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2015 £ 7~9 FIT# T L7 TR B3R 5 2 2RO BEE
Postmarket Drug and Biologic Safety Evaluations Completed from July 1, 2015 to September

30, 2015
Surveillance
WENH :2016/01/21

http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/ucm204091.htm

(Hekp)

AHANCIE, 2007459 H 27 B DAREIC 53K

F5 (NDA) A5 OV ) U 7k 3R

##(BLA)®

(ZHEDEARRSNIEI ML, FDANZ A EFRMEICHONT, EITPRBIUETL

7= TR A% 22 A M B OB B A2 LU VA S,

OB ESN - E R

B2 DR FE4
ZhEk 4 3 FOEST
NSt FE T R R B il
AFAEA B
Mirvaso (brimonidine | 187% LA £ @ B A1 ﬁ%%%%&%b%}%?@ FDAITHLHIHE 8 D3 FE)
tartrate) S S L | B HIES I | YREOREMRHIERT | mpopr s, i
NDA 204708 H O R (— il | PFESIIC: DE AN R EEE D
August 23, 2013 TRV SLEED 5 | IBESUS AT 5,
R WKL, RLEE, VSR

SR

F &

c 27 R BARE

BRI VR & — 3k

+ 54 B M A
Brisdelle (paroxetine | B 15 i pie ~ | IRELEMOATE I G | mupte oo bt i 2ok
mesylate) 77 7% /L T 00 o B By | DRPESIV, IR,
NDA 204516 TEIR DR

June 28, 2013

New Drug Application

Biologics License Application

C THRR ZEMEREAMIE, AGEADI8H A, E3 M ME LT MELEED, WPN B S TIThiLs,
SEHNRE IR S S [ KFDA]Vol.9 No.01(2011/01/07) # & /a, (BRYE)

AL TIEISDRTHLN, ZZ TR R E SN BRI B KO 72 2 M R R

TESII2o 7128, B TR E AN ER SIVR O RS L | 243 ThlloFR & LTz, GRIE)

potential safety issue
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OB - R 2R ESNRD -T2, B S CHEIEBESEREN RV EIRKGC

e DR TER (ARG AL
NDA/BLAE %
AFREA A

Breo Ellipta (fluticasone furoate/vilanterol trifenatate &) % 11 W A /7 42— *
NDA 204275 (NME)*
May 10, 2013

Fetzima (levomilnacipran hydrochloride) £ ixh 7"t /v
NDA 204168
July 25, 2013

Minastrin 24 Fe[norethindrone acetate/ethinyl estradiol =77 /L il & i (248 ) Lferrous fumaratese
(48E) DA A DHE)

NDA 203667

May 8, 2013

Suprax (cefixime) 7 7 /v
NDA 203195
June 1, 2012

Tivicay (dolutegravir) % 1 §&
NDA 204790 (NME)
August 12, 2013

Trokendi XR (topiramate) #%& 14 e 7 & v
NDA 201635
August 16, 2013

Zohydro ER (hydrocodone bitartrate) #: i 7" /v
NDA 202880
October 25, 2013

Zubsolv (buprenorphine hydrochloride/naloxone hydrochloridefit &88) & T #& (11 e AR EEEE)
NDA 204242
July 3, 2013

*RiTIEID [ 20154F4~6 A 1T T L7z IR 1% 155 3 i 22 A M 3TAM O MR 3 ) (128 35 22 4 A7 ¥ [ K FDA]Vol.13 No.14
(2015/12/03) ) 37 7T —h&i, ZOHE B NBMSN T\, Z2IZBRRLZ, GRIE)

F New Molecular Entity: #1425
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Drug Safety Labeling Changes— December 2015

FDA MedWatch

1HA A :2016/01/13
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm480758.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFRFURTER T, RICIFEIENA SET @ AT OY AMARL T4,
%5 : BW (Boxed Warning) : #:#H A2 C (Contraindications) : 8=, W (Warnings) : 245,
P (Precautions) : fi §_E® 7 &, AR (Adverse Reactions) : BIIfEH,
PPI/MG (Patient Package Insert/Medication Guide) : 53 F &

KER A (—4) BETENT2HH B
PPI/
BW C % B AR MG

Avonex (interferon beta-1a) o 0
*Cases of thrombotic microangiopathy (TMA)
Betaseron (interferon beta-1b) o O
*Cases of thrombotic microangiopathy (TMA)
Clolar (clofarabine) Injection O O O
Exparel (bupivacaine liposome) Injectable O O
Suspension
Extavia (interferon beta-1b) o O
*Cases of thrombotic microangiopathy (TMA)
Farxiga (dapagliflozin) Tablets o O
*Risk of ketoacidosis and urosepsis
Glyxambi (empagliflozin and linagliptin) Tablets

. L . O O
*Risk of ketoacidosis and urosepsis
Iclusig (ponatinib) Tablets O O
Invirase (saquinavir mesylate) Capsules and O O
Tablets

A FDADAEYATD 1T, FEKSLLZ IV 7 TEHILICED, K EIRLOFREETICEATH3EMIEmY A MCT 2
TR TED, FHERT AT, SETINHE R, AEE, e, B2EOHTOHHEIIEHIN:
ZEMIEROTREE RLZENTES, RPO*L, BEOBL CRIUEREET BTz b% 73, GRIE)
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Invokana (canagliflozin) Tablets
*Risk of ketoacidosis and urosepsis

Invokamet (canagliflozin and metformin HCI)
Tablets @) O

*Risk of ketoacidosis and urosepsis

Jardiance (empagliflozin) Tablets

*Risk of ketoacidosis and urosepsis © ©
Ortho-Cept (desogestrel/ethinyl estradiol) Tablets O
Oxtellar XR (oxcarbazepine) Extended-release
Tablets O O O
Plegridy (peginterferon beta-1a) o O
*Cases of thrombotic microangiopathy (TMA)
Rebif (interferon beta-1a)
O O

*Cases of thrombotic microangiopathy (TMA)

Synjardy (empagliflozin and metformin
hydrochloride) Tablets @) O

*Risk of ketoacidosis and urosepsis

Xeljanz (tofacitinib) Tablets O O O

Xigduo XR (dapagliflozin and metformin HCI
extended release) Tablets @) O

*Risk of ketoacidosis and urosepsis

Xolair (omalizumab) Powder for Injection O O
Zosyn (piperacillin and tazobactam for injection) O O O
PPI/
BW C W P AR MG
Astagraf XL (tacrolimus extended-release o
capsules)
Dexilant (dexlansoprazole) Delayed-Release O
Capsules
Prevacid (lansoprazole) Delayed-Release Capsules O
and Orally Disintegrating Tablets
PPI/
BW C W B AR MG

Avastin (bevacizumab)

Fuzeon (enfuvirtide) Lyophilized Powder for
Injection

Gilotrif (afatinib) Tablets

Olo0| O |0

Metronidazole Injection, USP
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Remeron (mirtazapine) Tablets and Remeron O
SolTab Orally Disintegrating Tablets

Taxotere (docetaxel) Injection Concentrate O
Vidaza (azacitidine for injection) O

Vol.14(2016) No.05(03/10) RO3
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eNicorandil[ ‘ Ikorel’ ] :3BBAPHEDVRI DIz 5 H%ITPRIMEDH RINIKL T

Nicorandil (Ikorel): now second-line treatment for angina - risk of ulcer complications

Drug Safety Update Volume 9, Issue 6, January 2016

A H :2016/01/21
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/494147/pdf Jan 2016

-pdf
https://www.gov.uk/drug-safety-update/nicorandil-ikorel-now-second-line-treatment-for-angina-risk

-of-ulcer-complications

Nicorandil OHELE I 1E2ET L, nicorandilz % E B LED S R L 522180 D,
Nicorandil D FHZ U B A FEBL T2 FTREMED BV, nicorandil D A T IE L 72> 754,
BENEITLUCAIHEICELZ LR H D,

OO0

OEFRENEFENITIBE

o LEBLLIEDTRIE~Dnicorandil O 13, 55— IR (BEEWIEE, /L0 MEHIHRLE) T
Pl A4y b — L CEARVERE, 138 —RINIKIC R Th N BRMED RN
FITRDHZ L,

e NicorandillZ g, ki, HOVNTARICE /GG A | SR T ZE083HY, BRSNS EITL
TERAL, i, BEFL, ML A RS D,

o {BIEMHBLLIZYA 2 iEnicorandil O HZH 19528, ZAUZIOBIESEET 255
21, AOWHIEAO G2 R HE ORI Z R T DL,

o Nicorandil, 35X OMBLOD [ HE 5L LD BIE AN EE DIV A I 3 AT E R IE, 5l&#exYellow Card®
AL TS T528,

A Yellow Card SchemeBI/E A>T 8591+ http://www.mhra.gov.uk/yellowcard
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OEFDIAY

Nicorandil D I IZ LD TEIB DA 8 BT, WL (FHICIEEL) B, RS - Rl - IR GF
HICENTRB) “Th o,

SE[E O I 5L F B A P [E IR G AV E AR B P SRR 7 L — 7 B s LOVEU O I 355 A A R
BN ERL 7L B a—I2hE-3%, nicorandild VA B4 A HESE S kFT SNz,

OYRZR T

FAS MR BB D BB 1T, L ACRIB R ILDY R 3D L% 2 B, Aspirin, FEAT AR
PURIESR, HDVITRIE T E AT v AR &nicorandil L OF L7554, BIGiEE, 2240, HDVIEH
MOVAT R EED,

ORBM B LCHBLETOHIM

BB, [ — B TEEOEMICEBRTHIE08HY, FEROBER I, HDHVIX
W2 NFBLTB55 0105, 1EEIInicorandilZ 6 F O L ORHHCTHLEZ2 ATREME R HY,
BHAAD D DR T % THEE V1S5,

OR #

Wt S A7 B RIS OIEFI DIZIEI 53 DAL TEE Th D, Nicorandil DFE IR 21851,
BT E G0, HEROIBIRITZZ L2\, Nicorandil O FIZFEHTEISE O ME— D IEHRIEI,
nicorandil D &1 1k §- 528 TH D, BB OTEMIZIE, FIEEISU T, Bul Mo H %
B LHIENHD,

MO BT 7o HdE
e Nicorandili X i ig & iE B, BLOVEMEMKIERE CIIEEZTHY, E/oriociguat’e & d
AR T = VL 7T — PRI SO LT3 b (B2 5 B X OEH Lo EE o
423013, nicorandil DR HEEE A )
o L FoHA ZiEnicorandilOff A HEICfTHZ L
- DAR4RE (New York Heart AssociationSHIEEE7-121IVES)
- Jva— 26U EKFERES (GBPD) KIRSED B (AMNES BB VIRDYAIEE R
THIL)

B T =HBE LT ABTVINLL E~1TF AHTZ0 LA,

C THEHICENIC) = BELT AHT-DLAKTS,

P Commission on Human Medicine

Pharmacovigilance Expert Advisory Group

F http://www.mhra.gov.uk/spc-pil/2subsName=NICORANDIL&pagelD=SecondLevel

€ New York Heart Association : \LxEERE S48 : R DUE A DI HE DOIVIE £ T8, GRIE)
M glucose-6-phosphate dehydrogenase

E
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- Dapoxetine'Zff Fl th o> BB GEENZIHIEAME R0V 202 BT 5H2L)
< WY MEER LR SELHMOEIELEO G (Frlo T EE~BHEOBHEREL T 548
&)
o WETEN-HELEIZIAUE, BE DK IIGNC T, H K T40 mg 1 H 201 FCH &4
HIENTED, W OIRFEHAREIIINETEY, 10~20 mgz1H 2[R THD, FrlZEEE
DT WVAEE T, KA EDS mga 1 H 2B BERGTHZENTXD,

REEE R
e 2015411 A 10 A £ CNicorandil [ ‘ Ikorel’ ] D BYE ¥ E I L0 RITEIN - EREFE ML
&\__.

https://assets.digital.cabinet-office.gov.uk/media/566ad3e140f0b6036900001c/Nicorandil_DHP
C-uk_local_version-print_proof.pdf

* 2015456 A5 H fFCEMAM SR EH172, Nicorandil & A L5 DML IEHICEE 5L B a—
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/lkorel_and Da
ncor/human_referral_000387.jsp&mid=WC0b01ac05805c516f

OHETIERMZEMER
[7 147 FHPRA]VO0I.12 No.21 (2014/10/09) 1Z7)>,

IAITER
©Nicorandil (=27 2L (JP) , FEEEA, KT /LB 03K, BeliE i 3K
EIN:FEoE0 MBSk FE5e
O©Riociguat (VA7 7k, AlEEMES 7 =)Vl 77 —F (soluble guanylate cyclase:sGC) Hill¥47,
it v S VRS [EI N R 7e 0 AL R
MENTY, MEEAI L ONOML5A| (=ha s VD, SRR T IV, MRV Y LER, =aF
DVE) IR EOREH DY,

' SSRIGERIRAS =" FEVALLER) THAH)S, HARTIIABSNL TR,
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iR AT N A u Jul SR IR  HEERIBEDY 27 Z F] A

Summary Safety Review - Oral FLUOROQUINOLONES - Assessing the Potential Risk of
Retinal Detachment

Safety Reviews

1B H :2016/01/08

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

OEERAYE—V

o RATNABF LRI, HIERAEOTERICHNONOIEE THD,

e Health Canadald, £ 117 /v A a /oy R3O SR BEA BEE 32 Al a2 B L 2013
FEITHEILE 2— 21T 7200, TOBRBLN-HT- R T o A% li¢ 5720, etk
Ea—074a—T v 7 %L1z,

e Health Canada®> 7 4+ —7 v F LML E 2—DfE 5, B ST, RO 7/ A ax Jor R
DOAE A SRR BEDN B S 2 FTREME A E T D &IL TERW S L7z, MR TR
BNV THLHIEND, AT A nx /nr RO FRAWETL, #A7/L
Fux/ay RIEOM P P EIIENZRICRTEEEN I LGS ITBRICEMDOD 4
BT HMEMENRS LA T DI, LE a— DR Rae= T TG LT,

Ot =

A7V ArFx  ar RIEOM AN BEE L@ RIBE DY A2 ON T T 4 —7 7Rl &AT
H72®, Health Canadad % &ML = — 35 S417z, Health CanadaZ’fiilalfT~7= 22 &ML
Ea—AT, AT A R ar RO IO MR HIBE DY A7 BRETSIIZA, ZOREET
I, A T2 T VAR RLIL TV A SRSV, TORIELE 2 —LIRE, 0714
o/ al SR IO I BEE L 7= RO Y A2 L TEL O RN FERSNI=ZEnD, 4
D7 A —T v T BV 2 — 5 FEi T 5L/ o7,

HER I, MR R B A AL QUL DGR R B DI H S D 2L THY,
PRI LEDR, FERIT, FIBEO ST OB 1T L > TRARD, MAIBEHBEAE = > 7=l DR TD
FRIUIE RN 298K, B, BE, RO IR ONFIEL QDI RZDIER) , JEAUE (11
FUZPDED I 70 D3 RADIER) , HEF KB (B ORI EIL— IRV —T 37
TN R ZDIER) 708 T, RN 252 2R THI LB D, HEEHIEEIRCEIR B LA
7RSIVTEY, K el R E LRI 2T, BHHIZH LT A0 ERSHD,

A EIR 22 MERE [ )4 Health Canada]Vol.11 No.17 (2013/08/15) %5 14,
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OHFF TORERRE
o AT BFR T RIT, MEIEGL ORI (FUEHE) LU T, FrIZERAROUWAR A5l
FRARDBYDOIRRIILANB N TND,
o WX TIER AT VA RF /o RILNSFFHEDHY (ciprofloxacin, levofloxacin, moxifloxacin,
norfloxacin, ofloxacin) ®, ZH ZHIRTE LN H725,

OREMLE2— DGR

e Health Canadad A [AlDOLE 2 —WF ST, B FHFENTHE, RO 704 ux /ar R3ofH H
(2 R L 7= MR B D S 51 2331 i i S TP, I A EN TOZ LD ENDIL, 7
VFmS Ja RIEOME ] EHEERIBET B O K R BRI E TEAeh o7z,

e Health CanadalZL54 EIDOLE 2 —If T, B HFEITIE, A7 4 ux /o m3E o
1683 P2 B L 7 A B 0D i 05113 2281 B A S T v,

o KM IC2M (4O DB A ETe) T, MEHBEORIUIT VA vx a R IKOfF
(IR¥ESE T#%8~365H ) L5V BE N A HNAH D RESNT,

OB LU E
e Health Canada® 74+ —7 v 7L MLE 2—DfE R, BN ETlE, 704 u% o R3k
DA LRI BE DI BLE DBIE A I E T 52 LT TERW SRR LT,
o MABCHIBENREIREBTHHIEND, AT Ak /n REOR G FREWETL, &0
T A aR ya RIEOME R IE % ICRR EE SR B2 5E I TR R ER O
DAL T OB LI EE TR T DL, LE 2— D REZ T TRIE LT,

el

1) Etminan M, Forooghian F, Brophy JM, Bird ST and Maberley D, (2012), Oral
fluoroquinolones and the risk of retinal detachment, JAMA 307:1414-1419.

2) Chui CS, Man KK, Cheng CL, et al, (2014), An investigation of the potential association
between retinal detachment and oral fluoroguinolones: a self-controlled case series study, J
Antimicrob Chemother 69:2563-2567.

3) Eftekhari K, Ghodasra DH, Haynes K, et al, (2014), Risk of retinal tear or detachment with

oral fluoroquinolone use: a cohort study, Pharmacoepidemiol Drug Saf 23:745-752.

B Etminan® LA Taatifloxacing 7 /LA 0% /iy BRI L L THIES 120, o7 v Fn% ar F
SO ELITRFT L, 72721, £ D gatifloxacinid b4 Tix2006456 A 29 H BRI FESIL TR0,

C ALV E 213, BT, EYSG, 1 ERAOR SRS, 12 ERNATOT A EX S a
FRIEOMHE BT 2 AR EITH DN T ToT,

P B F TOHAEIL T RLodCanada Vigilance Online DatabaseD V1 N TR T& 5,
http://www.hc-sc.gc.ca/dhp-mps/medeff/databasdon/index-eng.php

E - FES T O ITEUdraVigilancedD T —F X — X TR L=,

F ZORRIANT T R TEMRL TODEHO TR, B HET & F72 k% Health CanadaZsi#RL7=HDTHY,
LML 2 — i S CORFIE WA IR T)D,
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4) Fife D, Zhu V, Voss E, Levy-Clarke G, Ryan P, (2014), Exposure to oral fluoroquinolones
and the risk of retinal detachment: retrospective analyses of two large healthcare databases,
Drug Saf 37:171-82.

5) Kapoor KG, Hodge DO, St Sauver JL, Barkmeier AJ, (2014), Oral fluoroquinolones and the
incidence of rhegmatogenous retinal detachment and symptomatic retinal breaks: A
population-based study, Ophthalmology S0161-6420.

6) Kuo SC, Chen YT, Lee YT, etal, (2014), Association between recent use of fluoroquinolones
and rhegmatogenous retinal detachment: a population-based cohort study, Clin Infect Dis
58:197-203.

7) Pasternak B, Svanstrom H, Melbye M, Hviid A, et al, (2013), Association between oral
fluoroquinolone use and retinal detachment, JAMA 310:2184-2190.

S ETIEERLLLMER
[ 774 Health Canada]Vol.11 No.17 (2013/08/15)

HAIER

O©Ciprofloxacin (v 7'm7ufxH¥ o, gL 7 r7 a4, Ciprofloxacin Hydrochloride,
Za—F /R ERPTER) EWN T sk FETE T

O©Levofloxacin (LR 7 a4 k¥, Levofloxacin Hydrate (JP), ==—% /0 R A PLE
FEVEN FEoE0E MESh  FE e

©Moxifloxacin (B 7 a4 U HEEeE, Moxifloxacin Hydrochloride (JAN) , == —% /1>
RE AP FE) EN JEoE 0 VESh e

©Norfloxacin (/L7 a4 (P), =a—F /a AR PUIE S [EN  RIEH I e

©O0floxacin (A7 43 (P), ==a—3F /0 ZARRHUE ) [EIN  F 580 HEsh FETew

O©Gatifloxacin (7 F 7 a4k Fi¥y, Gatifloxacin Hydrate, ==—3 /. & & i 3K [E
N FETEHE SN FE TR
SIE PN CIRE H AN 2w (20084 Ak 52 H1 1E) o sRHRAID 72,

11
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