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[ %k FDA ]

*FDA/CDER [ZX 2R &I 2R RUETOBE (20124 7 A)

2012 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER—July

FDA MedWatch

%N H :2012/08/10

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm314601.htm

ZORETIE, AEEMBAI O, B, B, N EoiE, BIEH, BEHIERO%
HHOFRRLET 2T, RITITEK LA LT EATOY AN L TV D A,
W5 : BW (boxed warning) : skl 4% C (contraindications) : 255, W (warnings) : 245,
P (precautions) : f# | EDEE, AR (adverse reactions) : EI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : F3& i 1 #,
PCI (Patient Counseling Information) : & H L&Y 7

WETEN IR E
A [=] .
KEBERL (—4) BW c W P AR | PPV
MG
Avinza (morphine sulfate) Extended-Release Capsules
P ) Extended-Release Cap o|l o] o] o MG
* Extended-Release and Long-Acting Opioids REMS
Butrans (buprenorphine) Transdermal System
prenorphine) ermat sy o|l o] o] o MG
* Extended-Release and Long-Acting Opioids REMS
Dantrium (dantrolene sodium) Oral Capsule O @) @) @)
Dolophine (methadone hydrochloride) Tablets
phine ( ydrochloride) T2 ol o] o] o MG
* Extended-Release and Long-Acting Opioids REMS
Duragesic (Fentanyl Transdermal System
gesic.(Fentany ystem) o|l o] o] o MG

* Extended-Release and Long-Acting Opioids REMS

Embeda (morphine sulfate and naltrexone
hydrochloride) Extended-Release Capsules O O O O MG

* Extended-Release and Long-Acting Opioids REMS

Exalgo (hydromorphone HCI) Extended-Release
Tablets O O O O MG
* Extended-Release and Long-Acting Opioids REMS

Kadian (morphine sulfate) Extended-Release Capsules
* Extended-Release and Long-Acting Opioids REMS

Methadone hydrochloride Oral Solution and Concentrate

MG
* Extended-Release and Long-Acting Opioids REMS © © © ©

A FDA OAY AP, FERMAEZ/) Y/ THILEY, FERLOFRYUGTICHET DG BT
TRATED, FEMIEHY AN TR, SETSHZHA D RLSS, B, 2, EEOHTORMEIT
B SNIZ L EMERWOTLHEE ROZENTED, (FRIE)
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MS Contin (Morphine Sulfate Controlled-Release)
Tablets O O O O MG
* Extended-Release and Long-Acting Opioids REMS

Nucynta ER (tapentadol) Extended-Release Oral
Tablets O O O O MG
* Extended-Release and Long-Acting Opioids REMS

Opana ER (oxymorphone hydrochloride)
Extended-Release Tablets O O O O MG

* Extended-Release and Long-Acting Opioids REMS

Oxycontin (oxycodone hydrochloride
controlled-release) Tablets O O O O MG

* Extended-Release and Long-Acting Opioids REMS

Truvada (emtricitabine 200 mg/tenofovir disoproxil
fumarate 300 mg) Tablets

AzaSite (azithromycin ophthalmic solution) O

Biaxin Filmtabs (clarithromycin tablets)

Biaxin Granules (clarithromycin for oral suspension,
UsP) O O O O
Biaxin XL Filmtabs (clarithromycin extended release
tablets)

Diovan ( valsartan ) Tablets and Diovan HCT
(valsartan/hydrochlorothiazide)

Caduet (amlodipine/atorvastatin) Tablets

O

Eraxis (anidulafungin) Powder for Injection

Mirapex (pramipexole dihydrochloride)

Natrecor (nesiritide) for Injection

Prograf (tacrolimus) Capsules and Injection

OO0 |0]|0

Sanctura (trospium chloride)

Strattera (atomoxetine hydrochloride) capsule

Ojo0olO0]O0O|O0O]O0O|0O0]|]0] O

Zinecard (dexrazoxane) for injection

Mircette ( desogestrel/ethinyl estradiol and ethinyl
estradiol) Tablets

Qvar (beclomethasone dipropionate HFA) Inhalation

O

Somavert (pegvisomant for injection)

Sylatron (peginterferon alfa-2b)

Thyrogen (thyrotropin alfa for injection)

oO|lojojo oo jJ]OlO0OJlO]JOJlOIO|O]0O| O

Trental (pentoxifylline) Extended-Release Tablets
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*@ﬁﬁlﬁ% (—}&Zl) PPI/
BW C w P AR MG

Victrelis (boceprevir) Capsules O

Faslodex (fulvestrant) Injection

Lumizyme (alglucosidase alfa)

Lupron Depot (leuprolide acetate for depot suspension)

Myozyme (alglucosidase alfa)

Ocufen ( flurbiprofen sodium ophthalmic solution,
USP)

Proleukin (aldesleukin)

VESIcare (solifenacin succinate) Tablets

Welchol ( colesevelam HCI ) Tablets and Oral
Suspension

OO0 |lO0|O0O]O|OIO0O|0O|0O

Zytiga (abiraterone acetate) Tablets

BEBR

* Extended-Release and Long-Acting Opioids REMS
KR ORBALE JORRERFEIEAA (ERILA) DA E A A R EEIH IOV T REMS 23 &S LZZ
CIZEDFORUGET, B LMK FDA]VoI.10 No.17 (2012/08/16) 21,

Vo0l.10(2012) No0.19(09/13) R02

[>kcDcC]

oFEOPUEME cefixime: WERIUERRICS BRIERE T —REBROFHRIGRLHENRT D720
HRZER

CDC No Longer Recommends Oral Drug for Gonorrhea Treatment—Change is critical to

preserve last effective treatment option

CDC Press Release

1HA1 H :2012/08/09

http://www.cdc.gov/nchhstp/Newsroom/2012/GCTx-Guidelines-PressRelease.html

(HFe)
KEERE TR 2 — (CDCM) 1, WRE AN A 1AW E cefixime ~Difif 2 15 L >

A Centers for Disease Control and Prevention
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DA

HLRIREMENR B DT80, 4 14 Rl A K E COMB R GUETG R D — IR U THEREL 7220, I
O T —2 7T, PEEYYE CTDcefixime (R5dn 44 [ Suprax’ 1) OF MHEIME T L TWAZEE R
FTAEANADNTZTD, HESEDOE T Tz,

ZOEFEOREG, W EYEIRRICA N E N FFES LTI, N A E
ceftriaxone D 1H| D7 k725,

WETSNT- A AR T A2 (CDC20124E8 H 9 H {7 Morbidity and Mortality Weekly Report*! %
FONTIAUT, WRBHIEGYE I e A 207160 1E, TS ST E ceftriaxoned, D250k A4t
A W'E (azithromycindoxycycline) DV s DG TH 5,

ZIVET, W ITHESHER A DI E K 2 SR, B OHEREIK 7T ALl TE-> T
HDIEE7 7 AR LRI (cefixime, ceftriaxone’ &) DA L7p> T, CDCOMFFEE X, ZDX
VR BOL DR T — 22 5%, cefiximeDfEAZF -6, X TOE77rARI
RIEAOWRE DM IMERESIND ATREMEN B D EREEL TUD, CefiximeD i I & Bl 5 C
HIR 2521280, ceftriaxoneZ BRI EL TH D L RSHEIR TE D ATREMED DD,

[ Cefiximel XM E B YEIR I L L COR N & RKNDODBHDTD, ZOEFEL, APNETD
% DT IR SR I Th 2 ceftriaxone 574728 D B E 2 SE | BB Toh 5 | LKevin Fenton
Eﬁfﬁ (CDCDK[EHIVIAIDS * 17 ¢ /L APERT 9% « PEIRYLIE - ik T B o 2 —Bpn ) 13k ~7=, &6

[EGYEDIRIRIEL R D2 8T T 005, FREIEORIICE T DR A RS 28102572
5%&TAKO

[FATART AL TiE, FHAIMMEO BB A~DO XK EL T, ceftriaxonelZ LA IR MR L 70> C
WRWNEBIRSE =S — T DD ERIEFE NEDREH 2727 0 — T v 7 RRZT LT
%o BETSMTZHERRIZ AU, SRS ERE 3 2 FEE IR M R A T CE DB R A 1L T/
RAEEFEf T RETHDH, BEILEBMBFEOLAM%ZICH) — EE R R A (test-of-cure L FESY) %

T, JEYENTEIRL QDI LR MR T D,

Ak o TR, FROBREL L Coefixime S L BE L7225 2 LG5, EEFRNEFH 12, ceftriaxone
Z R TERWIEA, cefiximelZazithromycind, L<iZdoxycyclineZ Iz 7= Hf s IEE LT L
ThdW, BENET7 7o AR REICEEDOT L AT —NH LA, azithromycin A2 5L
ThEWn, LnL, ZRHORBRRIEO TN E LT LI2GE, IHEREIC DWW THERERESE=
B —F 5780, EFNEFEH IR O LR % | Ztest-of-curez FEfii & TH D,

BEER

* 1: MMWR /August 10, 2012 / 61 (31) ;590-594, Update to CDC’s Sexually Transmitted Diseases
Treatment Guidelines, 2010: Oral Cephalosporins No Longer a Recommended Treatment for
Gonococcal Infections.
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6131a3.htm?s_cid=mm6131a3 w

B National Center for HIV/AIDS, Viral Hepatitis, STD and TB Prevention
© FLUICHR R 1 2B,


http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6131a3.htm?s_cid=mm6131a3_w
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K E Ty BES TR T D cefiximelliH i DR DU T _EFERR U B HFE (22 2 1F H3T) o

Cefixime OMICPAE\ N (MIC=0.25 pg/mL) A 2 BiEE OFEIG 1%, 20064E00.1%7>520114F
1~8 A #D15%~ EFL7= (), KEPEHETIE, 20064F00.2%7>520114E0D3.2%~ E5H LT,
EENERYREDPSTZDIE, ANTAMA /L0 (200645 D0%H5H20114EDLT7.0%~) , KV 2N
FT RV A(0%5256.9%~) , AT R —F7 2R (0%5256.5%~) , BILOAY 7 +/L=7 M+
YT 4T (0% 5 6.4%~) Th-o7e,

2.5
O Cefixime
2.0+ B Ceftriaxone
v
u
=
T 154 —
— —
o
-
[}
o
é 1.0
2
b3
0.5
Ao em ml N
2006 2007% 2008* 2009 2010 20111

Year

X : KE THoBES 2R B Neisseria gonorrhoeae TD, MICH E O (cefixime TIEMIC=0.25 pg/mL,
ceftriaxone TIZMIC =0.125 pg/mL) B DOE| &

—Gonococcal Isolate Surveillance Project, United States, 2006 —August 2011iZ%5

MIC=minimum inhibitory concentrations (5 /]N%& 7 FHIE 12 )
*2007~20084E 1 i Zcefixime D &A% MEM A I X E i S /e h o7
T20114F1H ~8 A M

IAITER

O©Cefixime (&7 1% 2K F¥y, Cefixime Hydrate (JP16), 7 = LR HUAEWE ) [EWN 3672 3
ot R e

©Ceftriaxone (B 7~ 7%V Mo LK FI¥), Ceftriaxone Sodium Hydrate (JP), &7 = AR HT
AWEEN FETEW SN TR

P Minimum inhibitory concentration : /N3 F BH. 11 & i
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[ EUEMA ]

o O EARARAR— PRI : HERIHE DOV RS (REBLORRBERITITE T ADBE+57)
Bisphosphonates for oral use — Risk of oesophageal irritation (but insufficient evidence on
causal relationship with oesophageal cancer)

PhVWP Monthly Report July 2012 Plenary Meeting

1B H :2012/07/26
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2012/07/WC500130391.pdf

AD DT IR PE FH I DN T B 2 — & T o7l 25, 2010410 H DPhVWP (77—~ =y
FURMEEIR) ICEDLE a—DfimE B TR RE o7, 37205, RAEARARR—h
R EIERE O RINREREZ R T e T U AIA 0 Th D, 12721, EARARR—RR
OEEFNZ IV BIE~ORNENEL LI ENR S LD, BEIXFRIEO R FIEIZ >N TEEH
U—7L v (package leaflet) DFERIZIEREIRSIEY Y, WE N IKEE, we T/, FjfE, ol o /E
TR OBAEN DAL, HYEICRE T RETHS, Sy bMEOBE TIIEERLETHY,
% Fifi i Xalendronic acid, ibandronic acid, 33 O'risedronic acidlZ LATEHD R T 1 hEY A %18
IR & THD,

OO0

PhVWPIE, % A E AR AR — FRIEIT D BB OV AT 542D FT 7oz FF5e DL
Ea—%58 T LA, Hizeff2enL e 2—I2Y), 20104EDOPhVWP D 328 b7~ T,
2ob, BROEARARR—NRIELAE L O AR R BERERE T 5o T VA IR+ T
0%,

Lo, KRB FIEEMEIT T E TE/2\W 2, PAVWPLE, ALy hEBHE (2095050
BERICELZENHD) TOEIZONWTOEEE, T XTOREEGHROE ARAR R —RE
OB EHRIGEINT RETHDHEE 2=, 2O T4 T2 0 H dalendronic acidds L
ibandronic acid?® i [ HIZITREHEH ST D, PAVWPIEA B Z 0¥ %, EUTRREIL TS
#% H risedronic acid & A7 =3 s OB F HICH BN 2 I8 5 L,

OAEIDLE 2—DFEM

20104210 A IZ, #[E P General Practice Research Database (GPRD: — 2 9ET —# X —X)
ERWEAZED T, RO E AR R —NREOM RS TREREDOY RS ERNRABNIZENS
FERAZ T, PAVWPALE 2 —%1T 57, PAVWPIZZ DL E 2 —C, [AFEICIZR AR H DL

A ZDULE 2— DRt H L~ T- A4 1Z, alendronic acid, clodronic acid, etidronic acid, ibandronic acid,
risedronic acid, 33U tiludronic acid TH5,


http://www.ema.europa.eu/docs/en_GB/document_library/Report/2012/07/WC500130391.pdf
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DA

%’{m®ﬁwz'4)fﬁiﬁﬁ@927%%4¢ FHTE T U APRENTUVRNIEND, OB ARAR

—hRIELEER O MRKREARE R T T RIS T&)ék’f* L7z, iz
PhVWPIZE, ZOVRIERKGIIINZE =2V T, Bz T — 2B GONI A IS ICE 21T
IEL TV,

FHLARE, 4D/ EE52 7 (LITRAE) DD EERE L E AR AR F—NREKICBI 5
BINT =203 5572720, 5 EIPAVWPALE 2—L7T-,

T L= DURIETIL, REBEOL VAN —F —FPNHOLIL T, EOHIH LS
alendronic acid&etidronic acid CEIEFEDYAY ERA-NHRED LIV, )ﬂg—ﬁmfﬁﬁ’?ﬁfﬁ”ﬁ—
BUOSBIRAREN TR 72, 91O DRFFE T, alendronic acidfii i 5 T, SIEE DR
R, B ROWTRE FRBABNAR)-TY,

BBOEREZSREUIIZE T, A ARARR— I RIETEE ROV AL % L HEE 20
TEWTRBENZ, LinL, BN ET DT TIEBIER DA IRRELZA T INRI2->TERY, Z0EN
X HE RO RBIERE OV AT R ORAFEOEWIZBELRL TS ATEEMER @2, BIE O
il R AR D RAZ BT DITIFBR A D o7,

X R

1) Green J, Czanner G, Reeves G, Watson J, Wise L, Beral V. Oral bisphosphonates and risk of
cancer of oesophagus, stomach, and colorectum: case-control analysis within a UK primary care
cohort. Br Med J. 2010; 341: c4444.

2) Cardwell CR, Abnet CC, Cantwell MM, Murray LJ. Exposure to oral bisphosphonates and risk
of esophageal cancer. J Am Med Assoc. 2010; 304: 657-663.

3) Abrahamsen B, Eiken P, Eastell R. More on reports of esophageal cancer with oral
bisphosphonate use. N Eng J Med. 2009; 360: 1789.

4) Solomon DH, Patrick A, Brookhart MA. More on reports of esophageal cancer with oral
bisphosphonate use. N Eng J Med. 2009; 360: 1789-1790.

5) Vestergaard P. Occurrence of gastrointestinal cancer in users of bisphosphonates and other
antiresorptive drugs against osteoporosis. Calcif Tissue Int. 2011; 89: 434-441.

6) Abrahamsen B, Pazianas M, Eiken P, Russell RGG, Eastell E. Oesophageal and gastric cancer
incidence and mortality in alendronate users. J Bone Miner Res. 2012; 27: 679-686.

7) Ho YF, Lin JT, Wu CY. Oral bisphosphonates and risk of esophageal cancer: a dose-intensity
analysis in a nationwide population. Cancer Epidemiol Biomarkers Prev. 2012 [Epub ahead of
print].

O BE DR R ML EMEER
[k FDA]Vo0l.9 No.17(2011/08/18), [EU EMA]Vol.8 No.24 (2010/11/25)
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AIE B
@Alendronic Acid(7 L Rar g R o Lok Fn¥), Alendronate Sodium Hydrate (JP16), B AR A
— NSRBI NI E N F 585 WS FE e
@Ibandronlc Acid (A3 R g o LK Fn#, Ibandronate Sodium Hydrate (JAN), B AZR A
R R RN [E N - R EE Y (2012/08/13834E) Vst - FEoE v
@Rlsedronlc Acid (VERu ) o akFid, Sodium Risedronate Hydrate (JP16), B AR AR
PR E I [EIN  FEe 0 Vs FE e
@Etldronlc aCId[iﬁlFﬂ/ﬁﬁg‘)‘ K7 2, Etidronate Disodium (JP), B AR AR — h R H WL
PNHIHE) EN  FIe 0 s JE e

Vol.10(2012) No0.19(09/13) R04

[ EUEMA ]

eLevodopa, /33 EBHSR, COMT FER . EHEIHIHEENOY RS

Levodopa, dopamine agonists and COMT inhibitors — Risk of impulse control disorders
PhVWP Monthly Report July 2012 Plenary Meeting

1B H :2012/07/26
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2012/07/WC500130391.pdf

(P k)

ISP, A 3, B levodopad RS AAEENE A, WU BRI E21 08
THEF L QDA sl 4E 2 (impulse control disorders: ICD) ODSEIRZ 7RI TEIAS T B,
THARENED DD, ICDDIERICIEREL T, B L EHIICE=F—F & THD, ICDDAEIRIZ
I, WA, MEAE R, VBTN — T, sRIE AR BV ROIR S, dRE AR AP RIE L LA
(binge eating) 72 L2395,

OO0

Levodopa @ A & 38 it & R/ SIUAEBN R 2 W ) BRI F72 13 P T L7356 D ICDY 22
IZOWNWT, 7 —ANEBEINTETND, MESNICDOHIZIX, ZNHDEIL OB TOR
RIS SN TORWLO0R® D, £, T—X1F, TNHDEIR LD/ S—F 2 95 LIS O
JETHOWONIZGAIZHICD R ZVFLZ L2 R L CWND, EDTHPhVWPIE, AT Al RE7 e fix
HOTE T VAR RIC KRS58, T—2DLEa—2E LA, DR, PhVWP

A ZOVEa—THELLIABMITIE, levodopa (ZNZ, R S AEB1ETh 2 apomorphine, bromocriptine,
cabergoline, lisuride, pergolide, piribedil, pramipexole, quinagolide, ropinirole, rotigotine, Z25HTNZ COMT FH
HITh D benserazide, carbidopa, entacapone, tolcapone T,


http://www.ema.europa.eu/docs/en_GB/document_library/Report/2012/07/WC500130391.pdf
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1%, EUTAR SN zlevodopads A7 384k (B, L OCOMTPILE R A G oA LD EH)
RAARE G A EI G, L O COMTHLE 35 A 1 $dh (levodopad ff Fl S5 HiA L L T)
T ARTORGFROSGET 2T DL R LT,

O BE DR R ML EMEER
[NZ MEDSAFE]Vol.6 No.16 (2008/08/07), [5 MHRA]Vol.4 No.23(2006/11/16)

IAITER
©Levodopa (L ARR /X, R/SIUFTBRIAR, /=2 Ui ia i 3R] [EIN  F85e 8 HEdh: J e ik

B catechol-O-methyltransferase

10
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[ EUEMA ]

ot MNHERKMIZE TS EU DAV T U MEEEHE

European Medicines Agency explains EU incident management plan for human medicines

News

1HA H :2012/08/13

http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/07/news_detail
001582.jsp&mid=WC0b01ac058004d5c1

EMAIL, BN ESK ST 2EURE Ry b — 2 « A5 o NME EE ] (European Union
regulatory network incident management plan for medicines for human use) 243 L7=,

ZOFHEIF20094E9 H bl IS TRY, ENHEIR MDA T NG eFi g £/
772G W) ST A LTS, EUN TROBEZRFEE 25T 57280, EMA, RUNZE % (EC), Bk
OEUNN R E oD B 38 L 24 RIS KD A A DO TFIEIZ DWW TRHALIZ b O TH D, [FRIFHHEIT,
A G, FEL~VL, BROVHGEE A, AR NCRR SN ERE LA 5 &
LTW5,

mE, AE, LM OWTOREIZBMR T2 v 7T M0, W, ZatEicBd
HETIRVA 728 RIS EMEERBEED AT N ChD, UL, ZBEMEME D T D
MAICEbAMEE S LA T b b5, SHIC, Bk EORER, GMPARSTRTEICE A3
DU AL DIRILG, A2 2T L MEBLFHE O X RHPIC & END

ORI, AR EE KET AR DH LA VT Nkt T =) 73 HEE
B (proactive) BN, fEREH)FREIG LT 556 O BADR I TOZ BRI OM 5 2 & T,
E7e, BERMICBET 2H R RO S A OEUNNRRE R O @A HIZ >V Th, BBIL
W5,

ZOENHEE, 20104E DT 7=~ At VT AED KA MRS T 57280, SEEHWETSNIZ, Al
FERINTEHEIE, 2012476 A IZEFHE AL HLHI Y R (Heads of Medicines Agencies) (ZJ&Y1EZ
IZBIREN T b D TH D,

R E

e 2010 D 77—~ 7 Ak (pharmacovigilance legislation) (2 DWW T TRt &,
http://www.emea.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_00049
2.jsp&mid=WC0b01ac058033e8ad

o [EIHHIY JH 8 FE (Heads of Medicines Agencies) IZ W T T et & M,
http://www.hma.eu/

A Good Manufacturing Practice Guide : [ 3 i > i B I8 L OV R BRI B 9~ B 2L 1t

11


http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/07/news_detail_001582.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/07/news_detail_001582.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000492.jsp&mid=WC0b01ac058033e8ad
http://www.emea.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000492.jsp&mid=WC0b01ac058033e8ad
http://www.hma.eu/
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BEER
k1 BN ESRICET2EUR Ry N — 7 - A2 o5 L NEEEEH ] (European Union regulatory
network incident management plan for medicines for human use) D F£fZ IR <72 CEXD
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/07/\WWC500130379.pdf
421 A TUNDER
RA TV NEBEFBEOFRTHWSA VT R, AR T RIS T EUN THEGR
SNTZEFRIZEEL, ARET AR 72 582 MAF S v RetE 3 b Do F R E 7T =721
WOFAELIG O LERL, TOFEREIIIHERPAFNNE ST DR,
INRAFAENRA 2 2 RITT LT — REBZ DN WERT, A7 47 OIE R OF 4R
PRI TEY, EHEBICEHL TARICEAN B EEZ LT /RO H L F LR ED
Bab, AT UReRIRT REEEZ DD, FIERIZ, EFELOE Y0 I 2L &
ELD R WFEROH I E R GEROICEE IREE P I T2 LE 086708, 1
YT VD ERITE END,

O HE T HERMZEMER
[EU EMA]Vol.8 No.18(2010/09/02)

Vol.10(2012) No0.19(09/13) R06

[ ZTGA ]

o/NREA OTC 1D -3 EF : TGA b DENE
Children's cough and cold medicines - TGA advice
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http://www.tga.gov.au/consumers/information-medicines-cough-cold.htm

http://www.tga.gov.au/industry/otc-notices-cough-cold-review-outcomes.htm

S HEETENVE (TFY
TGA 1%, 2~12 & D/NRTO OTC K1k - IO I T 2L etk A DL a—
EBFIEMLIZ, ZORERELT, /INNETOZNLDOESELHERIZBEIL, #i7-/eBh 54179,
ALE2—I280, TGA 1F, %1k - IRIITBEE T LI Z VY A7 T SRR LT,
LU, B 1R « I/ NI EZ RZ T AREMER S H LV = T U ZADH Y, EHIT/NET
DR DR T 4 MIFEIAESH TR, ZOFEIChEO%, TGA IXLL F OIS 2179,

© R R E 6 A O/ NRITITE L2 &,

12


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/07/WC500130379.pdf
http://www.tga.gov.au/consumers/information-medicines-cough-cold.htm
http://www.tga.gov.au/industry/otc-notices-cough-cold-review-outcomes.htm

Bl

3L 22 MRS ) Vol.10 No.19 (2012/09/13)

« BZIED I EEE 6~11 WO/NTHE T 258120E, ST ER, KA, $2i3h—A7

O

PN
A

FI0T 4 ar—DE Il

LpHEHh
OIS OBRIIZLL TN EG £ 5,

s AR IEBEE G NTNDIDNTAATZEL T, ERITITRARBR LGP LT

M B, A7, lilide, KUE XK, HEG, ZOMOEGIE/2E DIXDNEE:
PRBICRBL QWA IREMEN G D, /NEORBOMHE IV L THIER SN H LA, ERi<e
F AT TIT 4 af — DL RS T AL,

© AR I, S, %, SPA, FEN, EIRRE O RAVEEIRE — RFRIICEEN DI

X720, ZNHDEI L, TA VARG BEIEE ORI, YRR O fEME 2Tz 3%
A= YANAN

» INOOEHE MO R NIL, EERELMETILNDHD,
- AR EIRICED, LT 0L 2BIER N R0

*

TUAR =S, DAEORMREI, WG R, BIRKIESRIR, 0K,
A BN (HAA

BURMZEMTEIE (R

6~11 O/ NR A ST AL 6D « SR, B HE B I LA AR T A7-8, TEL
WHAEET~LICHHZEE T 528,

- IR R, N AL TR,
< 6 AT O/NITIEE IR IR E T _RE TRV L%, 1 H L ERE A R

SHELIOFHIEDDHTL,

- INHOES D, FRCMO/NFERE TOAFHICET A Va—L B 2EH 5058

%
L

AN

DA, =AU TS TAF R LS 3L, BEIC RO EICHE-> TR
RS, EESNTVS,

TAUTEZH L WGE, TGA ITRLESEFITHL, 2012 42 9 H 1 H S EFLOREI/ESTT

~)L

FoR (BEL O IZEE DO SCER ) L03E2 L B350 E 21T, 20183 A F|C

FT7 VIV FRRECIENE E SN — AT T i CAF A REL 2D T iE ThD,

A child-resistant packaging
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LE 22— L7 R 0 E3KE, TRt % 1L EEAL Tz,

= 5 i DTSR %
ez 3K Brompheniramine , Chlorpheniramine , Dexchlorpheniramine , Diphenhydramine ,
Doxylamine, Pheniramine, Promethazine, Triprolidine
PEIZIE Codeine, Dextromethorphan, Dihydrocodeine, Pentoxyverine, Pholcodine
FI IR R VAR 3L - Bromhexine, Guaifenesin, Ipecacuanha, Senega and Ammonia
Ho I BRIIE: Phenylephrine, Pseudoephedrine, Oxymetazoline, Xylometazoline
BEER

X EFLOFLEICEEL T, [REE ~DOEEMEL 1 H ARSI TS,
http://www.health.gov.au/internet/ministers/publishing.nsf/Content/mr-yr12-ck-ck041.htm
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