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Postmarket Drug and Biologic Safety Evaluations Completed from October — December 2014
Surveillance

1HA H :2015/04/29

http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/ucm204091.htm
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AREAR
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Kazano
(alogliptin/metformin 71 #251
NDA 203414

01/25/2013

2RLBEIRIF DR B (BT A b= o — /L ik
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Linzess (linaclotide) 7 7" /1
NDA 202811 (NME) "
08/30/2012
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B PERFFEIE R OTEHR

Luvox

(fluvoxamine maleate) $27
NDA 021519

12/20/2007

5018 VERR & DRI

Oseni (alogliptin/pioglitazone & Al) $2 4
NDA 022426
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02/14/2012

F AR T R A EH Az IR S -2ty 7R RO
NDA 203923 1R C, HiAHEE T ND AR B T
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Xeljanz (tofacitinib) &5 Methotrexate7s 153 Z82h L 72\ s R MED 72
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F New Molecular Entity: #7145
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2015 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—April

FDA MedWatch

181 A :2015/05/13

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm446032.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) : #4222 C (contraindications) : 8=, W (warnings) : 22,
P (precautions) : ffi F _EdEE., AR (adverse reactions) : &l {EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 15 %,
PCI (Patient Counseling Information) : 235 17> &Y 7 & #H

KER A (—4) BETENT2HH B
PPI/
BW C W B AR MG
Pomalyst (pomalidomide) Capsules O O O O
Sporanox (itraconazole) Capsules and Oral
Solution O O O O
PPI1/
BW C W B AR MG
Adcirca (tadalafil) Tablets O
Bidil (isosorbide dinitrate/hydralazine O O
hydrochloride) Tablets
Revatio (sildenafil) Tablets, Single Use Vials for O
Injection, and Oral Suspension
PPI/
BW C W P AR MG
Actonel (risedronate sodium) Tablets
*risk of osteonecrosis of the jaw (ONJ) with the O O
concomitant use of bisphosphonates and
angiogenesis inhibitors

A FDA DRV AMHBIE, KEEGAZ 7V THILICED, K EEHORRYGTICE T 236G @AM T
I RATED, FEMTEHR T AT, BEISHIZHE R, Mo, g, BEOHTOFBEIITLHIN
TR BV ROREE RHZ LN TED, KPOMF, HEOM M TRLF RGBT e27m Y, FRIE)
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Actonel with Calcium (risedronate sodium tablets
with calcium carbonate tablets, USP)

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Arthrotec (diclofenac sodium/misoprostol) Oral
Tablets

Atelvia (risedronate sodium) Delayed-release
Tablets

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Binosto (alendronate sodium) Effervescent Tablets
for Oral Solution

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Boniva (ibandronate sodium) Injection

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Boniva (ibandronate sodium) Tablets

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Didronel (etidronate disodium) Tablets

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Edarbyclor (azilsartan medoxomil/chlorthalidone)

Erbitux (cetuximab)

Fosamax (alendronate sodium) Tablets and Oral
Solution

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Fosamax Plus D (alendronate
sodium/cholecalciferol) Tablets

*risk of osteonecrosis of the jaw (ONJ) with the
concomitant use of bisphosphonates and
angiogenesis inhibitors

Flucelvax (Influenza Vaccine)

Herceptin (trastuzumab)
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Lotrel (amlodipine besylate and benazepril

hydrochloride) Capsules O O
Olysio (simeprevir) Capsules @) O @)
Prolia (denosumab)
*risk of osteonecrosis of the jaw (ONJ) with the o O
concomitant use of bisphosphonates and
angiogenesis inhibitors
Selzentry (maraviroc) O O
Sutent (sunitinib malate) O O
Tudorza Pressair (aclidinium bromide inhalation O O
powder)
Votrient (pazopanib) Tablets @) O @)
PPI1/
BW C W P AR MG
Dolophine (methadone) Tablets O
Phoslyra (calcium acetate) Oral Solution O
Primaquine (primaquine phosphate) Tablets O @)
PPI/
BW C W P AR MG

Adderall (mixed salts of a single-entity
amphetamine product) Tablets @)

*rhabdomyolysis

Adderall XR (dextroamphetamine mixed salts of a
single entity amphetamine product) Capsules @)

*rhabdomyolysis

Concerta (methylphenidate HCI) Extended-release
Tablets @)

*rhabdomyolysis

Daytrana (methylphenidate transdermal system)
*rhabdomyolysis

Desoxyn (methamphetamine hydrochloride)
Tablets @)

*rhabdomyolysis

Dexedrine (dextroamphetamine sulfate) Spansule
Sustained Release Capsules @)

*rhabdomyolysis

Duac (clindamycin phosphate and benzoyl
peroxide) Gel
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Focalin (dexmethylphenidate HCI) Tablets

*rhabdomyolysis ©
Focalin XR (dexmethylphenidate HCI)

Extended-release Tablets @)
*rhabdomyolysis

Invirase (saquinavir mesylate) Capsules and O
Tablets

Janumet (sitagliptin and metformin HCI) Tablets @)
Janumet XR (sitagliptin and metformin extended O
release) Tablets

Januvia (sitagliptin) Tablets O
Metadate CD (methylphenidate HCI)

Extended-Release Capsules @)
*rhabdomyolysis

Methylin (methylphenidate) Chewable Tablets o
*rhabdomyolysis

Methylin (methylphenidate) Oral Solution o
*rhabdomyolysis

Opsumit (macitentan) Tablets @)
Quillivant XR (methylphenidate hydrochloride)

Extended-release Oral Suspension @)
*rhabdomyolysis

Reclast (zoledronic acid) Injection O
Ritalin (methylphenidate hydrochloride) Tablets o
*rhabdomyolysis

Ritalin LA (methylphenidate hydrochloride)

Extended-Release Capsules @)
*rhabdomyolysis

Ritalin SR (methylphenidate hydrochloride)

Sustained-Release Tablets @)
*rhabdomyolysis

Strattera (atomoxetine hydrochloride) Capsules o
*rhabdomyolysis

Stivarga (regorafenib) Tablets @)
Temodar (temozolomide) for Injection @)
Vyvanse (lisdexamfetamine dimesylate) Capsules o

*rhabdomyolysis
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[ EUEMA ]

EIMBEAME=FIV T EMA B 400 DFRIRD NV —TICETHEZEIRE=F) T
P—E 2% BRA

Safety monitoring of medicines: EMA to screen medical literature for 400 active substance
groups

News

1B H :2015/05/12
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/05/news_detail
002325.jsp&mid=WC0b01ac058004d5c1

B DT =RI T EBILL, BR¥D T 7 —~abt VI AIEE A IR LT A8 727
P —E ZEZEMANBRtET 5,

(SRR

EMAIZL, Fi7-REE ST =LY 7 A —E 2D %R L2 B4 By ¥ T 2 ISR 2D U A 1
AR, 2OV —E R, 20167 A L HIZBREB D HLIRTIZ OV TSI, 2015429 A
ICATEEBESNS T ETH, F5I8 No—=o ZHE TS, BLO#AZY—=2 71D
B HAE LIRS L ED F SRR, HHOY 27 Y AR TAFTTES,

= SCRIE, RS E DRI SO NO A E USRS IR T 2HERE R TH D, EMAIL,
BRINE S (EU) D7 7—<abt VT A EF3oh L5%, ERITE RSN TODEEDF K
ICBT D EERES R T =LY 7L, B EOBENE DDA B RGA D ES
N, ChvzEudraVigilancel 28 % 75 B B4 A > TV 5, EudraVigilancelX, EUIZIIT 5%
A EREONUE F B AT L THH*,

AH—E R0 HIIX, EudraVigilancelZ S S5 T —2 OB E—BHEZREDHZEIZEST,
RIS DZEMTE =) T H b T 5L Th D, ZIUIRFE~DO—EREL TR T 550D T,
EITAE, 2OV —E RO RERST-A N ESTRRIZOWTE, AE UGS EGIZE 3
%15 @& EudraVigilancelZ A 7192355137072 5, LR DS DAV AE BIAG 5 I B\ ViE fi 2
B AR FEARER IS (MAH) B8 AR TXAHI91T70, ZbE HAEDO LT —Z N — A28
G, HRN R g5 Hiutek (EEA) LIS COME BB % BI- T LR TES,

A ZOFR=HI TSRO PR M SR
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content 000633.jsp&mid=WCO0b
01ac05808ce84c
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentld=WC500186731
https://www.youtube.com/playlist?list=PL 7K5dNgKnawY MKedvHvS2ge _CHah9sU_p
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentld=WC500186733
marketing-authorisation holder

European Economic Area
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NWTWDHRI T =L) 7 THTET, 4000420 EOEENBEEZ T RLIALTHD,

EMAITE, A —E A0 & 3BT 2R K8 %, AT TREIHE->TRELT,

BRI IEL, BALOBRE R —E2ADOXBICHE TN TOD0E, KB RERSNCECSCH
WY RETHB,

2015657 H LA B/ CAY —EAD X G EARBOIE ERS0D H 42— (ID 1~1D 50) *°
T, THBIEA A RESN CECICHH SN TS, 2RO RS DOWNTFNE ST 5E
SO RLERZET, 20154E7 A LH D BEMAD Y —E ZAD BEEZ T HZ LN TELT20, ZHUC
L CHNEE S o RSB BT ALENGHE S Eo L 7 w8 AN RSN —T
DERNGY %G, DT X TOHERESE, 201549 H NHEMAD I —E AD R L7125 T 7E
Thd,

EMALL, =02 e =4 o 7 2D E M BT B IR %, 77— vt U5 %
Y, AR ONCRESE RE RIS 2 T iETh D,

F72, AV =T R—UREHICER TS T EThD,

B2ER/R

k1 J 7B SRR =Y L P —E AD R EE2 AE RTICHOW L TRt A M5 R
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentld=
WC500186735

*2: B =HY T EATIEFSGRICOWTUE MR A M2
Monitoring of medical literature and the entry of relevant information into the EudraVigilance
database by the European Medicines Agency— Description of the Journal/Reference databases

used
http://www.ema.europa.eu/docs/en GB/document_library/Other/2015/05/WC500186732.pdf

%37 7=~ AL VT AEICOW T N L A M S R
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L :2012:159:0005:0025:EN:PDF

*4:EudraVigilancelZ oW Tid, E3E S 2MEERIEU EMA]VOL.12 No.12 (2014/06/05) 22/,

*5: 4L LTID 1~10D A %Ak 5% 7~ (IDJIEIEY) : Paracetamol, Hydrochlorothiazide, Ibuprofen,
Omeprazole, Amlodipine, Simvastatin, Diclofenac, Ciprofloxacin, Pantoprazole, Lidocaine

* 6: Monitoring of medical literature and entry of adverse reaction reports into EudraVigilance (%=
ERE=#Y /L, EudraVigilance ~D A E S OB ER) L0, EH S av AT TS
B1a, 1bZ 5| HL TR T 5,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/requlation/general/general_content 0006
33.jsp&mid=WC0b01ac05808ce84c

C http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentld=WC500186735



http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500186735
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500186735
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/05/WC500186732.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:159:0005:0025:EN:PDF
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000633.jsp&mid=WC0b01ac05808ce84c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000633.jsp&mid=WC0b01ac05808ce84c
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500186735
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Kila: Fii=REZXRE=FI T OEE TR —E 7 RE=4V 7 —E A TREZIZICSR
MEEA%E DO HH Y R ~BE X EIND27mt2(©) &, MAH7 EudraVigilanced ¥ v m—R
FARPDICSREZ T a—R T 57 08 (®) 0, SREHRISNDFERAT YT Thh,

ICSR: Individual Case Safety Report (1 BIE 51l 22 £ 1 3 45
MLM : medical literature monitoring (& k£ =%V 7))
NCA : national competent authority (£ [E 41 24 7))

MAH : marketing-authorisation holder (341 i 58 7K GREFS )

Hib: 2 X CTHEEHRHIY ABLOCMAHBN T TEEE /0w A A% EIEENSH D—EMATE
HDEZLERE=Z) T —E AT ESNZICSROE T EEICHEL, FREAEHS (®, D)2
At EEIESND,

from MLM Gateway Download
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[EU EMA]Vol.12 No.12 (2014/06/05)
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[ )% Health Canada ]

eSevoflurane[ ‘Sevorane AF’ ] : ¥ O AEGERED/NR TORE A L& ERAR

SEVORANE AF (sevoflurane) - Severe low heart rate in children with Down syndrome
Safety Reviews

1HA1 H :2015/05/13

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/sevorane-eng.php

OEBERAYE—Y

o Sevofluranel, SMEHFITHIZ WO B H RIS TH D,

e Health CanadalZ, sevoflurane DAL 5 EEHIZHOUNT, 27 U AEMEREOD /N T 8 FE D OIS
T (B ERIR) AR DU AZ I BT 2l ME R H IC L B> TV A ICE H L,
Health CanadalZZ D RIEAFEMICRIM 0720, LefEL v —2BMmLT,

o Sevoflurane|ZME 5 S L= T U SEEBED /N CIRIRDE LU CWAZ LA T A0,
[ “Sevorane AF’ O ik 4 TIRFESAL T\ Dsevoflurane B i 07154 COMLIT 183 KET
Shik, IOV 2Dy 7 BROREEH S, TNENORBIFREUITL T 5EIAT
YN

Ot =

HAEGRED/NRIZB N T, DO EE DK T GEERIREMEIZN SRR &4 5
dsevoflurane ([ ‘Sevorane AF’ ], BLOW =V 78Li) O &3 BE 32 rraE M2 7 EA 32
T8, BAMLE 2 — NSV, ZOMER, SEEE LRSI Z 2P A Health
Canadad EWIHIICL E 2 —F 2 CREES NI,

OHrFZ TOERIRIL
o Sevofluranel, pi A3 LOVNERDOARFIR I OS2 MK Th D, 45 BRI
IHBE TS, BPAOFIMAEZ T DB B3R5 5,
o XTI, sevofluraneld i N VDAL TN 2 H I ARRIE Ch s, O &I,
ZOSERICHOIEN—EL TV D,
e SevofluranelIZfbaE FWV TV AZIZ LV G-SH, IR AZIVD (W ABREREER)
o T TIFI995FENBARFESIL TS,

OLREMVE 2 —DRFHRER
o RIRIE, DHAENFETEE T IR (FEE RIS C THRRD) &2 Rl TWDIEIREE RS ND,
BERIROG &, DIBUR T 0 ME IRICE DA 0305, mERIRIE, O EIER L
TLHIeD DY HROA LB — R a Al TRE T HIENARETH D, HEED A Of

11
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JEIFE DBEEHTHERIVIGDDS, X7 EBRED /N T, (DO S KA KK KOV
FAIMR IR FE DD, WA E —HBOEPREDIAT HBMBDOEF LD EV,

o Lt a—L7zWii T, sevofluranel i D 14 COMIFERITIL, /NETORARDIEHIZ
DOWTFRERSI TV, WHTEFRTIE, XV AEBRED /N TOE ERIRDOY A IZIE
B TR0 E OO, #IEFFIR BOH D72 O WEFI 2/ N TOVAZIZ SN TCEFEHE SN
TEY, ZHUCH T AEEREO /NN E ENLHEE 2 HND,

o LE=a—L7RfAiT, Health Canadal®, & v AEfEEED /N T dDsevoflurane B E AR IR DIE
Bl S 1352 T Tuieio 7z, Sevofluraned Je 38 it D HLIEAR 375, sevoflurane& d BiE A
o b h 4 ENTOX T AEGERED /N TO R ERIRA A S s,

o KLY 2—DfER, XV EGERED /N Chsevoflurane B IR IRE Ry 7 LTl T2/
SN OMRFES Tz, ZNHDFR ST, JEFERE OBEBEOWT IO R THIRARH -
723, Z0 AEMGERED /N Tsevoflurane BB AR RS FE BL T2 FIREME 3 8D Z LDV Tk
FAL TV, LE 22— KT, B X OS5 EHIE, Masa7a/NREH], FrllmiR ihlE®s o
Z/NRERTORIROYAZIZEIL T, KE B L ORI OLTF [FEHREZIZFR T Th o7z,

OfbimLiEE

o T RTDO/NRIZHNT, sevoflurane D i HICHEIIRIROD YAV 2B T X&ETh D,
Sevoflurane DAL 1E#H CI, HEFEZ/NE, BIUMRIEEOHH/NETORAIRDY RS
IZE KL TWD, FERIT, X7 AEGERED/NE TOBRIROIE T DOV CRLHE T 5729,
AT ThHD,

e Health CanadalZ4#b, U4 i TIRIESIL TV DT CO RS E R L L [RIAR, I 7E
B E S a R E - S 9572%, sevofluranelZ 58 E GE MO =XV 7 %Akt
T 5, ZOVAZIZBAL TR AN R E SV G DI, U248 B2 2 A L) — 258

5T ETHD,
IAF®
©Sevoflurane (EAR T VT, Ak —T L RS WO BRI [N FETe 5 Ak 3858
%
N F
E
F/\O F
F F

12
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[WHO]

eVigiBase TREINREMT 7 v
Signal

WHO Pharmaceuticals Newsletter No. 2, 2015
1HA H :2015/05/04

http://www.who.int/entity/medicines/publications/Pharm_Newsletter2 2015.pdf?ua=1

(P LK)
O WHODY T F T2 T

WHODERICE DT 7TV LT, oA FHEFGRLHHEEMEDOR ORI (ZDOREEIZ>
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