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ENTW5b, 72720, AFAEIZHFEZE T CoOHE
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ZEDNRH DI, REORR AR &P L 7=,
HRPEIZBIT 2IHE & LT, ffdEE, KM 2
a7, HERRE®E 2 27, SF-8 (Short-Form Health



PIREFHE - 60% H75 (2023F7H)—

25 (417)

[éﬁﬁﬁu 326 1 ]
[ e MR RIBIED]
| W AR < RBED i S SRR 23 1
RLWRITRES 303 B
ftitt 7 L AN Y EEI B DY) EHE 66 11
Z R OB 237 6
[ BRI R SMEBI
| Efergis 2 il
EWERITHRES 301 )
fth7 L A/3 ) S B B D YIERED 66 71
Z R ORI 235 0
1 AEFIDORER

Survey-8) 2 I 7 wINE L7z, EFEEIX, X—
2T A v ERKIF GG 13 B8R E I3 5K T -
kg (AR, TAFIE 5-BtG 13 8% &)
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EaEWNS, FEEBMEMN (4%, [ERh) £i-
X PHERRE] O 3 R CHRRN R & @ Uiz, &
A a7, BAEOEIKRZE 2 24 KWl O & %
0 Ga&el) ~10 (N EWEREDRA) O
11 RS CHE Ule, BEIRPEE X 2713, BEHE R
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e o REREEORE Z 0 IRV YT 6k
Mmolz) ~10 [BRICTen BEOhHED
R7e 7)) O 11 BPECHIE LTz, MkERREE
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Baid T E LTIV IRY, Zoat2%ERHL
oo BIWEFRAE X AEEFEFRL AL ICH HEEEREAM
a0 ARERM (MedDRA/]) Version 25.1 12 3£
X, WENKEE X OHEAEL AW,

BapbelL, efkdcER, KR a7, MERFESE X
7B XV SF-8 2 A TIZDNTHEH « T &17 -
Too EMUEERIIEDER (%, THZ CHEIN
TIEGIEL | B RWERTR SIEGIRD) Bt Uic, &
A a7, MEARRETE Z 27 F KO SF-8 2 3 71k
R R Z R LT, £/, £X 3712250,
N—=ZF A VbR GHG 4 8%, 13 8%
ElbEaBH Uk, 2fdEEEICwEE 5 2 5 HN
DOWETCIX M SEEE OHE > BZER, il (5
M, otk), ABE - ARDK B X OB OEIERE
(PR - HE, BE) FxhT73)—ER HT
) —ZEBITIMZ TR, A%, CCr{H, 1 H#&EG
& (FH) BXOBlEkkG H Bz i 25k &
L, efdkEZEoHEo MR #3EEHEE LT,
AT v T I A RIKIZ K DB TEKHE 15% T D LEBGE
REIT>TaY 2T ¢ v 7o R Lz, %



26 (418)

PIREFHE - 60% H75 (2023F7H)—

1 BEYTR (RetMirdS5Es], N=303)
H iE 1 % . it B %
(REREE%) (HER %)
BRI 5y ABE 0 Fefg 2 a7 SPHfE + R 6.2+2.2
VA3 303 (100.0) (N =302) I/ M~ f KB 0~ 10
P51 P 125 (41.3) PR 7.0
It 178 (58.7) MM o 2 =2 7 PHfE + ERER S 3.9+3.1
Rl 15 B kit 0 (N =296) I/ IME~ I AAE 0 N 10
15 5 LA 65 R 118 (38.9) L 3.0
65 Lk 185 (61.1) G OFHE g 225 (74.3)
Bt A + (R 2 67.61 + 13.89 f 76 (25.1)
(i) T/~ 40.1 ~ 142.0 A 2 (0
(kg, N=107) i 67.00 iR 7 el i 300 (99.0)
BB s g I + (R 2 54.64+11.24 il 1 (03
(k) f/ M~ f KA 32.0 ~94.5 EpREp b3 294 (97.0)
(kg, N=157) HLfE 53.00 H 7 (23
CCr fig*! 15 mL/min Aiif§ 0 AL BT pl3 301 (99.3)
(N=104) 15 mL/min A | 2 (07 il 0
30 mL/min #iff ’ DR i 293 (96.7)
30 mL/min L) - a4 0 i 8 (26
60 mL/min i ' ' iiGEgEaT i 301 (99.3)
60 mL/min bk 71 (23.4) il o
A + Bl 71.615 = 26.853 BEAERE e 194 (64.0)
YN SN 16.25 ~ 160.53 H 101 (33.3)
e 68.000 T 8 (2.6
KGR WA R B 68 (20.4) || PITAAREE e 167 (55.1)
HEARETS 30 (9.9) H 136 (44.9)
MERERERIR A~V =7 28 (9.2 D 1 i 115 (38.0)
BB A 27 (8.9 (CZ3 -2 ) H 188 (62.0)
%gﬁm%ﬁ 23 (7.6 B RIS e 172 (56.8)
AR Rl 18059 emmmeriish) | A 181 (43.2
B RAEE 16 (5.3) - — -
HBHEMESI ~ L = 7 15 (5.0) FESEYOF I 4 215 (71.0)
eliiang 13 ( 4.3) H 88 (29.0)
JE TV NEMERE 13 (4.3 P S5 @l 7 IR e 292 (96.4)
PRRERE FEVE P 1 (3.6) H 9 (3.0
[EgiiZiidinlen= 7=3iis 11 ( 3.6) N 2 (0.7
z%ﬁ%ﬁﬁ 9 (3.0 UL F—ERH 1 293 (96.7)
Hmiﬁfj%j:ﬁ 5 <17> e 5 (1.7)
FHAFREREE 4 (13 - 5 (17
TR 4 (13 — —
JEHES~ ) E 3 (1.0 SR ﬁf!ﬂ 4 (1'3)
ZOMBOBRE 39 (12.9) Rk 283 (93.4)
ZOftb 16 (5.3)
HIEE e 80 (26.4) o R
g 200 (66.0) {mZiﬁzﬁlJﬁ\Bm ﬂﬂiilxﬁnf\ ) A 6 (21.8)
E,i 23 (7.6) bﬂg‘ /J‘%O)@Jéﬁ:im]
R A + B 15.5%32.7 TR DI 27 _(18.2)
(H, N=266) T/ ME~ A 0~ 243 HORHIB GBI R
hRif 1.0 2 HOIIR AT
S RSB Zi3 239 (78.9) I R=2T AV
H 64 (21.1) REUEIX" R E UCHER L,

o, Kix a7, MEREEX 3 T7EXSF-8 X2
7 ORI O % T 5728, X—=ZF574 V16D
GBI ORI HOWT, BERZMLET LA
NY VNS OO K, R, kT L AN

) VBN S OB OF M x RO HIFME X
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xR2 AHlOBRGRN (N=303)
H H FEGIE (HERCEE %)

Bl G- B8 (N =301) P £ EEE R 73.2+38.8
T/ MiE~ I Kl 2~ 210
i fiE 85.0

1 058 (F¥) (mg, N=301 | FHE = EHE{RFE 106.42 + 65.44
I/ ME~ T K 12.2 ~ 600.0
R RfiE 88.94

1 H# G (BigakE) ™ 25mg AR 17 ( 5.6)
25 mg 8 75 mg LA F 177 (58.4)
75 mg #8 150 mg LA N 101 (33.3)
150 mg # 300 mg LA T 7 (2.3)
300 mg 8 600 mg LA 1(0.3)
600 mg A8 0

1 SR RK) 25mg LA 8 (2.6)
25 mg # 75 mg ML T 113 (37.3)
75 mg # 150 mg BL T 147 (48.5)
150 mg #8 300 mg LA T 32 (10.6)
300 mg #8 600 mg LA T 3 (1.0
600 mg 0

1 B G5& rfk) 25 mg LA 13 ( 4.3)
25 mg # 75 mg LA N 126 (41.6)
75 mg 8 150 mg LA N 140 (46.2)
150 mg # 300 mg LA T 22 (1 7.3)
300 mg 8 600 mg LA 2 (0.7
600 mg 8 0

FailhiA H 7 72 (23.8)
oD ¢ 231 (76.2)

RN ilE o i
I & 2 (34131 61), THEFEZ] 2°8.4% (11/131 1),
. (T EEEAL) 284.6% (6/131 61), [HPE - #x
1. EGIER B BXO TZ20fh]) 3% 3.1% 4/131%1) THh

SEGIORER 2B 1 1R L7,

2 [H O B HEES 69 fEsk 2 & 326 1 D FH A 2L % UL
U7z PO T LARE 42 < SREEDN I b - 7= fEH 23
Blzkrx, KElokS1r Ve &b 1 HERI N,
B g St i 7 9 303 B A A A M SR AT B RE ] &
UTzo RV SIEGID & FER G4 OB BRI
R UTHEGINIRER 2 flabrx, #Y)7eqHiliossE
e X 37z &R X 3 B 301 6 & A s M AT ok S E
BlE Uiz,

AEBGBG E 2 6 13 BE OB EMET, &5
Mkt D 172 Bl &R 131 61 (43.2%) DAKID#
HRT e pibic® 7o, BGRT - hiEF R E LT
& TEE - EREGE ) AY56.5% (74/131 fl) T
HE L, MWT [EF26KBEET | 2126.0%

v, TBELE] 13 -7,

2. BEER

B L VAT R RAER 303 BIO B EE R AR 11,
AFIOF G RN AT 2 1ZR L7,

PN 2} 178 1 (58.7%), “FHild 65 mkLh b
185 B (61.1%) T - Toe ARFIF G DRFRIEE
&, BRI REERZEE 22.4%, HOIREE 9.9%, HE
HEMERIH ~ )V = 7 9.2%, HET AR R 8.9%, 4
BIRERE 7.6%, RASRAR 5.9%, BHEEMR
ZENE 5.39%, HHERERIR A~V =7 5.0%% CTH YV
Z D bikdHWEEE IZHEE 200 # (66.0%)
/C“f)") 7‘:0

BHERERE D & DIEGNL 7 61 (2.3%) Th - 7=,
72, CCriEDWPEMMNH 5 1046105 5, 160
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®3 EIfFMIERN

itk L AN Y D B DY)
& fE B
H i
AEAE G 303 % 66 237 %
BIVERREBGIE GEBLES) 1361 (4.3%) 0 Bl 1361 (5.5%)
BIVE S BIEE 15 01k 15 4
BIE A OfE FBIGIE CGRHEL)
AR i 1 (0.3%)
IS i 7 e 1 (0.3%)
B ke 2 (0.7%)
R 1 (0.3%)
L 1 (0.3%)
—fi% « REFEER X OGO IRE 1 (0.3%)
E N IR 1 (0.3%)
fRE R R E 9 (3.0%)
R F 0 7 (2.3%)
TR 3 (1.0%)
eI E & O N AR 1 (0.3%)
Wt EAE 1 (0.3%)

* EITER O HEEIL, MedDRA/J Ver. 25.1 D% E AR I KORAGEZ M L,

mL/min DL F | 2718 Tixd % <, HivT 30
mL/min LA _F 60 mL/min K] 2% 31 %1, [15 mL/
min Bh_E 30 mL/min Kijii | 282 I THY, [15 mL/
min A | DEEFNI R0 - 7=,

A GBERO 1 HE S5 =1L, (25 mg DUF
N1761 (5.6%), [25mg i 75 mg LAT | 23177 f
(58.4%), [75 mg 8 150 mg LA~ %101 #1 (33.3
%), 150 mg #4300 mg LA F | 237 (2.3%),
300 mg # 600 mg LA T 22141 (0.3%) THH,
(600 mg | OFEFNL b -7z, AL, 77wl
272 B (23.8 %), OD & 2% 231 fl (76.2 %) T
315)? fCo

KEIF GRG OB FIE, it 7 L H N g
5 DYIREREFI A 66 B (21.8%) T, TS DAE
B (RiAESEE LTt 7 L N D) B e 5 X
NTWIRWEER]) 2237 ] (78.2%) Tdr -7,

A5 P S R AE B 301 Bl B E R, KA
PEFRAT S RAER] 303 IO B ETH (FR1, ®2) &
[FEEE DA T - 72,

K g

1) &IFH BRI

24 VERATT 6 S AE B 303 151 0 gl 7F F 56 B I %

R3IITRL, 1361 15 HORITEHAEBLL, EIfE
MRBREE1L4.3%Th -7 AFIOBRTHRILTD
(fEH EOEE] 26 TRITX RWEITEH RO
BITER) 1372 57z &H5 GEARGE) ORBLHIK
DEratos 2 GILL E OB O &V EIERIL, 178
P E W 2.3% (76171 FBIOMHIK1.0% 3
31 Tho-iz,

AR AT N &R L 22 BIFRIZERD B
I 5 1o BRATIASE RS &Rl U7 4R 1
LBIDFEDHN, BBIEICE -7, AFlEDRE
BAMRII B U & GFAl X 37z,

HARHETHICE YT 26 E BRI LM
SHER] 303 FilH 9 B (3.0%) IZ 10 HEEHHN, T
NCEWEFHTH -7 WL, 1FEIED 1 2.3%
(76 BLOMHEIR1.0% BH) Th-7loo i
W, fEIR 2 B CREE 16, A8 16 ZkE,
WFN O EIE F IR CH - 72,

figt 7 L AN ) B B O YPEES] 66 61 TR
TERIZERD BNsh 5 7=,

2) &I1EH BRI

Bl F ) 2 S BURE AN IS 5T U 7245 2R, &ITEH 13
B (4.3%) 154 XTH [4BLUW] TH-7- (R
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&4 PIaZEBREH O & EH O RIS &

4 8LIA 4 M8 13 BN 13
il {FFH ORERT FEHE 2 FEHE L R
FEHLGIH %) FEBLGIHL %) RBLEIE (%)

ENEN 13 4.3 0 0

HIR e v ekt 1 0.3 0 0

R 1 0.3 0 0

L, 1 0.3 0 0

FAG e 1 0.3 0 0

FEIEH F 7 2.3 0 0

TR 3 1.0 0 0

WS 1 0.3 0 0

*EIVER O HEEIE, MedDRA/J Ver. 25.1 OFEAZEZ L 7=,

x5 [FEMEDE, BIR, FEEKA K, EBICX25MGOTREN] OF)EIZEBIRHI 2SS &

1~7H 8~14 H 15~21H 22 ~28 H 29 HEL L
E”g*};@ FEHLE S FEHLEA FBE A S E A FIE A
i I =R N=] I [Ep =] f =R =] I =R =] I [ER=]
% R BLBIE %) FEBLGIE %) FEELFIB %) FELFIEL %) FEHLGIE %)
B 7 2.3 1 0.3 1 0.3 0 0
FEIED F W 2.0 0 0.3 0 0
fElR 2 0.7 1 0.3 0 0 0
* BIEF O HEEE, MedDRA/J Ver. 25.1 OFAKRGEZ FHH L7z,
4), HHENIED) 5T,
AT B IZ3%24 9 A EIEH o#) [ 2 BRI 4. H B

M~7H] BN7H8MH QFEED W 61F, IR
24F), 18~14H] 216114 (IR, 15~21
Hl 2816114 QFEitED E0) THY, #5H
f 22 HEABECORBUI edr 7= (T D),

3) BEE R OEIVEHFEILRI

B ME MR R AE B D BT 5 OEIE 2Bk
WaEER6 TR L, BITFHBIOA XY AP
DI, TR ELY 5 2 2RO HrId S L
TS o7z,

EHREREE 2 AT A EER 7 B CRIFEAIZZED BN
TS o7z,

4) KREOHER

LA VERATR SAE G DO A FI P 5-Bilie 4 HiRBL KO
13 BETOREDOR—ZXF A Vb OELEDHE
BaB2IZR Ui, WHIITTOEREIZODNWT, X—
AT A4 Vb DOEALEDFIEE  EEER AL, A
BG5-FAth 4% THMYE - 0.05 £0.72 kg,
—0.01 £1.02kg, 1I3BEEBRTZNZENN —0.08 =
1.75 kg, 0.03 £0.95kg THYV, K& RZEHIR

1) &MEERE

7 2h PR AR e BRE B 301 B1IZ 35 ) B ik k= R
DFEhE (R 95% EBIXHE) 13 84.4% (79.9%
~88.0%) Th-7 (A3,

fntt 7 L A7) B & OYIEHAER] T D 2k
EEOHRER (W 95%F#IXH) 1% 83.3% (72.6
%~ 90.4%), FNLOIEGITIE 84.7% (79.5%
~88.7%) T, KZ/mEWIhr-7 (B3),
SR BEEE OHE I E L 5 2 2 ERZ MG LT
R, BAEEOEE F v X 9.638, Wl 95
0615 HEIX M : 2.115 ~ 43.928, p = 0.003), PfHI#E
HIl KRG IR OFSE (v X 0.245,
W 95% f5HEIX [ : 0.073 ~ 0.817, p = 0.022) &
K OB S 0 1 BAS-004 v TH
0.971, i il 95 % 15 # X [H : 0.952 ~ 0.990, p =
0.002) THEZ RDHBNZ (R,

2) KA a7 OHR

A5 2P AT o RAEB 301 Bl B KR A a7
DEYE + EEERFEE, X—2F74 2 T6.2 £
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&6 HEWRNOREMFEIRINIE L CHHR

gl {F
Sk
1 3y | F
o BB g | RIS | B e st %)
(%) *
PER Sk 125 2 1.6 125 103 ( 82.4)
7tk 178 11 6.2 176 151 ( 85.8)
s 15 A 0 — — 0 —
15 iDL _F 65 fA i 118 7 5.9 117 104 ( 88.9)
65 L 185 6 3.2 184 150 ( 81.5)
% N 0 — — 0 —
APS 303 13 4.3 301 254 ( 84.4)
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R 200 9 4.5 199 167 ( 83.9)
HE 23 1 4.3 22 17 ( 77.3)
JilblZ H T 72 1 1.4 72 61 ( 84.7)
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40 kg DAk 50 kg A 43 2 4.7 43 38 (1 88.4)
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28+22Th-7- (F4A), iz, EwAa 7D = L AN ) VEEID B OYIRER R X O F N
N—=Z2 T4 V156 DOEALEDFEIE = BRI, LIS DFEF OFEE 2 a2 7 OFIE R, %

AFIH G5B 4E%KT—21+24, 138%T NEFNR—Z254(T4.8+22 66=*2.1, AH



HEEHH - B60E W75 (2023F7H)— 31 (423
=6 BEAEETRNORIFEHRIRRE XOCEDHE (005X)
gl F H P
IH iE 3 SE . s
o R e | B R e e (96)
(%) *
b pEpE Kiic 294 13 4.4 292 247 ( 84.6)
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DR B /& 1 2.303 1.274 3.27 0.071 10.008 0.824 121.570
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Safety and Effectiveness of
PREGABALIN Capsules / OD Tablets [SAWAI] for
Neuropathic Pain Patients in Clinical Practice:

The Results of General Drug Use Investigation

Kazushige MocHizuki / Hiroaki OGURI /~ Ryoko FurusaTo
Yuka Kawakami / Hidekazu INAZU

Sawai Pharmaceutical Co., Ltd.

Abstract

This general drug use investigation was conducted to evaluate the safety and effectiveness of
PREGABALIN Capsules / OD Tablets [SAWAI] in patients with neuropathic pain in routine
medical practice.

Patients were naive to PREGABALIN Capsules / OD Tablets [SAWAI] and had neuropathic
pain. Information regarding the treatment, safety, and effectiveness of PREGABALIN Capsules
/ OD Tablets [SAWAI] was collected during a 13-week ohservation period.

From January 2021 to August 2022, 326 patients were reported from 69 medical institutions.
Amomg 303 patients included in the safety analysis, 15 adverse drug reactions were reported in
13 patients (4.3%). The most commonly observed adverse drug reactions were dizziness (2.3%)
and somnolence (1.0%). Dizziness and somnolence occurred most frequently in the first 7 days
of treatment. Among 301 patients included in the effectiveness analysis, the effectiveness rate
was 84.4%. The mean = standard deviation (SD) of pain scores at baseline and at 13 weeks or
observation at early termination (hereinafter referred to as “13 weeks”) were 6.2 = 2.2 and 2.8

+ 2.2, respectively. The mean = SD of sleep interference scores at baseline and at 13 weeks

were 3.8 = 3.1 and 1.2 = 1.8, respectively. Scores of both physical and mental component
summaries of Short-Form Health Survey-8 (SF-8) were improved and mental component
summary exceeded national standard value at 13 weeks.

The above results confirm the absence of any safety or effectiveness issues, and
PREGABALIN Capsules / OD Tablets [SAWAI] is useful for the treatment of neuropathic pain.

Key words: Pregabalin, Post-Marketing Surveillance, Generic Drug, Neuropathic Pain, SF-8






