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Postmarket Drug Safety Evaluations Completed from April 1, 2015 to June 30, 2015
Surveillance

1#A H :2015/10/07

http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/ucm204091.htm
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Oxytrol for Women | 2z % o8 I 8 b bk
(oxybutynin) 7~ | 159,
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January 25, 2013
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Advil (ibuprofen sodium) &7 SHm, BE, HR, AR, R, A RIS
NDA 201803 BIS7253& L, BEHT I8 OB ISR O — RERYHE

June 12, 2012

Fn, FED—WERRE,

Alsuma (sumatriptan succinate) 6 mg/0.5 mL
BTN ESTIR

NDA 022377

June 29, 2010
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* RN TOREFREIR OB MEHITER,

Delzicol (mesalamine) Y& Ji 4 7 & v
NDA 204412
February 1, 2013

o 12K H B A D BFE TORE~PEEOIL BRI

PERIGR DIBIR,
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Diclegis (doxylamine succinate/pyridoxine
hydrochloride &-#) 38 4iE fif Hi &

TRSTRITRIR N FEBN LI WO TR,

NDA 021876

April 8, 2013

Docetaxel 73541, i
NDA 203551

April 12, 2013
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Fabior (tazarotene) Y 41~ 70.1%%+ Fi Al
NDA 202428
May 11, 2012

125% UL B BETOFHESIE O RIS,

Gammaplex (EhaE 7 a7 5%ERHK)
BLA 125329
September 17, 2009
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(ezetimibe/atorvastatin calcium trihydrate &
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NDA 200153

May 3, 2013
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Naftin (naftifine hydrochloride) 2%/ /Ll
NDA 204286
June 27, 2013
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FHRED IR

Phoslyra (calcium acetate) %% I ¥ 7l
NDA 022581
April 19, 2011
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Prevacid 24 Hour OTC (lansoprazole)
S Sanb o i

NDA 022327

May 18, 2009

185% LA _E DR NI BT B MR D <ot DTG,

Prolensa 0.07 % (bromfenac sodium) AR &
NDA 203168
April 5, 2013

FANBET I OB L O,

Quartette (levonorgestrel/ethinyl estradiol &7
+ethinyl estradiol) 7]

NDA 204061

March 28, 2013

M AT,

Simbrinza (brinzolamide 1%/brimonidine
tartrate 0.2% 5 #1)) A RR FH Fh v i/ s AR R
April 19, 2013
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NDA 202276 (NME)
April 27,2012

PR EDIRHE,




Bl

L 22 MRS ) Vol. 13 No.24 (2015/12/03)

Vol.13(2015) No0.24(12/03) R02

[ >kFDA ]

o[BI M DL LM HFRRHET OE (2015489 A FDAKFES)
Drug Safety Labeling Changes— September 2015

FDA MedWatch

1#%1 H :2015/10/09
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm465836.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
HHORRERTZ AT, RITITEIR A LUGETRFTOUANAGHL TODA,
%5 : BW (Boxed warning) : #ufl A %845 C (Contraindications) : 2=, W (Warnings) : 22,
P (Precautions) : fi 1 E 7 &, AR (Adverse reactions) : &I{EH,
PPI/MG (Patient Package Insert/Medication Guide) : 53 F & %,
PCI (Patient Counseling Information) : /235 17> &Y 7 & #H

KERRA (—4) BETSh7=HE
PPI/
BW C W P AR MG
Brilinta (ticagrelor) Tablets O O
Clozaril (clozapine) Tablets O O O O
Combivir (lamivudine and zidovudine) Tablets O O O PCI
Epzicom (abacavir and lamivudine) Tablets O O O
Fazaclo (clozapine) Orally Disintegrating Tablets O O O
Triumeq (abacavir sulfate, dolutegravir, and
lamivudine) Tablets O O O ©
Trizivir (abacavir, lamivudine, and zidovudine) PCI,
Tablets O O O O O MG
Versacloz (clozapine) Oral Suspension
Ziagen (abacavir) Tablets and Oral Solution O O O O O PCI

A FDADAEY AL BT, HFERGLEZIV 7 THILICID, HEIRLOFRUETICET RS R A M T2
TATED, FFMERTARTIE, ETSNZIHE R, A E, 25, B OECOFMEIITHIN
GRVEEROFHE RDZENTED, RPO*E, #HEOMN CRICERUET BT e% T, GRIE)
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BW

AR

PP1/
MG

Cialis (tadalafil) Tablets

*PDES5 Inhibitors - Increased Risk of
Hypotension with Concomitant Use of Guanylate
Cyclase Stimulators

PCI

Levitra (vardenafil hydrochloride) Tablets

*PDED5 Inhibitors - Increased Risk of
Hypotension with Concomitant Use of Guanylate
Cyclase Stimulators

PCI

Myalept (metreleptin) for Injection

Staxyn (vardenafil hydrochloride) Orally
Disintegrating Tablets

*PDES Inhibitors - Increased Risk of
Hypotension with Concomitant Use of Guanylate
Cyclase Stimulators

PCI

Stendra (avanafil) Tablets

*PDES Inhibitors - Increased Risk of
Hypotension with Concomitant Use of Guanylate
Cyclase Stimulators

PCI

Viagra (sildenafil citrate) Tablets

*PDED5 Inhibitors - Increased Risk of
Hypotension with Concomitant Use of Guanylate
Cyclase Stimulators

PCI

BW

AR

PPI1/
MG

Altace (ramipril) Capsules

O

O

Bydureon (exenatide extended-release) for
Injectable Suspension

O

O

Doryx (doxycycline hyclate) Delayed-Release
Capsules

Gazyva (obinutuzumab)

Humira (adalimumab) Solution

Invokamet (canagliflozin and metformin HCI)
Tablets

Invokana (canagliflozin) Tablets

Neulasta (pegfilgrastim) Prefilled
Syringe/On-body Injector

O |0l O |]O|]O| O

O 10| O ]J]O]O| O

Neurontin (gabapentin) Capsules, Tablets, and
Syrup

O

O

PCI
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Proglycem (diazoxide) Capsules and Oral
Suspension

O

Sabril (vigabatrin) Tablet and Powder for Oral
Solution

Sancuso (granisetron)

Votrient (pazopanib) Tablets

PCI

Xalkori (crizotinib)

Zestril (lisinopril) Tablets

O]0O |0

BW

s | O|lO0O|O0O|O]| O

T

AR

PPI1/
MG

Accupril (quinapril hydrochloride) Tablets

Accuretic (quinapril
hydrochloride/hydrochlorothiazide) Tablets

Avastin (bevacizumab)

Nicorette (nicotine polacrilex) Gum
Nicorette (nicotine polacrilex) Large Lozenge

O 10| O |O

Peglntron (peginterferon alfa-2b) Injection, for
Subcutaneous Use

O

Velcade (bortezomib) for Injection

O

BW

AR

PPI1/
MG

Breo Ellipta (fluticasone furoate/vilanterol)
Inhalation Powder

Cubicin (daptomycin for injection)

Depakene (valproic acid) Capsules

Depakene (valproic acid) Oral Solution
Depakote (divalproex sodium) Delayed Release
Tablets

Depakote Sprinkle Capsules (divalproex sodium
delayed release capsules)

Depacon (valproate sodium) Injection

Depakote ER (divalproex sodium) Extended
Release Tablets

Eliquis (apixaban) Tablets

Estring (estradiol vaginal ring)

Intermezzo (zolpidem tartrate) Sublingual Tablets

Lastacaft (alcaftadine ophthalmic solution)

Pradaxa (dabigatran etexilate mesylate) Capsules

OO0 |10]|0
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Savaysa (edoxaban tosylate) Tablets

Temodar (temozolomide) Injection for
Intravenous Use

Xarelto (rivaroxaban) Tablets

O]Oo0| O |O

Zioptan (tafluprost ophthalmic solution)
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[ %77 # Health Canada }

¢SGLT2 FHEIRD canagliflozin[ ‘ Invokana’ 133X Ot dapagliflozin[ ‘Forxiga’ ] : B EE DY
A2 % il

Summary Safety Review - Sodium Glucose Cotransporter 2 (SGLT2) Inhibitors INVOKANA

(canagliflozin) and FORXIGA (dapagliflozin) - Evaluation of a Potential Risk of Acute Kidney

Injury

Safety Reviews

A1 H :2015/10/16

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/sglt2-eng.php
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o Canagliflozin[ ‘Invokana’ ] - dapagliflozin[ ‘Forxiga’ JiZSGLT2 Bl 3 T 5, SGLT2H
LT, R AR R B Il h e — LA Y GE T AT, B EENEE S
OECHIMT, 3o EIEL O H THO O,

o AUMEE B FE 12 BY 9 % canagliflozin 35 X Utdapagliflozin ® 4 Bl O 22 & E L B 2 — 1%,
canagliflozin[ ‘Invokana’ ] fi it | Z B 3B D DS T T 7o Ie e MG s Sk L 70 -
TV,

e Health Canadad>ZZ &ML B = —I2 kb, S EE L, canagliflozinis & Utdapagliflozindff
FEDBE D L S 72, Health CanadalZ L& ¥ L1 L, ZOVAZIZET 2R &)
{ELCit# 95728, canagliflozinis & O'dapagliflozind® 4L 5 1 # kG T IZ B A TUVD,

OO0

OHFFTOERIRI
o SGLT2MHEIIL, MBFEZ FIF 52 TRIBERIG 2GR T HIEK L TH D, 2B RIF I,
N CA L A DI EN T, o ha— L3R BERDIREBTH D,

A sodium glucose cotransporter 2 (kU7 2+ 7L — 2 4L 244 2)
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M= a—m T =), LEREE (BIZILOEFE) 7ol SESERMEETI SR ZEn
H5,
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(201541 H F858) IZHE S0 Thiviz, 14 Cld, canagliflozins X O'dapagliflozini, k=
i, I 2NE FEITHINL TW5,

B DSGLT2PH % #K T Lempagliflozin[ ‘Jardiance’ 1743, 2015458 A 1238 7e Sz, AL
BOLAGRENTZIZ0, A BIOLE 2 —DORRLEN -7, TORMFFITIBES, &
PR R E IOV RIS TS,

O 2— s R

SO LEEMVE 2—TlE, BEEREEBREE (MEEES, QB AE, BIOEA4E)
DHEPFIS NI, ZNHOBEEL, Bl C ik o EFEY 26 3 D8 EE 08 ST
K FLIeGE S ET D,

Lt = —MF 5 CTHealth CanadalZiZ, canagliflozind i Fll 3 C o RME RS FE = A3 2 s S
TV,

S5\ H T ORTESEE S, canagliflozing7=iXdapagliflozind> i F £ D ESE N gD H
FHESTOBEEEDIEF N HESNIZ, TRODEFZLE a—LTztl b, Ak EE
DA A LSGLT2MREZE O I L DRI BI# D& D ZE DRI,

Canagliflozin%7= I%dapagliflozind> i Fl L2 B BB L OB E A /R TR i el B a—L
7eeZAh, ZOMNYZIZET A= T VAK RO TV, 72720, M3ED B ~D LN
TERIRIEE L CE RSz,

LB = —FE 5T, canagliflozin[ ‘ Invokana’ ]33 & Otdapagliflozin[ Forxiga’ ] 8L 5L & #1C
%, EEOREEOHHEHC, BNTEZ T CODLEE TOMAICETE50, BEIZE

N T, Fz, BEREIRICIE, SCLT2RHEIRICE DI 2% 7o B CHERRIKT
WAECT-ZERRESIL TS,

OftmIs LU B

Health Canada®>Z&ELE = — T, SGLT2MHE IO LA MR E DU AT EDOBE A
TET ALK RSN T D SRS LT,

Health Canadai3#i& 3% LW /1L, GMEBEE DY A7 % Fli# 7 572 ® canagliflozin
[ “Invokana’ ]33 X Utdapagliflozin[ ‘Forxiga’ ] DAL & HOKETIZEVFLA TEY, KETS
NG A I T A ERICE T 5, FATORGERICIE, SGLT2MLEKDO AR EE T
BRSREIR FVEU -2 e ESN TS,

B ARt v o—13, BrEscuk, EEcwk, b2 BRSO ERISEE, 177 ERA TOSGLT2M & #K
OB T2 A28t DN T To 72,
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e Health CanadalZ, I F % THAES TVAT R TOESR R LFEE, BEA A 555
EUAHE 95725, SGLT2ME SR BbARIVERIEROET =2 7 a ikl 45, BT
BE DY BEFES L, 89 B4 44 8D —124TD,

IAITER

©Canagliflozin (727 V7w K Fn#, Canagliflozin Hydrate, SGLT2FH 553, 27k fR 3 15
FEIEN FEIEH A FETE v

©Dapagliflozin(# /77y 7ue’L 7 )a—LKFi¥), Dapagliflozin Propylene Glycolate
Hydrate, SGLT2FHEFE, 2R FRIGIAWRETE) EN - Jo8 0% 1ok - 8 oe s

O@Empagliflozin[(=> /X7 7my, SGLT2 BHEH, 2 BUBERFIAHIEI [EWN 38 5e% 1Boh 58
JE
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[ &% Health Canada ]

o FEML T I D acetaminophen B 1Z-OU T Health Canada 238 FE RO FEHREHELZUET
Information Update - Health Canada proposes revised labelling standard for non-prescription
acetaminophen products

Recalls & alerts

1HA H :2015/09/15
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/54988a-eng.php

7174 ClEacetaminophen! X EJEATIFE DK DO —(L THY, £ O 43 1T RIZ LD &
BINRETHL, ZORFEFEV A Z5/IMET H7-HHealth Canada? i LLHEL TV Az
DUVVTHAIT T D, (LRI R

Health CanadalX, FEAL 283D acetaminophen®d i iZBHL, BB NIV L 2IEHTEL LD
(T B2 D TR FRO L 58] (labelling standard) Z501L 4 5ETRICHOWT, B A
TR, 20154E7 H IS AL 7= L9128, ZhuidHealth CanadaZsiFhasE DUAZ D/ MEF & EHIC
1, acetaminophend 22 &MEE D DT DI T > CWVAESEX FRKI RO —>TH D,

Acetaminophenl X, 777 # TITFEML TS, ML A O TRIS5004 B (B 3, S, 7

A X NEAEICRET B YA http://www.hc-sc.gc.ca/dhp-mps/consultation/natur/consult_acetaminoph-eng.php
B 201547 A 9 H f-/Recalls & alerts:
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/54178a-eng.php
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LV —3E, R 3K, BRIEMESR S ) I EL THE EN TV D, REFOEEF XL AT
FEHLTWDDS, o X TOEK SRR, acetammophen@@ﬁﬁ%)7\0’5_’{#90 IZHE RS
EREXOLBEIL, HDOVITEMICHE A LGSR NAELD, UAZIZITIFREE NG £,
FIEH] (BMEFAR4) CTIEEse i&tﬁé%%ﬂﬂd@é

R RN OFLE EEA KR 5 B B, 1 #H Sacetaminophend A L A2 5 HBIL, IF
~DOYAYZRBIL, BV G2 CELIICT52LTHD, L TD X7 R sk
RIAMRRIN TS,

= JH 23 Hiacetaminophen & A B 5 A7k B L9V K9, acetaminophen/3 & £ TNH I L%

ERVASRESINTRE: o RN
= K0S HEEEE RS,
= IRASCEAWGETL, AiG- AR, B, 2002 BERAT<ELNLL, fiaed v

Eiz4 5,
= Ta— L EORIHERUCR T AEE Db/ Y, FFEEICE 225258 b, HMbd
50

= JHE-HEEZIVARICLTHZ IO, MEMEEEIOYV A2 T4 5, fl21X
1R K&, EHE R, 8BRS 25 L2125,

@é MR ORLHE AL, RN S — URURM SCEITR VAT ) (&, s, ik,
i, AR Bﬁ?‘f?ﬁ‘%#ﬁéﬁc‘:’)@ﬁéi‘@fz%??ﬁwy@%éo L RIOSRTRIL, BT FENTO
acetaminophen & T EIEFZ SOV TR L 72 L E 22— O B A2 13 -6 0T, ARl F 25
7T (20094F (TR E I B4 2% & 2501k) 72 L, acetaminophenDiF~DVAZ (25 AL 572
NETITHOTEIRREHLED =L DO THD,

D FER, EREEE, BENIE, EER, TOMOBERE T, TREHEOSKTEICon
T20154F11H 29 H £ TR RZIRHTHIENTED,

Acetaminophen®Z2 427245 FVEIZ BA 4~ D1 B T O FEAM G %, Health Canadadd>™ =7
A EEBRTHL,

R E

e Acetaminophenfil/it,(>—% 1%, Health Canada?>Drug Product Database ( FieH k) THZhAL
43 % lacetaminophen ] £ L THZR T& 5,
http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp

€ Summary Safety Review - Acetaminophen - Liver Injury:
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/acetamino-eng.php

P WETRIZUT OV A TAFTES,
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-Id/label_stand_guide_ld-2015-eng.php

E http://www.healthycanadians.qgc.ca/drugs-products-medicaments-produits/drugs-medicaments/acetaminophen-eng.p

hp
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SFDANHH20154E8 5 H £1C, acetaminopheng; A /N FHOTCHE N AN B2 £/ a7 A
B UANFITEN, TIVFEIRRENL S — DWW T BRI HELE M T T g
Over-the-Counter Pediatric Oral Liquid Drug Products Containing Acetaminophen
https://www.documentcloud.org/documents/2203283-fda-guidance-on-flow-restrictors.html

O LHETIERMZEMEER
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