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oGLP-1 SEAMIEENIK: AV R ORBRBEEITH IITHEIBERIRES TV R— 2
DL

GLP-1 receptor agonists: reports of diabetic ketoacidosis when concomitant insulin was

rapidly reduced or discontinued

Drug Safety Update Volume 12, Issue 11, June 2019

B H :2019/06/19

https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reports-of-diabetic-ketoacidosis-whe

n-concomitant-insulin-was-rapidly-reduced-or-discontinued

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/81
0191/June-2019-DSU-PDF.pdf
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o A AV D EME R, FFIIGLP-1Z B RIER BRI LD AP ML T AU 2l &
THERL, M EO LT E=Z) o I PRNBETHS,

o ARV DHBEDMEEITIGG, BRI ETEDHERS LD,

o ERUEHEIL, WERBVESNT VR = 20U A7 K T3 L O - JESR (Fe 22 M) oo
WTRELTELEW, TNHOBE JERP BB G A IXEDICEMOBEELZIT DL
9, BEFIBZ TRLZL,

o EIIAERISHEDLNDIENNIL, Yellow Card A% — A% L THET 528,

OF &
Exenatide ([ ‘Bydureon’ ], [ ‘Byetta’]), liraglutide [[ ‘Victoza ], [ ‘SaxendaV¥’ B],

A Yellow Card A E s E A7, https://yellowcard.mhra.gov.uk/

B W (Black triangle) ~—27 D DWW e EIK L, LE=ZV T DRRLRSTND, W —ZIZOWTE, Fid
FARB L NIHS =3 5 22 e[ 2% MHRA]Vol.14 No.08(2016/04/21) R03 %% 1A : https://assets.publishi
ng.service.gov.uk/government/uploads/system/uploads/attachment_data/file/396808/Black Triangle Scheme - ne
w_medicines_and_vaccines subject to_EU-wide_additional_monitoring.pdf
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https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reports-of-diabetic-ketoacidosis-when-concomitant-insulin-was-rapidly-reduced-or-discontinued
https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reports-of-diabetic-ketoacidosis-when-concomitant-insulin-was-rapidly-reduced-or-discontinued
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/810191/June-2019-DSU-PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/810191/June-2019-DSU-PDF.pdf
https://yellowcard.mhra.gov.uk/
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/396808/Black_Triangle_Scheme_-_new_medicines_and_vaccines_subject_to_EU-wide_additional_monitoring.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/396808/Black_Triangle_Scheme_-_new_medicines_and_vaccines_subject_to_EU-wide_additional_monitoring.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/396808/Black_Triangle_Scheme_-_new_medicines_and_vaccines_subject_to_EU-wide_additional_monitoring.pdf
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[ “Xultophy ¥’ ] (L2 AU EDAA]) ), FLOdulaglutide[ “ Trulicity W 11XGLP-1°52 25 (K 1EE)
FE(GLP-1IAT A 7 ALHMEIND) THY, REEHZGESET 5[ ‘Saxenda’ ] & BRE, 2805 /R
FRNEBE O ME= b — /L eE A IG & L TR Z T TD, GLP- 1AM RS, 72—
ANEAFHN D S DA 2 AV 3 EARET D2 801, BNEWBEH A BIES Y, J Va3 5y
IR 2L TRHREFIET D, GLP-1Z BARMEEIKIE, A AV ORI TIT W,

OWERBHET T VR —S ZDFEF DL E = —

Exenatide, liraglutide, 35X UMdulaglutide > fi FHIZBA# L C, FriZff A AV Dl ik &
X RIS, HE TAEMEENTHEIRFBEMESNT VR =V ADIEFIDBH A SN TS, EMAIZ
DL E 2—PTC, ZNHDOJEFNIGLP-1% FRIEEN I LD IRE OB A RF I BT A AV D
fAZ I E IR L2, Mo he— L R R E25| &I U TREMENH D EfE RS
77

ZOEMADLE 2—TiX, E&F MR RFIEST N7 2 R = RZD0W T, GLP-12 FK/EE)
FICEDIRRIRF 72 2 EORE LTSN olz, LE a—SNTIEFI D> H AT,
1B MBERE PRI TE S BT o R =3 22 R T 58 H G HE S TWen, ZholIff s
TWESGLT2EFEIRIC L AL O LMl ST, SGLT2MLEHIL, 1IEH MRS RIFIE 7 N7 v R —
SAEDOBHERSNTNDE,

OTIT YV R—=V ZADYAIERD T DEYE

AL AY > Dff FHIZGLP-152 FAREEh3RIC L DR A BN 2556, ARMEOY RS A K3
D128, A AV DIEEDPRESENDZEN DD, A AV D EREZITOHET, B DMK
i, BIOBEZLDOA L AV LERmABELRND, BFEIIITOZENHERE S LD,

Exenatide, liraglutide, 35 Udulaglutide? #4542 (SmPC) G725 ONZ B Tl U A 3CE RIS,
AL AN DWEITBEFERNATI LI DRI L, A AV O EFEIRE, FrlZGLP-152 K E
IR L AR OBIAZ LITSITMEE OB L 7 E=2 0 V RLETH LD E 4 # 75
7o, BETEEN Tt TD,

BEE T, GLP-13Z2 A A/EBNHRE LT, lixisenatide[ ‘Lyxumia’ ]&semaglutide[ ‘Ozempic’] %
KBS ILTUA, Lixisenatide&semaglutideld, EMADL E = — D53t RITE FNRD -T2, ARIBF
DR} T, MHRAL, E[E N CTolixisenatideds S Utsemaglutide (2 B 3~ 20 R s 7 b 73 K —
DADEEILZ T TRV, A AU O B TRHIBE IRV BT VR — U AN EL 5

C glucagon-like peptide-1

D https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-26-29-nove
mber-2018-prac-meeting_en.pdf -NIHS [E 3 5222 MEFHIEU EMA]VoI.17 No.05(2019/03/07) R01 2 i,

E sodium-glucose co-transporter-2

F 2016 4F 4 H%&17® Drug Safety Update %2, https://www.gov.uk/drug-safety-update/sglt2-inhibitors-updated
-advice-on-the-risk-of-diabetic-ketoacidosis

G Summary of Product Characteristics

H patient Information Leaflet
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https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-26-29-november-2018-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-26-29-november-2018-prac-meeting_en.pdf
https://www.gov.uk/drug-safety-update/sglt2-inhibitors-updated-advice-on-the-risk-of-diabetic-ketoacidosis
https://www.gov.uk/drug-safety-update/sglt2-inhibitors-updated-advice-on-the-risk-of-diabetic-ketoacidosis
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R A B BB T HIEITTER,

OEINI-BERILDRE

201945 H K £ TIiZ, MHRA® Yellow Card A% — A (21X, exenatide, liraglutide, F72 1%
dulaglutide > Fi B CTORERIF M b7 R —3 Z08261%, 7 NARPEE (i 7 S AREE N, 47
RAR) BT 28 B0 S CD, — 75, 2007~20184 12 8 [E CZD3FNZ DN T,
#2000 N - ARICH Y T 2 HEE R R S b o 72,

JEE TORERIERE DKIZFrDLT, GLP-12 FIAREENFEIZ L DIER DBRIAIRFIZ A AU O fi ]
DH RSN, FRITHENBIRITHEIN TV, RV DOIEFNZ DWW T, o EFE L E
IXEERER B Y, BEIRWME T R T VR =V ZADJRK LRV GLR TR oTolodd, A AV R0
GLP-1Z FIRVEBN N E D X725 B % KT L T-0 B E T EIXNEETH D, EL LI
GLP-1Z FEMMEBIR DA FE LIS THDHEE ZHNDHD, DL EEIRIFES N T VR — 2D
FEREL THHIBILTNDIEN D, GLP-152 BAREEI SO AR MG L CTA AU H A 7R i
THERZIE, ENOORERITZERIZZIT IEDDHRETHD,

FERIGYE T T VR — R DB OF F RGO 2<%, GLP-15 B RIEBISK O FH B 4h7h>
B2 LANICRBLL TV D, TNOLDOHFEGEICEZHESN TNV, Bl LIEH T
HoT,

OFERFHET T VB — 2D FER

BFITL, BERIGYES TV R — 208 - ek GG, Wa, 18R, WO A8, HUR, FE
WL R, SEEL, B S, IRK) 2H6, F2 O BB LS IR AICERM OB 2
ZFBMENDDHEEZ TRLZE,

REEE
o 2018411 H 26~29 H DPRACE ik CHLM G MIGT B S Sii-v 7 v
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-ado

pted-26-29-november-2018-prac-meeting_en.pdf
- NIHS[E 3 5 Z2 2 4% # [EU EMA]Vol.17 No.05 (2019/03/07) RO1£ i

O EHETANIHSEE ML LZ LM ER
[EU EMA]Vol.17 No.05(2019/03/07) RO1
http://www.nihs.qgo.jp/dig/sireport/weekly17/05190307.pdf

I —%13, 2019 4E 3 A2 MHRA 7%, IQVIA MIDAS Q12006 to Q4 2018 LW L7-, BREEE (O -4) 1T
WHO BLEDREE 1 H &5 #(DDD)& W THEHLTZ,
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FAIEH

O©Exenatide (=7 FF, GLP-152 A R/EBIAE) [EPN 38700 HESh - JE7C i

©Liraglutide (V77 LV F 1 (i fx 122 ), Liraglutide (Genetical Recombination), GLP-15 7% {4
TEENHR) [EI N - 36780 Tk - JEoE v

©Dulaglutide (7" =727 VTR (i&fx 1-#A#2 2 ), Dulaglutide (Genetical Recombination), GLP-15%
FARVEEN ) [EN 683 Wb FEoe

OLixisenatide (V-7 FF, GLP-152 A MIEENHE) EWN  FEITH sk JE7EH

©Semaglutide [z~ 7 /L F K GEfmfA#L 2 ), Semaglutide (Genetical Recombination), GLP-152%¥
(RVEENZE] [N RS RGBS (FEAME AU L) , %8 1 A - KRR B &6 o (2019/07/24) 4t
FETEHE

17



	【 EU EMA 】
	 医薬品の安全性モニタリングおよびreferral手続き―2018年EMA年次報告書より
	【 英MHRA 】
	 GLP-1受容体作動薬：併用インスリンの急激な減量または中止に伴う糖尿病性ケトアシドーシスの報告

