@\\\ FE S B e BT (NIHS) [ 3% 2 R

NIHS E3K 5 Z 2 E 8 Vol.17 No.13(2019/06/27)

H X

5 FE L B RE 155

[ %% MHRA (Medicines and Healthcare products Regulatory Agency) ]
¢ Drug Safety Update Volume 12, Issue 9, April 2019
o Pregabalin[ ‘Lyrica’ ], gabapentin[ ‘Neurontin’ ] : ELHB L OMEFOVAZ—20194-4 A 1 H
DADFLTIZTREL oo

[WHO (World Health Organization) ]
e WHO Pharmaceuticals Newsletter No. 2, 2019
o VI TVT NEM TOglibenclamide (glyburide) DA EEIME ...

INIHS EHGZEMEFRIIL, ERLTERFMOUEI O 72 5 HI SR - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - RFIL, BEEEEZONAEREFER E2IFENL-b DT,

(‘OO0 ]oOOOIRYFEICHITDIRFTEA ZRL, EFEHFEIFEAEL TMedDRA-IZEHL TV ET,
W55 - HREDfERR, < DO FLHLIZ-SVTlZhttp://vww.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 BE 7250,

KAEREBEZICENDIHERIILTHE LTS IRLTZE N, KRIFRBLOARFFRIZI 7SN THDB T AREFIHL
T2 BIZEDRE ROV TOEFEEITAVDRET O T, T THELIIZEN,

http://www.nihs.go.jp/dig/sireport/index.html—@EnEHKiz=t 5
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ePregabalin[ ‘Lyrica’ ], gabapentin[ ‘Neurontin’ 1 : ELARB X MKFOIRI—2019 % 4 A 1 H
ARV NIkt

Pregabalin (Lyrica), gabapentin (Neurontin) and risk of abuse and dependence: new

scheduling requirements from 1 April

Drug Safety Update Volume 12, Issue 9, April 2019

1B H :2019/04/16

https://www.gov.uk/drug-safety-update/pregabalin-lyrica-gabapentin-neurontin-and-risk-of-abuse-an

d-dependence-new-scheduling-requirements-from-1-april

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/79
5950/April-2019-PDF-final.pdf

201944 H 1 H £ C, Pregabalinds J (fgabapentini, 19714E 3 ELFHEAICEH &< 7T ACHY)
LTRSS ZE L7220, F722001 W ELHTHLAIBICH L D<AT Y 2 — L 3DFE TE KM X 573
STz, Pregabalinds L Ugabapentin L5 3~ 5 HTIZIT A O IEMELHEE I DWW TARIZEHIL,
i B AATR X RE ICELA B L QMR FEOMEN B ELL QR BT 52 L,

OO0
OERMEEEMITIEE
o SLHA~DBEEDNEESTNDIEEZT, pregabalin&gabapentind\V 7 4Lt,, 4Bl 77 ACD

FLH Y (1971 ELIEIC L D) BELORT ¥ 2 — /L3015 E 3 (20014 K9 L H B
R (BOERAN IC RN KIS, B E BT 5 BCIT bR D (R DL
F B L OSSR T 22BN EAE B LR OHEZ S ) .

e PregabalinisJ: UgabapentinZ L5 32 A2, B O IEY LB X OSEMIKFIEIZ OV T
/AN a2 2 i s Nl

e Pregabalinis X Utgabapentind>fifi Fi #2512 W T, LA B L OMKAE O e (511 21E, SKmPe
FATEY, HEHN, MR E) B T RWBIE T 5L,

o KA R (CNS) #i A4 5 & 2 oo IS (FRICAEA AR REE) BLOT va— e
DEFEMELRVIEDH AAEH DY A 12O\ T, BEICHEICHSELZL,

OELABLUMEFEDY RS
Gabapentinis L Utpregabalind® # i F #1213, SLH B X OUKAFOREFNZBE 3 5 1E S Mkl 2350

A Misuse of Drugs Act 1971
B Misuse of Drugs Regulations 2001
C safe custody requirements


https://www.gov.uk/drug-safety-update/pregabalin-lyrica-gabapentin-neurontin-and-risk-of-abuse-and-dependence-new-scheduling-requirements-from-1-april
https://www.gov.uk/drug-safety-update/pregabalin-lyrica-gabapentin-neurontin-and-risk-of-abuse-and-dependence-new-scheduling-requirements-from-1-april
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/795950/April-2019-PDF-final.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/795950/April-2019-PDF-final.pdf
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HENTOD, BEFOIEWELTEIC OV TABICIHGL, BFIZEMA, 5L, HDVIHKEFEOM
BERBILTVRODBER T RETHD, MlELIL, B2, JTRFRTE), IR, iR
72ETHD,

EOEFEMLFEETHLN, RAIRICEEMTER) 7Ly PE2ETRED FHIET,
pregabalins J: U'gabapentind® {5 2 LW HIFF &AL DR 7 4w NI ERYY A2 |2 BT 515 A B
(AR D RETHD, IMITH L, SEWHE B AR 4 B/ NI 2 57 F8E T B7=0b, BE DML
TV TN TOESES (OTCHE, EIEHEML E0) ZEL THEINETHD,

OEETOEABIUEKEDERIBE

MHRAIZL, ZEEICBITHER ORI T (o VAT =2 — L TEY, EREEEBIOE
TR, EFMOME IR ELH A OIEGIZ RS T 2 X5k TD,

MHRAIZIE, pregabalind> i FIZESELFH 11361, (KAFI8BIDSERIAS, 7K H20194F4 A 10 H
FTITHRE ST TS, GabapentinlZ DT, ELAH L6, (KAFIBIDREFIAS, AT H20194F
4H10H FTIZMHRAIZHE SN TS,

Gabapentinis . O'pregabalinid:, FHZAEA AR RIERLT L a— L EILIZEBRL 256, R
RRIGIZ SR 2N, FARIKRE, Sk, BOEMELRVELMERMEIZ kT B Eh s
Do

OPregabalinds X UgabapentiniZ B9~ 58772 AL RO B

20194F4 H 1 H f1C, pregabalinds X Ugabapentini®, 7L —R~ 7 U7 2388\ CT7 7 ACHLHIZEY)
QO7TVERMELRIEICED) BLOA Y 2— L 3F5 1 34 (20014F 3 S A (S B8 A1) 12 &
DXy END, FRISOIEDFEARIZ, 20184F 3 W ELH 36 LW EL I (2 2700k E) (SCEHLAN)
AT TR, UVz— VX, BLOR2Y 7 R) HLHIEDS.I. 2018/1356F, S.I. 2018/1383¢ A& HD
Z&, BT ANTUR ORI (20194E 3L B KOS EL A (2 27 5%) (SaE LR AN (Ak
TANTR)INE, EREOHAIMIELFTHDTHD,

DO IER, WL A & pregabalins X (gabapentinZz FrEf 4 5 Z & IR&EE S /2D, AN
pregabalinis X (fgabapentinZ fth o> ANZHR AL DT IRGE 52 EI13EEE /2D (NHSA 7T R
DREFMITEHERY—7 L PE2H ),

QLT E DEB B L OF A e/ &kt
W ENX, 77 ACB IR a2 — L3I E S E S S DOULF I HONWT, HAHX L AZHED

D patient Information Leaflet

E The Misuse of Drugs and Misuse of Drugs (Safe Custody) (Amendment) (England and Wales and Scotland)
Regulations 2018

F https://www.legislation.gov.uk/uksi/2018/1356/contents/made

G https://www.legislation.gov.uk/uksi/2018/1383/contents/made

" http://www.legislation.gov.uk/nisr/2019/21/made
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VBN DD (NHSA L T T R AH A0 B8 L OE K L JF & (Chief Pharmaceutical Officer)
NHEDOY =— )L XD E AT B E% 5 M),
A EOUIEIZBIL, 5 E DRI TRe2 &R L CERLDERT,

NHS England briefing note for GP practices in England
https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-

vl.pdf
Resources from the BNF on controlled drugs

https://bnf.nice.org.uk/guidance/controlled-drugs-and-drug-dependence.html

Pharmaceutical Services Negotiating Committee Controlled Drug prescription forms and
validity
https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription

-forms-validity/

OEAMOBHBLOR A2 E B

AL, BAANVONTTEEZ28H 3 LN THAlI T 20223 H 5, Pregabalin 35 L OY
gabapentiniX, Z&72RE BT AHAIOHC, T HFRSMEIES | (“exempted drugs™) UARZ
S CD, RNV RN IE EA U K9 5 RN B D,

AEOSAEIZEAL, FEAIRMSF T rlaea & B e L CTERBDZR T,

Royal Pharmaceutical Society guidance for pharmacy
https://www.rpharms.com/about-us/news/details/Rescheduling-of-gabapentin-and-pregabalin-to
-Schedule-3-Controlled-Drugs-from-1-April-2019

Pharmaceutical Services Negotiating Committee guidance on dispensing controlled drugs

https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription-

forms-validity/
NHS England briefing note for pharmacies in England

https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-

vl.pdf
NHS England letter on the handling of gabapentin and pregabalin in health and justice

commissioned services
https://www.england.nhs.uk/wp-content/uploads/2019/02/handling-pregabalin-and-gabapentin.

pdf
Alert for dispensers in Wales from the Chief Pharmaceutical Officer

I https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf

I https://wwwz2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be0

0373278/%24F1LE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20an

d%20Pregabalin%202019%2003%2014final%20pdf.pdf

K denature


https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf
https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf
https://bnf.nice.org.uk/guidance/controlled-drugs-and-drug-dependence.html
https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription-forms-validity/
https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription-forms-validity/
https://www.rpharms.com/about-us/news/details/Rescheduling-of-gabapentin-and-pregabalin-to-Schedule-3-Controlled-Drugs-from-1-April-2019
https://www.rpharms.com/about-us/news/details/Rescheduling-of-gabapentin-and-pregabalin-to-Schedule-3-Controlled-Drugs-from-1-April-2019
https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription-forms-validity/
https://psnc.org.uk/dispensing-supply/dispensing-controlled-drugs/controlled-drug-prescription-forms-validity/
https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf
https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf
https://www.england.nhs.uk/wp-content/uploads/2019/02/handling-pregabalin-and-gabapentin.pdf
https://www.england.nhs.uk/wp-content/uploads/2019/02/handling-pregabalin-and-gabapentin.pdf
https://www.england.nhs.uk/wp-content/uploads/2019/03/pregabalin-and-gabapentin-guidance-v1.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
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https://www?2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b
3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-
%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.

pdf
* Resources from the BNF on controlled drugs

https://bnf.nice.org.uk/guidance/controlled-drugs-and-drug-dependence.html

OELAICET BN OLE 22—

20164F1Z, EIMOELH, BIEREL, BIOMMKGFE~OBREEZZ T, EYILAHRMERES
(ACMD) 1%, pregabalinds JUtgabapentin, 726 NZZENHDIE B LT AT U DOWT DL
VRN EEAT ST,

o LO7TVEHRWELIIEICHES3Z 7T ACHMEL THUHIT 5,
o 20014FH M EL AR R (OERLAD IZb EDE AT V2 — L3R ESMIZ X335,

HEENBE IZACMDO B & %52 1F ATz, ABES OFE R, pregabalinkgabapentin 19734
FMEL (78 AN E SR P2 — VB EFEMICHL K528 LT, bbb,
HFRITI973FHANCH & DX, LA RE IR T 2B bR S LD,

OF &

Gabapentin[ ‘Neurontin’ IMi%, —IRMHEAMAGZ A EDIFEDZRUNES 73 FEAE O B TE 721 34 B
PIEE U TRGRESZT TV D, E7, AIRMERERPINE= 2 — /T — O RSB L R 72 & D
KRR FRRR PR E IR G E D (NHSO BE T H AL L ADT =7 H A MNEH M),

Pregabalin[ ‘Lyrica’ 1O, —RMEAMALZED/IEDIRNE S %‘é{’ﬁ@%ﬁﬁfjfﬁ{fkbfﬁknﬁd =
T TWD, FTe, RIS MR 36 KO X RE F MR, 720 NS MM R & E S
JEET D (NHSOBE T H AL L ADT =7 ARPELRIR)

O HET 5 NIHS EE N LZe2MER
[7>~—2 DHMA]Vol.13 No.16 (2015/08/12) RO3
http://www.nihs.go.jp/dig/sireport/weekly13/16150812.pdf

L Advisory Council on the Misuse of Drugs
https://www.gov.uk/government/organisations/advisory-council-on-the-misuse-of-drugs

M [ “Neurontin’ J¢> SmPC ®¥A https://www.medicines.org.uk/emc/product/3195/smpc

N https://www.nhs.uk/medicines/gabapentin/

O [ “Lyrica’ 1o SmPC ®# b  https://www.medicines.org.uk/emc/product/5539/smpc

P https://www.nhs.uk/medicines/pregabalin/



https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://www2.nphs.wales.nhs.uk/contacts.nsf/ad351316b79a9f108025715a00367f36/685160b3aa3c88aa802583be00373278/%24FILE/CPhO%20Alert%20Public%20Health%20Link%20-%20Rescheduling%20Gabapentin%20and%20Pregabalin%202019%2003%2014final%20pdf.pdf
https://bnf.nice.org.uk/guidance/controlled-drugs-and-drug-dependence.html
http://www.nihs.go.jp/dig/sireport/weekly13/16150812.pdf
https://www.gov.uk/government/organisations/advisory-council-on-the-misuse-of-drugs
https://www.medicines.org.uk/emc/product/3195/smpc
https://www.nhs.uk/medicines/gabapentin/
https://www.medicines.org.uk/emc/product/5539/smpc
https://www.nhs.uk/medicines/pregabalin/
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Pregabalin Gabapentin y-aminobutyric acid (GABA)

Vol.17(2019) No0.13(06/27) R02

[WHO]

T FN T T NERTOD glibenclamide (glyburide) D& i L Ehi
Glibenclamide/glyburide and palpitations in the Asian population

WHO Pharmaceuticals Newsletter No. 2, 2019

1A H :2019/04/29
https://apps.who.int/iris/bitstream/handle/10665/312111/WPN-2019-02-eng.pdf?ua=1

(P LK)
O WHODY T F)WZDUNT

WHOIZI 7 %, AEFRGLEIRLEOMITIAET DAl RetEDH LK RBER (L ETHD
LTRSS TZD, ETTARIDB A+ ThoT) ITOWTHESIN I REERL TND, B,
T NELTIHR SN2 EORENBKLETHLD, ZNIAEFLOEEENG
WMOBIZH XD, 7T MET —Z EGHE S TARGLTHY, RIEED O TR EE2b oL
ICHETAZENEHETHDA,

ANewsletter | FH S TUNDL T ILOARHLE 22> TOAIFHRIL, WHODEIWE T — & ~— 2%
ThoVigiBaseBIZNH S ALz, EHKLEDBIHENEEONDH EICHE N DIFHNIZH D THD,
VigiBase(Zi%, WHOB@E;@QDD%%&J/77U7 FLCOSBMEZENENDT 7—vaAE VT A
o F—nbiR ST, EIE LD SIS A E SO 731,800 5 LA EINER ST

A WHO OV 7 FVDEZFIZONVTEHELITLL FOV A 22, GRIE)
https://www.who-umc.org/research-scientific-development/signal-detection/what-is-a-signal/

B & BIE 51 2 A PE R 45 (individual case safety report: ICSR) ZUX# L 7= WHO O F m— 3 L5 —ZN—2Z
ICSR (ZBF9-B3EAMIE i (BRI 22 72 &) 13, “Caveat document” (AR HEDFI LD p.26) 5 M,
https://apps.who.int/iris/bitstream/handle/10665/311036/WPN-2019-01-eng.pdf?ua=1

¢ WHO Programme for International Drug Monitoring
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T —H1%, UMCOL—F AT TODU T T IURR B TEICHE, EHIRICAITS D,

(SRR

CE K

Glibenclamide CK[ETiZglyburide) 1%, & RFM/EHRLOF — AR AL AR=/VIR#EFR (SU) Bt
HMLBERE THETHY, 19844 I KET, ZDOEAFERITHKIN THRI N, £ D1k, 1990422
HR—= V728, D E 2 THARS N, SUSITHE, BRI T 258 —@IRBFRELC, £
72U R O M T 3K GE & I Zmetformin) 12 E3RH L THWOILTWA, FiT- OB RIF S 2 M
ENT-BEORIASDOLE, TTSUKICIDIREEZ T D,

SUSRITHEBMIAE DR B Z BRARITHE BT D2 TAU RV Grib R 3%, fthodSUZEL [H]
U<, glibenclamidel XAl TSI, BlEZ N L CHEES LD, SUSOIFA#E TEL THA-T
WDHDIE, FR7aLP450 (CYP) DT AY WA LTiHDHCYP2CITH 5, Glibenclamided F A Eh e
1%, CYP2COD i T AUZ K EMKIFL TD, CYP2CIOD Y ) AIRPRAA AR BOBEFE X, T
7 N (10~25%) D7 A3 AN (2~6%) 12~ TEVY,

I FE 1L, glibenclamideds X OMBLO#R O MAERE T 3O X AT AFEMEHFLL TEFHTE
D, SESFRIEREL THNDZEN DD, BHEITIERFRAIER THA, IRk 927K
L UAZEDEHEREHER L CBIND 2L 8D,

VigiBase!Z1%20184F1 /] 15 H W £ C, glibenclamide & 8% 0 # 71 5 4o O A8 BIE (51| 22 4 M3
A (ICSR) C3 100 S AL TV e, DI, oo B AR (MK fpE ), [387F), [ 72L)
HELHEiESN TV, 20100810 B ¥ HUIFE 72 7 ENL DO MG Th -7, FIEE TO IR
(TTO) "3 RE TE 72591 Clx, TTOIX0H ~204ETH Y, =D %< (3041) 1£0~10 H O HIFIZEE
LTV, 203061055, 21BIIXRE 7V 7 sEENLOWE Th o7,

ICSRIZE ENDIEHRITIRERITHY, BEOT ) LI LA EFMA FLR SN DT LIl 7 1Tk
LTV, ZRHOHIFNTH - 72H DD, glibenclamideZ e L L, (KIMLEE DO WIHPER EL TD
BN E SN CODICSROFHEZRFTLI-EZA, TTONEHIRITHY, H5 & 0 B Hlk <
BHZENG, IBFEDCYPORMRHNEMEA RESIL -, IRIEZ 2L, 22 DTTONELWEE T, 1K
RBTEEROBLEFEREZAL TCWEARERH DLWV AN T, EDXOIREHFTO
glibenclamide B FE DA A GO Z L7 EE R T,

D Uppsala Monitoring Centre http://www.who-umc.org/

E sulfonylurea

F type A adverse effect: 3 NG B TR G-SNIEA I, KEEHANEBKISEZD, e ofRiREs &
T DNEIELR DI LT ENR, HREKFEEOR ENK G, ZOFAT DF ERG~DRILLELT, EIEHLOH &
RS OME AR, RERERGETT 5. GRIE)

G individual case safety report

H time-to-onset
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OF &

GlibenclamidelZ, & A A/LAR=/VIRFE X (SU) O O IEERE I3 CTh D, SUEKITATPIE

ZPER T L (Kate) T ¥ RIATHED L, 7 — AR AR IERRII S DA A L 3 iih 2l

5, SUIKIE, ARNTIELTCYP2CIZM L TIREIS D,

B, R T 38, RRoA 2 RV BEIB L O o RY 7 a7 8RO I RED F Bk
FPE TR R (XA T A) AEERN ThH D, BEOIRMBET, 7 FLF U ARBIMEORER
(PRHk, BhiE, FITRL) 20k, EEOIKMBHL, Mo 7 v a— 2 L5k (B, 7
N, NEAMRIEEE, $EEL, SOITITREREAE, E%Eﬁfotk)%%@k?é

R HIBEA N RO I AV % 5D H BRI, W &7, RNt ik, S RFo 2L,
mODJf[L*ﬁ[&T%k@iﬁ%ﬁ’J(PD)WFL{’#H“) G TR EPED O E R G & O SR B RERY
(PK)MHAAERK, HUESE, AR EFELEIIBEERMS, OHFERE RGYE, BEE, A, BIR
B, PR, DIERE), BE O Elb, BMI, SREBRE) 2035529, SHI2, CYP2CID
BARFZRLARIME AR DRI E B LTIEFIHR S IEGIERE N AR SN TND,

Glibenclamide1 H H #:131.25~20 mgTék 5, GlibenclamidefEd Bk H &I LiE H2.5~5 mg/ H
THDY, HLELR H & (DDD) HE7 mg (fk b idA]) £721310 mg GER LA D TH D, milkn
#, BIOGFRM<50 mL/min® & T, glibenclamided i FIZHELES Ty,

SUSED 22 M ZFHM L 72 <20 D HFSE T, glibenclamidel At D SUZE (glipizide, gliclazide,
glimepirideZa ) (ZLE A, (K IAE DY A7 N E N ER— B L ORI TN 559, Glibenclamidel s,
i = e > — R 2RI EFEBLT DU AT, DAL R 53R HERRIZ b ~=52% i < (FE %) A
7152, 95%CI[1.21~1.92]), fiDSUHKIZ E~83%5i7~>72 (1.83, [1.35~2.49])10,

WHO @ [E 5 & 78 [ 3£ 5 U Ak (National List of Essential Medicines, NLEM) |Z X #uiZ,
glibenclamide (2.5 mg, 5 mg) %, SH[E (AR, /FRZ L, FX—)b, VT T, N TTT )
THZHDSUSKESN TS, AVZ2 T, glibenclamidel: %2R = (GP) 3 ich J<ML 4%
SUFETH D,

7T NEHIZRE W T, CYP2COD BRI, ARIRHHEMERLO*37 L L DB EEA &<
(T V7 NERT3.4%, F§7 V7 AEFTLL3%), —Fa—my S A T2 7 L VOB
DBE (F3—1y /NN TLLT%, ZRIBIERA DT AV N T6.6%), T V7T NBIOT 7V A4
Tl 7L h I H315%),

OVigiBased L USCHR TOH A ES]
20184F1H 15H 12, glibenclamide&EhiE L DFL A5t % VigiBase TR ZE L7 #k 5, A BI5H41
Z fRE9SHIDICSRA L S 4L, FEFI Z LITFI STz, 2O BATHNEIT 7 REENG, 4861137

I ATP-sensitive potassium

J pharmacodynamic interaction

K pharmacokinetic interaction

L defined daily dose

M glomerular filtration rate (G ERIATB i =R)
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T REELSNEDOHE ThH T, Z<OBWEIARMAEORER (FEIPED FU, FIT, BRRE)
PSFEE S, 1861 TITIAME IR E LR R S T,

ORI, Hik, BLOERER=TT
TIT KNDICSRDIZEAE (34147, T2%) 13, HENEDFEEMEATT N0.5% LRl TV,
PERI, Hulk, BLOERMEAST DM ERUTTT,

#1:VigiBase DIEFI DR £, Hilk, BLOELER=T

P Bl [ MEEK (%))
ok 60  (63.16)
B 30  (31.6)
R 5 (5.3)
3 [ HEE (%)]
TUTHE TITUSNDE
47 (49.5%) 48 (50.5%)
S A 26 (27.3%) KIE] 29  (30.5%)
AR 8 (8.4%) KA 4 (4.2%)
VARV 6 (6.3%) A L— 3 (3.2%)
i, 6 (6.3%) NFH, AT =T 4 (4.2%)
<L =7 %3 %2
ERN 1 (1.1%) F—ANTVT, 8 (8.4%)
ABNT, To~e—7, %1
xTIUR)7, T,
F—r, AL,
EEs|
582t a7 [#EHR (%)]
>0.70 23 (242
0.31~0.69 43 (45.3)
0.1~0.28 29  (30.5)
OMEE BLUER S

TOTHENODICSRT, MsEH O HEH DB -7-3504 (74.5%) DHE, 3AFNLERR, 70 D14
IZEHFIEICTh o7, 32BIDICSR T, HEFEDIAALNTT VT N ThHAZENEFEZISN TV,
TT DRBENTT VT LUSMIEE R THEER DAL, 645k LL T OE|IA 7336 N14T N (76.6%) Th -

12 AT R AT,

N completeness score: FEEDPER, —¥k—2Z)>, ADR RBEETOWIMARLE O EEIHE N O EREESINT
WHIPNED RET 0~1(#R) DA T B3MHFB5, (FRIE)



NIHS =385 222 ) Vol.17 No.13 (2019/06/27)

K2 AW STAT

£ ¥ TUTHEOREE | TUTUSNOREE & (%)
FREBEE (%) FREBEE (%)

FEHOTLH O DTS 47/47  (100%) 39/48  (81%)

6k 0 1/48  (2%) 1 (1.1%)

24~ 4455 1147 (23%) 0 11 (11.6%)

45~647% 25/47  (53%) 22/48  (46%) 47  (49.5%)

65~T74i% 6/47  (13%) 7/48  (15%) 13 (13.7%)

755k LA b 5147 (11%) 9/48  (19%) 14 (14.7%)

B 0 9 (19%) 9 (9.5%)

655 L | ARt 1147 (23%) 16/48  (31%)° 26/95 (27.4%)°

64k Ll T AEF 36/47  (77%) 23/48  (52%)° 61/95 (64.2%)R

OADRZEELECOHIM (TTO)

ADRANEHLLT-H, B3I Uglibenclamidelz >\ T 7 Eb M A BRIAL 72 H SR #iSh T
72ICSRIZ, 951155941 (57.9%) Th-o7o, D728, ZIHDMAEFERF| TIZIADRIEITLE TD
B (TTO) 2 HIE T 2L TEIZ, ZDHH3MITIE, ADRIEHEL A A3 EFE S OE B 4G 7 LV AT

D RfFELTHE STV,

TIOTDOEAEDHYG, 28F TIXTTOIZ0~60H, 2141 Ti%10 H AN T -7, 64 TILfE B 4E
H Y FCIERDAFEBLL, 116 TIXTTOL H Th-o7-, TTOZFRIIT R T,

#3: ADREEETOHIE (TTO)

ADREBEI ETHOHIH (TTO) EW|EK TOT TOWEE
0~10H 30 21
12~28H 4 4
177 A LIN* 4 2
33~36H 2 1
43~61H 3 2
90~270H 9 4
1~204F 7 2
At 59 36

*[= H b O I B AR & ADRIEFL DI 2N R — D[Rl — H W TH > 7ol

O FIXXOEE, 31% 1L 33% LEbhd, GRIE)
P FSCOEE, 26/95 (27.4%) 1% 27/95 (28.4%) LEphd, (FRIE)
Q FIXXDOEE, 52% 1% 48% LB bbb, GRIE)

RFSCOEE, 61/95 (64.2%) 1E 59/95 (62.1%) LE b5, (
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OH &

Glibenclamide® ] #1365 (68.4%) Tri#k A HY, 1.8~20 mg/H Th-7=, 5041 IF4K H &
(141 1% 1.8 mg, 13%iF2~2.5 mg, 33%11%5 mg, 2611%3.5 mg, 165i%7.5 mg) T, 9%1i%£10 mg, 34
1$15 mg, FVD3FNE 20 mgTH-7=, 5 mgll EOHEEZFEHL W eBEOEISIE, TUTH#
E, 77 UADETIRIERIU TH 72 (ZIENTT%, 76%)

CEEE

1361 (14%) ITEELL THESH, ZOIH261IEBSEHITHh o7, 1861 (19%) IXIEFEE L/ 4E
ST, 26D BFEHITIE, fhod ERE T 3 (ipragliflozinds J Otsitagliptin) & # gE 3L <41 T
Y, F=glibenclamideDffi iz H IEL7eh o7z LS STz, 261 Tl A F RS &L TR
DESNTEY, JFERPIVEE Chol2Z A RBL TV,

OSUEKDREET AV FALDBIETFEE

YRR AR T T4 T R R FE ST FED BN REMFFE T, CYP2CI*3DAREHE G A (*3/*3)
DA T, BAER U*D) ITH, RO ZUT T2 A0 Kl Ch T2 8RS
(p<0.001) , L7=23o>7C, *3/*3BAn IO LRAFH TIX, glyburideSd ik FH 1% 120 [ LN IZ I E S
NTeA AV 3 E PO BR LD NI R TEAE ThH -7 (p=0.028) , 7272, FRKHI72H
BI I DI -T2,

SUSEIZ LA 1R H IS B AR M s CRORIRIR A5 T 7220 N OB IR 9 BB 2k G2 & LT SiE ikt
FRAFZEC, (RS U= T, IRHNEMER O CYP2CI*3/*35 LU 2/*3D A & M3 %t
FEIZEE TR (IRIAEREL0%, KFHRFE2%AH) LV O SR RSN T, BRI A U7 RE
THLNIZZEDMDOK A1, BMIBME, BREOEE N EW, FE#3E W, glibenclamided
ERENZETHo7219),

SUFEA{E 19~ 2 8005 /R 9 F8 7 (SUSEIT KD FEHI AR Mg DS 0 d D F 924, 72 B
84451) 12351 HCYP2CURAR 1 L MU DB L 27 AT L 72 WFFE T, CYP2CO*3D B T T DIRAH T
K BED VA N E N D RSz (R, BMI, SUSED L H -3 &, 2808 R % 0 1 Y
f, BLOBHERE CIZE% OORT 1.687;p=0.011)19),

HE ORI BIERT T4 T xR ELTTONIASE T, CYP2CO*1/*3DRAHBEADH
B3N, CYP2CO*1/*1DRAE 12 ADH B2 N TIRIMLBE N A U722 8035, CYP2CIODER -7
IZglibenclamide DI BN RE L FE ) AT Fiet RE 705 8% KT L TNOD DT A2 7220,

AR — 2O RTAIEHFZE T, R REREIZCYP2CIDslow metabolizerd i s+ O #EJE
DENEWVOIERITBESNIRD T2y, RRFEIZIW T, SUBROREHEMEIMENZ LTS
NBHCYP2COEIL Tl A A4 HHEE L, SUMKAextensive metabolizerD2 720V & THEAL
T2,

$ glibenclamide oK [ETHO—i%4 (GRE)
T odds ratio

11
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KL= GSUK (glimepiride, gliclazide, glipizide) 3% A LL_EA# L TV 5108 A D8 fR 97 B
T X RN TOITARSE T, IR EA S LT B, CYP2CODZE R T L)L (¥2F7-13*3) D
AT ESIRB L OB ES RO E MO BE LV E W EAVRENTNDR),

OHEER

Glipizideis L O'glyburide D> i FH# 3, CYP2C9% [~ H1F FH 0 b 2 I YE 1R S 2 OF FH L 7=
BB, IRIBEOY A7 ISFE EHZENH L), LT=3->TC, CYP2COZ L ETHIEHDH A D EH L
EOPFHD, IRIMBEDY A % 56D 5 REMED B D, 4 [RlDVigiBase DIEFIDH BT, #rEediE
71X OF H 3 A3 glibenclamide A B VEH L7- ATREME S & D LA S AL Cuz, FH AR A 313 3R
W, ARARENE R O T AV A MHIVERZL 75T AIREM R H D LI B T RETH S,

OBEBLUNE R

L, SUSKOMERIZE &R X A7 AR EERTHDH, HEMBISIEN MR-
TWB AT, IWEHEIME F 32T RUF VB2 U295 ICERAL, 2B osiE
ReELTHNA,

GlibenclamidelZCYP2COD T AV ¥ A LT Lo TRESNLDAY, CYP2CID T AY WA AT IR In
THINIERIZZ 0, BT VT NEFNZEBITHCYP2CODEARHNE M 7L /L (CYP2C9*245 &
U'CYP2CO*3%: FAK) DAL 1T, B4R D10~25%EHE S TS, B AEFITHIRRHTEE
RIDRA B HDD, BT AHITIRL Y, Poor metabolizer (CYP2C9*2:45 L IXCYP2CO*3 (%A
F) 1, glibenclamide? Ifil 8 2 EE N <A b 20380, £ OFE R MBEE2Y T30, FE5H i
REDMEBIK (TR FUAEEMESOGRE) 203D,

BLEF D DIIHE E B2 BITTREN TR, TR E 22—, CYP2C9Z 7 & i R Y
HELOBMRNEMTONTWD, AART T AT Z Rt R LTS EhREF 78 Tl EHEED
R LD IR FE BN X BRI T2y, HIE AR T T 47 b ROWFZE CIIR ML O S8 Bl
L&V mnoT,

INETOEZA, HHIHEETIC L D8RR B MLE T, glibenclamide D FIZEW T, &
F 73poor metabolizer T HZ LN, IRIMBEDFR B D FH-L0, SEROEIEILD R E/2HTE
(ZE K LIZbDIFRu,

A [ElOVigiBaseDIEFI T, TTONEIM THATHER O E, BIOT VT REENLO Hfg i)
FNEE OO @O O A B 7, poor metabolizer Téhs FF5 T dDglibenclamide D
A&, B (RIMAEDORER) OB FAX, BENREEZ RS 7 TN ERRTENTED
LEZDND, EBIT, 26 TIE, TVT N THLZLNMEFE DIAA N TRFEIN T,

ZOMGROFEIZIE, glibenclamideZf L TV T, HWTTO TIRIMAE AR E L2, & LI
HAE S ORI 23 58 B U7 fBAE 2 et B & LT SRR R OB JE DS RS L BT A9,

(143 : Raquel Herrera Comoglio, Argentina)
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©Glibenclamide (7' VX 7Z3K (JP), Glyburide (USAN), %5 — AL R = VR E R K, HER
TR EN  JE e 1S 8 5e v

OGlipizide (ZVE DR, 5 ARV AR=/VIRFERIE, BERIER IS FE 580

©Gliclazide (Z7V7 7K P), 8 “HHRANR=/VIRFEZIK, FERIFETEHIE) [EN 8 7E5%
s e

O©Glimepiride (VALY (IP), &5 = AL =L IR R HK, BRI IGIHEE) [EN 678 %
Mot 5

OMetformin (ARAR/LI M EAYE, Metformin Hydrochloride (JP), £ 27 7 AR (BG) & 3K, KR Ip
TR EN FoE0 S JE5e i
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