@ FE B e R T (NIHS) [ 32 R

NIHS E 3K 5 %22 HE 8 Vol.16 No.08 (2018/04/19)

5 FE L B RE 155

[ >XFDA (U. S. Food and Drug Administration) ]
o FEHARRUSTEFL - Ji%'E I 1858 LL E DR NITAE HZBRE T 5720 OB R AR SGT
DY
o FAERSTHFESNIZTEE/RUARY DL 7 F N T 1222 AV H—201TFT~9 H Bl 5 ........

[NZ MEDSAFE (New Zealand Medicines and Medical Devices Safety Authority) ]
o Prescriber Update Vol. 39 No.1
o BEMHEANTF AAROMENZLEI R HIBEDUAY (i

INIHS EHGZEMEFRIIL, ERLTERFMOUEIN O 72 55 HEEE - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - RFIL, BEEEEZONAEREFER E2IFEN LD T,

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

KAEREBEZICENDIHERIILTHE LET S IRLTZE N, KIFRBLOARFFRIZI 7SN THB T AREFIHL
T2 BIZEDRE IOV TOFEEITAVDRET O T, T THEIIZEN,

http://www.nihs.go.jp/dig/sireport/index.html—@EnEHKiz=t 5



http://www.nihs.go.jp/dig/sireport/weekly/tebiki.html
http://www.nihs.go.jp/dig/sireport/index.html

NIHS 322 2P Vol.16 No.08 (2018/04/19)

A ERHIEEER

Vol.16 (2018) No0.08(04/19) RO1

[ kFDA ]

FEFIANRALS EEY - RE 2K 18 UL LD NICERZ R ET 2720 D8 HFR T %
FDAITER

FDA requires labeling changes for prescription opioid cough and cold medicines to limit their

.’.1

use to adults 18 years and older

Drug Safety Communication

1WA H :2018/01/11
https://www.fda.gov/Drugs/DrugSafety/ucm590435.htm
https://www.fda.gov/downloads/Drugs/DrugSafety/UCM591992.pdf
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Codeine, chlorpheniramine Tuxarin ER, Tuzistra XR
Codeine, phenylephrine, promethazine & FE bt D I

Codeine, promethazine % FE b D F

Codeine, pseudoephedrine, tripolidine Triacin C

B over-the-counter

C https://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm491437.htm
NIHS [Z 38 522 2 E [k FDA]Vol.14 No.11(2016/06/02) 1,
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hydrocodone, guaifenesin FlowTuss, Obredon
hydrocodone, pseudoephedrine, guaifenesin Hycofenix, Rezira
hydrocodone, chlorpheniramine Tussionex Pennkinetic, Vituz
hydrocodone, chlorpheniramine, pseudoephedrine Zutripro

Hydrocodone, homatropine T D I
B

*FDA®DcodeineBHE 1% 4 :
https://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm118108.htm

A A AR REED B
https://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm337066.htm

- 201744 A 27 A FE i D H.F5 5 233 (Expert Roundtable Meeting) :

“Use of Cough Suppressants in Children”
https://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM570959.pdf
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“Current list of up-scheduled codeine containing products”
https://www.tga.gov.au/community-ga/current-list-scheduled-codeine-containing-products
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Potential Signals of Serious Risks/New Safety Information Identified from the FDA Adverse
Event Reporting System (FAERS): July - September 2017

Surveillance

1HA H :2018/01/12
https://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrug
Effects/ucm592379.htm
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A FDA Adverse Event Reporting System
20179 H 28 A5, FAERST —# R —2&FI L3 LI #iii 2 A7 4 ‘FAERS Public Dashboard’ 3544
SNz, AT TREY AN, GRIE)
https://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugEffects/ucm070
093.htm - NIHSEZE 722K #Vol.15 No.26 (2017/12/27) 218,

B Risk Evaluation and Mitigation Strategy
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« Fenoglide (fenofibrate) &7, £ 11 AREVIRER A AN
« Fibricor (fenofibric acid) 71, £ 1
» Lipofen (fenofibrate) 7 7" /L #l, USP, #%
(mpE|
* Tricor (fenofibrate) &A1, % 1 H
« Triglide (fenofibrate) E7, #% 0
* Trilipix (fenofibric acid) J2 4E s 4 0~ &
JVAL #E 0
« amitriptyline UFRREREE N & B R A | FDAITBLHIHEE 23 20 2
* bupropion SHEW) RO (DRESSHE fi AREEVIRE A
* citalopram ) ©
* duloxetine
e escitalopram
* fluoxetine
* paroxetine
e sertraline
e venlafaxine
« Avelox (moxifloxacin hydrochloride) =&+ | AR ik 5 FDAI TR 4 (& 25 00 B2
A, #EH ARCEVIRE A A
* Avelox (moxifloxacin hydrochloride) £
#il, #& 0 H]
» Cipro (ciprofloxacin hydrochloride) f% 1 #%
IR
« Cipro IV (ciprofloxacin) 715471, #E M
« Cipro (ciprofloxacin hydrochloride) &£,
& 1 H]
« Cipro XR (ciprofloxacin) & fi#g, # 0
* Factive (gemifloxacin mesylate) &5l
« Levaquin (levofloxacin) FE5S 1, #iEik
» Levaquin (levofloxacin) iz, % 0
* Levaquin (levofloxacin) 7 4 /L A= —7 ¢
78E, #E0
 moxifloxaciny 57, &k
« cetirizine hydrochloride EOFEIEDY N R FDAIT R E 73 2

* levocetirizine dihydrochloride
* pseudoephedrine hydrochloride
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pseudoephedrine
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Imbruvica (ibrutinib) 7" /L %, £ 10 H f ek FDAIZ IR G & S 3
DS FEAR

€ Drug Reaction with Eosinophilia and Systemic Symptoms




NIHS 322 2P Vol.16 No.08 (2018/04/19)
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Imbruvica labeling
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Ocaliva (obeticholic acid) &5, #&1 b E FDAI TR 4 (& 25 00 B2
DI a M
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* methotrexateE 7], USP GE1EE 53 _R&ELZALH | AR,
e 5-4%)

Soliris (eculizumab) 7341541, #3:H BEES i (BERIANEE) Yy, | FDAITBIHIHEE 2 2
F L UNeisseriafd: (N. DI F AT
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Uptravi (selexipag) $£41, #% 1 AR I Uptravioo B 5 o

55 SO — i R i
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UNZ/E

Uptravi labeling

Vraylar (cariprazine) 77 7" LAl #% 10 H AT 4= A NE | FDAITEL I E D B
{5 Rt (SIS)P DA
Xarelto (rivaroxaban) 7, #% 1 1] JHF e FDAIE, AFL7=E#
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D Stevens-Johnson syndrome
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The Risk of Hyperglycaemia with Systemic Glucocorticoids

Prescriber Update Vol.39 No.1

1HA1 H :2018/03/01
http://www.medsafe.govt.nz/profs/PUArticles/March2018/glucocorticoids-hyperglycaemia.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpdate March2018.pdf
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B 3512,

FERE PRI BE T, EE T LT a3 M E ISR E 5 28 3 H BIRFIETHY, @
e, ZSRE R MBI X | B AL, B AL K& B35, FEREIRIGBE TR, &
HYERFE 2L TFaA NI RO T, @ E ORI BLIL TORUVDNGARRLZENEE TH D,

BEIRI BT, BEEaLTFaARoEAY, i re— A R3REELR 52013852, JiE=
NFAARIZEDIEE T2 E AT =4 —T A2 N EETHY, BEI2LY, insulinse
& 1 M BERE T 30 H &R0 L7 D,

Medsafeld, T~ COEHMWRE L FaAROBEERRITE MAEDY A7 2 BT 2 1E @A
D8, IR RELILFE CTRVIA TS, BIEREE, EZELOME IO A ERISE R E
FISE =227 22— (CARM) AT 2,

SRS L OB E A
1) Tamez-Perez HE, Quintanilla-Flores DL, Rodriguez-Gutierrez R, et al. 2015. Steroid
hyperglycemia: Prevalence, early detection and therapeutic recommendations: A narrative

A Centre for Adverse Reactions Monitoring
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review. World Journal of Diabetes 6: 1073-81.
2) UpToDate. 2017. Major side effects of systemic glucocorticoids 15 June 2017.

URL: www.uptodate.com/contents/major-side-effects-of-systemic-glucocorticoids (accessed
12 January 2018).
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