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[ %k FDA ]

o 2012 £F 4~6 A HIZ AERS TRIESNIEEBRIRI DY T FNVIET R RZ 2B BRI ONT
Potential signals of serious risks/new safety information identified by the Adverse Event
Reporting System (AERS) between April - June 2012

Surveillance

1HA A :2012/10/18
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE
ffects/ucm324020.htm

X, FDADOHEFGHRET AT L (AERS) 7 —F# X —2% F T 2012 42 4~6 H HIIZRFEL
TCBHERIAI DY T F NI Z MG RB L O A4 2R LIcb D ThD, FDA 1%, AR
ICEE A LT-2ECED, RP CORLIEVAZRG DL SR LD Tidewn, 372b bR
#1E, FDA 232D 32 B L T2 T 9718 (potential safety issue) ZHFE L7 Z&A R LT
WO, BRZEHG LR P TR AZEDRRERZ R E LI A BRL TWDHDIT TR,
FDA (%, SHICFHIZFT > CEDESR G EY A7 EO RN BEME 2 5D S L=/, BRAFSC
EDgETER, REMS (Risk Evaluation and Mitigation Strategy, U A2 # Al - &80 ) 3 & 0D 22
K, VAZ ORHEE O T D120 DIH05T —ANERESESFREBERDL LR HD,

FDA %, EFMEZ DR MM FHO —ELT =7 A R 2281280, ERIEF
FENEDEIRLELTT LIRS, HAHVTEEMEMZ T IET 5L R Dbl Tidian
ZEEFRFALIZ WV, ARICHEEINZEELOEHICOWTEROHLBE X, Y EITHKT
HZE, FDA 13X, {2 O 7 FNRoHiT- e R EMAE M OGN Z5E T U7k C, SEIZSLT—
AR TN E IR E1T D,
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Cetirizine HCI IREREIRSE 1R FDA 13S0 DB E N SHIC L E 2 H W5

[ ‘Zyrtec’ ] 7”:5{), ZIK@@?Wﬂﬁ%%L*?ﬁﬁLTU Do

Codeine sulfate CYP2D6 ultra-rapid metabolizer” | FDA Drug Safety Communication Z:/#*%,
DINRTOIE I EBMER G | FDA (MO FIHTENS DI E )2 HEr 5
KON 15 1 7o, RO Z Rk EL T D,

Docetaxel SETCIZ%E D dronedarone HCL @ | FDA 1%, ATEHICHE DSBS CIT B IR
FAAEH LWL,

A CYP2D6 ultra-rapid metabolizer &%, CYP2D6 % /i L= R #HE M SR STHEL COBIRE &5 T, 20k
7RERE T, HHLLT= codeine 2320# 2 morphine (ZZ8 sy, FEMEDSTRSEAND, GRIE)
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Levetiracetam
[ ‘Keppra’]

Y OEL, B, AFOFHE | FDA (IO OB E S DI L Z Dz HIlr§ 5
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728, ROtk T D,

Mefloquine HCI
[ ‘Lariam’]

AT b

FDA (3o O E S S OIS B2 -5
728, RUEOFHm kL T D,

Olmesartan medoxomil

HED ML BEBDIC

E5W | FDA [ ZBATORM CE (THICEE T 25#H ) 23

[ “Benicar’ ] A B AT 2723, AP0 FMiAAERL TS,
Fuh R S ERK fifi¢ FDA [T SO HRFHIFEE DS SSITH BN EH M+ 2
(PPI) 725, RO ZHkEL TS,
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oFDA/CDER (&5 % EMITEE 2R RWETOHE (2012 4 9 A)
2012 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER —September

FDA MedWatch

1B H :2012/10/26

http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety-Related DrugLabelingChanges/ucm

323036.htm
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i = : BW (boxed warning) : #fH 22245 C (contraindications) : 5=, W (warnings) : %45
P (precautions) : {5 /| FEDERE, AR (adverse reactions) : gI1FH,
PPI/MG (Patient Package Insert/Medication Guide) : F3& i 1% #,
PCI (Patient Counseling Information) : B& BtV 7 & #

A FDA DAV AIDSIL, HERMNLEIV I THIE

(2D, FEIEMOFRUETIZEE T L5EMIE @AM

T RATED, MG MY AT, YETENHE &ML, M AEE, S5, EEOEHTOMB £
BFrSNIC L EEE R OERE RO L TED, GRIE)



http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/ucm323036.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/ucm323036.htm

Bl

L 22 MRS ) Vol.10 No.24 (2012/11/22)

BETSh/-IHE
KE RS (—#4)
BW W AR PPI/MG
Exjade (deferasirox) Tablets 0O @) @)
Accupril (quinapril hydrochloride) 5 mg, 10 mg,
20 mg and 40 mg Tablets
*Dual Blockade of the RAS
Accuretic (quinapril HCL/hydrochlorothiazide)
10/12.5 mg, 20/12.5 mg and 20/25 mg Tablets
*Dual Blockade of the RAS
Arcapta Neohaler (indacaterol maleate)
Inhalation Powder 75 mcg O O MG
Avapro (irbesartan) 75 mg, 150 mg, and 300 mg
tablets
*Dual Blockade of the RAS
Azor (amlodipine/olmesartan medoxomil) 5/20
mg, 5/40 mg, 10/20 mg and 10/40 mg Tablets
*Dual Blockade of the RAS
Benicar (olmesartan medoxomil) 5 mg 20 mg and
40 mg Tablets
*Dual Blockade of the RAS
Benicar HCT (olmesartan
medoxomil/hydrochlorothiazide) 20/12.5 mg,
40/12.5 mg and 40/25 mg Tablets
*Dual Blockade of the RAS
Cozaar (losartan potassium) 25 mg, 50 mg and
100 mg Tablets
*Dual Blockade of the RAS
Doxil (doxorubicin HCI liposome injection) for
intravenous infusion, single dose vial: 20 mg/10 mL
and 50 mg/25 mL
Exforge (amlodipine/valsartan) 5/160 mg, o o PPI
10/160 mg, 5/320 mg, and 10/320 mg Tablets
Exforge HCT
(amlodipine/valsartan/nydrochlorothiazide) Tablets O O PCl
Hyzaar (losartan potassium/HCTZ) 50/12.5 mg,
100/25 mg, and 100/12.5 mg Tablets
*Dual Blockade of the RAS
Juvisync (sitagliptin/simvastatin) Tablets,
100mg/10mg, 100 mg/20 mg, 100mg/40mg, O O MG
50mg/10mg, 50 mg/20 mg, and 50mg/40mg
Lotensin (benazepril HCI) 5 mg, 10 mg 20 mg and
40 mg Tablets
*Dual Blockade of the RAS
Lotensin HCT (benazepril HCI and
hydrochlorothiazide) 5/6.25 mg, 10/12.5 mg
20/12.5 mg and 20/25 mg Tablets
*Dual Blockade of the RAS
Mavik (trandolapril) 1 mg, 2 mg and 4 mg Tablets
*Dual Blockade of the RAS
Multag (dronedarone hydrochloride) 400 mg
Tablets O O MG
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BW W P AR PPI/MG
Ozurdex (dexamethasone intravitreal implant) O
0.7 mg
Tarka (trandolapril/verapamil hydrochloride)
2/180 mg, 1/240 mg, and 4/240 mg Tablets O
*Dual Blockade of the RAS
Teveten (Eprosartan Mesylate) 400 mg and 600
mg Tablets O
*Dual Blockade of the RAS
Teveten HCT (eprosartan mesylate
hydrochlorothiazide) 600/12.5 mg and 600/25 mg O
Tablets
*Dual Blockade of the RAS
Tribenzor (olmesartan medoxomil
amlodipine/hydrochlorothiazide) 20/5/12.5 mg,
40/5/12.5 mg, 40/5/25 mg 40/10/12.5 and O
40/10/25 mg Tablets
*Dual Blockade of the RAS
Uniretic (moexipril
hydrochloride/hydrochlorothiazide) 7.5/12.5 mg, O
15/12.5 mg and 15/25 mg Tablets
*Dual Blockade of the RAS
Vaseretic (enalapril maleate/hydrochlorothiazide)
10/25 mg Tablets O
*Dual Blockade of the RAS
Vasotec (enalapril maleate) 2.5 mg, 5 mg, 10 mg,
and 20 mg Tablets O
*Dual Blockade of the RAS
Univasc (moexipril hydrochloride) 7.5 mg and
15 mg Tablets O
*Dual Blockade of the RAS
Abraxane for Injectable Suspension (paclitaxel
protein-bound particles for injectable suspension) O O O PCI
(albumin-bound), 100 milligram vial
Aggrenox (aspirin/extended release dipyridamole) O O O
25 mg/200 mg Capsules
Cefepime for Injection USP and Dextrose Injection
USP in the Duplex Container o o o
Cefepime Injection in the GALAXY Container for
intravenous use
Dexilant (dexlansoprazole) Delayed-release
Capsules O O
*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)
Foradil Aerolizer (formoterol fumarate inhalation
powder) 12 mcg © © © MG
Lovaza (omega 3-acid ethyl esters) Capsules O O PP
Maxipime (cefepime hydrochloride) for Injection O O O
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Nexium (esomeprazole magnesium)
Delayed-Release Capsules, 20 mg and 40 mg; For
Delayed-Release Oral Suspension, 10 mg, 20 mg,
and 40 mg

*Increased risk of Clostridium Difficile Associated

Diarrhea (CDAD)

Nexium 1.V. (esomeprazole sodium) For Injection
*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

Prevacid (lansoprazole) Delayed-Release
Capsules, 15 mg and 30 mg and Delayed-Release
Orally Disintegrating Tablets, 15 mg and 30 mg
*Increased risk of Clostridium Difficile Associated

Diarrhea (CDAD)

Prilosec (omeprazole) Delayed-Release Capsules,
10 mg, 20 mg and 40 mg; For Delayed-Release Oral
Suspension, 2.5 mg and 10 mg

*Increased risk of Clostridium Difficile Associated

Diarrhea (CDAD)

Protonix (pantoprazole sodium) For Injection
*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

Rotarix (Rotavirus Vaccine, Live, Oral)

Trilipix (fenofibric acid) Delayed Release
Capsules

Vimovo (naproxen/esomeprazole magnesium)
Delayed Release Tablets

*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

Xgeva (denosumab)

Xyzal (levocetirizine dihydrochloride) 5mg tablets
and 2.5mg/5ml solution

PCI

Zomig (zolmitriptan) tablets
Zomig-ZMT (zolmitriptan) orally disintegrating
tablets

Glyset (miglitol) Tablets, 25 mg, 50 mg and 100
mg

Voltaren Opthalmic (diclofenac sodium ophthalmic
solution) 0.1%

Cayston (aztreonam for inhalation solution)

Singulair (Montelukast Sodium) 10 mg Tablets, 5
mg and 4 mg Chewable Tablets, and 4mg Oral
Granules

Tradjenta (linagliptin) tablets, 5 mg

Ventolin HFA (albuterol sulfate) Inhalation
Aerosol
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Xopenex (levalbuterol HCI) Inhalation Solution
Concentrate, 1.25 mg/0.5 mL
Zytiga (abiraterone acetate) Tablets
AndroGel (testosterone gel) 1.62% MG
CellCept (mycophenolate mofetil) Capsules,
Tablets, Oral Suspension and CellCept MG
(mycophenolate mofetil hydrochloride) for
Injection
Clobex (clobetasol propionate) Spray, 0.05% PPI
Micardis (telmisartan) 20, 40, and 80 mg Tablets PPI
Myfortic (mycophenolic acid) delayed-release MG
tablets
Prolia (denosumab) MG

BEFR
*Dual Blockade of the RAS®

L= =T VATV SRR (T AT v R IR UK, ACE BRESE,  aliskiren) 0 2 7|
ORI, AN AT, RMLE, &V AME, BRI (BB R2EE ) REDYRY L5
ZBEES 52803, WM AR OEITEINS L,

Fo, BROEPYGIEN, FERFBEICBITOLRTOT AT v S BRI HIHER ACE L
FEL aliskiren DG, FmEIhiz,

*Increased risk of Clostridium Difficile Associated Diarrhea (CDAD)
Ko7 abr R 7 PESRE IS Clostridium difficile B F#1JE (CDAD) DY AY EHIZBEF
LG G L RRYG],

B Renin-angiotensin system
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[ EUEMA ]

o FERTRARMRAIEZR (NSAID) : LILERDOE2MEIZETALE2—2 KT

European Medicines Agency finalises review of recent published data on cardiovascular safety
of NSAIDs

Press release

1HAEH :2012/10/19
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/1
0/human_pha_detail _000067.jsp&mid=
http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2012/10/WC500134090.pdf

PRACH (77 —~ab U7 A URZ5HZ B £2) I3, diclofenact B4~ 2 1A% LB 54 8T
FTALENHLNEBIMDOLE 2—TRHFT LT ETHLH*,

(SRR

EMAIL, FEAT A RMHIIIESL (NSAID) .0 L R D22 I BIL Tl ARSIz EH#
BLEa—L TR, ZORKIERERE L,

EMADCHMP® (38 Zs B &) 1L, MiRARBSCBE IR DAL T F VL R Y, FrlZICARES
zmi T =)= ZANBELNI e T AL, [FERT A NEHIRIEE D2 | (SOS) Fryy =2

DFEFITHE SN E 2 —(28Y), 20054 £20064F (21T > 7= Ri[EI DL E 2 — O AR S

71&1’** i L7

T—ADITEAETE, b AL HSIL TS 3KIDONSAID (diclofenac, ibuprofen, naproxen) (2
BE9-%H D TéH 7=, NaproxentibuprofeniZ AL Cix, BUTOIHR OB SICZ o3 D2z et
ARS8 A3 RS TODECHMPIZE 2 TD,

DiclofenaciZ >\ T, iD= F AT LU, fONSAIDIZ L, Ll REIER Db
TRV AZ ERIP—BE LU ORSNTWDINT AR D, ZHUFRI D8R %77%?&5C0X-2Bﬂ£

FITHOV AT LRI THD, EMADHTTZ/2E B2 THHPRACIE, AHIOLE 2—%2%1F, 16 L
DI EESETTHMLERD L0 ERGTT 5728, diclofenaclZ BIL CAFAIEE/R T X THOT —X
(NF, FEARLL) ZBMOLE 2—CiHli+2 T ETH D,

ORIEIDVE 2 — R 7= R 4212 D72 A3 o7z
CHMP}Z20054F £20064F12, NSAIDE LB ROV AY, HIGZRDORWER, BLOEELREEK

A Pharmacovigilance Risk Assessment Committee

B Committee for Medicinal Products for Human Use

€ S0S: Safety of non-steroidal anti-inflammatory drugs, NSAID 275 A0 [ 3 i 0. a4 R D22 2P B % EU
HE DS LT g7 my =7 b, (GRE)


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/10/human_pha_detail_000067.jsp&mid
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/10/human_pha_detail_000067.jsp&mid
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2012/10/WC500134090.pdf
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JEEDRIHEIZONWTLE 2—2 T o7, ZDEIZCHMPIX, NSAIDD KRR KT 4 kYR
NTUAEIREL TRAF CTHLER ML 2O, DIME RV AT DD )e EFIEEE TERne
L7z, MBI AT R T — 2RO TW-ZE, ZRETOMIEIZIT S i EORA R H-T-2
&, FIZANSAIDIZ L CRESCEFRIEFEE A L T2 MW EUNNRE EF TR - T
W2l EAe M, fEET- D85 IS E T 2O NNEE ThH-72ZEHCHMPIZEERSH TD,

CHMP & B EIC M E LT AR e T L A 5572012, CHMPIL, 8 7TRBFZEHE
HZ ML T, NSAIDDZZAVEIC B3 2L L7 At Je A EC (BN 2 B 2) MBI 52 L4172
ZL TV,

ZDfER, NSAIDD L ILERBLOFNGROAEFERFRI AT ORI & s HYEL T, SOS
TaY 7 MPRIRR S, CHMPIE, AR OE RSN R ESOST 1Y = 7 b ik R DT
HIThEIELE 2—%1T\, LRt miiEL,

DiclofenacOlL & =— D ER/2 FHi T, 20124210 A 29~31 H IZBAD1VAHPRACO IR I &% C
BlthEN D,

E:

1. [FERATRARMERIRIEI DL 2N (SOS) | 7 Ry =/ MY, By T VH LD TZTALARFDE
HCEDLN TS, SOST oy =7 OFEIE Tt A N2 R,
http://www.sos-nsaids-project.org/

2. FESERPINSAIDIZBIT 2N DL = —i%, B (EC)No 726/200405E55:31Ch &5, 1F
X2l B 2— (2011410 H 19 H IZ B EMHRAD EEEIZ LV B 44) ICHI > T T iz, 2oL
Ea—OXRIZIE, & EL L CRGREzdiclofenac, etodolac, ibuprofen, indomethacin,
ketoprofen, ketorolac, meloxicam, nabumetone, naproxen, nimesulide, piroxicam73& D& 3
An 2N £D,

3. FEBHRAINSAIDIE, FEE IR S EZ FARIEIRE & RAE DREFNZ i35, B JSEIRD
B, BAEZE R (B Y ~F, ZMEREEE, MRIEEIHES, SMEORWERE), MO
R R IR (BIEE DH & (MRS TR 72 L), Mk, SR8, TR R72E ], BRUVMEIZL oMt
DT (BT, MR, ta8, WEE, BE, BIBAEFIR, R, tho/ N Fiilied) Th
Do

4. FEEREINSAIDIZEIEL - H R, D MEROZEN, BIOEBRBERISIZOWTT
bz E 2—IZBI T 52005410 H 17 H AT 7L AV — 1%, EMAD TRt A S i,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/11/news_de
tail_000190.jsp&mid=WC0b01ac058004d5c1
MR SR L2 2 VERE [ EU EMA]VOL.3 No.21(2005/11/04) 2R,

5. FERINAINSAIDICEEL 720 MLE R OLBMEIZ DWW T T e L E 2 —(Z BT 520064F
10H 24 B (7L AV —A1%, EMAD FREthA a2 R,

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/12/news _de



http://www.sos-nsaids-project.org/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/11/news_detail_000190.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/11/news_detail_000190.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/12/news_detail_000752.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
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tail 000752.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
S HE 22 2 [ EU EMA]Vol.4 No.22 (2006/11/02) 2 [,

BEER

%1:20124£10 H 31 H ¢, EMAIZdiclofenac® A 3EDL v o —FlhammLT-,
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals _document/Diclofenac-cont
aining_medicinal_products/Procedure_started/\WC500134472.pdf

% 2:20124-11 H 12 H A1, NSAIDD LMILE RV A B A A ER AR SN,
http://www.ema.europa.eu/docs/en _GB/document_library/Report/2012/11/WC500134717.pdf

IAITER

©Diclofenac (3717 =527 kU7 A, Diclofenac sodium (JP), NSAID) [EN : J5E % Sk 56
TE

Olbuprofen(f 7717 x> (JP), NSAID) [EIN : JE5E % HEH:  FTE W

O©Naproxen (7t (JP), NSAID] [E N 727 WS FEEH

Vo0l.10(2012) No0.24(11/22) R04
[ EUEMA ]
e Referral procedure (5t Ffex) —FHTER

Referral procedures

ENH :2012/8/30
http://www.ema.europa.eu/ema/index.jsp?curl=pages/requlation/general/general _content 000150.jsp
&mid=WC0b01ac05800240d0

EMA O =7 %A+, referral (2B 2l Hi ORI 95, [ 2225 8E0]

Referral (f15€) &1, BEEEFLBHDNIIERN T T ADLE RPN KT 4y NIRRT « TR 5
B ORBEA RIS D701 A SN D Tt Th D,

EMA (Z referral (25D, EU (RRIGESY) 2R L CREE O 3K £ 721338 K1 7 7 A0 B IR
DFEREEFE 23T D, ML O EFHEITIEHN 7 T A% EMA (ZTrefer ((F5E) I S41, EMA X EU

10


http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2009/12/news_detail_000752.jsp&mid=WC0b01ac058004d5c1&jsenabled=true
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Diclofenac-containing_medicinal_products/Procedure_started/WC500134472.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Diclofenac-containing_medicinal_products/Procedure_started/WC500134472.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2012/11/WC500134717.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000150.jsp&mid=WC0b01ac05800240d0
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000150.jsp&mid=WC0b01ac05800240d0
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N COFREX D7D HEREATHIZ LN TED,
Referral 25BlAASNAHELHIE, HDIAIL T AT DL EMEDO R, FER LM I+
EU NBEFTOE ROR —HARLSESETHS,
cE AR E O referrallc DWW UL, V7 —~abt YTy A UAZEEEZE B2 (PRAC) A0SR L
T, B ZE RS (CHMP) B, £7213EU% E CARS IV S O 554 1 IHH L RRE
AB LR T ROHTE s L—7 (CMDh) 25335,
-EMNAES IR T 5 ZDOMDF < To referral (2o T, CHMP OB 25T 5,

MRINZE B (EC), FIMNRIE, F/ld M5k 38 OB referral DBHAEE 5 TE5,
Referral O K4-Tld, EMA OHELEZ E i+ A7 D E A2 R U ESEIEE EC NN E
(T B,

OReferral OFERE
EU CTOEMLOERET=HXI T O )5 iEE EOT-IER I, 2RO referral (2B 355187
Db,

2 VER A
55107 S i HOMBEFIZITEC S, LRI DR O E NN ELE X 256,
FhiE ZDIAT DFREENBIIMEND, FREONAELTE, EHELDIRTEA
—Ejaf{ﬁﬂ:if: iHﬁ(D“(‘éﬁbmiﬁﬁﬂL RIS O RRE B IE, IRTEAGE D RME 72228
W (L AATHISHIER, L B ORE, FLR0BIN) 2ERH D5, ZOFHEE

AN Z7 A Ja'ﬁﬁ“éﬁé‘fﬁﬁ% IhiE s,

bk, SE, s, GEhVEO R
&

20 % rh o 4 /77 (centralised procedure) *! TGRS - E I LT OWTHLE E
Fihi X R EMEORBER S DY E, ZOXAT D FRHENBAS S,
#5314 HDHEIRLFTNIIRAN I TAD WE, BV, Fi AT DR a4
Referral C, ZNEFERORIES IR A KT TG, ZOXA7D referral 23BALAS
s,
/N VR R D
529 % & 2001/83/EC (ZH L DEKRBINIZIITHONWT, NRICEEA T 257200

NRRESES, | Bz, eI, E e BRI A RS T A5G, BiE ke
i HY?EF%‘ (AUNDE & v d @i‘fjhgﬁ)ﬁﬁﬁ'&éﬂé

A Pharmacovigilance Risk Assessment Committee
B Committee for Medicinal Products for Human Use
€ Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
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DA

AN ON—FF A V¥ —30), FHAEFEEF S E (mutual recognition procedure) 18 X OV BG4
572 (decentralised procedure) **

FNKE S FAARRRE ST FE 13 8GR A 7 U CRREN 2= MIZ oW, EU N E
Referral [ CZ & (variation) (#A7" INIZET 2B ROA—EDRHLGE, ZOXAT
@ referral 23BALESND,

%29 55 ATH | MHAERGE ST N FI T HeE A 7 TR o E K S 2o\ T, ARETAE R

Referral DHEBRIAZOREMEIZEL ONEER TERAORN —B0b5%6, 20X
A7 D referral 23BHIASILD,

%530 % —HBDER AT OWT, B4, MMREEICEVERRLE (Ra2Els, s,

Referral HERE) BERIRENTHY, EU W THIZ XD LERNHL G, ZDOXAT

@ referral 23BREEEND,

EMADEE (Executive Director), ECHDWIIMNUEEL, BN ER SO REL /-F 2
HYHRIEIC OV TD Rfita £ 5 LICHMPICERE T 5 2L T&S °,

BRINDIERDUETIZED, Tl & A7 Oreferrali34 % Sz &

#5554 1138, 556 45 12, 13 16, 55 36 4%, 55 107 52 (55 107 Sk i ICE S HNTD)

BEFR
% 1: gk 4Ar 55X (centralised procedure) :
ﬁ%bs\#&wuqﬂuﬁ%’f @EMA \—Tﬂfl_lu:‘lb £EU Fﬁéhéﬂ% Ojﬁ}ijhﬁkmu%fﬂi %‘—g—éjiﬁ

Jy a2 )7 2 (decentralised procedure) :

EU NOWF DO ETHRRSNTEL T, HREAE ST TOHREREH TN TN
I HONT, BENEEO EU MR EICFRFIZHFEEZITY, ZAE DO ETORKGRE
B35 3

FA A ZRFE )5 2 (mutual recognition procedure)
ESPDZD EU le]HH .Tg(u»u ?%"Lf:li;‘?%un@ﬁ%ﬂ:ﬁ¥7ﬁ§, : %ntu%\_} EU @ﬂﬁo)f%uﬁ}gnméﬂ
HEOHFEL, TNODOETORBE IG5,

O BETIEE ML ZEMEER
[EU EMA]Vo0l1.08 N0.18(2010/09/02) (2010 4 8 H IS5 T referral (B335 )

D REMEBIL, 55 5 4% 3 1 RAF (opinions) | &5,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000316.jsp&
mid=WC0b01ac0580225ca9

E Znbo referral DN, EIRSZ2MEREHRIEU EMA]VOI.08 No.18 (2010/09/02) %2 /4, (GRIE)
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[ ZEMHRA ]

o /INRA~D 0.18%RIEHK/4% 7 FUHER (KR EHFE IR #1E  BOEHOK T N Y AMLE
DW|E—HFMEOER TIZHLBEZIRE, 16 ML TO/NRICEMRELE

Intravenous 0.18% saline/4% glucose solution (‘hypotonic saline’) in children: reports of

fatal hyponatraemia — do not use in children aged 16 years or less, except in specialist settings

under expert medical supervision

Drug Safety Update Vol. 6, No. 3, 2012

1HA1 H :2012/10/30

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON199559

http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con199577.pdf

AN/, (KRB AR E R (0.18% BT /4% 7 R HER) 295 bt CEHESNI= 14, IigTh
V7 MENFELE FUTMEIEL 72D, JET LTS, ZOWiRIE, B, O, Ao 5=
=y RPHDUA - ICUPZ &, /N R P 35 O #E ~ 7= BR 5 CHPIE O BE T Ich b/ Nz R,
INRA~OE BT A B ET 5,

(SIS

AR R SR AR B A (0.18% LIk /A% 7 N WEHR) 13, 1K - B E 2 IEH \[ZHERF 35720, H5
WNRIE DN KR BRI B PR I RO T DI B ITHIFE D78, FHESILD,

BEENC I T/ 3BI T OAR R A A B iR i e 1% O FE 1 (IR MU D AUEDS R BLL , e s
LICFIECHET) 2 EE L TR T2 ANMA NS B S, MHRAD EHR L Z B S
(CHM : Commission on Human Medicines) |Z5CEE, Z Oz /NEIZHWZSE O RE T 1o MY
A7 HH6WLT —F &L E a—LTz,

OV a—DfER

AR FE MR R O I BE UK TR D AMAEIZ LD, /NI KGR 722 AR R R R 505
T Z o7 il A3 A HTH0H LA B S S CTND, ZAVE TR Th o 7o /NSl OFF
BTN 22 T2 BRIC R A LT Bl 2o T, SHIT, ARINIZWVLK OO R L E2—T,
0.18% &Mk 14% 7 RO BE IR 75 & DAR IR O F 1E AKX T N D AL AEFE BLE DRI HE S/ RSN T
11\51_4)0

CHMIZ, LE 2= b fG7e =7 AL &Y, B, O, HigoO®H 2=y PHDU-ICUZR Y,

A High Dependency Unit (i 55 #E5515)
B Intensive Care Unit (45 TR )
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INRFHRE PSR OB ST RS CH M EICEDIR R AT QOB IRE LT/ N BF 2 BRE, 0.18%
BHHRIAY% T R BRI I RIS RETh D LA LT,

0.18% & ¥ 115 /4% 7' N o B i i O B S ) & B R R IO W T, IR N Y AUE DU A2
(2RI %S A BINT AUGET 21T TD,

OINRADUVDRARIRIRDERBIET N Y AMIEDFRIEY A7 % LR SED

HRRL/NRIT, AEE D ERIEEIFE 2 RS TR0, ik A FHE T 25 a1 2I3%
[CHEE T RETHD, % O/NEOSRMITEDE, Wik DRSO B2 HE IR IR D0 5
VRY YN

KRR Z AT O/, HDUVNTHESR, %, Wk, SEEL, BEERYYIE, Mg B, A
#, PIRGSEDO W TR T ORI 5 LIZ5E, TR LAREME T 92 /et e
2%, AT NI LIMSE TER, FIE, JT7, Eakii Ak, iz 5| SR IendHY, FETITE
D5 EbHHT0, INETIEZFHET 25 B ICIEREICE =4 —T & THD,

OERMEEERITOME

o (RIREME I (0.18% BT HR/A% 7 RO BER) 13, B, (O, AP #H ==y PHDU -
ICUZ L, /NEF PR D ST BR I CHMEORE T TR GG i 25 6%
bR, 165 Ll F ORI LA %R EERET D,

o INREIGBFRL TWDTUT ClE, Abv7 %5 0.18% B KR/A% T N o B iR 2 s LTl
MATERWIDICL, UMM ENETL2ZE (ZDOBIFEMR DI ARTA WD),
0.18% M itk /4% 7 N 7 ki 1%, National Patient Safety Agency’s Alert 2251296V, Ri&
IR B PR CORE AT REL 52,

o (RIRRA/NRIZITT 2 (LR B 22 R TTh - O BN AELTZ5E, H4x O/NRO
K EOBEVEL, GURIRAIVE L IO AT REMH 2B 8T _XTHY, ki 5 i, 1K
T 2L, MER I OROBMEIREZEHEICE = —LRITHIERBR,

o TEDIEBMART MY A MMIMIEI IR RIEREE D, LI23o T, EFREFEE IR N
O AE O - e (5, T, FIE, WEAR, B, M) 2301, (RiRR A& 5+
D/NFIZENORHBLILIG G, R HE AR T2 XETHD,

X R

1) Playfor et al (2004). Hypotonic intravenous solutions in children. Expert Opin. Drug Saf 3
(1);67-73

2) Yung et al (2009). Randomized controlled trial of intravenous maintenance fluids. J Paediatr

© NHS (National Health Service : [E| FELEE S — b 2) 1K 085 303 [N T ORI LA N A fijiE DY
AZAEIHNZ DT
http://www.nrls.npsa.nhs.uk/resources/type/alerts/?entryid45=59809&q=0%c2%acreducing+the+risk+of+hyponatr
aemia%c2%ac
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Child Health 49: 9 — 14

3) Kannan et al (2010). Intravenous fluid regimen and hyponatraemia among children: a
randomized controlled trial. Paediatr Nephrol 25: 2303 — 2309

4) Drysdale et al (2010). The impact of the National Patient Safety Agency intravenous fluid alert
on iatrogenic hyponatraemia in children. Eur J Paediatr 169 (7): 813 — 817

R E

MMHRADDALEZ OV TOFEMZR M E N RSN TND,
“Intravenous 0.18% saline/4% glucose solution (‘hypotonic saline’): do not use in children
except in specialist settings under expert supervision October 2012

http://www.mhra.gov.uk/home/groups/pl-p/documents/websiteresources/con199555.pdf

Vo0l.10(2012) No.24(11/22) R06

[ )% Health Canada ]

e Methotrexate: 7”rbr R 7 THEKEDOHAEIEA

New Safety Information: Interaction of Proton Pump Inhibitors (PPIs) with Methotrexate
Advisories and Warnings

AN H :2012/10/24 (FE387)
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2012/2012_157-eng.php

Health CanadalZ, methotrexatel 7" mho 7R 7 BREFE (PPI) O HAEH O rIREMEIZ BE 51
WA FLHT o7, MHEOIRM LELLGETH THLILE, X OEREERFEFH @MY
%o ZOEMTEHIT, methotrexate X PPIO R STED M45 35 L OME ] E oy | O EIZ RS
Do

Methotrexate(Z, /& & TR DO IEHE, 125N AE & TH O AaEE RO IR AV LS,
PP =010l BRTHAL IR T OIGHRIC B BB IIHI3E ThH D,

BF H3methotrexate (751 i i) LPPIZ[RIRFIZf# F L7235, methotrexatedD il i EE 73 B L C
RITEINAECD WTREME DS 5, VG A BRI, BA %, AR il B, HLE DRIE,
OAAZETH, BRI, EUYE, THRZRE THD,

PPIO £ il methotrexate D IfiL i 2 | 57 & D BLILfE E L CU e\ V23, PPIEmethotrexated 7
FEAEH O A REME A R HIFFE N Dhd 5, Methotrexate D EIVE Y AZ A3 E57-9-2 Al 6E
PEASEIN =8, Health CanadalZZ DA SCEUWETIZOWT, B4 0 [FH R LR AEFE 1w A
EATHZEELT,

Health CanadalZ, Hi7-2F R F L 2% 8| XX L, MBS Gl B #H T
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LT ETHD,

BET, Y OERIEEEPDI RSN ZRE, EEMOMEMZ T 1L ~ETIERu,
PPI&methotrexatez-fifi F1 1 D &1L, H & ORFRESLHFKICOW TGRS IE, HYEIC
IR ~ETHD,

PPUL—MXIZ, TR ORI ERIRRAR M &, RBEHIHCUL T R&ETHLILIT, [EHE
HE TR E T RETHD, EFELOWAT CEITFLHHSALTNDIED, = ] Emethotrexate TR
D EFE T, PPIO—KFH L2 EIRIEEE DT 256 0305,

IS OIRA SCE (TR T /7T 7 1B 09) I, ERMEEE T, BLOBFRITOEE
PR TG TR0 22 EME R AN FE RS LT HY, Health Canadadd[E 357 —# X —2A TR 52
EMTED,

QBN T THEREN TVSPPI
TREDOPPIN A FH THIREN TN
* Dexlansoprazole[ ‘Dexilant’ ]
* Esomeprazole ([ ‘Nexium’ ]33 XD = x> 7L i)
» Omeprazole ([ ‘Losec’ JIBLNEDY =7 Hli)
* Lansoprazole ([ ‘Prevacid’ 3L UNED Y =R w7 i,
* Pantoprazole ([ ‘Pantoloc’ ], [ ‘Panto IV’ ], BLOZENLDY = v 7 HLE,
* Pantoprazole magnesium[ ‘Tecta’ ]
* Rabeprazole ([ ‘Pariet’ ] B LD T =R w7 Hl i)

PPIIZ, fllod [ 3. 5 & oA #Id Bl 58 S 4 T4 (i : esomeprazole & naproxen D & 7 Td 5
[“Vimovo’]),

2EFR

$CFDAIZ20114:12 H 12 H ff ™ Safety InformationC, methotrexate PPI& D 30 A AE Ik
DGR RDIANVIE R RYGT 2l EI L TD,
P 3K 22 M KFDA]Vol.10 No.2 (2012/01/19) £ 1,

IAITER

©Methotrexate (AN —1, BERRAEHFEEHUA (B A, HrUo~F#0) ) EWN FE 585
WSk - HE e

© Dexlansoprazole (727 25>V 75 — )b, Fuabhr R 723 (PPI) ) [E N : Phase I
(2012/07/30H1E) ESh  FETEH

A Drug Product Database http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp
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©Esomeprazole (=Y A7 7> — )L~ 7 317 LK Fn¥), Esomeprazole Magnesium Hydrate (JAN)
Tabe R T HER (PP I EWN - H 8 sk J85e0
©O0meprazole (A AT TV —)b, Fub R 7 IHESL (PP ) EN 525 Mo FE 5
©Lansoprazole (T2 V77— /v, Zabh R 7 HEIK (PPD JEWN  F7eE Mol ek
©Pantoprazole (/> W75 — )L, kR T FHESE (PPI) J Sk - J6 58 3
©Pantoprazole magnesium (/> v 7T — )L, FabL R T FLESR (PPI) )Rk R 5E
©Rabeprazole (7 ~X7"7> — L} K7 I, Rabeprazole Sodium (JAN), 'ahi 7R 7' 5 38
(PP JIEIN - 8587 Mok FETC
©Naproxen (7%t (JP), NSAID] [EN : 3E5E 3 WS FEIEH
$[E PN T, esomeprazole/naproxen® & AN ZIIES TR,

LIk
LG
LRGSR 561, K BT
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