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Drug Safety Labeling Changes— August 2015

FDA MedWatch

1HA1 H :2015/09/10
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm460662.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFFURTER T, RICITEIEA UET AT OY AMAIRL T4,
%5 : BW (Boxed Warning) : #:#H A2 C (Contraindications) : 8=, W (Warnings) : 245,
P (Precautions) : f#i 1 7 &, AR (Adverse Reactions) : BIfEH,
PPI/MG (Patient Package Insert/Medication Guide) : &35 i 1

KRER A (—#4) HETSN-HE
PPI/
BW C W P AR MG
Actimmune (Interferon gamma-1b) O O O
Adcetris (brentuximab vedotin) O O O
Botox (onabotulinumtoxin A) O O
Copegus (ribavirin) Tablets O O O
Daytrana (methylphenidate transdermal system) O O
Geodon (ziprasidone) Capsules
Geodon (ziprasidone mesylate) Injection O O
Geodon (ziprasidone hydrochloride) Oral
Suspension
Gilenya (fingolimod) Capsules O O
Glyxambi (linagliptin and empagliflozin) o O
*Severe and Disabling Arthralgia
Helidac Therapy (bismuth subsalicylate O o
/metronidazole/tetracycline hydrochloride)

A FDA DRV AMHBIE, KEEGAZ 7V THILICED, K EEHORRYGTICE T 236G @AM T
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Implanon (etonogestrel implant)

Januvia (sitagliptin)
*Severe and Disabling Arthralgia

Janumet (sitagliptin and metformin)
*Severe and Disabling Arthralgia

Janumet XR (sitagliptin and metformin extended
release)

*Severe and Disabling Arthralgia

Jentadueto (linagliptin and metformin)
*Severe and Disabling Arthralgia

Kazano (alogliptin and metformin)
*Severe and Disabling Arthralgia

Kombiglyze XR (saxagliptin and metformin
extended release)

*Severe and Disabling Arthralgia

Lotensin HCT (benazepril hydrochloride
/hydrochlorothiazide) Tablets

*Increased risk for angiodema

Mircera (methoxy polyethylene glycol-epoetin
beta)

Myrbetrig (mirabegron) Extended-release Tablets

Nesina (alogliptin)
*Severe and Disabling Arthralgia

Nexplanon (etonogestrel implants)

Onglyza (saxagliptin)
*Severe and Disabling Arthralgia

Oseni (alogliptin and pioglitazone)
*Severe and Disabling Arthralgia

Prestalia (perindopril arginine/amlodipine besylate)
Tablets

*Increased risk for angiodema

Prinivil (lisinopril) Tablets
*Increased risk for angiodema

Sovaldi (sofosbuvir) Tablets

Sprycel (dasatinib) Tablets

Tegretol (carbamazepine) Tablets, Chewable
Tablets, Oral Suspension, and Tegretol-XR
(carbamazepine extended-release) Tablets
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Thalomid (thalidomide) Capsules O O

Tradjenta (linagliptin)
*Severe and Disabling Arthralgia

Vaseretic (enalapril maleate/hydrochlorothiazide)
Tablets O @) @)
*Increased risk for angiodema

Vasotec (enalapril maleate) Tablets

*Increased risk for angiodema © © ©
Xtandi (enzalutamide) Capsules O O
Zelboraf (vemurafenib) Tablets O O O
Zestoretic (lisinopril/hydrochlorothiazide) Tablets

. . O O O
*Increased risk for angiodema
Zestril (lisinopril) Tablets

O O O

*Increased risk for angiodema

PP1/

BW C W P AR MG
Tivicay (dolutegravir) Tablets O O
Triumeq (abacavir/dolutegravir/lamivudine) O O
Xenical (orlistat) Capsules O O

PPI/

BW C W P AR MG

Doribax (doripenem) for Injection

Synarel (nafarelin acetate) Nasal Solution

Teflaro (ceftaroline fosamil) for Injection

OO0 |10]|0O

Yervoy (ipilimimab), Injection
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Proton pump inhibitors: very low risk of subacute cutaneous lupus erythematosus

Drug Safety Update Vol.9, No.2, 2015

1#1 H :2015/09/08
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/459148/Drug_Safety
Update - September_2015 pdf.pdf

https://www.gov.uk/drug-safety-update/proton-pump-inhibitors-very-low-risk-of-subacute-cutaneou

s-lupus-erythematosus
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OPPIZERFDBFE T, FrTRBEO HLRBEIIC, BEREAEIRERRBL-HEOER
HIH:
o BFITHIL, KA H BRSNS ET52L,
o LW H AN R G T~ h—F X (SCLE) D et & EZ &+ 524,
o HERHMEEEBDOTDMERA K THLG A EERE, PPIOM A ILEHRE52L,
W INOPPUZLYSCLEA I 7= B E 1%, BIOPPITHLRICIEA DI AT RNibDHE
BEZHID,
o ZLDOA, PPIOIBIIZLVIERITIE R T D, LA LA n, BOBME/ 38 A% ThbE
FROBEN BRI GBI R, SCLEDIGEDT-D AT aAR DI I E I T2 H &
BB EEI2HZ N 0D,

PPIZ &, [l LD B S LA EIEMIZT < TYellow Card®IC kYR ET DL,
OIS

OFub R FHEFK (PP IZDVT
PPIZH BRI MIHIEE THY, Wt B R, BiEg, + iR, Yo Yv— 2V E
GERERE, H BEBER B O B AL DIV TS, S E TIZLL FOPPINIRFESIL TN D
e esomeprazole

¢ lansoprazole

A proton pump inhibitor
B subacute cutaneous lupus erythematosus
© Yellow Card Scheme 7 5 A>T i A7 I hitps:/lyellowcard.mhra.gov.uk/
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e omeprazole
e pantoprazole

e rabeprazole

OHAMRE )7 ~<h—7 A(SCLE) IZ2W\T

SCLEIZ, ZEIRIEE MEALEE, EI3@AtEo B ER A2 i mME L, BMEREZ e ZEN
%, SCLEOZWNIZIZ, BFAM (HOLHUREHERLS) MG MR A (FiRofLIK, HSS-A
FURPOFERL) SV BID,

HAINESCLER, A~ I OHOR %, B A #%, LEITTEFERITHEBLTILIEN DD,

COEEZRTZE TR

PPIZNAHIZHE SN T D2 EEE 2T, SCLEOWEEFNIZ D THD, LIXE R, I
PR Ik Hm e 7 2=, Yellow Card SchemeZa& A1 U CIE SR SR 24 R Shur-
SEFINDDTE T AR, PPIESCLEE DRI BIfFRZ SCFFL T, ZORIRBEIFRIZEIL, EFRIE
=, BE, NER AT O S ERAA CREERPUETIND,

BEV AN LA EIRL AN A I ST AT = —F L TOIER R RAFSE T, PPIE A
BETOSCLEDFHLY AT, — BRI, IRIEMFEmOEHEE SN Y X 2.9, 95%
S [ (C1) [2.0~4.011Y,

F L= DRZFIFBECB N, FERBEDINTELE 2— L7225, PP ERSED
&> 7= SCLEM 19BN 1B FFE STz, 2D B3RFNIPPINRIK TdhD Z L0 e 2 1 (definite) ,
1AB1IZPPIANFIK T % FTREME A i\ > (probable) &4y EESAL7=2,

B PR B 223050 TUE, PPIE % O SCLEFE BUE IS S I17HIH S Sh T,

BETDE, STV E 2= BOJEF], 35K OPPIO IR 72 /& 7RIS A3 5 3K 5 B 24 R
L7 JEFI#H S DH T, 3661 1Zpositive dechallenge (PPIO i F i 1 % SCLEASH e L7=) , 441iZ
positive rechallenge (B #JIZSCLE% 5| XL ZL7=PPIEIZBIDOPPIOE FIIZ KVSCLEZS R L7-) 23
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©Esomeprazole (=Y A7 — L~ 37 LKk Fi¥), Esomeprazole Magnesium Hydrate,
Tab R T RERE, MEMERESAEE] EN Fe R A e
T VIR THSD omeprazole D— 7 DL EMKEEHT D,

O©Lansoprazole (T2 /77 — )b, Zab R 7 RESK, ELIEEBEHEER) EN e E
Sb FEE

©O0meprazole (A A7Z>"— L (JP), Omeprazole Sodium, 4 A7 — LRI L, T ak Ry
TPREHE, HAGMETA R EN JoE% A 8 5e

©Pantoprazole (3> v — L KD A7k F4), Pantoprazole Sodium Hydrate, 7"m k7R~
PR, THAMIESIR R ) ot  JE e

@Rabeprazole (F_TF— )+ s (JP), Rabeprazole Sodium, 7' mho 7R 7 THES, L
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ePseudoephedrine 33X ephedrine: 32 E COE IR/ EBIZEET2FHIEH
Pseudoephedrine and ephedrine: update on managing risk of misuse in the UK

Drug Safety Update Vol.9, No.2, 2015

1HA H :2015/09/08
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/459148/Drug_Safety
Update - September_2015 pdf.pdf

https://www.gov.uk/drug-safety-update/pseudoephedrine-and-ephedrine-update-on-managing-risk-of

-misuse-in-the-uk

YL [E T, pseudoephedrineds . Oephedrine i iU A7 A& F4% EC, M5 HIHIR O FH i,
BLOZFIUIMNZ CERFEARNC LS B FRE0AAD, BEEREEZ R-L T,

(SRR

Pseudoephedrineis J: Utephedrinel X & D) - I fr EFE L THWHILTEY, R THATES,
MHRA % 2007 ~ 2008 4 (=, pseudoephedrine 33 J: Uf ephedrine @ i H il BR % B 45 L 7=,
Pseudoephedrine 35 & (X ephedrine # & A 4 2 E K fh 25, 75 AADOHHIHEY *Tb b
methylamphetamine D% & (A IS D FTREME D B D ZE DRI TN 72D Th D,

i 5E il BR

TV 7a X hOREREZ T CEHKLZE B2 (Commission on Human Medicines: CHM) 73
EEAT ST, 20084E4 H BB LU T O X572k 72 I R 23 pseudoephedrine 5 . Utephedrine i 1Y
ATEBDT O EREIILTND,

e 720 mg% iz Hpseudoephedrine, £7213180 mg%ih z Hephedrine & A 4 58 0%, 47
LTS, a1 52 LITEETH D,

o MATEMRLN TIX, &4 SN Dpseudoephedrine S & #1720 mgza B 25854, £721%
ephedrine?23 & 31180 mga 2 285 &, AL/ L CIRGE, AT 52 LI1LEETH D,

e Pseudoephedrine?; 7 [ 3£ 5t Lephedrine & A = 3 i 2 RIRFIZ AR 52, (6322 8130EE TH
Do

&51Z, Royal Pharmaceutical Society©i3, pseudoephedrineds & Utephedrined ik 72 - A5 13, S

A E[E O3 % (Misuse of Drugs Act) TlE, M3 % 3 20272 (A, B, C)IZH1TTW5, 774 A DI
M b A FERAE, GRIE)

B Drug Safety Update March 2008 M0 H4 2 i :
http://webarchive.nationalarchives.gov.uk/20131203161859/http:/www.mhra.gov.uk/Safetyinformation/DrugSafet
yUpdate/CONO087857

€ Royal Pharmaceutical Society 7 =74 http://www.rpharms.com/home/home.asp
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ORERRHIE=FV T
CHMIZ, B RIBEIZ X T 226 D% R E, EOMEIN R Z /M FERIIZLE 2—L T\ (Drug
Safety Update October 2012”35 J: UPublic Assessment Report October 2012542 ) ,

OIRFEHIBRDZN R : 20154E DL E 22—

201346 H ~20154-3 H (T, HRMODED R IRAT R DVERE SIVIZH, EBITED IV
FNEIZHE - TR E I, EFR S H>Dmethylamphetaminey G X 7= o8 7 A (3720 o7, IR
FEHIBRILE | Ehe i YA DB B S TWDIENR, TET VANLRIBIIN TN, Fhfll7e
{513 “Pseudoephedrine and ephedrine: managing the risk of medicines misuse — September 2015”F
e S

W7 HLH R O FEM, BLOZNICMx CEHBEAIMICLD B EZAEDA &I,
pseudoephedrineis S Oephedrine D8 Y A D4E BRI B /e e Bl & Ref= L CD, SEAIRIATT-
TNWLE=HXIT, BB, BLROEREBOL )V AEZOFEHFFTHI9#E 35, Znboxt
RORAITIAIRRZ )3 > TV, Kk Zpseudoephedrineds J: Otephedrine i Fi U A2 & B
IZRESEBAL TS,

ORERF®
Pseudoephedrine$s S Utephedrine(ZB4 L, Royal Pharmaceutical Society23 %171 T Al 72T
SIFITLLT OV AN S R,
https://assets.digital.cabinet-office.gov.uk/media/55ed63c6e5274a151e000003/RPS_pseudoephed
rine_ephedrine_guidance Nov_2014.pdf

O ETIERLLZEMER
[ZMHRA]Vol.7 No.18(2009/09/03), Vol.5 N0.23(2007/11/15), Vol.5 No.11(2007/05/31),
[cKFDA]Vol.5 No.02 (2006/01/25)
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E http://www.mhra.gov.uk/safety-public-assessment-reports/ CON221606
F http://www.mhra.gov.uk/home/groups/s-par/documents/websiteresources/con586561.pdf
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©Pseudoephedrine (¥ifi#~">/ /KT~ =K., Pseudoephedrine Hydrochloride (JG4+81), 7KL
V2 AR, FefBREH] EN FEH o Fe5

s PseudoephedrinelZ =7 =RV DAFEFAD STARKBMEARD 1D T, SREIE IS IAE1EH R HD
DS, R SHERENRIZE A L0,

© Metamfetamine [ { A% > 7 = % I ¥ [ ¥, Methamphetamine Hydrochloride (JP) },
Methylamphetamine Hydrochloride (BP) , HXARIPEHFIIHHE) EIN : J67E 0% st - JE o0 0%

Z1lnis

Hi

™~
Pseudoephedrine Ephedrine

Methylamphetamine
KIEWNTIL, k2646 H4 B (FERFE06045525) (+1C, THEFEMEITRIAIZE 155 D20 BLE

ICHESEERAEOBZNOHLLDE L CTEA BRI E T2 EIKN (5R) DREfTic
DUWNTI PRSI TS,

http://www.mhlw.go.jp/file/06-Seisakujouhou-11120000-lyakushokuhinkyoku/sankou 1.pdf
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