIHET) 2021448
83 |ToLREEHKBPIHET] 2021447
84 |TILFTEEHEAPIHETL] e _ 2021448
85 [TILEF a4 8g125melHEET ] TIVEF T4 88125mel 243 — ) %?&TEEEE;%;;;&KEH 202145H
86 |[FE¥HYSftimel HET] RE4' 288 1mel EMEC %ﬁ;’i%ffbj;;%—ié‘ﬁf%*i 20214E4 B
87 |F¥HV I fE2megl HET ] R4S UfE2mglEMEC] gﬁ%j—,;}a@lﬁ;ﬁgﬁ 2021441
88 |FRARILIEEEIEODEEIMg HET ] 202145H
89 |FARRU)LIEEIEODEESme HET | 2021451
90 [F74V /N LEE50mgl BHETL ) T8 %8850 REHRSET  FHEERA 1T 202145H
91 |FJF7YSLEE0125megl BHET | 2021454
92 [M)7YV S LEE0.25mgl HET | 2021448
93 (FJATFURL AU EEESE100mgBET ) 2021447
94 |FTH )= FiE3omg HET ] LT ZR§£0.25mgl 47 A 1 (3% 1) B B SR B e ot 202144
95 | T )=FEE90me HEET ) L/ ZR§80.5mgl B0 A1 (3%1) 2021441
96 |F7rEY/LODEE25mgl BHET | 202146 8
97 |FIRETILODEES0mgI BET | 202146
98 |F7rETYILODEETSmgl BHET | 202146 8
99 (=T ESmel BETL | 2021441
100 (=7 ELEEIOmgl HETL ) 2021448
101 | =7z E U LEE20mgl BET | ‘ - . 2021441
102 |2 L NSE L St4me HET ) ZLNSE S GAme BT/ %g?ﬁgﬂﬁg?’%@;gfﬁﬂﬁﬁ 2021458
103 [/NLH LAV GE40mgl HET | 2021458
104 [/)LH LR EE80mgl HEE L | - _ 20214E518
105 |/N\LETAABREHEMDIBETL ] NILETAABREHEMDIT/\] ?é’%%}%%?;&;;fﬁﬁﬂi 20214658
106 |/NILETAA B EEEXTAETL] 2021458
107 |EQRILI7—bF R LEE25mel HET ) 2021441
108 |EQXILI7—hFRIDLRSA42 Ay TS BEL] 2021441
109 |EANREFUAIL ) LfE2mg HET | ERNZRRAF UL LEE2mglKOG] (3%2) R R HHE R S 202144H
110 |[EANREF ALY LODEEImgl HET | EAINZREAF NI LODIEImglKOG] (3%2) Eﬁ%ﬁ%?%ﬁﬁ%ﬁ = 202145H
111 |[EANREF AL LODEE2mgl HET | EANRAFUHILL ™ LODEE2MeIKOG] (3%2) 2021454
12 |ERYS/TEFIVTI/REERIFIVERN20%5BETL] 2021461
13 |ENLNHA=FIERIENT )L 25me HEET ) 2021458
114 |7z )LLhTEIL100mg 202145H
115 | T 53 8E50megl BET | 202144H
116 [T 53 88100megl BET | 20214F418
117 |75RFH— EREIE§E200me BET | 202144H
118 | TSV ILhRMME1125mgl HET ] 2021441
119 | TSIV hARE225me[HET ) 202144 H
120 |75 )LHRDS10%HET ] 20214 4H
121 | TSR EE250megl HET ) 2021444

2/3R=




No. Hgd &R (ZER RERFTEESE FHE %% T P E B A
122 |TIVARFHII LAV BB 25mgl HET | 20214E58
123 |[ZILARFHIUTL AU EEESES0mgl HET | 2021454
124 |TIVARFHIUIL AU BRI 15mgl HET | 20214E58
125 |7O7a—)LEE250mel HE T ) 20214E4 1
126 |7075/0—)LiEEEIE SR 10mel HEET ) 20214F4 18
127 |7 OLAF UGG fF4me HET ) 2021458
128 |RYT74TS5—rSREE200mgl HET | 2021448
129 |IRZDEVIEFIR S 2me[HEET | 2021448
130 |IR=DEVIERIEf4me HET ) 202154 A
131 [NIRARF AR LEIEODEESmg HET | 2021448
182 [RABRF LAY LBIEODE 10mel BET ) RRERFURY LBBODR Omg SRy [ JES Iy A S 2021445
133 |RYURT)LEE2mglBET ) 20214E48
134 |RYDET))LEg4megl HETL ] 2021448
135 |[RoXJOvaviE2smeg BETL ] 202145H
136 |TRRRIAL AL D LAhTEIL250me HET | RRIL U 58250 & BR5E T Meiji SeikaZ 7L &4t 202144 R
137 [(RRKRIAL VDI D LHTEIL500mgl HET | BRI 58500 & BR5E T : Meiji SeikaZ 7Lk &4t 2021441
138 | RRARIAS VALY LRSA4AYT40% HET ) ﬂxxf?’iﬁ?{?n"ﬂoo HEERFEIT : Meiji Seika 77L&t 2021448
RRIL VRS 42097400
139 |7RYAILR T 1)L CaflAi83.3% HET | 2021447
140 [2/ 7L #R66.7% 2021441
141 (AFILFUAERIEHT2)L50mg HET ] 202144 H
142 | AF L FUBBRIEHNTIL100meg HETL ] 2021448
143 (A5 4t3mel BET AFHTLGRImel 43— ] s v 2021447
144 (AT)LRgE25mgl HET 2021448
145 |BEH YR TURBIEEIYBET | 2021448
146 [E/ 742 58100mg 20214F418
147 [EVTILVARANMESmglBET ) 2021441
148 |EVTILAAREIOMg BET ] 2021448
149 [EVTIVARMFAT I ILEESme HET | 2021444
150 | BV TIL AR MAfI4mgI BET | EUTIVARNMAFIAme 2 h4A | RERSE SHEEKRA R 20214F418
151 |SRTSY—ILF R LEIOmegl BET | 20214548
152 |52V 7 5 —)LODEE15mel HET ] 2021458
153 [S2V TSV —ILhTEIL15mg BET ) 2021458
154 |52V TS5V —ILATE)L30me BET ] 2021458
BERGET: KRERIERASH
155 |L/ASEREE100megl HET | L/ASEREE100mgl EMEC | FHFEx: TILAYRBKA S 202145H
BRFE: HETI KA S
156 |LAREFI UGG SE2 5mg BET | 20214F4R
157 |LREFI D UIERIESESme HEET ) 2021441
158 |O¥y 70Tz Hb) ) LHRKI10% BET | 2021448
159 | )LEFEL&HELDIHET ) 2021458
160 |ARNREFUEE25mel HET | AR/NREF 2 EE2.5mgDSEP | ?%%gg%’;?;i;;;ﬁf **Et:f*i 20214E48
161 [AR/NREFUEE5me BET | HR/NRAF 2 §25me DSEP ] %gigg%f;i;;;?fﬁﬁﬂi 2021448
SEdRSe ot VA /TS hIL R EH
162 |A7SETHIFILEEImg BETL] O75ETBIFILEE1mgl SN 5% RETN\77—vHAEHt 2021458
BR5E: KAES T XA
163 |O@5%< 2 0D4E10me HET | 2021441
164 (A5 URSA420y 1% HETL ] 2021441

¥1:TL/NT 1) ZF§80.25mg/0.5megl H I A | JIZDEFELTIX. EESNERBYFET O TITEELLSLY,
X2 TERNREAFLHILL I LEE2mgl KOG JITE #/NRAF AL LODEE1mg/ 2mgl KOG LIIFAG (A —Y A XK -z R YwHD) TT,

FHE#R T &, HEERICOVWTIEAR—LR—UICTHEFEHSE T ZEET,

3/3R=T




