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[ >kFDA ]

o#% 0 ketoconazole: EBERBIVEF DVAZ D=0 WA EERRBR CHERALLRVWIOBE

FDA advises against using oral ketoconazole in drug interaction studies due to serious
potential side effects

Drug Safety and Availability

1B H :2013/10/16

http://www.fda.gov/Drugs/DrugSafety/ucm371017.htm

FDAIT SRR ZE L FE2 1T L, SR B./E 3R Tk A ketoconazoleZf FH L 22 IOl
T 5, BERNIFREECRIBEEZ S SR REMEN S 729, #% 1 ketoconazolefd FIZU A2 %
P, FIFEM AR AAFE BRI Mo 58 7)72CYPIARRLF H MO I FTRE T D,

201347 A 25 H IZFDAIZ, ketoconazole[ ‘Nizoral” 1#% A SN C, Ml ift 4775 B i &
IR F VDU TE OB B IBYLE "D IR T O 5 T, B OFIE E ORI DSR2 A O I Tl
FI IR L7, & M ketoconazole s FJ¥ O P H LRI i B A A ST BZNNHHZE, £
T DER G E D FANEAE M 25 | ST /MDD L L0 D, SEIDOHEIZE T,

PBRINZ LIS DOCYPIAILEHKIC L > T T2 8% T3 5720 O 3R B R
T, #% [ ketoconazolel T /172CYP3ARLEIE L THWOI TET, ZOMORBRNLELNDE
WX, EFRIEFEEDHLIEFNZCYPIAILEK LD TG T84, ReEtkicBT2#EE
FRZGET DU EDN S DD EDRIE T DRI D,

Ketoconazole® 3 HH BAEFHFRER D 2 <13, HEFEARPBRE 23 I E i S415, Ketoconazole
OFFE IV EEZRBIERN AT D AREERSHH LMD, #5RFH % ketoconazole | Z ik #& S+
RSO BN T 5, $EWFE ABAE AR C i E i H S35 #% M ketoconazoledd H & (200~400 mgod
R EE G, F2131 A a5 TR 5 B ) 13X, MFREEEBE T2 HBEOFANTHD, KWl
HAERMEBRCIX, 7 /172 CYP3AFHLE 3 L L C, ketoconazole (Z 1% > clarithromycin & 7= 1
itraconazolez F\ 5 ZHOFDAITHELE T 573, ERIRFUERTE Y F 13D 50 7) 72 CYPIARH F 3K D i A
HIRFTTED,

R E

e FDA Drug Safety Communication: FDA limits usage of Nizoral (ketoconazole) oral tablets due to
potentially fatal liver injury and risk of drug interactions and adrenal gland problems
http://www.fda.gov/Drugs/DrugSafety/ucm362415.htm

A T30 Drug Safety Communication [ZZAuE, 7IARBAIE, a7 VAT AJE, LANSTATIE, BEOHEEIE,
BLORTars D AT A EEE T, GRIE)
B http://www.fda.gov/Drugs/DrugSafety/ucm362415.htm
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B2ERBRR

¥20134E10 A 10 A F THEMTGAIL, ITFEEY 22 D= bketoconazole[ ‘Nizoral” 1% F #2741 (200
mg) DHEFGIE 1L 2 BEEFH DE LT 2 e a2 TD,
http://www.tga.gov.au/safety/alerts-medicine-oral-ketoconazole-131010.htm

><2013$11H 12 H i C==2——7 > FMedSafeld, AFFEEY 27 D7~ ketoconazole[ ‘Nizoral’ ]
% 1841 (200 mg) OFLEN IS -2 L@ E L TD,
http://www.medsafe.govt.nz/Projects/B2/2013/oral-ketoconazole.asp

OHETIERLLZEMER
[ 7% Health Canada]Vol.11 No.16 (2013/08/01), [3£MHRA]Vol.6 No.09 (2008/05/02)

IAFH
©Ketoconazole (&7 h= > — )L (JP), A3IX YV — )V RPIEFIE) [EN 3B F I R0 5%
S [E N Tl ketoconazole D% 1 AN ZARFE STV
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[ >kFDA ]

eEzogabine[ ‘Potiga’ ] : MR H BI UV R EE AL OBE

Potiga (Ezogabine): Drug Safety Communication - Linked To Retinal Abnormalities And Blue
Skin Discoloration

MedWatch Safety Information

1HA A :2013/11/01
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m349847.htm

FDAIZ, ezogabine[ ‘Potiga’ ]I DU \C, MEIREF IS IO EE MDY A, 7B NIRRT ek

O AREME (LA BT R TKBtEDBZ M 05) Tl 5720, BN CEOLFTEER L, &
RISV IRAT SCEITIE, MRS DU AZ B D872 Ml 45 3B IS Cund, FDAK
TAMAFENE DA SE %U‘Tﬂﬁ@%\@%{ii) S ZEN IR o T2 BT, Dy OIREICLD
RRT 4w RN AT % ERIDEAIZIRY [ ‘Potiga’ 123559, Bi57 5,

(ARG


http://www.tga.gov.au/safety/alerts-medicine-oral-ketoconazole-131010.htm
http://www.medsafe.govt.nz/Projects/B2/2013/oral-ketoconazole.asp
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm349847.htm
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FDAIZ, i ivAdEdezogabinel ‘Potiga’ JI2LY, KIENE AU AT HEEHIC, MO
FEALE LT HIRO BT NRBLTHIBENN DL E R —RIB LT 5, RN T, 2
NEDZEAL N AL M TH LI R THDH, FDAITRLEZE S LHLF T, ZTHHEDFERICOVTE
SITHRT D720, AFATREZR T N TOF MO WL LFHRIZERV A TS, FDAIL, Hric/2f
WAFONAVUT T A E R — RIS 5T ETH D,

O x
[‘Potiga’] 1%, 185 LL_E DR A T A A BE TOE S AR ME DM Bh R EE (D HUT W iLA
I BT 2 L CTRRSN TS, MO (B3R 2L ITR 38 R a ) B R
f“ BEDIZEZTBZNNHD, [ Potiga’ 10 FIZ LV HBLL 72 HEIEO @HE LA EEL
SIEEZTDENIIRIEAHTHLD, FANDOBE TIIRNOK FRHES WD, MR
DIEBNCIE, A AZEDRVERLBIESIL TS, FEE ARHRESNIER T, F&
LTHEBRZOEM, H5WIEFREITRIBONRICHE AOABILEPEZS>TNDN, Bk
%%ﬁﬁ‘ﬁﬁ%ﬂ;‘&ﬂfﬁtbf:f Blb S TND, FIROBRBECHRIEFE RO ZE A Bl 22 S
NCWD, ST, [ Potiga’ ICEDIREBRMA L AF THRBLL TR, K0 RINZHEL
L7zflbéd o7,

O &

ZOHF TR AVEIERAEIEL, [ Potiga’ & H T2 9 X COBEL, EHBHLAR, BIO
A BIAR L B, IROMEEZZ T HRETHD, REICITHRDRELIREDOILREEL S
DHNETHY, SHITEIIRE M SR (FA) A, ST IR (OCT) ®, HABFHIE, MirEX
4 (ERG) ‘2 Th X, IRICERENRRDO BN, OB FRIREN2 VB EEERE,
[ “Potiga’ IOz H (LT R&ETHD, BEILELANBBLIGE, REBEE~DOL T L EHA

IZRETT & TH D, [ Potiga’ ]%fﬁiﬂﬂbfb\é%%‘i fﬁﬁ@ﬁﬂ: FTAE, TURZRE S

DEENFELT GG, Y OEREFEEICEOIGER T & ThHD,

BRI Y O ERAEFE ~ O LIC [‘Potiga’]@ﬁﬁﬁéﬁljt*ﬁ\%'ﬂi@b‘o BT
EHIELIEGE, FRERIEOFIRRE, EE CAMEE N TIEFRENE S A REERH D,

RIS LIBAE TR, [Potiga’ JOfl IZ B L 72 A FH R LCRIEH 2 FDADMedWatch
LEVEN A EERWE T 0T LI DL T 5,

B
e FDA® 2013410 H 31 H ffDrug Safety Communication: FDA approves label changes for
anti-seizure drug Potiga (ezogabine) describing risk of retinal abnormalities, potential vision loss,

and skin discoloration

A fluorescein angiogram

B ocular coherence tomography

€ electroretinogram

P MedWatch A FA > DA hitp://www.fda.gov/MedWatch/report.htm
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http://www.fda.gov/Drugs/DrugSafety/ucm372774.htm

* FDAM20134-4H 26 H f-fDrug Safety Communication : Anti-seizure drug Potiga (ezogabine)
linked to retinal abnormalities and blue skin discoloration
http://www.fda.gov/Drugs/DrugSafety/ucm349538.htm

BEER

3% Ezogabine[ ‘Potiga’ 1D & D s+ 3L Medication Guide (R AT EEIR LA AR) 13 Fig+
AN
http://www.accessdata.fda.gov/drugsatfda docs/label/2013/022345s006Ibl.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM259619.pdf

IAITER
©Retigabine [Ezogabine (USAN) , HLCADA K] HESL : FETE T

Vo0l.11(2013) No.25(12/05) R03

[ %k FDA ]

¢FDA/CDER (Z X5 Z&MIZ BT 2R RWETOBE (2013 £ 9 A)

2013 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—September

FDA MedWatch

1#F A :2013/11/01

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm371272.htm

CORETIE, FEE LRI OV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFFURTER T, RICITEIE A UET AT OY AMAIRL T4,
i+ : BW (boxed warning) : #uffl 4%, C (contraindications) : 5=, W (warnings) : %45,
P (precautions) : ffi F _EDiE ., AR (adverse reactions) : &l {EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : F&35 F 1% %,
PCI (Patient Counseling Information) : 2% 17> &Y 7 & #H

A FDA DAY AL, FEILLEZIV 7T HLICRD, FEIRNOFRUETICRTL2EMB R AT
IR ATED, FEHEHRY AN CIX, ETESNZHE &N AL, B Ass, o, EOIE TOPREIX
FH SN BB ROTEIHE RAZENTED, GRIE)


http://www.fda.gov/Drugs/DrugSafety/ucm372774.htm
http://www.fda.gov/Drugs/DrugSafety/ucm349538.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2013/022345s006lbl.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM259619.pdf
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm371272.htm
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KERE A (—Hk4) PPI/
BW C MG

Arzerra (ofatumumab) Injection

CombiPatch (estradiol/norethindrone acetate
transdermal system)

Potiga (ezogabine) tablets 50 mg, 200 mg, 300 mg, 400
mg

Rituxan (rituximab)

Tasigna (nilotinib) capsules, 150 mg and 200 mg PCI

GG ICINORRONIC

Tygacil (tigecycline) for Injection

Accupril (quinapril hydrochloride) 5 mg, 10 mg, 20 mg,
and 40 mg Tablets

Accuretic (quinapril hydrochloride/HCTZ) 10/12.5 mg,
20/12.5 mg, and 20/25 mg Tablets

Altace (ramipril) 1.25 mg, 2.5 mg, 5 mg, and 10 mg

OO |0 |O|O|O|O |0 |0] =
OO0 |0 |0|0|0]l 0|0 |0

Arixtra (fondaparinux sodium) injection

Janumet (sitagliptin and metformin HCI) tablets, 50 mg/

500 mg and 50 mg/ 1000 mg MG

Plasma-Lyte 148 and Plasma-Lyte A pH 7.4 (Multiple
Electrolytes, Type 1, USP) Injection

Septra and Septra DS (Trimethoprim and
Sulfamethoxazole) Tablets

O]O0|0O0|0O

Suprane (desflurane, USP)

Olo|lo0|O0]O0|]O|10]|0O

OO0 |0 |0

Apidra (insulin glulisine [FDNA origin]) injection PCl

CellCept (mycophenolate mofetil)

OlO0]O0|O|]0O|O

Biaxin Filmtabs (clarithromycin tablets, USP)

Biaxin Filmtabs (clarithromycin tablets, USP)

Biaxin Granules (clarithromycin for oral suspension,
USP)

Biaxin XL Filmtabs (clarithromycin extended release
tablets)

Gemcitabine Injection 38 mg/mL

Golytely (PEG 3350 and electrolytes) for Oral Solution,
1 Gallon and 4 Liter

O
O

MG

Jentadueto (linagliptin and metformin hydrochloride)
tablets, 2.5 mg/500 mg, 2.5 mg/850 mg, and 2.5
mg/1000 mg

O
O

Myfortic (mycophenolic acid) Delayed-Release Tablets

Nulytely (PEG 3350 and electrolytes) for Oral Solution MG

Plavix (clopidogrel bisulfate) 75 mg Tablets MG

Prograf (tacrolimus) Capsules, 0.5 mg, 1 mg, and 5 mg
Prograf (tacrolimus) Injection, 5 mg/ml

Remodulin (treprostinil) 20 mg, 50 mg, 100 mg, and 200
mg for Injection

O]O0|lO0]0]|0O
O]O0|l0O0]0]|0O
O

O PCI
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Terazol 7 (terconazole) Vaginal Cream, 0.4%
Terazol 3 (terconazole) Vaginal Suppositories, 80 mg O O
Terazol 3 (terconazole) Vaginal Cream, 0.8%

Unisom SleepTabs (doxylamine succinate) Tablets,

25mg O
Vimpat (lacosamide) tablets
Vimpat (lacosamide) Injection O O O

Vimpat (lacosamide) oral solution

Zometa (zoledronic acid) Injection, 4 mg/100 mL
single-use ready-to-use bottle and 4 mg/5 mL single-use @) @)
vial of concentrate

Zosyn (piperacillin and tazobactam for injection, USP)

Zosyn (piperacillin and tazobactam injection) in Galaxy O O O
Containers (PL 2040 Plastic)

Anzemet (dolasetron mesylate) O O
Bosulif (bosutinib) Tablets, 100 mg and 500 mg O

Dextrose 5%, Sodium Chloride 0.2%, and Potassium
Chloride Injections

Potassium Chloride in Dextrose 5% and Sodium
Chloride Injections

5% Dextrose and 0.9% Sodium Chloride Injection, USP
in Plastic Container

2.5% Dextrose and 0.45% Sodium Chloride Injection,
USP in Plastic Container

5% Dextrose and 0.2% Sodium Chloride Injection, USP
in Plastic Container

10% Dextrose and 0.9% Sodium Chloride Injection, O O
USP in Plastic Container

5% Dextrose and 0.45% Sodium Chloride Injection,
USP in Plastic Container

5% Dextrose and 0.33% Sodium Chloride Injection,
USP in Plastic Container

Diflucan (fluconazole) Tablets
Diflucan (fluconazole) 1V O
Diflucan (fluconazole) Powder for Oral Suspension

Makena (hydroxyprogesterone caproate injection)

250ml/mg O O
MoviPrep (PEG-3350, Sodium Sulfate, Sodium

Chloride, Potassium Chloride, Sodium Ascorbate, and @)
Ascorbic Acid for Oral Solution)

Neupogen (filgrastim) O O

Sodium Chloride Injections

0.9% Sodium Chloride Injection, USP in VIAFLEX
Plastic Container; 0.9% Sodium Chloride Injection, USP
in AVIVA Plastic Container

0.45% Sodium Chloride Injection, USP in VIAFLEX
Plastic Container; 0.45% Sodium Chloride Injection,
USP in AVIVA Plastic Container

Ringer’s Injection, USP
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KEmRL (—H4) PPI/
BW | C w P | AR | 15

Tobi (tobramycin inhalation solution, USP) 300mg/5mL O O

Vibramycin Monohydrate (doxycycline monohydrate)
for Oral Suspension

Vibramycin Hyclate (doxycycline hyclate capsules,
USP) Capsules

Vibramycin Calcium (doxycycline calcium oral O o
suspension) Syrup

Vibra-Tabs (doxycycline hyclate tablets, USP) Film
Coated Tablets

Victrelis (boceprevir), 200 mg capsules O

Alimta (pemetrexed for injection) for intravenous use,
100 mg and 500 mg vials

Inlyta (axitinib) tablets

Macrobid (nitrofurantoin monohydrate 75
mg/nitrofurantoin macrocrystals 25 mg) Capsules

Macrodantin (nitrofurantoin macrocrystals) Capsules

O|lO0O]O|0]|O

Xopenex HFA (levalbuterol tartrate) Inhalation Aerosol

Fortesta (testosterone gel) MG

Skyla (levonorgestrel-releasing intrauterine system) Pl
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[ EUEMA ]

eNicardipine #EK : FEICBE 5

European Medicines Agency gives recommendations on the use of intravenous nicardipine
Press release

1HA1 H :2013/10/25

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2013/10/WC500153122.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail
001928.jsp&mid=WC0b01ac058004d5c1

EMA/Z, nicardipineffiEiR D XK 7 4w MIAZIZBE T AL E2—%5E T LT, EMADCHMP
(= 36,5, 2 B4 M3, nicardipined i %, Lz B4 adtm EDIREK, IO & i E
DEFROIRE T RETHD AL, thooiE) S Tonicardipineff i O TS % HEREL
AN

CHMPIZEHIZ, nicardipineffEK D 5-13, JRBE £/ 134 TIER = THMEIZIVE RN
B EN () TOTHINETHLEEE LT,

Nicardipineffi: iR D% 51570 L, HELEHTEIZ DWW COFEMZ i MIT% R 75,

Nicardipine#iEik DLt = —1%, H[E CTnicardipinef# LR DY = 1V w7 AL O A& TR H 552
HEni=tk, EEEESIT (MHRA) OEEECTITHOZ, MHRAIZY = RkUy 78 MIZBIL, #2H
SN T — 2 DN FESNT S TORRT 4o MY AT Z W DI 13 A5 ﬂ%é:u\o@f*

AT, £-MHRAIL, nicardipine g A 23 5 O HE IR I I O EUMNE E TH ARSI T
6%)0)03, ARSI SN MBEER TR >TWAZELIERLTZ, £D 72D MHRAIL,
nicardipineffFARIZBEIL, EUSIR COL Y 2 —2 T34 52 8 LT,

CHMPIZE, AFRIFZECTHIRE 7 —Z 12K YnicardipinefiF ik D% @kﬁéﬁ@@if%“yx%
FEAM L 72 4& 5, nicardipineD FHERIANL, FrEOMRDL N CEMEICILWE Y2 ALE=HY T
EEBIMER LG A, ARem EIREIE CThD Efmm LT,

CHMP® RLEIZ A HEC (RN Z B2 ~E S, EUSIER TIERIH R T D& 25 B A& T E 0
BRsns,

OEBIEEHE RITFHEHR
EUSITOLE 2—D#E R, nicardipineffiLik DAL i RN EZT SN,
NicardipineFfFEIZ DUV THESES LA S XL T Ol Th D,

o HMmEENTAVEOEMEDIEET, FFILL FOBRE:
o HEMEDBhRME B I/ B ) PR

A Committee on Medicinal Products for Human Use


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2013/10/WC500153122.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001928.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001928.jsp&mid=WC0b01ac058004d5c1
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o RENIRAFEET, FEEFEMERRBERT A RNE THLEE, TP D ZTIIZI R
FHOIIRNEZ T BEWTHIZ LR L THER T 254,
o HEDIEIREIMEEAE T, OFEMBRERESHELRESN TORVWINEETHLE A,
o N1 & IMLEDTENR

NicardipinelX, —#OEUMME T, BREEFIZ N ZINK ML EZFFD7280, HAHWIEIMTH & i
JEDEBLC, LB RAER 2 MK N2 £ B O &I EOTREIZH Vit e, Znb
DOIEIRTDnicardipineD i 1L, BfFiF &b T — N F4370720, SHBHAERLZ,

B GARIZOWTI, nicardipinel XEFIRINFRBEIE AIC KV G- RETH D, HoicF s
BT, MEARRINCE =4 — LD, HEDO LB RETHD,

% A ~®nicardipineD £t I TE AL, 3~5 mg/iFD s CRRIA T R&ETH D, HEITZ
DD HZ LI TELN, 16 mg/RFa 25X Tldlewn, MED B EMEIZE) =%, H &2
T RETHD, - EEEEREEDH D EE/NE72E, REED B £ M T, nicardipinez K &
CTHEEIMFEH T RETHD,

NicardipinelZ- DT

NicardipinelX, I Zii#E <52 & Til+E% FiF 50 EFHK TH 5, NicardipinelI /L7 A
F v AR E L CTHER T 5, LD SA A S BED R MIICEDIA DI &Y
IAED | X S D, Nicardipinel ZABIEN ~D L0 A N4 3572, SEigfiE o
INAEDS L E S, 2 ORE B A3 kg 45,

Nicardipine & A [ 3 i O FFERIA VKRS TOBEUNBE [EIE, ¥ —, 7T, L7
BTN, FTH, BIOASNA ThHD,

OF/EITONT

Nicardipine 1 DL 2—1%, 547 2001/83/ECH31KRICHEDX, HEDHEHIZLD20124F
THICEMBENTZ, FEEEELTFIZCHMPICH L, XA T4y MURZ - R_F 2D 3 &,
nicardipine Ik D EUAIE T O RRFE A ZRIT OV THkRE/ZE B s 1IETED T L OV RIS~ & H
(ZBET 5 RARDRHETFE LI,

CHMP® RLRIZAHEC (FRINZE B 2) ICHR IS, 185 CECHEMIREEITO TIE Thd,

IAITER
©Nicardipine (=L M &, Nicardipine Hydrochloride (JP), Ca 5B, FRIEHK] [EWN
JEoEWE WSk e

10
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[ EUEMA ]

oEU DERRAERT —F~— (EudraCT) —#i7c/2\—Va Z Btk

European Medicines Agency launches a new version of EudraCT

Press release

1HAH :2013/10/11

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2013/10/WC500151974.pdf

(Hekp)
BB RO TS IL /2 A TS S,

(SRR

EMAIZ, EUDERRRERT —#X—Z (EudraCT) O#i=7e/N\—Tar OiE Mz LT, #iiz/e
N—Ta ThHEUdraCT VIDE I, EUERAR RS SR (EU CTR) 418 U CERIAR BRGSO 22
K ABT 570 A0 H—BRECHD,

EudraCTIZi, R 5 ek (EEA) N D [E 36 L OV E 72 1% (B IR BUBR 23/ L il PR BUBR E
(PIP) AD—BR ThHHH A1) 8 —[EP CEMESN A AR BRI SN T, 2R =B H
Shi=7aba— VEBEOE RSB E S TS, 4 BT T, BERRBROAR P —121F,
FER OB DT S a— R 2B T A7 IZEudraCTY = 7 A+ ECBREETAX958 5, AR
> —EudraCTIZ B 8k L= 3B 1L, EMADEU CTROAHSEAIZRHT /N —a & 20134 KT
BIBAIR S, ABRT 2T E THD, fEROEHNONEBLOGEME DKL, BINEEXDOHTAR
FTAVBILOEMIT AL L ARSI TN,

EMALZL, BEREBRSERICE 27 —F B O BB IE (LA S 3%, EudraCToO 7 — & 2L
IXBLEBEIZ Clinical Trials.govod 7 — & Bl LA da [Rl kL 7e > T D, EMAIET — & B0 [ B
Hefb a1 5728, ClinicalTrials.gova i Fi L TV K E E SCAERF 2T (NIH) C3 L OBIRE &
BEIZHIIL T,

OEudraCTR IV EUERRRBRBERIZ OV T

EudraCTi, RO AR — e L7 vha— VR EE RO T —F _X—ATHY,
FEOHE L JFBA ST 5, BEERBRDPIPO—ER THLE AL, 5 E TOMERBRO7 0k
a— VRS EE I S5, EudraCTT —# X — A%, EMAZVEBEL TUVD,
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A paediatric investigation plan

B EudraCT OH(+o> BRI IR, &5 = E &% EU SRR 3 sk st o F 454, GRIE)
https://eudract.ema.europa.eu/help/Content/Glossary.htm

€ National Institutes of Health
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Updated Labelling Information for Acetylsalicylic Acid (ASA) Products

Recalls & alerts
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http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2013/36303a-eng.php
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Health CanadalZiH#&F (AT, RN R@VICEHEH T 20 EE T 5, #ICIRA ST
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2T L7-Labelling Standardi, & #% 7 F % ® I‘h%T@ﬁﬁ/uﬁ‘%kiﬂéj”\f@%ﬁtfi
acetylsalicylic acid & A #5IZ B HIZ5H H &5, BEICHRFES I TV A3 o fiE 30T,
FoRz ATREZRIRV S, FEL TODIREIHIRIRHZSGT 2L RO bND,

Labelling StandardiZ i, m%i)ﬁﬁ%%ﬁﬁéﬁ%ﬁﬁ TRHTDIENELRESND I, filx
I E, H&, HE, 5, A0 ICEIT2ERREOBEN RSN TS, 4B D
acetylsalicylic acid® /it Labelling StandardiZ, 1994412 A 2 H fF D &1 FELabelling Standard?®
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http://www.info.pmda.go.jp/happyou/file/PMDSI 010530 2.pdf
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