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o NSAIDs (FERTBARMHRIEL) LM ER) A

Non-steroidal anti-inflammatory drugs: Cardiovascular risk

Drug Safety Update Vol.2, No.7, 2009

1H%N B :2009/02/03
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON038626&Revision
SelectionMethod=L atestReleased

http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/ CON038625

CHEEF

B, ARSI 2 DOEFMFTEE, AetEo LM E R A2 O ERAF_Tod NSAIDs
(FEAT A RPEHIRIE LK) i BE AT D TR DY, ZIUIKBE DX —AT A DY AT
(ZBEER7RL, RHME A ICIRE SIVRW & D FLURZ SCRFL TuvD, 72720, THEREZR INSAIDs i
A \CBTBHRYAZ O EFITIER IR, BB I3 L NSAIDs &R B B e (KA
S ECKREMMERTRETHLLOBEDCIH L, SHBLENTHD, RAEHRIE T A
1%, naproxen 7% COX-2 JERIFIFHEHE (coxib 1) LVH MARTEY A LD B HPMENZ &2 5 | Ef &
RL TV, Ibuprofen (2O CiE, — H&A31,200 mg BL T Tl b 27 of &7 EFIER
HILTUVRLY,
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BT AFENT 2 SO SEHINFZE (— 71323 [E o THIN (The Health Improvement Network) **
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T, —REMIZIBITS NSAIDs D LI RFRDYAZIZOWTRAEDMTH I, 2
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(7% NSAIDs(COX-2 #IRAIPHEIE F ) O HEIEBIERL I ZEDY 227 Lo BH#AE 2D
WCRHIl T 5284 HRYE L TSI, Fofdr7eadi— NI 716,395 ADAKY, £ 4 4E0
BERRA M T, ékﬁﬁﬁé@bﬁ%ﬁ%@$%%r 1 8,852 1 Cdho7=, NSAIDs Zffi i H o
F (FRIEAERTOMEIZ NSAIDs 2 L7283 1231 5.0 i ZE DA% U A 2713 1.34, 95%Cl
[1.23~1.47]Ch 7=, J))x&(ﬁﬁeﬁ 1,000 A&H7-0DLHEZESESY L4 AR 13, LIRS
COX-2 BEIRPHF I THEE SAL-F M 1,000 A7 D M2 O R F550s 3 N
(CRAE FAREL D L) 12D LK o T,

THIN & —#_X—2D[RFE, OTC D ibuprofen [ZOWTHHRES N TR E, BLU%EL
DY T N—T AT DN AL THEREIED m WY AT HEE DT 2N ZETH D, AAFFED L
12T = A= 2% WO TR R ORTEIE, /AT ALK& K1 (NSAIDs (ZB8E T~ 55 D=0,
OILE RYAZMSEANC B 28 D) DR EZZITROT WL ThHD, ZNHDER &+
DRIAIZINTODD, FEHTIZ B W TEIEFFE RTINSV TR W BN FE T D A REMED &
Do LINLIRING, ARUFFEOREHIL 2006 FFOBRM BB COLE 2 —DfkiRE — L T 5,

OF v~—27 M National Registry 5 —#% - AF4E

ZOaBR—MIFgE 2 1, BERBR CBIE S NSAIDs 12X 0 E R FELDYARY LR,
[MaFE72 INSAIDs i JHHE AT DN DWW T 752 8% H &L TERiS Uz, ABFZE Tl
FEBR ) NSAIDs & COX-2 SR PR EIRIC DWW CIE M Th -, AR OEME 1L, AL
723 _T? NSAIDs (7272 L4 rofecoxib, celecoxib, diclofenac) D f# 2LV, B H TH-
Th, fEERFEHE CEEROMERFROVAZN EHL, FRlZmH RO EIZIAIZR L5
TOHEMERML T, 12720, TEREZR I 23T DMt A7 0 EFITIEF IR,

WIET A BT 2B, NSAIDs Offi FEDE S, MEEREZ2 | HFE OEFRRE, AR
TN ODDIRANRDLD, AWFFEORE Feb 2006 FFDOLE 2—Diffime —EL TW\D,

O EFE 2 HROKE

FREDOFT7R 2 WFZETIE, N—ATA L TILIE RV AVIKF 72585 NSAIDs {5 B IR
F°, 3T NSAIDs i H BB H T RYAZ D EF-NBAOLNTZ, ZOVAY 73 L)
O FAZICERD S (AR AR RDIEE VAN LR LR EEMNNHD) . D ERIAY
O EFIE, B NSAIDs TIEEH EOff H THRROHAL (—E#D NSAIDs TIEH &IN5
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ESNIRNED RUIRAZ SR L TG, 72721, m/HED NSAIDs (FflZ COX-2 JBIRAPHEFHKL
diclofenac) DEHfE IO\ TIIEB VA7 DNIR SIS,
« JBAEITHL NSAIDs i fRE B A B i AR A 2 & Tl HIRIE 3~ ~_&Th 5, Fiz,
NSAIDs (25 R HIERO VBN HOWTCEHIRIC MG & TH D,
AR e T A, naproxen 73 COX-2 38RV L ESK L0, A PEY A7 Lo BEE AMEZ &
ZH| Xt xR LT, lbuprofen (22 Tix, — H &2 1,200 mg LA F Tl A7 OF E
72 ERITFRD LT,
« ARIOD 2 WG THELIVZE WD, BINBF TOLE 2—%%1F7 T MHRA @ CHM 73 2006 4
(2B 72 NSAIDs OZ A BT 2B S ICE H 72w,

X R
1) Garcia Rodriguez LA, et al. J Am Coll Cardiol 2008; 52: 1628.36.
2) Fosbol EL, et al. Clin Pharmacol Ther 2009; 85: 190.97.

BEER
*1: THIN IZOWTXARRO A2, http://www.thin-uk.com/
%2: To~—7 TR eERICEA DOE 5 (CPR: Central Person Registry) 230 % THiLTHY,
BRI B T4 A V2T T2 RN A DOFRLEIC CPR 2MEASIL TV, ZHHDEREFLEK
3, ZWOFEFLIC ICD(WHO DEBHIN /) & o7 Ef—RIZ MBI ZE > THRY,
Eﬁﬁfﬁ%th@é’aﬁa CPR |ZX0F — XL R B I0io b, e e/l DT —H X — AL
LCHHSNDZ NS, SCHR 2 12k, ARAFZECrdil )5 32855 o 5 #13 “ National
Prescription Register”, ¥ # BIH O 1f#113 “National Patient Register”2>5 A F-L7- L frdlis
ONGQAYR
s EE A Ve EU EMEA]Vol.4 No.22 (2006/11/02) 22 i,
*4: TRROVFAN, BIOER ML MR HRI 5 MHRA]VoL.4 No.22 (2006/11/02) 22 i,
+ Drug Safety Update December 2007, p 13
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON2033217
&RevisionSelectionMethod=L atestReleased

- Safety of selective and non-selective non-steroidal anti-inflammatory drugs (NSAIDs)
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http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarnings
andmessagesformedicines/CON2025040

©Naproxen (7' mxt, FEERINAY NSAID] [EN JEEH 1S FEoeH

Olbuprofen (A7 7 m7 x>, FEFIRA NSAID] [EN : FETE3 WSS FE 5

©Rofecoxib (7 == 7, NSAID (COX-2 H4RAYPHEFE) ] EPN « B A1 1k (2004/10/01)  ifiE
Fh AR5 [E1X (2004/09/30)

©cCelecoxib [(zL- 2527, NSAID (COX-2 EiRAUBHESR) JEIN  FE e HEdh  FE7E7

©Diclofenac (277 =77, FEBR) NSAID] [EN  FE7E0 S FEIEH

Vol.7(2009) No.07(04/02) R02

[ 3£ MHRA ]

e Yellow Card Scheme: & #H&5 Bt 1 £ TR TR LOHE D 50%1E0

Yellow Card Scheme first anniversary for patient reporting - reports from the public up 50%
Press Release

18 H :2009/02/18
http://www.mhra.gov.uk/home/idcplg?ldcService=SS_GET_PAGE&ssDocName=CON038803&ss
TargetNodeld=835
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MHRA /%, Yellow Card Scheme(Yellow Card EIfER#ET AT L) O—HEL CREHREE

ERITRRSETLEAFRELAR T, Fo, Blc/ed T WY AT DO LB LT,
Yellow Card Scheme < MHRA D3 Z 2T =XV 7 HEOFM L CEFICEE THD,

2008 “F-1Z Yellow Card Scheme TUXAE L 7= 1f %, £&E A BH3E varenicline[ ‘Champix’ ] D[
OB RS rimonabant[ ‘ Acomplia’ ] 12 B 42542 A E SOV TD MHRA O
BLOWEMRYAZ % B H L7 rimonabant DOAGRERY Tl 272 h3 72,

2008 X B AL D 2,500 PELL EO Yellow Card 23MEH S, BE WS HREKIE 9,000
ML LT, Fiz, A TA L TORMBIL 2 51272572,

2008 1235172 Yellow Card D F7pfH &L T, MEEES 17%H D 25,000 fF:£720, 2D
5 — T RS OWELAD 50% M UT-Z &3 s,

A BEREROBE
BITE (2009 4= 2 H 9 B) FTofF @y (B, HIBIUNMHEEIZLD) Ofklk=8,844
2008 4E 2 A 1 H~HEFTOREREH=2,528
(2008 4= 2 A 18 H ~HEETORE WL =2,434)
2008 45 2 A 18 A O BEHEDOIEXBIMALIE, MHRA IZEENLOERD Yellow Card #1574 2,434 {13217
72
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[ 3£ MHRA ]

o/NE OTC 81k - inEERICBI S DH7 2B S

Children's over-the-counter cough and cold medicines: new advice

1B H :2009/02/28
http://www.mhra.gov.uk/home/idcplg?ldcService=SS_GET_PAGE&ssDocName=CON038908&ss
TargetNodeld=833
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess
agesformedicines/CON038908
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7,
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FOSEAIRT O TA RO S5 E L BT, R TOARRITBINDHZ LD, 6~12 %D
INRA~OfE A FTREL LI BRI, R O/NECIHAEENEL, BUBEZ 5 X12<<, EANZE
DO BEENFLIL TWANERZAZENTELIEND, BIWEH DV AV ZK T TEH72D T
%, 6~12 K D/NRIZEIT D ERLER LD RIZONTIL, EEBSHITHFIEET> TS,
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[ k FDA ]

eMycophenolate mofetil[ ‘CellCept’ ] : #7721Z Medication Guide %17
Issuance of a Medication Guide for mycophenolate mofetil[ ‘CellCept’ ]
FDA MedWatch

1§ H :2009/02/12
http://www.fda.gov/medwatch/safety/2009/safety09.htm#CellCept

@ FDA MedWatch

FDA & Roche Laboratories f1:1%, B 3E S ICBfR CXHRBLICHEE L EMEREIEETD
7-%, mycophenolate mofetil[ ‘CellCept’ ] Medication Guide (B [RIIT IR ATAR) ZFITL
T2 LB EPRGEEE @A LT, FDA ORI, 2o LARCS-AIR A3 [ CellCept” ] % 7l
THBE, T _XTO/EFIZ Medication Guide ZEAT T 5L93kD T D, 7233, FDA 1% Novartis £
2352 LT % mycophenolic acid[ “Myfortic” 1122V T, Medication Guide 23174555 i

2
L7z*,

@[ ‘CellCept’ ] Medication Guide (#&#E)**
FBE X[ “CellCept’ ] D AR A BAAR ETF L OML 5 512, 20 Medication Guide % #tieZ &,

OLCellCept’ T DWW TBE B DN E D EERERITM
[“CellCept’ 1T FREDHEERENEH 25| S W REMENR DD,
- HARTER LS A2 D S KRB O AT REM
g o[ “CellCept’ JARMIL, #EHR 3 7 H (5 1 =) £TO HRIRIE, BIUOH AR D
JeRMERIBNZDVAZ DN EN,
[“CellCept’ JZ IR H AL AR L7255 A0 1%, IRHIA AL, BB ITH Y O ERIEFE 1 2E
ozl
- HEREYYEICRETDIAZO LA
[“CellCept’ NI H RO RE T, YTt DI BE 5.2 %, [ “CellCept’ JD
RANZ LD B 7R YSE DS L Z D FTREME B, L TIZ R LT B D, EYYEOFEIZIL, U A
JVARRYSAE, HATIES Bk R E (PML) *°, EREYYE 28 13D 5,
< —HOEICHRETDIRID 5
[“CellCept’ AR H B 1E, Vo ERZ OMo¥E (FEIZEEHE) ICRET DU AT DG,

I

Ol CellCept’ Jic K0T 2 AT A4S B HBINE AT
[*CellCept’ i3 Fieo> BRI AT ST AT REMED DD,


http://www.fda.gov/downloads/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm093671.pdf
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-+ EFEOT CellCept’ IIZOWTHEAE DSEI D~ E b B 1 BT H> IFEH L 72 IEH]
- I ERE R

O [ CellCept’ 12 H AR L TODEHE L, HIMER (FFIZEF P ER), ARIMER, /v

7R E DM ERE /D D ZDHZ e H D,

- HGkEE

FHED CellCept’ ]2 R L TWAEE L, BB MMAESZENHD, HiMiTE

FEALL, TSRO ANBEs B E22 D W et b & 2,

SEEHR
*1: TREoV A2,

*2:

*3:

*4:

*5:

EFREFE TR Z— L5 —

http://www.fda.gov/medwatch/safety/2009/CellCept DHCPL_MedGuide.pdf

FEF BT D %N

http://www.fda.gov/medwatch/safety/2009/CellCept DRhPL_MedGuide.pdf

2009 4 3 H 24 H® FDA MedWatch C, Novartis £, [ ‘Myfortic’ 1> Medication Guide %
FATLIZENBEMmINT, T A& S, 723, Medication Guide DN %1%
[ “CellCept’ JHIFIFRIL TH D,

FDA MedWatch

http://www.fda.gov/medwatch/safety/2009/safety09.htm#CellCept
EFREFE TR — L5 —

http://www.fda.gov/medwatch/safety/2009/myfortic %20MedGuide DHCP_Final.pdf
Medication Guide

http://www.fda.gov/cder/foi/label/2008/050791s0041bl.pdf

Medication Guide DX TRV A S,
http://www.fda.gov/medwatch/safety/2009/CellCept MedGuide.pdf

B 3E a2 Ve ROk FDA]Vol.6 No.13(2008/06/26) , Vol.5 No.25(2007/12/13),

Vol.5 N0.23(2007/11/15), [% MHRA]Vol.5 No.25(2007/12/13) % £,
B3 e MEE R CK FDA]Vol.6 No.15(2008/07/24) , Vol.6 No.11(2008/05/29),

[ MHRA]Vol.6 No.08 (2008/04/17) %% i,

©Mycophenolate Mofetil (=27 = /—/LiEE~7 =F /L, Mycophenolic Acid (INN), 7"V 45513,
S AR EN FETE s Mg FETE

©Mycophenolic Acid (X7 = /— Vi, 7'V ABHIEK, o) 3R gt  J e i
s Mycophenolate Mofetil i, AP CIEMELLCH2 mycophenolic acid (228 #ix 415, Mycophenolate Mofetil 1%

USAN (FE7-1% JAN %) £ THY, INN 433812k 5 & Mycophenolic Acid (I8 =15, KIETIiE
Mycophenolate Mofetil, Mycophenolic Acid @ i fik 43 D B fh 3 R B S TW5H, BN TO R 5 1
Mycophenolate Mofetil D% Téh 5,
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[ k FDA ]

o FDA/CDER IZ& & E&MITE 5 RUET OBLE (2008 4F 11 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —November 2008

FDA MedWatch

181 H :2009/01/30

http://www.fda.gov/medwatch/safety/2008/nov08_quickview.htm

http://www.fda.gov/medwatch/safety/2008/nov08.htm

ZOMEETIE, A EREL AN OV ES, S, S5, M LoEE, RIER, B G
WOBHE OFRRLGET 2T, RIITEE LA LSGETEPFTOVAR, EFEMRIZITSETSh
HHE/NRML, M8 ES 3R, Tl E T s 2 arE %&bﬁ%iﬁéh@z D,
&5 : BW (boxed warning) : Fufi 72845 C (contraindications) : 2555, W (warnings) : 245

P (precautions) : i i £, AR (adverse reactions) : &I {EH,
PPI/MG (Patient Package Insert/Medication Guide) : £ Fi 155

WETSh/=H B
KE LA (—i4) Bl clwlp larlPPV
w MG
Premarin (conjugated estrogens) Vaginal Cream OO0 |0 |0 ]|O|PPI
Truvada (emtricitabine/tenofovir disoproxil fumarate) Tablets O OO |O| PP
Viread (tenofovir disoproxil fumarate) Tablets O O|]O|O| PP
Promethazine HCI and Codeine Phosphate Oral Solution OO0 |0
Promethazine HCI, Phenylephrine HCI and Codeine Phosphate Oral OO0 |0
Solution
Ranexa (ranolazine) Extended-Release Tablets Olo0|0 |0
Sucraid (sacrosidase) Oral Solution O PPI
Aldactone (spironolactone tablets, USP) O
Auvastin (bevacizumab) For Intravenous Use OO0 |0
Boniva (ibandronate sodium) Tablets O|O|O | PP
Ethyol (amifostine) For Injection ORNORN®
Selzentry (maraviroc) Tablets O|10 |0
Triglide (fenofibrate) Tablets ONNG)

10


http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/ucm105799.htm
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WETSN-E R
KEB A (—i4) PPI/
C | W| P |AR MG
Clozaril (clozapine) Tablets OO
Combivent Inhalation Aerosol (ipratropium bromide and albuterol O | O | PPI
sulfate)
Emend (aprepitant) Capsules O
Neulasta (pegfilgrastim) O
Qualaquin (quinine sulfate) Capsules, USP O
VESiIcare (solifenacin succinate) Tablets O
Accutane (isotretinoin capsules) MG
Adderall XR ( dextroamphetamine mixed salts of a single-entity MG
amphetamine product) Capsules
Levemir (insulin detemir [rDNA origin] injection) PPI
Levemir (insulin detemir [rDNA origin] injection) FlexPen
MoviPrep (PEG-3350, sodium sulfate, sodium chloride, potassium PPI
chloride, sodium ascorbate, and ascorbic acid) Oral solution
NovoLog (insulin aspart [rDNA origin] injection) PPI
NovoLog (insulin aspart [rDNA origin] Injection) FlexPen PPI
NovolLog Mix 70/30 (70% insulin aspart protamine suspension and 30% PPI
insulin aspart injection, [rDNA origin])
NovoLog Mix 70/30 (70% insulin aspart protamine suspension and 30% PPI
insulin aspart injection, [rDNA origin]) FlexPen
Pegasys (peginterferon alfa-2a) MG
Viracept (nelfinavir mesylate) Tablets and Oral Powder PPI
Vyvanse (lisdexamfetamine dimesylate) Capsules MG

11
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[ 777 # Health Canada ]

e Natalizumab[ ‘Tysabri’]: BEH{55 T PML 5 fEFI DG 22 TR E /757 2 eET
Updated safety information regarding progressive multifocal leukoencephalopathy (PML)
associated with [ ‘Tysabri’] (natalizumab)

For Health Professionals

1B H :2009/02/13
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/tysabri_2_hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/tysabri 2 hpc-cps-eng.php

(Web & H : 2009/02/18)
<{Biogen Idec Canada #:bDERFEFEE TR 7F—LF— (HH)
Biogen Idec Canada #1:i3 Health Canada £ 1 /1 FIiZ, natalizumab[ ‘Tysabri’ ] HAI 1A% %
LTI BE TR DM TS B B MIE (PML, progressive multifocal leukoencephalopathy)
(CBAL, DIRm@E L7 i e Wt 2 0 F LT ) I IR LI 2L A2 E R T 5, PML 1
[ ‘Tysabri’ |OBEEIDV AT T 5,

« BFERULE 7T\ CRE LTI, [ Tysabri’ 111X PML OYAZ EH Lo REEMEN
BOLILTUND,

« HAEETOW IS O ARERTIE, [ Tysabri’ JOHEANREZZ 7 HE& 2BV T PML
LHEELIZ S ERINHMESIL TS, 9B 4 6llX BV, 1 BlITKEICB T HE Tho7, 1
B CBIERIER)F DS ST,

- ZNHOIEFIDFRIEIZIE, PML O FREMEICKRL THEIR EOEMZRDHRNWIENEHET
Hote,

- TbbHINLOIERNE, [ Tysabri’ I HEE G UK EOEMAKITHZE0, PML A
SEbNIZ A7 BI[ Tysabri” 124 d 1L, MRI (BE& tn %ngﬁ{f)’? JC VAR
DNA #H D72 O #EHL (CSF) # A 7a L O U7l O FEfa A3 HE ThHZ LA R LT
W5,

ZHBDOT RIS 252 T, BT /757 O MG B IO _EovEE ) LTRE TR
DEZLLFDOIOIZHETL, [ Tysabri’ JOBANERI,ED PML FEEL OB A 2OV TR
T5LEHIT, PML OMRFER AR L T,

[ “Tysabri’ JOBHNREZ 2T T3 T, AU PML OEDRHD, |

[PML D HRIFGTERIZIZ AR THY, B A SHOEMICHOI-EITL, EATHED AR /<00 [

DEZL7eS, FUREENROOI, FELB IO ELIcELEE, FiE, RYMmo%E
B2 ERHBBND, |
[ Tysabri” I B E (T 7272 R 22 U - TER DGR D BT 5 B IS Il 77589,
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DA

BECIRE T ~ETHD, |

¢ HETIEELELEER
Vol.6 No.21(2008/10/16) [ >k FDA], [EU EMEA]

O©Natalizumab (#1 alfad A>T 7V Ak HEMETE /7 a—F ViR, 23 PEREVIE TR,
Ja—JEIREE IR CRE O &) 1SS TR T

[ ZTGA ]
% IE AL

Vol.7(2009) No.07(04/02) RO7

[ EUEMEA ]

o L =VPHZEI aliskiren[ ‘Rasilez’ ]:EMEA 23#i7-72 2k L& E DB MEE)E

European Medicines Agency recommends new contraindication and warning for [ ‘Rasilez’]
and other aliskiren medicines

Press Release

181 H :2009/02/19

http://www.emea.europa.eu/pdfs/human/press/pr/8952309en.pdf

EMEA I3, 87512 aliskiren -f# FH L7 BRI i 8V I (B2 T ARRR O IERR) 2B AECT-ZE0H5 BE
IR AR AL Tdeblantntins, RO/ GEHRIZENT2L58)5L7Z, EMEA I3,
MAEVFEOMEZ 2 U BFIIRFRICLDEE T IEL, EROBZREZTHXETHLLEDE

HHIBIMT I8 LT,

Aliskiren (IASHENE 5 1 ESE UFUR 2R E TERUVOE MLE) OTERFEEL TRRINTND, [
L, BRINHEA (EU) T2007 48 A 25 [ “Rasilez” ], [ ‘Enviage’ ], [ “Sprimeo’ ], [ ‘Tekturna’],
[ ‘Riprazo’ ] Ol 5e4: THEGRI TS,

M PRI RS, P2 TR, P EECHEER ORI D 5708 > T R R O IEIRZ R L%, &
(ZHBLT D ATREMEDNHY, FIUCHHIIZ BT 5L, KB PZE %éﬂﬁbﬁ#%éfz&bfﬁ@a@%
HERDD,

Aliskiren & A7 [ 3 50 12OV T PRSP [RIAR O F F BOUS DIEFI 23 @ Shiz, EMEA @
CHMP (EHBEES) IFAT L2 TOTE TV AOFHMIC, ARENER M FEDTRIRIC
% aliskiren & A =D KT ¢y MIFIEHE AT % L[E>THDA, J“LE@E%M@@E?H z
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PRl

vy, FNTEBZRBIENEL TIE FEA AL FTREMEN DD Sfitam LT,

L7235 T, CHMP [ZLL FAHEREL D,

< BEIROEEFIT, AT aliskiren E A EE IR CIMVERIEN A U2 0D A ITIXF R 3R
En A AL RETIEAR N

o MAERIEOMEE LU TR CO BRI aliskiren [CELDIRRET-IEHICHIEL, ERIOZ
BaZTHRETHD

EMEA @ EFREIE X, MR ITOH DR EEZ IR T 57O KM % B 2 (European
Commission ) IZ#& S L7z,

Aliskiren X, hydrochlorothiazide & &#|[ ‘Rasilez HCT J&L THKRIIN TN, [FIFEDHL
En T HIZIEA Bl OEE 2B L OEE BREICFRE SN T,

#: [ ‘Rasilez’ JOFH ISy aliskiren 1XL = FREIKTH S, Aliskiren 1X, AIKNTOT U4 T
Y| OFERIZBE T AR = DIENEIE T, T oA T oo 1, e
WHEIER 08D T Ty WZEBSND, 7o o4 Ty | OFEAREICELD, 7
AT N EBITRENME T T4, ZAUCEDMAENLE, AR T AEDD, &ifEis
FOHEEDV AT B2 D FTREM D B D,

OAliskiren ([7TUAF L, I ERE A, L= FRESK) [EN : 5 (2009/01/28 BLFE)
HEAS 38 5E 75
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