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[ k FDA ]

e Orlistat([‘Alli’], [“Xenical’ 1] : EE DR EEZ AT CEIZEMN

Orlistat (marketed as [‘Alli’] and [ ‘Xenical’]) : Labeling Change

Postmarket Drug Safety Information for Patients and Providers

1HA1 H :2010/05/26
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m213038.htm
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m213448.htm

FDAIZERAEEH LBE KL, [ Xenical’ JOWA SCEKFT 27K L, AR FICELEL T
FIUTHE SN CODEEDOFEEEGNC SV THT- AR 2B RE T SCEIB N 528
ZinET 5, FDAIL, FNICHE S TWHEEDFREEIZ-OWT, OTCHEL “Alli” ] @ “Drug
Facts” A h BT 7= 225 DB A T > T,

[“Xenical’ JEL AN’ 11X, Rl—DHEhRLSY orlistat 2 F7eo7= /)l CH LK EREIKL THD,

[ “Xenical” ] (orlistat 120 mg) IZ/L5ZE3EE LT, [“Alli’ ] (orlistat 60 mg) (% OTC FE&L TH5E
ENTWD, A EIOH= /e APERHIT, 2009 4 8 A D RHHEE* Ofi# ThY, FDADBETL
LB a—Ih3KEDTH D, ALt =—"TFDA I, orlistat Al 12 BE 2 B E DOFFEEDH
HEF 13 R E Lz, TOWNFRIE, [ Xenical’ NZRH# 2K E A NSOHE 12 fFB IO
AV NZBHE DK ENOHE 11 TH5, 1311055 2 IR EIC LB EFITHY, 31
ISR LEEE LT,

LUF O ZRIZ XY, orlistat i & H DT RS L DR R BR O E I LN TH D,
<[ AN JIZ B 32 K ESEF] 1 3L O Xenical” ]I B9~ K [EFMERF] 12 {4:1% 1999
£ 4 A5 2009 4 8 HICHAE SN TWDAS, ZOBICHSAR F1C 4,000 /5 A3 “Xenical” ]
FIXL AN JZ2 R LIz ESD,
CHRE SHIVIIEGI D22, BEDONFEEFERIUCEE G135 2 5N DO FEH O HF I EH
0, HEOFRERBUCEE18E 2 SNAMORREIZH S BE R AL,
- EORFREEL, EAIOMARUCS, EHLRRERARULIICERT 203 HD,

A OTC EOIRM 2
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B p0ClE, FFREE L orlistat &0 K SR BEIFRIIMENL SFU TR,

R E L, BE IR Xenical” IR0 [ “Alli” O RLCHELE A4 THRIC, 260 3EHI AR
FRICEDIRERED KT 4 b EFROYART O A[HEM & Ll B B ~&THD, BEIL, T,
FIRER R0 R DR, WE R, WA, BERIRZRE OIFIEE OB R ER L5 &
(21, orlistat DR AZH L, #HY DERIEFE KT ETHD,

BEER

kAR OUWTCTR] B 4 C Questions and Answers 23 HENSALTUND,
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm213040.htm

1 BERLEZLMEER [k FDA]VoL.7 No.21(2009/10/15) 22 HE
©Orlistat (A /LY AZ vk, HUIETHE (VS —BFLEA) ) E N B L, ok 5858

Vol.8(2010) No.14(07/08) R02

[ k FDA ]

o RIFMHIVEREL B RIBEE (LABA) (B IEfF FICBE 4 DR B H 2 I SCEITEN

FDA drug safety communication: drug labels now contain updated recommendations on the
appropriate use of long-acting inhaled asthma medications called Long-Acting Beta-Agonists
(LABAS)

Postmarket Drug Safety Information for Patients and Providers

1B H :2010/06/03
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m213836.htm
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m201003.htm

(k)

Wiy S50 188 42 PF) 28 4 Jifi %8 B (COPD) D i i 1 3841 T db 2 = IR [/ I Y B il I 5 (LABA,
Long-Acting Beta-Agonist) (2T, B BIRIEICIIT D2 7o ARl 95720, I I
BT HEE RN G S AU, ZOFT- 2 HEEFIH T, COPD 1RH#EICH1T5H LABA i HIZiTiHE
A7z,

FDA |, I BRI T LABA 2 L7235 812, ke B0 BEIE(LICE0/NEBE PR A BETD
ABEDVAT R, B0 BETOIRLEDI A FRAIRENT-ZEDD, 2010 4 2 A,
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LABA O HLidE i 361256 L CURAT SCETRRET O Bk A @ L7

BET ST SCE O HELEFH I ILL T O Th o,

- W EIEIRIZIWN T, BMART mA RHER 8 Ol B R WA PRI ZfE 7" LABA HAITHEH]
THIEITEERTHD,

+ LABA 3, (B~HHEOWAAT BARFE Tl B2+ 72 as ha— L TE LB TN
FARE TR,

* LABA [, MAAT uARIEA2 L Ol B RINE BLIZBUER AL T D23, Wi B2 +571c=
YRR L TE TRV ISR L, IBINERREL TOAHH T~ THD,

- MR b LSEERR, MERFSIZE A, BB OFHEAZ EHIICITY, 2 he— L3
FENBOTHIURIBREO AT v 7 Z %2 (LABA DR I IE728) 2Bkt ~_& THY, W
AAT BA R & Ol BRI E P LD IR0 [ S EITHNETH D,

« WAATEARERIZ LABA ZiBEINT 0 EOHL/NEEELHEBE L, KO HHEsT
TR T DD ART AR E LABA O G258 T 5B G HEE T2 Ths,

FDA 1%, FREBIONRA SCEIRUIHEEHIRIZHE ST LABA 2 H L84 121%, LABA
(LD BIEIR U ED R 7 o NI B EIE LB L OWG BSEDV 27 % L [RIDEHE(E L TUVD,

2EFR

10 Y =L ME ® [k FDA]VoL.8 No.07 (2010/04/01) %2 PR,

* 2: M EIRRIC BV Tar b — A+ Bb A1, REFSIRIEAHERFL 7o EE A oF
RO AITOZ L,
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[ k FDA ]

e Olmesartan medoxomil[ ‘Benicar’ ] : DML RANVMIBT2E THOLE 2 —

FDA drug safety communication: ongoing safety review of [ ‘Benicar’] and cardiovascular
events

Postmarket Drug Safety Information for Patients and Providers

1HA H :2010/06/11
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m215222.htm
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m215249.htm

(Fhkr)

FDAIZ, B+ 3#Eolmesartan[ ‘Benicar’ 120 2 >0 KB (ROADMAPIS L TRORIENT) 7 —
ZEFHIL CTD, ZIHORER T, olmesartan[ ‘Benicar’ JZ R AL TV 5 2 BUHE RGBT,
TR L L T RO JRRNZ KDL TR E T 2D RS TND,

FDADLE = — [ FHAEHEITHTHY, FDAIL, [ ‘Benicar’ [TV ARV % EHSELHEASERLTC
DI TR, B A CTEDAILR, SilEERH TO[ ‘Benicar’ JONRT ¢y MIEKIKREL TYRY
Z bESHEEZ TD,

FDA |Z L5l 2 RO T —Z DL 2—4%FHE L THY, [ ‘Benicar’ 1230 RIZKIET 5
BT 28 272 F ARl TD,

ROADMAP 5 XU ORIENT [ R MiEEARER ThHoH, ZNHDFkER T, [ ‘Benicar’ 175 2 TUlE
JRIF BB OB R B OHEATEME T2 LN T 522 BREL, BFE X[ ‘Benicar’ ] £7-1%
TR G AT, TREAOFERELT, [Benicar’ JICL AR EZSZ T T, 7714
F G- B L LU COM A R O JRA (OIEIEAE, 220858, A H) ICRDIE TN LN MR
Brclsani ((RHOT —2DERESR),

Olmesartan[ ‘Benicar’ 137> T F 7 o i v I 2 FIEHEEHTHE (ARB) Thd, ZD 77 ADHEHIFs
KT U T o ISR L ESE (ACED 1E, ZIVETELOREBR CRHMIis TRy, RBRIZ
OB IEBEE R DR R0 H L BE R E D IE RA R MEBLOY A7 3@ OB BT A D3kt
FRLELTHEN T, ZNHORER Tl L M RBEEDFE T DYV AY EFITHESNTEHT,
DML BA R ROV 2773 m R E RIS L T ARB <2 ACEN IC L DTEIEN A T oL
ZRLIZREBRb 55,

A S EFSREHE L LT hydrochlorothiazide &0 & #1[ ‘Benicar HCT’ JH 75 S TS,
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OERBEHEFEF T OBMER
FDA (%, [ ‘Benicar’ I3 ECDVAZ % ER-XELERRLIZD ﬁf“ I720y, FDA 1z D222k
DIFRICBTDERELE2— L TRY, FilE®iGon-HaIlidnRzR 5T ETHD,

- FDA (%, @\ JESE B T Benicar’ ]2 1M iﬁk%kLTJX7%Llﬁlék%‘sz\
D

- ROADMAP 535 JOVORIENT sk i1, [‘Benicar’ JEETIX 7 7R REL LI L CL S R
BEDIE T E A Z 0Tz,

+ ROADMAPI L TORIENTIZBE A 3EA1% #U3, clinicaltrials.gov TR T&5 B,

- [“Benicar’ ][0 DD T AT L TS FARFE HLIRA T L 7o oD Heige sk FEER PR 505 C

I, DB R EDIE T DY AT FHEIITRBSIL TR,
. [‘Benicar’]%@ﬁﬁ“éﬁf%&i, IR SCEOHELRAEO 2 L,
+ [ “‘Benicar’ IO B+ 54 E H 54 FDADOMedWatch 7 1275 M2 #4528 €,

OF —FDEHK)

ROADMAP 7% (Randomized Olmesartan and Diabetes Microalbuminuria Prevention Study) i
RN CEIES V72 ik L m RS —EER T 7 RS RERBR Th o7z, ZoRBRIT, 2 TUhE

PRIBOMUZMIAE RV AV IR % 1 DL A T8, BIEOH AT E T A 3720 R 4,447
NEXREL T2, BT olmesartan 40 mg F72137 78R 1 H 1 A% 52 EIEL 2B AT
bz, BEIFMOBEIEOGF T rIET223, ACEL, ARB IFFFAISILTU Ve o7z,

AFRBRO T 72 HAIE, olmesartan (2R ET LTIV IRO RN BIESN D)% Tl 952 &
Tholz, REOBFITI~S5FIEOLME RVAVREF2ALTEY, BE D 80%IIfthofF 3
R LTV /=, Olmesartan ~0 g FE WIf1% 39 77 H Th-7-,

ORIENT 7B (Olmesartan Reducing Incidence of End Stage Renal Disease in Diabetic
Nephropathy Trial) 1%, H REFUECHEIESNI- L Miak L RIMEIEL L —HEMR 77245 R
TdhoT-, BAMEIEAA T 5 2 ALBE R 5 i (566 A) 73, olmesartan 10~40 mg £7/2137 7R D
1 H 1 FHRGICEEZICEM TN, BT ACEl 25 Lo ERDO O AT AT S,
ARB [ IFF Al S0 olz, EEEATHEE B, G2V T F=AHO 2 (5O, REIEHEE,
SRR Z RN BT DY B IR WINI R E LA METOHIM Th o7,

i RRER TR SN 7= TARSL OFE BRI, olmesartan (X ATRREZ ITT-BEIZBWT, 778K
B BF LU CLME RO TN LN ThoTo, FERLNE RA X MR B A
# 1, 2 ICEKTD,

B RO R b RERA TR TX %, http://clinicaltrials.gov/ct2/search
¢ https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
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# 1: ROADMAP RO DR RDER

= ey 77k (n=2219)
DIEROFET ¥t 15 3
DZEIRIE 7 1
HIEH 72 O 5 0
PTCAP /2 IZCABGED i A 4 D FE - 1 0
IR i 2a 2 2
2T 26 15
>FEBFERY i ZE 14 8
>IERIER R LR 17 26
# 2:ORIENT REMOLOBROER
R Olmesartan (n=282) 7SR (n=284)
DIEROFET ¥ 10 3
DZEIRIE 5 2
£ TATVANIN Y5 L 1 1
IR OO M RFET 1 0
BFERI T 26 3 0
2T 19 20
>FEBFERY iz 8 11
>FEBFEAYR L TR 3 7

DGRBS R OMENTHT-Y, olmesartan (2T 5L HOEKRBRIIOMod ARB
(BT BRI O M REHEDOIE T DYRY EFAREL TWRWIEIZHETHIENEE T
o5,

FDA L, olmesartan &0 L RO JFIRIZ LA SE T HEINE OB EA NI 5728, &g 2 3B
SO T —HEBL O olmesartan (2B T 2R RAER T — 4 2KZLEo—F 55 BTHD, £/
FDA X, L& RA R REBLOY R 3@ EF LMK 75 ARB X° ACEI Off i 3 Ff7°%
L EEE X T, ROADMAP 5L ORIENT #ERD DO %1 BA R H7- 0 Hi 772 5 iEE et
TP ETHD,

©O0Imesartan medoxomil (A /LAY ILH L ARFYL, TooAT o N BIREHEE, & i
JESETRIFH) [EN 38723 MEdh 38720

b percutaneous transluminal coronary angioplasty (% 5z #&4& et B IR 2 % A1)
coronary artery bypass grafting GeEEh IR 31~ & 1fir)
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[ k FDA ]

o FDA/CDERIZL SR &M B 2R RET OB (2010 42 4 A)

2010 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—April

FDA MedWatch

1B H :2009/05/17

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm209165.htm
http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety-RelatedDrugLabelingChanges/defa

ult.htm

ZOMEETIE, A ERL A OV EL, S, S, A LR, RIER, B G
WMOKIHHE ORRBGET 2R T, RITITERK LA LSGETEFTOVAN, E-EMRICIZSGTS
HHE/NRML, M8 S 388 s, il ST Frsn o 2 e E i g,
%5 : BW (boxed warning) : #5504 245 C (contraindications) : 25 =, W (warnings) : 45,

P (precautions) : i ] D&, AR (adverse reactions) : BI1EM,
PPI/MG (Patient Package Insert/Medication Guide) : F3& 175 4t

WETSHIZIH

KERE L (—HE4) BW w | p |ar|PPY
MG

O

Propylthiouracil tablets O O O O

Aptivus (tipranavir) capsules
*protease inhibitors change

Crixivan (indinavir sulfate) capsules
*protease inhibitors change

Invirase (saquinavir mesylate) capsules and tablets
*protease inhibitors change

Kaletra (lopinavir/ritonavir) capsules, tablets, and oral solution
*protease inhibitors change

Lexiva (fosamprenavir calcium) tablets and oral suspension
*protease inhibitors change

Prezista (darunavir) tablet
*protease inhibitors change

Reyataz (atazanavir) capsules
*protease inhibitors change

Oloj|O0j]O|lO0O]O]O|0O] O

O]l 0|0l O]0O]0O]O0

Viracept (nelfinavir mesylate) tablets and oral powder
*protease inhibitors change

Acephen (acetaminophen) rectal suppositories [OTC] O

Artiss (Fibrin Sealant) O

Evicel (Fibrin Sealant) O O O
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FeverAll (acetaminophen) rectal suppositories [OTC] O

Ortho Evra (norelgestromin/ethinyl estradiol) transdermal O

system

Rapamune (sirolimus) oral solution and tablets O O O
Sandimmune (cyclosporine) soft gelatin capsules, injection, and O o o
oral solution

Tarceva (erlotinib) tablets O O O
Tisseel (Fibrin Sealant) O O O
Uroxatral (alfuzosin HCI) extended-release tablets O O
Valtrex (valacyclovir hydrochloride) caplets O O
Ventavis (iloprost) inhalation solution O O O
Vytorin (ezetimibe/simvastatin) tablets O O
Yasmin (drospirenone 3 mg/ethinyl estradiol 0.03 mg) tablets O

Yaz (drospirenone 3 mg/ethinyl estradiol 0.02 mg) tablets O

Zocor (simvastatin) tablets O O
Zonegran (zonisamide) capsules O O
Zyprexa Relprevv (olanzapine) for extended release injectable O o
suspension

Ambien IR and Ambien CR (zolpidem tartrate)tablets O

Calan (verapamil hydrichloride) intravenous Injection and

Intravenous Injection syringe O

Calan (verapamil hydrochloride) tablets

Catapres (clonidine hydrochloride) tablets ) o
Catapres-TTS (clonidine) transdermal therapeutic system

Covera HS (verapamil hydrochloride) extended release tablets O
Flumadine (rimantadine hydrochloride) tablets O
Lidoderm (lidocaine 5%) patch O
Mavik (trandolapril) tablets O O
Norvir (ritonavir) capsules o
*protease inhibitors change

Norvir (ritonavir) tablet for oral use and solution for oral use o
*protease inhibitors change

Ritalin LA (methylphenidate hydrochloride) extended-release o o
capsules

Verelan (veT\a}Pamll hydrochloride) capsules

Verelan P (verapamil hydrochloride) extended-release O
capsules

Allegra-D 12 hour (fexofenadine HCL 60mg/pseudoephedrinie

HCL 120mg) o

Allegra-D ~ 24 hour  (fexofenadine  HCL  180mg/
pseudoephedrinie HCL 240mg) extended release tablets
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Diovan HCT (valsartan/hydrochlorothiazide) tablets

Leukeran (chlorambucil) tablets

Lupron and Lupron Depot (leuprolide acetate) injection

Ondansetron injection, premix for intravenous use

Taxotere (docetaxel) injection concentrate

OO0l O0|0O0|0O]O0O

Temodar (temozolomide) capsules and for injection

Folotyn (pralatrexate) injection PPI

Vol.8(2010) No.14(07/08) R05

[ 77 % Health Canada ]

e Natalizumab[ ‘Tysabri’ ]:PMLIZBI$ B85 D& Mg

Updated safety information regarding progressive multifocal leukoencephalopathy (PML)
associated with [ ‘“TYSABRI’] (natalizumab)

For Health Professionals

HA1 H :2010/05/17

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ _2010/tysabri_3_hpc-cps-eng.php

http://www.hc-sc.qgc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2010/tysabri 3 hpc-cp
s-eng.pdf

<{>Biogen Idec Canada #EbDEREEEF MIFR I/ F—L 2 —

Biogen Idec Canada f1:/% Health Canada & % I, natalizumab[ ‘Tysabri’ ] BRIV A2 1T
TV BFE TORETTHES Btk B ERMIE (PML, progressive multifocal leukoencephalopathy) V22
BT DR DR eV E WA, T ORE )T I BN R ARET D,

[“Tysabri’ JIZeMEE /70 —F L HRTHY, FFREMELOZFMEME LA (MS) B 1281
DERAIER AL B DWW, MRI A5 L CHERSALDIGFBIENGH Z DR EEOWA, H K
B OWATHI DT=0, BAITOWBFRI GBS TND,

10
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« PMLEBLI A2, [ ‘Tysabri” [TEEOEHULIZHW EH-T5,

- 24181 H OFFER, [ Tysabri’ WAk T DU AT LR T 4y NIOWTERE EHEFELS
&,

+ PMLO#5 I LOER DI B L TREIR EOBIZE 20T, 1EERWVE=ZV 7 Z21TH
N5, [ Tysabri’ ] %52 1= hF & D EE X, Tysabri Care ProgramiZ &gk 4~ &
Thbd,

PML 1, AR RO ENRETHEBEER B THY, IC VANV ADTEHELIZIY S EZEh
%o PMLIZEY, EEORRESCIHNZELILENHD, ICTAVAILEY, HEREEEICPMLE
FIEEZ 9, PML I, HIV YRS, S0 MR T USRS, s a7 B3, Ao
EREBOBE THLHRESNTND,

[ ‘Tysabri’ 16W & i 5 T 3 FE 2= & D PML 3 EBR1T, IBEOEHICEEW EH9 5,
2009 4F 12 A 31 HERST, HATH 64,600 ADEE M Tysabri’ 116 A T T 5, 2010 4
4 H 6 HEIE, PML OREEREFIDS 46 Bl ZIL TS, PML ZEBLERICOUWTIE, [Tysabri’ ]
DEER R T 1,000 ABHT=0K 1 N Tdh-o7=DIZKIL, Hilk#%IZ 24 7 A UL BiBEE = =BT
1% 1,000 Ad720 1.59 A[95%CI[1.11~2.21]) Th-7=, [ ‘Tysabri’ N2 LIRS 3 4E2H
R DB TO PML BEERIT, 3 FAEADIRERRERD DRI HEE N TER,

T/ 777 DOMEEBIOMER LoRE), NHEF MITIEHRI OHEALETL, PML 2B
BA B DT REREIBINUT-, T E X, B PML OUAZIZOWTHSELEELIZ, 16
24 71 AWESC, PML OYARZ ARG T EF T2 oW TBRESCN#EZ LFHELAD
RETHD,

[ “Tysabri’ ]2 AL 05 &i7=3 X COHEE L, Tysabri Care Program (TCP) |28 Gk & TH D,
TCP I, [‘Tysabri’ WEREZZ T HEFE~DWLS, Fh., £=2V 7T HTImI I L5 ThHD,
TCPZEU T, A& BEIOTCP ICPHL L EHRAEFE L[ Tysabri’ ] EAE IR+ D 1F A
BTND, ZZTOBFRICHELL T /T NEDFT- 2GR G 51280, MRFET 1M Thh T
W5,

SEETIER LR EMFER
[ FDA]Vol.8 N0.05(2010/03/04), [ 7% Health Canada]Vol.7 No.07 (2009/04/02) it

O©Natalizumab (#1 alfad (> 7 7V ATk HEMEE /70 —F )VHUR, 23 VERVIE TR 3K,
Ja—ARIRPRER CRIE D) S FEFET

11
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[ 7% Health Canada ]

e Varenicline tartrate[ ‘Champix’ ] : 854 & /757 OBET

[ “Champix’ ] (varenicline tartrate)- Changes to the Canadian Product Monograph - For
Health Professionals

Advisories, Warnings & Recalls

1B H :2010/05/31
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2010/champix_2_hpc-cps-eng.php

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2010/champix_2 hpc-
cps-eng.pdf

(Web $8# H : 2010/06/03)

@ Pfizer Canada tE OO ERIEFE AT R 2 —L & —

Pfizer Canada #:( Health Canada &H:[FIT, ERIEFHITKIL, HEF MITHEROUGTE2E T
[ ‘Champix’ ] 50T/ 757 DEBERLETICOW BT 5,

SETIILL FOEY ThD:

< R R A EEGICEE T A RIS OWT, EREEE ~O H BT S IE A TR A
FAAEAEAB LT ;

- MUEVRIERE OBBUS B L, AT 44— T RV ar SR GERERC L AL 4 & o B FE 7R 2
JEBUSAEIUHRE SNAHZ LI T&E L,

- [EELEH EORE I OEICTEBF RTIE®R I OEZBINL, JBRA-CIER T, BE g~
EEERFRICE T8 5L E R LT

- HUE, 2 SOFIA T T a3 Champix’ I OW RGBS TS, 1 38 B oM 51 e
T, HEEAZRRKTLOMgZ 1 H 2 BIETHEET DD, £21205mg % 1 H 2[BIOFEEET S,

O BE IR ML RMER

(%)% Health Canada]Vol.6 No.15(2008/07/24), Vol.6 No.11(2008/05/29), [k FDA]Vol.7
No.16 (2009/08/06) , Vol.7 No.06 (2009/03/19), [EU EMA]Vol.6 No.02 (2008/01/24), [
MHRA]Vol.7 No.24 (2009/11/26) , Vol.6 No.18 (2008/09/04) | %>

©Varenicline tartrate (N =2V AEABEIEE, o 4B, =3 F 2 FWE O EENEE, EEHE)3E)
FEIN 370 I 20
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[ & TGA ]
M E WAL

Vol.8(2010) No.14(07/08) R07

[ EUEMA ]

o B FEEKTIRANTV  TLAX—RIEDIAY
Low-molecular-weight iron dextran — risk of allergic reactions
PhVWP Monthly Report May 2010 Plenary Meeting

1H%1 H :2010/05/28
http://www.ema.europa.eu/pdfs/human/phvwp/31345710en.pdf

http://www.ema.europa.eu/htms/human/phv/reports.htm

77 —~ab U7 AR Z B 2> (Pharmacovigilance Working Party : PAVWP) 1%, (K47 7 &
(LMW) 87 % AT DI N GAZ XD BEERT L AX —RISDYAZIZONT, 7T ATOH
B HE T — 2 & T E a1 o7z,

ZOLE2—T, LMWEET F AN AT EERT L AF— IR T 52t R ToHs xR
1% 0.009 /1,000 DDD*TH D= LT3t L, 7T A Ti% 0.1 /1,000 DDD THHZEAVHIBA L=,
PhVWPIZ, [RIFEIZEDEERT L AX — SO TR TORERIMENZ LD, 7T ADE
FRBEBAIC KDY AR O FE ik B LISMTIE, BURE A CRUGIHE E IR B SRS LT, 27T
ADYATERRE, LFEDY A7 L7 PRI E GBI 5L BFH DE=2) 7)) OXEEM
IR DR E FEDDEEBIZ, 7TV ATOLMWELT X ANT O HEZ U T L LF— K
IS = —THTEE HIEL TS, ZOYATBBIR OFITT T AT 1 AFEMFHIShD T
ETHD,

© [lron Dextran (USAN) , #k/K Z P& ML IEHREE) HEsh - 358

A DDD=defined daily dose, WHO collaborating Centre for Drug Statistics Methodology 23 & L7-#d — H Jil

i
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[ EUEMA ]

e Rosuvastatin : BRIV R

Rosuvastatin — Risk of diabetes

Monthly report from the PhVWP May 2010 meeting

1H%1 H :2010/05/28
http://www.ema.europa.eu/pdfs/human/phvwp/31345710en.pdf

http://www.ema.europa.eu/htms/human/phv/reports.htm

<Rosuvastatinfif 1255, A RFIRIEICH DB HE (Z2EEFIHE 5.6~6.9 mmol/L) TOHER
JRIIEV A7 D) L5

PhVWP * (X rosuvastatin ™ 5 JR 5 FFEY A2/ &L ¥ a— LT, ZOREMEICH T 5% &0
JUPITERER O FHAT - 7B U 72, PAVWPIE, rosuvastating S fhHESE (SmPC®) #5450 T8
\Z, BHERIPIRAED BB (22 B MBS 5.6~6.9 mmol/L) THERIFI A7 330N ERH-45L
WIOFLIRZBINT RETH L LM LT,

PhVWP (3, rosuvastatin JEREDSRT ¢ hEFEIRIFU A Z HigE 58, A2 74y MIUA
7% LAY, rosuvastatin DA A7 ET 4 h-URTDINTU AL B &fiE BAF CThD LG LT,
Rosuvastatin 1%, I FAEEL ~LO @ (FRMEmIL AT 2 —/ VILE, (RARARE B E R X
OB AR AL AT 00— VIIED) B T HSD HMG-CoA % Joili% 2 LE 4 (2
ZFFREL T IO CODIEAI T R) Th D,

ZDOUE 22— 3N B CTOAE B GFFRE OMSH A BT A E K RO E I Ge AR AL T
HEEDEA DL L TERMSZ, L2235 T, CMD (h) SiZPhVWP D il 2 oUW Tl 2 5%
FTWD, BEFEAREEL, HMAY =7 Ak P LT RICABRSNS TETH D,

X R

1) Ridker PM, Danielson E, Fonseca FA, Genest J, Gotto AM Jr, Kastelein JJ, Koenig W, Libby P,
Lorenzatti AJ, MacFadyen JG, Nordestgaard BG, Shepherd J, Willerson JT, Glynn RJ; JUPITER
Study Group. Rosuvastatin to prevent vascular events in men and women with elevated
C-reactive protein. N Engl J Med. 2008; 359: 2195-2207.

©Rosuvastatin calcium (@A RZZF L 1)L v 5, HMG-CoA 2 nliE L ES, 158 B IETs
AR [EN B8 Te T WAL e

A Pharmacovigilance Working Party: 7 7 —< ot U5 24

B Summary of Product Characteristics

€ Co-ordination Group for Mutual Recognition and Decentralised Procedures for Human Medicines
P Heads of Medicines Agencies http://www.hma.eu/index.html
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