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Available from: http://www.fda.gov/Drugs/DrugSafety/ucm343187.htm

= 3K L2 M B ARTE B O N o OVE D IRPE

[H%]
* 18 O EH A MR AE B
[EREEH]

ERSEHE FIZB W CHEIEM A IEE L, MBI U Tt 7 22 i iRt E 2 b3
B2,

U 27 s MEIEEBN DN S O DOEREEH -

[P%]

CEHOY A7 RMETEENE LT, BMISCEO TEEREARNER] kO TER
BITER ) OIICRMEL, EEMET 5.

CBIND Y R 7 fAMETEE) - 72 L

(34 ]

FEIRGESEE o UIE IR 24TV, WIEM B9 S B A 3 7o iR L 7.

14




EEREBENIRY

BXEE

BHERBENY A7 & LI-#HiA
—ZIZ, FERIEIE LA ORI RRE R T, mimEICE BARBETHZ LN
0 %ﬁﬂ\é AEABIOFNKY THDHIT Y 7V 7F o OENORIERFEHZIZ
BT, KEBEBROBETERVEREEOREZEEL TV HLOD, EEmE N
< ASRBIEDAREM b B2 6ND 2 &, T3V 70 FF o 8E L RRIEDIREL
F@Of%%fﬁ?%?%éZk#%,$M6ﬂ®N*74yE-JX7N?V
(A L E T ATRE %%%@Lf%f@%J%Egﬁﬁﬁm)xﬁgﬁﬁbt
&% N e [YG %élW%mm%%ﬁ% BIFLZTRV TV TFF Uk
Uﬁf&)7m//ﬁ%&5ﬁf ¥, ERREITERO bnehnolz

[ 8 S22 PR REAR TR B O NR K OV OFRIRERH -

[NAE]

- O R AT TR E)

(@m@ml

il FZHE FICB W YR M AIUE L, MBS U Tl e e & 4 924
L2

U 27 F/IMEIEEN O N K OV ORINELR

[N7]

CBEOU A F/AMEIEENE LT, USHSCEO TERZRRIWER OFEIC, HERRE
BT A E AT L, FEET 5.

< BIDOY X7 f/AMUIEE) - AL

(QES7AGEEED |

ERRAE AN U SRR HE 24TV, IR B 2 R AR 72 ORI L 7=,

15




EEREBENIRY

QT ER

HEREEN Y 27 & LA

KEAFOHEDRS THDHT I 7V FF o OIEHEFRBRIZFHE T, hERG B
i, FAKROA XIZBT D QT ERIFEMFED 5 TWD. Vs CTElE S FL7-fd
FER N % %142 & L7z Thorough QT/QTe iBRDFER, 73V 7V 7'F 1 160 mg % 5-
RED tmax 5T O rE R LI CUIHRE O QTe MR DIE R 2587273, 40 mg Tl QTe fH
FRODIER Z Do T,

INHOMERENS, TRV TV TFUOMKAED ERTH 5 40 mg F TIXERRM
ICEROHD QIc MEDEEZR Z S RWbD EEX bNEN, TXY 7 FF
L QTIEEDRT vy VEHFTHZ D, RRDEELARBARIORET v
ke DRI RGN E R RIETAREME 2 2B L, QT IER ] A2 EEREER Y
ATITRE LT,

728, AREAHIOAT AR A ENE M HEERRRICBIT 2T R 70 FF
&Uﬁ+7)7u//%m&5ﬁfi,QTLE BT 2 A EFLIIRO LR
Mol

[ 5K 2 R M BE AR TR Y O NS Jo OV D SRAR BRI
[N%]

- B OE K VRS B
(4R ]
FEREETICBWTCYZIERAZIE L, YIS U Cly) 22 e ihilm 2 £iid
5729,

U A7 Fe/MEIREI O N L O ORIRELH
[NAE]

CEE OV A7 BuMEIEENE LT, IRMCEO REOY REHT2REICETS
HE] KO THAEEH] OHIZ, QT ERICET oS L L, HEE 4
5.

B Y A7 e MEIEE) - 72 L
[EERFEE]

EIRGESEE o UIE IR 24TV, WIEM B9 5 B 2 3 7o iR L 7.

16




EEREBENIRY

H b=

I
O

BHIREER Y A7 & LI-H#H
KEAROBFDR S THHT RV 7 ) TF O VEmERBRicksnT, &, K
OHAN 72 EICREFIL, Wi ONEE 72 E OB EREENRD L TW5. ENEE
ABRIZEBNTIE, RS T RS AEFFRZIIFEOONT, TAEERBR TR o
T A B REREIR ITRR D DIV TV A, ENOBRLEIRFER I 380 TRIBLME R 2
RMEREE Vo HERRE STV D.
U EOBEENG, FRSZEOCARRARDONRT 4 ko URIT NG AT EL
AT AREMEZZE L, TREREE) 2 EEREENY A7 IR E L.
72E, KRELAHIOAGRRFEIIR S ENG N AERRBRICRBIT T3 7 ) FF o
KOS 7Y 7a P ARG RETI, FEIERICEES 2 HEELN 9.3%
(28/300 f31]) ZE ST, NERITIIZN 13 6 14 14, FZF& R 3 41 3 1, §LR0E,
REME DFEIENS 26 2 4, KRIEEME, 7 UAX—MEER, FRIERZMHEZ,
BRI, @A e, AN, 28, F OFEE, 2, B, IBRMERERNA 14
1fETHoT-.

= 3K S M B ATE B O N o OV D IRPE

(N7
* 8 O BE R A MR S B
[EREEH]

EHEETIZEB W THEERAINE L, LB U Tl 72 St 2 354
LT,

U A7 Fe/MEIREI O N L O ORIRELH

[N%]

CEEOV A BMEIEENE LT, IMSCEO [Z2oMoifER] KO T2 oo
HE) OHIEI, REREEICETIHEELTTHL, EERET 5.

BN Y X7 f/METES) - e L

[BeRE ]

WA U HE 21TV, EIEME HIC B 2 B 2 (e 7= iR L 7=,

17




EEREBENIRY

BIEES

EEREERNY 27 & LIZHFH -
ARAFNDOEDRS THDH T 7V 70l iBIT5T v &AW 2 R E#R
Ho3 A JEEEER (10, 30 TN 100 mg/kg/H) (28BWTC, RIBEGMiaiE, BIRmE
FEIES e OV B AR D 58 BUAEFE D BEINASER O B 7228, FEZE DR el AR SR E R
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1) Butler AE, Campbell-Thompson M, Gurlo T, Dawson DW, Atkinson M, Butler PC. Marked

expansion of exocrine and endocrine pancreas with incretin therapy in humans with increased
exocrine pancreas dysplasia and the potential for glucagon-producing neuroendocrine tumors.
Diabetes. 2013;62(7):2595-604.

2) Egan AG, Blind E, Dunder K, de Graeff PA, Hummer BT, Bourcier T, Rosebraugh C.
Pancreatic safety of incretin-based drugs - FDA and EMA assessment. N Engl ] Med.
2014;370(9):794-7.

3) Monami M, Dicembrini I, Mannucci E. Dipeptidyl peptidase-4 inhibitors and pancreatitis risk:
a meta-analysis of randomized clinical trials. Diabetes Obes Metab. 2014;16:48-56.
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5 SR
1) Gorrell MD, Gysbers V, McCaughan GW. CD26: A multifunctional integral membrane and

secreted protein of activated lymphocytes. Scand. J. Immunol. 2001;54:249-64.

2) Ohnuma K, Dang NH, Morimoto C. Revisiting an old acquaintance: CD26 and its molecular
mechanisms in T cell function. Trends Immunol. 2008;29:295-301.

3) Amori RE, Lau J, Pittas AG. Efficacy and safety of incretin therapy in type 2 diabetes:
systematic review and meta-analysis. JAMA. 2007;298(2):194-206.

4) Karagiannis T, Paschos P, Paletas K, Matthews DR, Tsapas A. Dipeptidyl peptidase-4 inhibitors
for treatment of type 2 diabetes mellitus in the clinical setting: systematic review and meta-

analysis. BMJ. 2012;344:e1369.
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3) Abbott, CA., et al. : Diabetes Care. 2005 ; 28 : 1869-1875

4) Margolis, DJ., et al. : Incidence of diabetic foot ulcer and lower extremity amputation among Medicare

beneficiaries, 2006 to 2008. Data Points #2, Agency for Healthcare Research and Quality, Rockville . 2011

5) Gurney, JK., et al. : Diabetologia. 2018 ; 61 : 626635

6) Iwase, M., et al. : Diabetes Res Clin Pract. 2018 ; 137 : 183-189
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