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Summary : The Japan Ministry of Health, Labour, and Welfare presently recommends the use of
generic products versus brand name products in an effort to reduce the national cost of medical care, yet
information on the efficacy and safety of generic products in Japan remains insufficient. The objective of
the present study was to retrospectively evaluate the efficacy and safety of voglibose among eighteen type-
II diabetic patients (mean age, 66.9 + 9.7 years; males/females, 13/5) who substituted use of the brand
product (BASEN® Tablets 0.2) with use of the generic version (Voglidase® tablets 0.2) at Sendai Postal
Services Agency Hospital. This retrospective study was conducted using data from patients’ medical
records and information on drug prescription. Data from eighteen patients who had substituted the brand
name product of voglibose with the generic equivalent did not change their regimen for > 6 months before
and after substitution. Informed consent was obtained and included in the analysis. Control conditions of
glycol hemoglobin Alc (HbAlc) and fasting blood sugar (FBS) were not significantly different before and
after drug substitution (HbAlc from 6.80 + 0.50 to 6.94 + 0.58%, p=0.26, n=18; FBS from 132.9 + 16.3 to 131.9
+ 17.4 mg/dl, p=0.88, n=8). The level of patient compliance with the two types of medication did not differ
before and after substitution (from 88.5 + 15.8 to 88.6 + 17.2%, p=0.98). The number of cases of adverse
effects totaled eighteen before and seven after drug substitution. At Sendai Postal Services Agency
Hospital, none of the patients had to discontinue use of the generic product due to adverse effects, and
significant differences in efficacy and patient compliance were not recognized between the brand product
(BASEN® Tablets 0.2) and generic product (Voglidase® tablets 0.2).
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(3) FHEIER

- F R AR AT

e 5 R 8 IR T T 35 X OY 1 5 I 3 vt R P U0 1
D, FY)a~EZOVY Alc (HbAlc), 72Kk
B (FBS), REFEILAEE (BS), JFHEnE [GOT (IEH #
PH:10-40 IU/1), GPT (I #ipH:5-4510/1), ALP (iE
H#PA:105-320 IU/1), y- GTP (IE##5pH:8-70 TU/1)]-
THEHE (BUN, Cr) MEAEICOWTHREZR R D 3
L, BHIBEICHE L 722 T OO % 54712
w7z, HbAlc RIBEE B ORE LRI TH %
ZEh 5, HbAle # FZEFHHIEHE & L, &Il
HHIEIFBS & L7, ARERE LTHZONZW
WREVED & % T FERERE - R RERE 2 BB T 5 72
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(4) HREtREAR

FHEIE M O BIEEE MDY ) B FIHO
HEBIZEHIE 0 H 5 - B x Hwiz, #at#ig
BEKHEEIZ P <0.05 & L, f#MTICIE, SASHMTY 7 B
(Version 9.1, SAS Institute Inc., Cary, NC, USA) %
A7z,
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(1) NEEORRS L U6 4 AREIRA#HEEE (Fig.2)
RZ ) R—= R LB ERERZ IR L Twi
PR R 57 B A HICBWT, BRBEHELN (K7
) & —¥ ®§E0.2mg) ~OYYYFIMMTbN. £
DHL, AEEGEONLEIP-ERIZ17TH (684+
99%, BMH134%) THY, HEIMHFONIEH
404 (66.6+9.37%, HIE29%) LAEH - MBI
S EZED NG o7z (p=0.52, p=0.76). [F
EMEONEBZDH L, YIVBIAIORTY) K-
2RI AT 6 » H R0 8E 3% (70.0 £ 12.1 7%,
BH24) (Z209) bHEBEEGHOMAIIE A6
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Hol-BE6K (7T15+864, BI44%), ok
Z LR E 23 ) B2 BRI EE DB - 72 B
104 (67.0+10.1 5%, B¥E74), HbAlc 7— 4% K
HHE 3% (63.0x4.65%, BH3%K) EMITRE
ORI L7z Bk, BEEREMORFAMMA 6 -
HUHND 141, JesEER - BREER ORI A
FNENABETO 1T ODRTHY, AbEHo—
B ML T o 72, F72, BRBEEREN~OY) Y B
A6 r HUWNIC G EE P ThbI - BE 10 40
B 8HIIA VA VHOEFETH Y, TOTAN
TAS T BUBE SRR (67.8+12.8 7%, B 6 44) TH o
2. B, FEMEONIBEZEDI L, B> 5K
Mhanz-224 (68390, HiE164%) L HW
AT %% 18 % (66.9+9.7 7%, HIME134) D4
i - RN S D 23RO b e b o 72 (p=0.63,
p=0.97).

X5 H A B ORISR 6 4 A R R Rk R
96.5% (55/57) TH Y, HIVTFHEIHT S HE
DHEMT, 6 7 H BRI S 0% 2 1X58D
Sdrol: [AEZRL: 941% (16/17), FEd
D :97.5% (39/40), p=0.55].

(2) BEES (Tablel)

S AE#E 669 £ 9.7 % T, B 134 (72%)
Thol:. FHEEDH B, ®WIMEREZ AL T
WLBENIL A (61%) DL, KR THR
MAEAPEEZ D6 %4 (33%) Tho7e.

(3) TERRIR/ICXET B iAERMR

PO BEZEORT ) R—ADHE-HEE 0.2mg
FE28E% 1 H 2 Mgy AEFNHIRAE L Tw 2 B
1% (6%), 0.2mg &3 8% 1 H 3 M4 E ATk

Table 1 Y)Y B ZBOBEESS
FHL, B 669+9.7 M EEE, n(%) 1(6)
B, n(%) 13(72) EmHEOER, n(%)  2(11)
HR,cm  160.0+8.3 BAEMIE, n(%) 6(33)
A&, kg 57.8+8.0 BMESE, n(%) 11(61)
BMI, kg/m?  22.5%23 EREEME, n(%)  1(6)
BUE n(%)  6(33%) M&Cr, mg/dl - 0.76
BGE, n(%) 6(33%) EBR, n(%) 2(11)

BMI; body mass index, Cr; creatinine, B + 12 EE R Z=.

HLTWBBEN1T4(94%) Thot:. K7 ) K—
AVUMOPEHIETIZ, ANVFZ Ly LT (SU) #
i d % <, BERIFEHRIEOE TR EIX 1.89
HTHo7z.

(4) B34 - T2t (Table2, Table3)

BIEPEIE M~ DY) D B 2 Fi 4 O HbAle O ¥l
1, Wi 6.80+0.50 % - 4 : 6.94+0.58 % (p=0.26),
FBS @ *F ¥ i (X, #i: 132.9 + 16.3 mg/dl - % :
131.9 + 17.4 mg/dl (p=0.88) (n=8), BS M P33,
[ :187.5+72.5 mg/dl- # :188.0 + 42.6 mg/dl1(p=0.97)
(n=13) THho7:. %, HbAlcld#Ek 1+ Ao
MAEFE PR 2 KT 2 E vwhbib 2 Ens, YY)
Bxthlr AUNOMEZY ) B2 aiofi & LT
$5 &, 0B ZEi%O HbAle O FIHEIZ, i :
6.80 +0.50% - 7% :6.93 +0.61% (p=0.30) T - 7.
T/, FHBREMICELTYH, YUVEBEZHBETHEE

Table 2 BEREMEZIL

n  YYBZE  UYBIE P

HbAlc, % 18  6.80%+0.50 6.94£0.58 0.26
FBS, mg/dl 8 1329%16.3 1319174  0.88
BS, mg/dl 13 187.5x725 188.042.6  0.97
GOT (AST),IU/1 10 23.8%8.0 24.8%6.3 0.30
GPT (ALT),IU/1 10 27.1%17.5 26.3+£14.8 0.68
ALP, 1U/1 10 22254752 1932%86.0 0.22

v -GTP, 1U/1 10 61.4%+68.4 44.8+51.7 0.25
BUN, mg/dl 8 16.8£6.6 16.4£5.6 0.22
Cr, mg/dl 8 0.75%0.10 0.74%0.10 0.63

HbA lc, glyco hemoglobin Alc; FBS, fasting blood sugar; BS, blood sugar;
GOT, glutamic oxalacetic transaminase; GPT, glutamic pyruvic transaminase;
ALP, alkaline phosphatase; 7 -GTP, 7 -glutamyltranspeptidase; BUN, blood
urea nitrogen; Cr, Creatinine, F¥J{H =124 R 2.

Table 3 HEER

t

IV E 2R () myYEZE )

G1EEE 3 0
BB HRAEK 6 3
{E mn #EAE 4K 0 1
SbDOE 3 1
=1l 1 0
MLMEBRAE K 2 1
REEE 1 3
LEbE 0 1
S AR AR iy % 1 0
B 1 0

=X 184 (1148) 1044 (744)
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BRI S5 72 (Table2).
wb%iﬁ%’ﬁwéﬁi$%®Wﬁ%ﬁM$
RS, AEESIS AR S IR SR I 2
WT 181 (114), fﬁ%@%nuﬁﬁﬁg,ﬁﬁfﬁkhw
107 (74) THo7z WIZ, 102 Tl
R 22 L2 AL, GOT T ) B2 Ai24 -
Y #2th 0%, GPTT2% 24, ALPT2% -
1%, y»-GTP T34 -3%TdHY, WEMDH B
IEHHP X ) miliz R L7284, GOT T5.8% -
0.0 %, GPT T 13.5 % - 149 %, ALP T 109 % -
43%, y-GTPT9.6% -85%, & ZDIAEHIH
BhEIREOON L, o7z (alp>0.05). 72, A
ERGEIEEFOEAIIY ) B 201 61.1% (11/18),
I 21%389% (7/18) TH Y, HiEEEIIED
SNidrol: (p=047). W2, K7 KR—ZRM
PILICE 2 HEE A EFRIRDO LN Lo 7.

(5) BEILTSA4 7R

FFE BRI D D IRFEEIE M~ ) B 2 Hifk T,
Wz > 7547V ADFITHBELREZIRBDON
Ziro7: (885+15.8=88.6+17.2 %, p=0.98).

2DEEICZHTBZ{L (Tabled)
il % O BEI BT B KHFAMRIEE o) Y
fili % FIRT.

4. EER

©) 1
Rk,
B0

GEEEWRbETIE, RIS, OYBe~D%Eft
FARETH B, @M M 3 X OV Ak 2

Table 4 fE4ZDEZEICHTHZEIL

EOMRBE 2 RIS RETH B, DFEFET A -
”Eﬁﬁﬁﬁﬁﬁwfﬁé’kél%ﬁimibﬁ

AL TS, @MW TY TICERH LT b i %
%% RCTE 5, OAMIEZRT L HEWIZ W,
e & ORISR IR R3O S B OH I3
MOHNL, X D@EYTHLEEZ LN HEIEIKIE
mARH LTS, 72, ALZHEANCHLT,

Yo BZuRIcBT AN - #elolbikziT-
T\/‘Z} &12.
KFAZIZBWT, U Bz TN -BH 5T

o, RIEESMZ 6 - AR LRk LTI L7238
BIESHHTHY, K7V F—E 5 02mg D6
H ARG =1E 96.5% CTh > 72, T2, kdEa v
TIAT YR, BEME B IO LB,
P BAHIB TSP REIRO SN ah ol B

(2, BRIEEEMANOYY B RRIC, BRI
HOHEERRITED N Lh o7z,
Ghbivbiid, Y10 BRARICBIT bR -

AOEOBENMZ, REI LTI T 2 AIZDO0
THIKE T 72, R K= ZADNIEEIE L S
BISEIEMANOY Y B ZFIERICB T, Ik¥Ea v
TIAT VAZEAIIEBD SN h o 2B, BEE
Fm~OEI Y B2 3, W%:y7347yx&§@
JERDOOEDTH LRSI EERE SN TS S
EpD e RERFEENEBEAS D, WYKL
BB TIRE D > 754 7 ¥ Ak EOBFEDIRFEATE)
OEALZ TIN5 Z L IIHWICHERTH L. 72,

Mo, @ MR oolE g B3 FBS Hbalc ABEOLTSAT7 AR aEER
Bl & B = B & i iz A1 =
1 75 =+ + 2475 2033 6.8 6.6 94.3 95.2 L5
2 63 s + 378.0 237.5 . 8.0 6.9 100.0 81.7 EEiL)
3 66 B+ + 157.0 152.6 7.0 72 100.0 100.0 B, FT BRI
El 74 %= - - 2070 217.0 5.6 63 82.9 7.9
5 85 Z= - - 119.2 145.5 6.1 6.9 949 920 LR
& 61 5 — — 1614 1927 6.8 73 57.8 100.0 BAR, S oo ZERFRHEFDER. AR
7 33 =B - + 1077 1018 . 6.3 6.3 76.5 100.0 [=5R
g 84 ES — — 1206 1220 104.0 109.8 6.0 5.6 4.9 100.0 ZEREISREEEE. S IERRGEAA EEE
El 70 = - - 2165 2287 153.0 124.0 7.0 6.9 100.0 94.1 .
10 T2 = — — 127.0 127.2 114.0 7.5 7.8 71.4 73.2 EHm
11 56 B+ + 1350 175.8 144.5 5.5 7.2 100.0 100.0
1z 49 E==8 + - 1880 221.5 8.5 &7 96 8 936
13 72 = - - 1950 1954 5.6 6.8 36.9 44.6 ST, AEERRESERE S50 FEiA
14 71 = - - 1328 136.3 6.5 6.2 96,1 99,1 OH0S, 0 BIE
15 53 = - - 153.5 1957 57 77 984 100.0
16 &4 B2+ - . 130.8 150.6 7.3 7.5 765 52.7 [=5R 1B MLEIA
17 67 s + 207.5 2157 1280 7.1 7.6 352 70.8 IHEER
13 57 E=s — — 1100 137.0 125.2 130.0 7.2 7.4 905 100.0 Fo< Ui IR BEER LE<0

BS. blood sugar, FBS, fasting blood sugar, HbAlc, glyco hemoglobin Alc:

Ty 7kgE
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% - GLE R RE R S 720
2h, R TI4 7 v ADEAL % R $
HZENLETHAILEEZOLNSD.

RPERIBAMERETH L7720, WODDR
REALALTVS. AVTREICTLHENIEON
T, EREEND SR EEGANOY Y B2 AT
N7t TOBBRREMHER A EFROHERPH O
WA, TN OWEIRICKRIEDG D 295655, Y)
DR DITbNIAENRE BT 4B WT, Ak
BLOREWEFMT 2 EHNTET, D 31.6%
2725 18ZIZBVTOARDFIi &L > TL T W,
BRI LT, BICDBONRIIBIT 55
i 2o TLE o7 AREICEL T, EIKEHi
HHT®H % FBS ORif£#K#%? SD 13 16 TH 5 DT,
R E®R O H % 28 % 20mg/dl, a % 0.05 &
T5E, 8 ATOMMIIL65%FEE E AT TH >
7oh%, EEFHMEEH CTd % HbAlc ©Y) 0 ¥ 2 Hi
2D SD 2505 TH-720T, BRMIZERD D
BHERE 05%, a%005EF5E, 18 NTOHM
JE8B%E+HTHAH. Lizh-T, izt
5 CH o 72 LTI O HbALC 12D RV & »
IERTHoTeEZOND., T/, REWIZEL
T, MR ORARREERLRAZOHE
WCHBELRZZIREDOON o200, ZFO5EER
TR CEOEL D) D EMEEZRLTBY, WAL
FLEDONDLEBH B TRENEIN-Z L%
KL CTwa ZEATPRIN, MEEBOAMEIZE
W, AROBRIIH SN TH DL, LrLeh s,
ZO—HT, —MERIZBIIELNIHNRTHH- T
b, BIEEENANOYDFEZED 6 7 H ke
I, IV THEICT 5 FEEOHETEIGED S
NhpolzZ R, FHliRETH - 72 RITB T
S L OREWITHO N EZDRD L Lo Tz
T liE, BBEREMOMHIEEEHERIZIEDS VT
LRI L2V T IEFICEETHAH. T,
1 DDORFEEIEIH LT, BEOBIEEIE AT
T 50, BRALHEICESSHETICE 5L, BEE
N OEHSRAL - WEICIE, SERTESHL L
PHEINTWE 9, T2 HAREMAHWEES H
AT 72BN T D, BIEEIREGOME - RR-
AERIZOWT, [REDH D] L% L-EMIEZ

NZMN 53.8%, 68.8%, 44.8% TV, H|Z, [FHE
HY] LIEWMINTBREERGEZ, A—h— - B
PNCHFAERT L 72K 2R, HFE 0 A — ) — B2 E A
BHLTOBRHEENHLNE RS2, 2D LI,
1 ODORFEHEFITH LT, $TRTOBIFESRG D
—HFA%ETHD L ENTVBIZE DS T, B%
P S8 i B LA 22 DA AE 3 5 W R AN S i Twn
L. L7ehoT, W OhDOBRAPHFIET S D00,
KRED L) B AN EMEEZITV, HBREEHRMIC
MY 2HMESEML TV S EREFICHEETH S
LEZLND Y. K7 K- ADBRFERETZOOE
DTHDHRZ ) K- A5 0.2mg [SW] 1B LTI,
HHOIZX o T, SBZEHEM & BRI Sk
RO LN o722 EPMESNTNDE Y. —T,
RZY)F—¥ o4 0.2mg ([ L Ti&, EWFmEL%
HHHRE SN TVDEOATH Y, R IZIE
DL IARWE DA TH 5.

(AR - I OR=ALE ] ohT, RIEK
DN = 7 2 BURDK) 17% 5 5 2012 4F B £
TIZ30% L EANGI & BT A 2 el _bh, R
il B AR BRI OB FEPH O s L %, L
TEMNROE R Z2KHE, migEO®E %2 ACAHED
BEMAME SN T VDI Ens, SHROBIEEEN
DRAEPDILFH G RO DI12F, BIEEELDOH
W - BZEVECET 2 TEMOTEDL L U O
PARF OFEL AR CTH 5. Gk, [EEROFHIE)T
EeMwb L2y, mIsEEmIZEY 5 H#HO
HabEWMPLIND.

BB EHPEICBNT, K7 R=ZAIZELT,
JFEBEI L (XA A ¥ *4£0.2mg) H* 5 RIS S (R
7)) F—X g 0.2mg) ~NYRIAIThRIZEE
57 ZDOBREESRGE (R 7Y 7 —¥ ©§£0.2mg) D 6
H IR FIRERES X 96.5% TH Y, H v T HEICHE
RSN, POMRIKEHMASTTRETH - 72 EH 18 4
BT, BFEEES (X4 R °§E0.2mg) &
BISEHS (K7 ¥ —¥ 5 02mg) ORI, H
MUEBLURIET T4 7V ACHBERZTRD
LNT, WHNEHEZICE ) RZY R= 2R IEICE
LHEELHERRLBO LN LD o7,
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