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FHilh, TREOa— 2 =R, RAISEAIRS X OREE) 2k Tix, B
TOFENIEET — & OB O RALIZE LD,
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(“vague”) 72FEZMINT 5 2 LIZRITHETH 5,

BT 7— 4% B _EORIE
5 5 1fi. (Congestion) SPA. B S o1 2 VIEEIR O ST e D E AR
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Fail BT DH. LFOFIZAT MedDRA HlGEZ 72— R T& %,
BBk 72538 (MTS:PTC 3.4.3 2/)
W BRINZLLT a X b
[Appeared red| & DO#HED
G ARBE D HLE HTIIBEKRTH D, BEOD

Appeared red

(Unevaluable event)

S aL (B 2 EERA
WiEie &) oAz b
FHITE R0,

RERZRE®R (MTS:PTC 3.4.2 2 HR)

WG

BRI LLT

IR b

HEILAR OJFEENH - 7=

R 7 R
(I-defined disorder)

ED XD e EFAVIREE (CKE)
Bk ¢ ¥ P JE  (aortic
regurgitation) . B Ik FF 5k 42
(arterial restenosis) . 7 L /L
¥ — M & &k (allergic
rhinitis) ) NEFITH 72D
MMB AR 72 O CTLLT TR e
REE AT 5,

FETHEH (MTS:PTC 3.4.

158)

Z NN

WEFE

BRI 72 LLT

=3 IV

~EZBEY 191 g/dL &
PEO HEOE M

~NEJu bR
(Hemoglobin abnormal)
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WY TR ED & HHE X @M E O T — X MK ORAIE LS Th H, HHEIL,
DU, #550. . A, AEEBRRB IOV 2 —ItB5 T2 T X CoOBGRE I
LCHMiT RETH D, MR Z2RUHE D FEiEHFESLTFIAIL, CGE L L Cildk3 <& T
HY . VERFEFREITIZDICHENICL 2 —21THIR&ETH D, WHEIZ., Zhbd
OEMEFNAICHE B L, EEONETFITER L O 2 &I Z2 AT 2 (EH 2 X > Tl
UNZEET RETHDH, EERBEDO I/ v X -« hb—=271%, WYVHAEO—EMH%E
et L, THITEZRWAFLEBOMEFIZEN T T — OB MR T 57-0OICHE
F LU,

BER B O EFE A A EI e isk<°, mIRHICH sk 2T 25 2 L3 b k0%
A ERIRBEBR MR Ex o 2 E [F]. BRI Y=, HEA, KRR =—T 1 X%
— % — (CRC). KRR E=4%— (CRA). EAIM] T3t L T, ABRFEhEICME 2T
RTCOMEICBT D+ RHEER R T A2 Z L bEETH D, PHEFIZLLTIZRT,

o EHESNDT—ZWEFBOIE LW Gk

o HRIRFRBRALERE - BE~OMZICHIT 5B R FIEONHE [F. MEEER., %
o - JEROFESN L0 bW SN AEEZHRE (METHHIT) . HDOWVITER
fiRER 2 [ElkEd~ 2 7o 80 D T 4 IH ]

o mEARE R T — 2 IR B U 7 AR ) 0

o JHREEIRO HHYTO MedDRA fHHIC B 20 kil (R4 2455) ., HEHERICE
T OMEEZWT xF EWESH GERZHE D LG LHEDRVEAENRH L) LRI
M LN ST ICEETH D,

o EMEHMLT DO, MEENAGE L7zT7—4% 27 =Y — (“data query”) 7'&
B 2R D oy 7 Ei R &y

ZToMmoFHRERE LTk, MedDRA ¥ = 7 % A K“Training Materials™ < — ¥

(https://www.meddra.org/training-materials) ‘General/Basics’® H 7> 6 & T & %
“Data Quality, Coding and MedDRA"3& %, Z DA X~ A XA[RER AT A Rt v |
X, ERARGERERERT A T B 0T — Z MURIZEI 53 2589 (CRA X° CRC 72 &) (xt
THWEIHEHTHZ L E2ERK LTS, MedDRA 2BE L TWAEMEDT —X D
BN EH ROV TOMEI RSN TN D,
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I EZ BN HUE LB (QA) Fut 2%, F—Z WEICET 5 B ER 4
AREICT D, TR TR ERATO QA F = v 7 iE. fer Uik 7+
HEEFRAEEICE T 2207947 U AZHRT 5, QA Ty 72X o THER SN2
MedDRA JH#E D R 72 S8R B & LL IR,

W5 ARG 72 LLT #IR QA L E=—0DfER
ZOARGEY) Ae LLT S|RE, #is
CAT A%y 7 LL¥— xa7Lax— |in? [Allergic to CAT scan] &
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WEFE 7 LLT iR QA L Ea—0DfR
ZOFREY 7 LLT 1XRIED 729
RIS 6 A R U 7 (Infi’ofcular ORERETH S, BT~
(Feels pressure in eye) OV & R 2 8 B 7
pressure) AR LLT TRRE (Sensation
of pressure ineye) | Th 5,

INLDOF =y 78, T—FXR=ZANEEII, #@oTlcT —H N7 — ZHTITH]
M &% Ai1C MedDRA HEEDRIREEW A R T 5,
MSSO WA TF U AL TWD [EfMigERT VW TWRWHEREHRBA Y X b
(Unqualified Test Name Term List) | |& SOC [gKMm#E | (2H 5D PT LOVLLT L1
TORMGEP TN TV RWREHA A 2 GFENICE LY XA N Th D, EMiFEN T
WTWRWHREIEAA Y A F*iX MedDRA 7 = 7 A k ®“Support Documentation”®
R=UTHDTDHZENTED, BMKRBRTIREGEDT —FX—2ZB1T5H QA F=
v 7 E UTHBIY RFCEERCTRHHT D Z N TE S, EBHREN VDTV WA TE
H4 (). LLT M~ Ko, LLT TCAT A%+ ) I AR/AE #FE L TWRWA,
T—HR—RIBTDIRFEDT —H 7 4 — /L RIZBWTfEZ 22 2B LT
%o BIZIX, ICH E2B fHRBERIZ 2t dE 2Rk T 572007 —2HE [BEODE
(B DA R OMLE OFE R ] ORIZ, EfFES W TR W RATE H 4 % A IH
H4OTF—2EWHLE LTt d 52 & Fﬁb\ HiLd, ERFESFTV TRV RAETEH
%1%, ARIAE 72 EDIERZLET HMMOT —% 7 4 — )L RIZBIT2FHEZER LTZ Y
DOTIEe, MEMFENF O TWRWREIEE 4 U A b I, Hﬂmﬁﬁﬂ@ GhF =l
THEEREY — L LTOHREROALZERK L TV 5D,

*JMO 1) : EBEfifEN T VTV WnAEH A A Y A b (3855 - BARGER) 1. JMO
Website (https://www.pmrj.jp/jmo) “JMO #&fitH— e 2"DIHE L Y AFH]
BThD,

245 MedDRA /N\—a BB DB

2 [ED MedDRA HT/N— g  OUGETIZEE, MedDRAZFIH L TWAZENZEh o
MR ZETICRHLT AT DOF A — a3 VEBROMIE 2 CE L+ X Th b, MSSO
1T TROEREDEE % 51 Best Practice & L T3CEL L TV 5,

- BRARRBRIZIS 1T 5 MedDRA D FE3E L R— g BT RE 3 2 HELE R IE
AR BIRE GRS DT D D YAFEfFED AR — 5 A FICEIT A HELEEIE

Z @ Best Practice 3t #1X MedDRA 7 = 7 # A Kk > “Support Documentation”
(https://www.meddra.org/how-to-use/support-documentation) "5 R TE 5,

MSSO TlE, fEED >0 MedDRA /N— 3 ] GEfE L 720 H DIZ Hxti) TOER
DB RE LHFET 2 L2 XET 5 Y —/L & LT MedDRA Version Analysis Tool
(MVAT) * 2L Tn% (MTS:PTC 1§k 4.2 /),

*JMO E) : JMO = —H#—D 4. MedDRA Version Analysis Tool (MVAT) OFI|H i
JMO Website (https://www.pmrj.jp/jmo) “4 > 74 Y —L"O_X—T XD
T REARBETH D,



FE3E HwEBR

ZOFEOHMIX, MedDRARHFERIN : BJEFIH (LI, MTS:PTC) O&IHEAEDIHE
LIV RBSELIZLETHY, BERBELEEZOND VT U A, D WVITEEERICR9
HIERNDEEND TV A ERIFHREEBREBRE SN TV FIZONTOHA REfE
HLTWB, 512, 26D F U FIHE DWW HFEERO T A R Efirzift LT
Wb, ZOXFEEIZODO/NN—= 06D | FIHOS— b TIEBEIEER O HEEERIZ O
T, TE<H2EM (FAQ) | ~FIZE L, —2H®/\— F CIEHEFEEHRO HEEERRIZ oD
THIR AT 5, 28, BROBET A N—Y 32 23.01085<,

AXEZFIVES T RF2 A M THY, ARIZZ—F =007 41— RNy 7 (IZHSX
WET T D, MSSO 2 —V —XI MedDRAZBEFIH 2 L X=F 2 R¥ 2 A IO
TOERR 2 A2 I MSSO ~LFF 27 * A Sz,

*IMO 7E) © Z 2T T U A 13, ®EEFXO scenario # ZDEEFRH L7 H DT,
WMEEPORE SNIME - HFEZZEKRL WD, B, TV ANRT
B7RIZ, MTS:PTC & [AEE. T _XTOHIBOHEHRR LS D Vs 2 ko L
T2 DO TRV G LRy, £72, ARSCGEIEL, SHHRYR~DME D 7B
FRT = RN—ABEFHA MR T H 2 A HE LT b O TR,

*IMO 1) : ALEICET 5 IMO = —H —DERI<C 2 A > ME, JMO Website
(https://www.pmrj.jp/jmo) D~ 75 27 IZRIWEbE Sz,

B

PtC-WG (X, AXLFEDOAEIZH L TELRALEBMRE - L2 TED 2 IZHEHB L £,
Georgia Paraskevakos, Patient Safety Specialist, Health Canada

Jo Wyeth, Postmarket Safety Program Lead, FDA CDER, OSE, Division of Medication
Error Prevention and Analysis (DMEPA)

L

FREEIRO BRYT, BEE 2 R THGEIZHLGT T# 3R, Z oo R iR X
O (Medication errors and other product use errors and issues) | (/3—<7 = > 20.1 LA
) 7 v—7fbaiCind, Lo, flido MedDRA BEfEICELE Sz HRED . Bl
RANFLIR S AV TWDIER O HFERIRICHEH TE 5, 22T, K< WL TWHHEEIC X
DI 2 AR T DI, Pl X OURIBRRRIC K o TR i 5 iEF] 4w fh
HINZHRR T D IO OIEHER 72—/ & LT, MedDRA® R A [HILHE (SMQ) *)
DIPA%E STz,
*JMO ) : MedDRA®IE#ERZZIN (SMQ) F51FE (NX—T =2 -23.0) @ 2.63 iR
(SMQ)J (2016 43 HIENXY UV —2X) HZMENZV, £72, MedDRA®H]
FEIRIN . BIEFIH 3.15.1 THRIEKEFA LT L L,

HLGT I#&3Emat, £ ofto &5 HimiR B L O E (Medication errors and other
product use errors and issues) | 1£% < DHFEN G- T\ 5,
o BIROXA TETHEE B, LLT 8- 72354 (Wrong drug) ]
o HEMBEHI AT LOHHEMTEZ 2MBOX A T EMAE b HE (4.
LLT [§R - 723&HKIp4LJ5 (Wrong drug prescribed | ]
o IBFROETERFIHENE (potential for error) DFER
o [HREXFL, BEIZHRE Lo 2R (Intercepted error)
o IO HLGT IZIFHE SNToA T v RDERED E 5 DR 72 ki & &4 H
ELEEND,
ZNENO PT IL, BRIGEE, EWEH L 27 A 0% BR, BEIRAZET HLT, b
L < I S kR 2 7afthod PT 242957 HLT THE SN 5D,
*TOXECBWTIL, BT A7 & (medication use system) i, RS ANERE S

=W
H
T
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AT LOPIZY V=R SN O —EOIEED RN EFERADNEE Z % /e & 5 45 1F
KEDOFBMEAR L TR ilE, RE, L7, LGS, S8R, %, 34l K5 X
OE=Z VU IREEND, 7272 LELERIZ X D iEC0hE 25 T il TR B
TOMEEIT, ZOEYEN L AT L0bITRA S D,

3.1 BHEBRORAERR - AMEEEF
A TIE, HBHEEROHFRERIC OV T LS HHER (FAQ) IZOWTHEIET %,

3.1.1 LLTT 3% ZE5E#2 (Medication error) J|DEF

LLT M#3KiAz8 (Medication error) | X, DX 5 RFAIHERRIRDOOLENDH?
F ORI L THE) 72 MedDRA FEESRVMES . KRB EZHE I Z LIXTX A0

o LLT M¥3KimiR (Medication error) | (X, #IKEFRIZ OV TENLSIDIEHR N 22
WIS ERWTIE, R ZET 2 & Th D,

e HLGT M3, £ ofho i HiEiais L ORE (Medication errors and
other product use errors and issues) | @ FALIZHHETO LLT ZfE2 L., &b
B EEBZ 6N HFEEEIRT 5,

o HARMZRBIAAHE INZICHLBEDb LT, #HTE 2 LLT B2 WEAIc
X, HEEOBMELTEFO FIEEFHXEXTHD (MedDRA 7 =74 h
Change Requests* Z#), ZOfI%, FH TX 2 HFET 2 HMA S ERIC
BOHITWHGELZERT R TH D, LLT FEHKiEE (Medication error) | 235 b
ITWERE L CRIRSNDFHIIHE B 2 DD,

*JMO ) : JMO =-—+¥—Ix, JMO Website (https:/www.pmrjjp/jmo) i IIZ% i 25
N=UNBLEREZE Y,

312 EHOAEER
BUA Ty MR L THESN 2 TORBLYHEBRRTREN?

AP E L ToOWR (RyOmIRLE LTHFRMINTWVD b D) 2, fEFeE LTk
THERESIZEZTEARH D, Hl2IE, [RR-7-3K] (wrong drug) (2 X 5 AL 051
7 (prescribing error) 12, #EF & U TRl 738K O AR I 5030658 LTz L
HINTWD,

o BAERE L TCOMMAELEL THERRITRETHL, BMELITHRELE LT
R T 2T, EROPHREDOTICHHM SN TV LHEEITITHFERINL T X
VW, EFROFITIE, LLT [RE - 723K ML) (Wrong drug prescribed) | A 5¢
U CHEERIR L, LLT Fa-o 7236104l (Wrong drug dispensed) | 3 KX OVLLT

[R5 (Wrong drug administered) | Z#5$ & L CTReFE 3 2 a2 x4 2
B LTENTSZENTED,

o [AUMBRRICHIT 2 EME LZHERIIIBT D Z L, 2F 0, —DOO@EMN K
B72 FGE & BRI R TS STV A, B8 LLT ZEHEFIc Bk
72RO A% HFERIRT & Th 5, flxiX, b LIRENE L S & 5
R oT- 2 LW SN A BRI iR A KT LLT [REER 5 (Wrong
drug administered) | DA% EIRT XX THDH, — KR FTLIRTH D LLT [EHEH
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ik 5 (Drug administration error) | 1%, EWOH 5EMEHRZZHE L2V (2
NH OO LT RS PTIZY 7 LTWAIZLTH) 72, BIRLARNWD
&

o HERIZ Lo TiE. LLT LA CEHT A HFRDFT — &N~X%ﬁbfkb zh
. MU PT FICEREISNZ 2D LLT N0 THWSNZBAIZIZY 7
VIR 2 KAE 30 L2 & &2 SEICE < «%T&;éo

3.1.3 HRFIBER vs B IMER

LFEDN, TNVRREY BIEDINICEWVHEZR R L] LORERHY, Z0
WG NBRRIZE D b OEISIMERA TH D2 0DERBPBRWES. ERNZW L FEIC
W5 DFEBEMEIZ DWW T BRI & 0 ?

. <‘:“7'5[5<‘:%)—&37}”L’C3?0[5T MG e AEEERDDES. —DDOERIIXL
A R HRE &I AME ARG T&7wn%74/7bfimgﬁ
w(_@iﬁiﬁﬁfi&w%

. %(Rﬁ\?fﬁﬂﬁf%é . TOHMLICED D RETH D, TN THLARHRE
s e f@b\%@%%‘ﬁé’?’@ﬁ“\ WENRICR DY UIE L HELBIRT &
T‘%éo B ZIE, THA] X BT ~_VFERLY HIXD0ICEWHE T &z
EWVOIREDOLRH Y . FNEEEISIMEH TH D OB RN IR NGE
LLT M5z i3 < @& # 5 (Prescribed overdose) [HLT NEE#& 5N E C
(Overdoses NEC) | 1] ##&IRT 5,

o ESAMEROMEEIL, Wi SHEROPICHEISAMEN TH 5 Z LW S
TV L HEDOHMFRERT & TH D,

3.1.4 BEMNGEREARR

WROBENLARRESTEH LR EICHOWVT, FOREERIIY0 L 17213 &
AV NN

B) T ZODEFELD T NNVFRPETW DT, FERIRD ER D RN & D, |
LRLHE ST WA -

o IBERYZREERIE, LLT TEEEEFRIZ D722 P £ 72115 (Circumstance or
information capable of leading to medication error) | <° LLT [EE#EEER 6 HiE1E
FRIZ D72 M BRI E 72 1321E#H  (Circumstance or information capable of leading to
device use error) | 72 EDOFFERIRIC KL > TRTRXTH 5,

o IDIT, WEMIZHAET L2000 LR WIBEFRICOW T O AR TE 2 HiE
RN 5, LRLOFITIE, RO=2>DHGEZIREIRT 5,

0 EEMZ2EFRITx T 2 HEE (LLT [H3KRFRIC D725 2R
F72131%# (Circumstance or information capable of leading
to medication error) |)

0 JRH & 72 DR AERTHEE (LLT MEl7= 3841 (Drug label
look-alike) |)

0 BZVXHMWMRDHA T ZT HEE (LLT 158 - 72 3 A
(Wrong drug) J)
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3.15 BHEKMLABORR
fa s L BET 5 BAEBOMEL. L0 L5 IHEATIEE 72

) THRENEFICES T 2085 2 @) 7l M 2 0 CHAR L2 -7 Litdk
L g Wiek Lol

o WEINHERIZH LT, EHTE KD EAEMN LLT 28 IRT XX TH D,
FFL o F Tk, LLT A 80 72 5 8 £ 15 (Inappropriate reconstitution
technique) [PT I FH%LEFE (Product preparation error) |11 ZiE{R$ 5, <
OBWEIL, ZOHFEN LLT MR HBRICE T 528 > 7285 (Wrong
technique in product usage process) [PT /L HBREICE T DR8> = Hik

(Wrong technique in product usage process) |1] LV H EAHTHDH-0TH

5, —OOWRE ZODWROHFETHERRT 22 &1X, 2R E®RDOH D
BIERAZRIET 2 (FTRbb, —o0 LT TiR#EESn- U FoLks
ERBTERWV) HHEICR->THHTH S,

3.1.6 MedDRA (251151 E @RI S8 = Dok

PeEGEFEIZES T 5 MedDRA AEMA ORI, ELA. B, b3 WVITERIMERN
EENTNBEDON?

MedDRAIZ 33 1T 2 #3335 o I §EME & @ Fib*1X . National Coordinating Council for
Medication Error Reporting and Prevention (US)*/255H L THB YV LLFDOHEY Th 5,
BedGEan &k, A ERERE, BEEY, HWITHEEOERO FILh 556 T,
BEIZLE - THEFERI L, I REURIEAEN L2 SR TR d 58 To
BB FTREZR FR 2 HE T,

TnHIE, WHEE (order communication) . #ihdDFE < (product labeling) . w1243
FOHAL - B85 - FL /AW, A, RAL s, FE, HE, T2V 7B LD
RS E2ET, FMRICED21TH, WHZEOLD, BRORKL LTOY AT AIC
Btk D letEn & %,

*JMO {E) : MedDRA®F5|EDfFR B HFE &R (. BIHER, HEE=4
V7EER, ALTERR, BALADE ORE, BRI ORR, B4 FROIRF,
LW EEEDRF) bR En/-v, £7-. MTS:PTC 3.16 [#4H. &LAFB
FOWERE), 3.27 TESHMER) LT 52 &,

**3E£) : National Coordinating Council for Medication Error Reporting and Prevention;
2001 About medication error, https://www.nccmerp.org/about-medication-
errors (20204:3H1H 7 7 & X)

o —EAMYARIFHAIE LTS, oF 0 ELH. SRAEERM ., HEISAME A
BRY 72l R 5 7e SITREGEA TIZR W, L, FOTF U ANEaE g i
. BRRRENCEAT D RN S 5, LTICHlZRT,

o b LEMDIER (confusion) 75, i DR - 7o HLRRH
(misuse) DJRKFEZIFFERTHLLEE (B, EFREIRDH LD
L. TOBEEHERICEIET 20BN L), @, Zh
TR & e S, EXEZREEA  (intentional misuse) & 1335 %
720N,

0 EHMLEMERHOREN, BRENEELTIETIHENTHLEHE.
A 72 AR & 135 2 72, BIEA (ADR) 12X B1RED
HFIEX, BET = X—Z2DOFFEFRGMTILRWT 4 —L FITH
DiAEI, EORERTIIEINEH (ADR) DA HGEERIRI NS,
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0 BHEN, HOHEr CIREREZLTT LY bR LeEEe, B
CHTAEKRY AR & B S h, BEHBRR TR,

o FEMELA (drug abuse) X°, M ED X HICELH S Teny (RERE, W)
DFFAINEN SN TN DHEET, FFEWERE & TR S0,

o ARADBEETE WG SESCR MG OMBER EORM S . W IR R
WIS NS, fBRE L TEREERICERLZZ b D, iz, EBF
A FEREAR B (device malfunction) F7213@%ED KiE (B SE ORE) 23,
fER L L CEAERE (incorrect dose administered) (28235 Z L 03H 5,

3.1.7 EYMERS X T LD

EYFER AT AOEBERRIN TV RWERKIRBEOHGEIX, L0 L5 REAITMHED
DA BT H> ?

MedDRA MFRIZIZ, RO X A 7 L HMEH 2T L OBFEOM T 24 b DX (f.
LLT 8-~ 723K o ML) (Wrong drug prescribed) |) . @i d % A4 7O FH (fF]. LLT
[FR- 73841 (Wrong drug) 1) CHEMEH > A7 AOBREO A (Fl. LLT M@
(Drug prescribing error) |) Z T HDNRH 5,

e —oOO LLT &3k
B) SERRFR - T2 AN A FH LTz, | LRid S ol -
HIFER O AT LD LIRERO X A TOR T A T4 N THZ L1, £
DZENAMLNTOWIIEEETH S, EEOBITIE, —odD LLT ([E-o7-3
#l (Wrong drug) ] ¥ LT IR 723K DOFHAl (Wrong drug dispensed) |)
DOPFATARRL . —oD LLT 32 - 7=3A|0FH#A] (Wrong drug dispensed) | &
AR LTI,

o HHOLLT Z3EIR

) To TRl A RA N | &S is -

XN ERESERICERTCXAE—OHAER N b, o0 LLT
(M- 7=& & (Wrong strength) | 35 X O T4 538 (Drug prescribing

error) |) & FFERIRT R&ETH D,

HMFEH Y AT AOBEBEN R REAICIE., BEoX A4 SOHE T HEE
(fl. LLT T3R8 - 7= # &l (Wrong drug) | . LLT & - 7= & (Wrong
schedule) |, LLT #&-7=%& & (Wrong strength) | 72 &) 3% 5,

318 WAREDAZFENI—T 125

YBIEBIRE I CRARRDOERE HDHEE, CORRAEZa—T 47§52 L 2R
LETH?

ORI 72 B A LI 00 R B L, Z O B IE T & 5 M ORI &
BTl 510, HAFE RIS I B AT TR Y | ARASRR £ 7 Mg = —
T4 T RETh S,

o Pl BB oMBIIREERZ ST Ly, ToEs, |
i in B O RENERAOIRATIN TH 5, £ OSEOME & @B O M )5 % 75
Ry~&xTho,

p=1111

o BIRIE, ala=r—va roOMEMRIFEERZITE IS LAy, £
DA, A 2= —Ya YOMBENERORARNTH L, T0aia=r
—a VORE (Bl LLT T~V A7 7 7 asg 2 =06 O EICE S 545
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Hp A OBME (Patient misunderstanding health care provider instructions for
product use) |) L iIHFRD & HFERIRT & ThH D,

o KVEWEREOLREENIEBZZFH T, BAKIKLN MedDRA TIEERILTX 72\
AREMER B DN, ) THhIVUEL, TNSITEBEEM (B LdiEFEROE) 1
LR ENDHREXTHD, INDHITITARESE (A MLVA, ) EAREIZEE
DOLHME WHERRE, HBWEWRER) (CEDIMEREEND,

3.1.9 HFEREHAL L

FEBIERE IZAREIC IR ST RWERICA LT, B2 RIBRO AFELERT
L EIETRBOONDEIN?

BIRESN e LLT UEFIERE SRR S Bl 2 9™~ & T, Th BRI
WG S TWVRWEHZIE, BEEBRARAE L2 &2 HET RS TIERYY,

B2, &R EHR X 2 50 mg %5 L7, ) & DHFidl SN/ 1T AR &
FEAT. TOXIITHET 52 XETIER, FEHIEREZ RO 2008 2 WL 1E
ZZMLUT, HENEY TH 502tk FHOEIZE T & TH D,

AT T — 2 AFORE T, REBRR L L THRET 2B, SR HHMIc s £
NLHEITTRETHD (Bl THEEICLTHELY L0 50mg MBEFEHNHK G S
2o )o ®HDWE, WEFITIAMRICT 2 Z LB TE RV EHEHRE D DWW R HE
[INTWDLEAITIE, FEREHRMICE N TG EHREZZR L THET X2 THD

(B, TRTFIE R TIEEEH X OHELE I &1L 5mg TH D23, FHréhilins 50 mg &5 L72]1),

3.1.10 ERMBERKBR, RoBESLU ERBBOFR

E R A EERE (device use errors), i@ 72#:fE (wrong technique) ¥ X O
EREIRDOR R (device malfunction) DEIAT)>?

R & 5 o CHRSGEAR A BN 3 2 R, AR A W o FRICEE T D BRR) e R
Bz itig T2 LITEETH D, TOL ) REFRIIEFEES AR (EEERORE
rEte) OB, &5 WVITEREGRS N DN D FEICh b DM (R
FEERRETZITBR -T2 8E) EWnH 2 End Y 25, MedDRA Tld, [EFEZRME A
BRI ERE RS 2 U L COW RO ILR OB 2T (Fl, LLT [ ~LFRD
i FH IR &l U 7o AR Y R 2R 46E - (Unintentional device use beyond labelled
duration) |), XfRRIIC, EREELROMEH TR CTOMo THBIEL W BERIT, ERERS
DY) T WERIE ETORIAEFRIZZET (B, LLT [Ra-728+7— DM (Incorrect
needle gauge used) |, LLT 385 7-1E44% (Wrong injection technique) 1), =%
PROREIT, FRICHE > THEM L7 RpICAHE L7 MERE 2 84T 5 R e O i P 2 18
T EFRMERRITE 2 2N RIE, EREERRE BRI o L BEIC K DR & 1TB
7200,

WEIC, Z2OA T MBERESOME/ RRZ2OD, EEERME SRR O
D, B DWEIR S T BER O BRI D130 R EEN 2N R B D,

WEN, EREROME R, EFEESEAERRD 2 WIS T2 EO N Th
HMTIEFICHERBWROT, ZHTHEICTRXETH DL, EINIFRE, 5
BBV ICHERERIRT 2 X580, HERNTRET 2 2 &,
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3.2 I FBRO AFHEREH

ZOHETIL, FixlZHH

W5,

K2 DRIT, KO LI ITHERINLTWD,

o FAFNITHE SNV U A EFLH
o HE2HNIXZDOTF U AN MTS:PTC TETV ) & Z ADOFIEGR &L x5
%0y (Yes/No), & D WIEIRfE SN2 13 HETX 22y (Unknown) E%

Fox (LB, Yes: 3

SN TRFOER A HEERINT 2I12Hh72 . £ofRzsEdt LT

8. No: HIEFATIT A2V, Unk.: I EREE

o HBI3FTIIRRSNZ LLT B LOLEITS UTPT & L <3 HLT Z 42l
o FAFNTITMR A b L JHFERIUCEI T DB & Rl#

LLT 1%, B oA T I —ICHEENLH b H Y | ZOMAEOERPEROETESE

T LiLZRu,

321 BRNAERBRE

DOFHFL B ITBRE &
S TCWEH AR &
A L7,

I
F U B LLT ST SV
232

Ml ENFEAEFA | No | GHMEZABESES | BEE5EEML TS

N RO = QS O, FEEERR T2,

BICRHAL, BE% ERS & ST

AT,

S kEBSESE | No g LB A R 2 R B ©

DIZA MY — 2 DB, ZOVF Y AT RE R

LU ERAL, ~o 7~ LI PG T A < EMELF O35 B s

{2 D R R A CHE BB s ki (BRI R

=L, 5. FIFERN A LTI b 7
W, R LTRSS R
.

REBA— b A 2D BERORAICLESD | BB ERE TH D EE T

= 7 B — T 3K R R R 72 <\ B T A R

D5 AT 5 BT, N IR SR LLT I3, W

550 HyoHE | Yes AT R AW (.

CHEHLTLE - HIHE B 112 A U 7 {56 ) 72 0

77 ) &,

HAREED b 5 B (R Rk | SR C & B A ELAVE L L 7o

7j§\ Z“l\/l/@EF'@ﬁi = JEL =] u?'n@?ﬁ':ﬁ@%dﬁ %j—\ {I%%EE’/‘]

L L 2 08 RAABORE | wgg vz ens. LT L)

K& SOWRHF = | Y8 STEE i REEE L LT S A

T E o TEA 5.

A, R LT,

2 DR, BT | Yes | Tt B HSEAIE
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£y 8 3

U E LLT 2 X b
2

HENR AR EBS | No S ELH FLAIC X 2 & 5 3 g

HH-0IT, 155K Ny e AT < RN &

i C &N 200 [A]4y RIET 5 KR TH e

WAL, &R (ZHIE MTS:PTC3.16 D% %

THLE LT, BENCTH L), TR
ELTRENS,

DY 2 $E (100mg | Unk THITAE R WA TIEe <,

(i) 8E) AR EHICHEREFNET RETH

L7z, %, ZOEFNHFEERIRE T
% HDIER,

N 233 D 7= | No MRIEEEHTIZL D EHBBRHAOFITH Y | FER

vERkEHLTLE
o7, ZAVITARE N
AN UBIE AR R
ENTWIEHTFIZIE
BLU. B AR
TWEDA LAY v
Ao THE L=<
WL B ST
ol

O, HERHETH D = XrIRR TR U,
1 8% (100mg /1)
TIE7R <, BRI
2 BEARA L7,
322 TOMDEFEFEIBRE LUEE
B3
U F s LLT aRv b
?
HEHAR X, AR | Yes e SN VAYIN WA IR o T R NSRRI
NhoMnhiz< Wiz R E 7213 R RISk Esn- &
O, BENRES A DB N 2N ENnE, Zh
Br=itl->TL% LR O WX PBEEARFA O TERY P REME S
5 AREMENS B B & W ) SWCTOHITH S, LLT [#3
s o TP BTS2 8 DR E T2 31
WX, T OB IEBEIEN
AREMETHDHEERLTWY
%, WA SN TR R
WRDO X A T ERDOT IO F
B HiEE . TOERTH
%8GR R ORFIZ S W TH
FRBIRINHRNETH D,
BEEVY a0 | Yes | HUHERMBOMY | BFE, SUBEABOERD
WT, B DR KXo TEPIRAL, B#E
EAZRNE A VR BT VA ORE | S B 7201, o 7 E SR

mEMALTWD, BEOR
GLEZORBEECZE-IE
RIS ER OFE L. IR EGE
MIZEEND, 2O, &
R R AR A O HFE % B
N9 2 LEE R0,
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£y 8 3

TF U F B LLT TRk
n?
BEIIBEH DA A | No 1YY = i e i BB HAOH TH 5, HH
NGO RNVZ Ve PN HOCTHEH I TWDH D, &
DH—FY v TEN AEK iRz HOWTIEELLTY
A4 7 &L THEH 720N,
L., fKibs 23588 L
7=, BEIZ. U~
NCA A UG
STEH, ®mEKICL
T Izl
ZoXowicLi=nE
LW LT,
FRFIAN LA & 138 | Yes fEFH EERER DRR Y Mol EEBBOEHB LY
ALRVWRRS =T & s & AL DREE &
THE— IR LT, W) b IR D W) ZoERT,
HN 2 S T DD Sy
Ny BT Tl
TETE— L
2Bz, TH T H—
PIRIT RO 1=,
BE NN 2358/ | Yes = s i FHm AR 1 LLT [P asfE LR ER |
L, NUBF— KA BT o8- o8k L. LLT TEFEMaE HiERE
YV H—%EH B s HE VbR
L72BRIT, HEEE FOHERO TEIR LW
5 10 B Z2FFT L, T TCERSNLLT I,
ol = i AR 1 IR 38 1 2 Bl
A7 A KT,
BEITIFLVECEGA | Yes | TUVERROMEHBM |LLT 7 <V EROMEH M %2
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