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Postmarketing Drug Safety Evaluations completed from January 2012 through June 2012

Surveillance

W H :2012/11/20

http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/ucm204091.ht

m#Postmarketing_Summaries
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[*OxyContin’]
(Oxycodone HCI)
NDA 022272
April 5, 2010
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[“Prolia’]

(Denosumab)
BLA 125320
June 1, 2010
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VIV ERRER R, 3K
MERR O FHEHEEWE
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2012 4E 5 H, fSTEO MR
EDHEM ZER LA DIHIC
AHN ST AE A L= A D
IR A~OEICBE T DI WA
flEhaklbiz, ARG
%58 4348 (pregnancy category)
DXIZEES L B,

2012 /=5 A, TRIEAR 10MHEIZ
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RO P, &R RA LT
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PR, BB R R O AN A
WL TS,

[*Victoza’]
(Liraglutide

(rDNA H1 k) ES 1]
NDA 022341

January 25, 2010
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HENERSWRVER S,
RehDORR5ES (ARhESY) TG

[*Asclera’] (Polidocanol)

TREOEIE LS T2 [,

[*Atelvia’] (Risedronate sodium)

PHRE# 20 T OB HLERIE DIBHR,

[“Butrans’] (Buprenorphine transdermal system)

AEAANEESE IS 24 FERGEL CRIICSLELT S
BEOEMEER OB,

[*Cambia’] (Diclofenac potassium)

18 i UL _E DR N TO FEER B IEDO RAMEIRE,

[‘Cefepime’] JE4E, USP &8 [‘Dextrose’] iE
5% USP in Duplex Container (/1) (Cefepime
hydrochloride)

ARANIEEZ PEO R E DO TEHIR I L DIEGYE DRI,

[“Cetraxal’] (Ciprofloxacin s EH%) 0.2%

AFNZJESZ D Pseudomonas aeruginosa 72X 12 L5
PES H R DIEE,

[‘Differin’] (Adapalene)

12 3 UL E D BE TOSF B O JR[PHRE,

[“Jalyn’] (Dutasteride & tamsulosin HCI)

AL B R 23 2 D41 2 T3 C 00 BAE AT N7 I IE KSE D
1B,

[“Lastacaft’] (Alcaftadine s ARZ)

T LR —MEREIRR ISR EOFED T B

[“Natazia’]
(Estradiol valerate, 33J () estradiol valerate/dienogest)

WAL L,

[“Norvir’] (Ritonavir)

HIV OIRIE (fhoftL ey A LV 2AZREGER)

[“Nucynta’] (Tapentadol HCI)

18 ik LA Lo fE T oD v S B~ FEE OO VMR D%

*DO
[*Oleptro’] (Trazodone HCI) A TDORIDIFDIER
[*Orabloc’] (Articaine) R RHLE T O R

[*Oravig’] (Miconazole)

R TO HFUHEE S > P HIE D R PTG,

[*Pancreaze’]
(Pancrelipase (amylase, lipase, protease) )

FE N VERGAERE 7= T B\ L ARSI R 220
Yt

[Prilosec’] (Omeprazole magnesium)

A TO+ IBEE, BiEE, §iowamRoib
L,

[*Sprix’] (Ketorolac tromethamine) /S #2771 —

MR~ R HE ORI IS T oM ik 5 A
) DE L,

[*Staxyn’] (Vardenafil HCI)

PEREOBIE,

[“Suprep’] (Sodium sulfate, potassium sulfate,
magnesium sulfate)

RN T ORE RN LB A D728 DY,

[‘TobraDex ST’] (tobramycin & dexamethasone) &)
PEsURIE 0.3%/0.05%

IRERES ARG (VA7) D300, BB BE AT BARDS
G ETRDAT AR FUSHED RIEPEIRIER DIGHE,

[“Tribenzor’] (Olmesartan medoxomil, amlodipine &
hydrochlorothiazide)

1 LE DVEIE,
& MLEDOPIRTAFRITREISE L TR,

[“Veltin’] (Clindamycin phosphate & tretinoin)

12 B LA Lo BB O MESIE DB,

[“Vimovo’] (Esomeprazole magnesium/naproxen)

EIAEBIEIE, BETY Y~ SRIE B HESR O
SEAR DFEFNF L O NSAID B D HIFEI A7 D5 B
FCOBEEBE) AV,

[“Xerese’] (acyclovir & hydrocortisone) 7V— 2
5%/1%

BAE 12 Ll EDEE TOEIM OB~ L~AD R
HITRIE,

[‘Zyclara’] 7Y — 2 (Imiguimod)

RN IEH RN BETO B ALIEDIRER Y,

[*zymaxid’] (gatifloxacin sUIRIR) 0.5%

B VERE B DIRHE,

ORI RZEMDBSP R ESN R 2T, BR R TRAEBENERSINWRVERE S

RehDRR5ES (ARhEST)

T BHER

[“Hizentra’]
KT HeMuE v 7y 20%i%

BRAE 2w EO/NEEE TOREEMRE R 2Dk
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¢FDA/CDER (Z X5 Z&MIZ BT 2R RHET OBEE (2012 £4F 10 A)

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

FDA MedWatch

1EF A :2012/11/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm326133.htm

CORETIE, FEERHI OV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFFURT RN T, RICITEIE A LWET @ FTOY AR 0D A,
%5 : BW (boxed warning) : #4245 C (contraindications) : 285, W (warnings) : 245,
P (precautions) : fi FH D, AR (adverse reactions) : EI1EH,
PPI/MG (Patient Package Insert/Medication Guide) : f83& Fl 15 ¥k,
PCI (Patient Counseling Information) : BB B> U 7 & #

BETSh/-HE

KEm RS (—H4)
BW

@

W P AR PPI/MG

Anafranil (clomipramine) capsules O

Avalide (irbesartan/hydrochlorothiazide) tablets

Combigan (brimonidine tartrate/timolol maleate)
0.2%/0.5% ophthalmic solution

Cymbalta (duloxetine hydrochloride) capsules

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

Edarbi (azilsartan medoxomil) Tablets

Edarbyclor (azilsartan medoxomil/chlorthalidone)
Tablets

OO0 O |00 |0

Letairis (ambrisentan) tablets MG

Lotrel (amlodipine besylate and benazepril
hydrochloride) Tablets

Micardis (telmisartan) and Micardis HCT
(telmisartan/hydrochlorothiazide) tablets

OlOo0O|l0|]O0OlO0O]J]O0O|]O]O 0|0

A FDA DAY AL, FEILLZIV 7T HLICRD, FEIROFRYETICHT LB R AT
JIRATED, FEIEHRY AN CIL, ETESNZTHE &N AL, B Ass, o SEDIH TOPIREIT
FH SN BB ROTERHE RAZENTED, GRIE)
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KER RS (—A)

BETSIIHE

BW

AR

PPI/MG

Pamelor (nortriptyline HCI) solution and capsules

Remeron and Remeron SolTab (mirtazapine)
tablets and orally disintegrating tablets

MG

Tofranil-PM (imipramine pamoate) capsules

ONNONNONNe]

O]l O |0 z=

Aciphex (rabeprazole sodium) Delayed-Release
Tablets

*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

O

O

Actemra (tocilizumab) injection for intravenous
infusion

Advicor (niacin ER/lovastatin) Tablets
*IMNM label change

Alimta (pemetrexed for injection) lyophilized
powder, for solution, for intravenous use

Altoprev (lovastatin) Extended-Release Tablets
*IMNM label change

Caduet (amlodipine/atorvastatin) Tablets
*IMNM label change

PCI

Cimzia (certolizumab pegol) lyophilized powder
or solution for subcutaneous use

Clomid (clomiphene citrate) tablets

Crestor (rosuvastatin calcium) Tablets
*IMNM label change

Fenoglide (fenofibrate) tablets

Gelnique (oxybutynin chloride) 10% gel

Juvisync (sitagliptin/simvastatin) Tablets
*IMNM label change

oOlojojo|jolo|lO0O]O0O]0O0O]0O]|O0O

oOlojojoj]olo|lO0O]O0O]0O0]0O]|O0O

Lescol XL (fluvastatin sodium) Extended-Release
Tablets
*IMNM label change

O

O

Lipitor (atorvastatin calcium) Tablets
*IMNM label change

Livalo (pitavastatin) Tablets
*IMNM label change

Mevacor (lovastatin) Tablets
*IMNM label change

Nexium I.V. (esomeprazole sodium) for Injection
*Clopidogrel interaction

OO0 |0 |0

OO0 |0 |0

Nexium (esomeprazole magnesium)
Delayed-Release Capsules and Oral Suspension
*Clopidogrel interaction

O

O

Oxytrol (oxybutynin) transdermal system

O

O

Pravachol (pravastatin sodium) Tablets
*IMNM label change
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BETSh/-HE

BW

w

P

AR

PPI/MG

Prilosec (omeprazole) Delayed-Release Capsules
and Oral Suspension
*Clopidogrel interaction

O

O

Protonix (pantoprazole sodium) For
Delayed-Release Oral Suspension and
Delayed-Release Tablets

*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

Protonix I.V. (pantoprazole sodium) for injection,
for intravenous use
*Increased risk of Clostridium Difficile Associated
Diarrhea (CDAD)

O

O

Simcor (Niacin ER/Simvastatin) Tablets
*IMNM label change

Topamax (Topiramate) Tablets and Sprinkle
capsules

MG/PCI

Tracleer (Bosentan) Tablets

Twynsta (Telmisartan/Amlodipine) Tablets

OO0l 0O |0

OO0l 0O |0

Vimovo (naproxen/esomeprazole magnesium)
Delayed Release Tablets
*Clopidogrel interaction

O

O

Vytorin (ezetimibe/simvastatin) Tablets
*IMNM label change

Zocor (simvastatin) Tablets
*IMNM label change

Antivert (mecilizine hydrochloride) tablet

Baraclude (entecavir) tablets and oral solution

Savella (milnacipran HCI) tablets

Sclerosol Intrapleural Aerosol (sterile talc)
powder

Yervoy (Ipilimumab) Injection

OlO0O|O0O|O|O|0O]O0

Avastin (bevacizumab) solution for intravenous
infusion

Caprelsa (vandetanib) Tablets

Janumet (sitagliptin/metformin hydrochloride)
fixed-dose combination tablets

Janumet XR (sitagliptin/metformin hydrochloride
extended-release) fixed-dose combination Tablets

Januvia (sitagliptin) tablets

Pamidronate Disodium Injection

Velcade (bortezomib) for Injection

OO0l O |0 ]0|O0
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HETEN/2IEH
KEME L (—RA)
BW C w P AR PPI/MG
Rituxan (rituximab) Injection O
Zortress (everolimus) tablets O
laris (canakinumab) Pp|
SEER

*Increased risk of Clostridium Difficile Associated Diarrhea (CDAD)
PPI {5 Clostridium Difficile BHig T J#iiE (CDAD) OV A2 EFIZB T DIFHOB NSz,
PE 3R 22 k% [k FDA]VoI.10 No.05 (2012/03/01) 2 .,
*IMNM label change
AR T A HE B L Coo % MEEESENER 45— (immune-mediated necrotizing myopathy : IMNM) 73
FTHESN TSI En GRS,
*Clopidogrel interaction
Esomeprazole/omeprazole & clopidogrel O e 5 Lo Fedi s vz,

Vol.10(2012) No.26(12/20) R04

[ EUECDC ]

o BRI T AR B A5 HE I

Multidrug antibiotic resistance increasing in Europe

News

A H :2012/11/16
http://www.ecdc.europa.eu/en/press/news/Lists/News/ECDC_DispForm.aspx?List=32e43ee8-e230-
4424-3783-85742124029a&1D=783

(HH3E)

BN A5 T 578 Bl > & — (ECDC) A1, 45 51mIRKN Hi 4= 4 7% %6 5~ — (European Antibiotic
Awareness Day) *MZ#7-0, EULKTOHA M EMHIES 6 AR DU 287727 — 2 & %%
T 5, PUAEMEMPEIZKIRE U TERIN 36 L O FAS Ht C B KRR A RFTAEREE 72> THY, I
PUEME OB T IERHEE )T TWD, ECDCOT —ZIZLiE, ZO4FERIZHY,

A European Centre for Disease Prevention and Control

10



http://www.ecdc.europa.eu/en/press/news/Lists/News/ECDC_DispForm.aspx?List=32e43ee8-e230-4424-a783-85742124029a&ID=783
http://www.ecdc.europa.eu/en/press/news/Lists/News/ECDC_DispForm.aspx?List=32e43ee8-e230-4424-a783-85742124029a&ID=783

Bl

L 22 MRS ) Vol.10 No.26 (2012/12/20)

EU/EEANEE D35y D1LL BT, Mg AR E K E O WU Th 2 Al B2 7R 1@ o
FIE D RIBIZHEINTAERNZSH S, W< OO E T, Mg E Cm S i i 2 45 E
D25%~fx K60%LL EALAMEZ <L T0A (K1) 2, 20 &7 2 Al EE R LT g o
IRREIRBIE, REOETHLIOTDRFEWEIZIRESID,

(SRR

PUAEYE L EREE ORI, ABRORMML, 16RO AREY), RIS T Lo I 328%
B, EIREL THRIND A 2 OFEREIZE > THlD TERRE B E 72> TD, ECDCEEC (B 2
B2 N7 VayB LV THWZT L R A RXRUNTO AL —F T, ECDCOE ¥ —&E THhDHMarc
SprengerfiE, TECDCO 7 —ZIZ AU, il EEAF FIZ RN AR CHUAEME HE R R8> T
D, FiRAREOKRMGERE, 77 LRI Z AN Td, T7200 5, ZILHOHIEEIC
YL LT- BB E ST, B OEADOEL TN NNR BRI DT iAW E D 7% -
TWAIEITThD | Lk <7z,

EBIZ, ECDCOT —ZITLAUT, itk DEA DM L2 > TND EERFUEMNE T AD IS
AR LFRENT, 2007~ 20104 (248 B ASEUEEANN B E CRIEIZEIINL C0D, MR GE S
Wi g 722 D277 LM R R GYE I Z AT ME DS 2 THY, T HDRGEDIEFIZ AL /SR L
RIEDIHOWLNTWDTD, ZIUE PRSI RTHD, L, EUNMEEO—ETIX, 7
SRR LR IRICTIHIED M RARE OFIG 13 TITEL (K2) 7, EbI2 ERL2>ob 5,

Marc SprengerfKiT=HIz, TS, B\ =a—A4H5, EERIND, AF VMR A TRy
BRI (MRSA) C13, EUNMIE O < Tlb 7138 R BEICEEL CVD, B3z, M E 04y
DI b (FEITHEEREHER) T, AF L UACTiE 2RO # 67 R ERE OB & DMEIRE L T25%%
R TWDHIEND, R A RED TT DRV Lk ~7z,

BEFH

* LN BT E S 7 — 1%, FUAEME O XVEERMLHZE T MO A =27 F 7T,
ECDCSaR B & 56D T D, HiTlEl D S ARIKIN A EEFR 7T — 12OV TUT TRt A
ZR,
http://ecdc.europa.eu/en/press/Press%20Releases/1111-EAAD-2011.pdf
- EIE S A ME H [EU ECDC]Vol.9 No.26 (2011/12/22) 218,

% 2: Summary of the latest data on antibiotic resistance in the European Union (November 2012)
http://www.ecdc.europa.eu/en/eaad/Documents/EARS-Net-summary-antibiotic-resistance.pdf
FOR R,

B ECDCD D#iE i, Mg i &AM B 2595 S AIMHE (combined resistance) &, &5 = D7 7 2Ry
VR T Adux  ur R, TN al RRIBAOLHIMIEL ERL TG, GRIE)

€ meticillin-resistant Staphylococcus aureus
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DA

MWHOIF20124E11 H 16 H AT, A RIDEFE T —BIRIZERL TAT 7 & FE R L, Kol
WOEUFENN R [E TOMMEE DI A ETERITOW TR, HLIAD, THEEETHIET,
WHO/BKIN 734724 D National Institute for Public Health and the Environment (RIVM), 3k
UrEuropean Society of Clinical Microbiology and Infectious Diseases (ESCMID) £2012410H 30
RICAELIZE, SFRKREF T T DD CZORERET —IZBMUT e E R 2 TWD,
http://www.euro.who.int/en/what-we-publish/information-for-the-media/sections/latest-press-relea

ses/self-prescription-of-antibiotics-boosts-superbugs-epidemic-in-the-european-region

O BE DR R ML EMEE R
[EU ECDC]Vol.9 No0.26(2011/12/22) , [WHO]Vol.8 No.19 (2010/09/16)

Vo0l.10(2012) No0.26(12/20) R05

[ 7% Health Canada ]

eDenosumab[ ‘Prolia’ ] : JEERE) R KRB Hr OV R LD ERE

Association of Prolia (denosumab) with Risk of Atypical Femoral Fracture

For Health Professionals

1EF A :2012/11/16
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2012/prolia_hpc-cps-eng.php

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/ 2012/prolia_hpc-cps-
eng.pdf

(Web#g i H :2012/11/21)
& AMGEN Canada tE0>50 EREEE AT ER

Amgen Canada fti%, Health Canada &{##%? I=, denosumabl[ ‘Prolia’ ] COIREIZ 1D IEE R
HIZR RERE T DUAZIZEL, EREFH BT O E R L MG a2,

Denosumabl[ ‘Prolia’ Ji%:, PAREHE OB HERIE LM THEITVAZ D@ EE (B HERIEME S $ro
PRI D BTV AV R F 26 5F) DIRIE, i3 tho i HERIEREN R -7z
INEIBIZEEEMED IR B DIRFRE I & T D,

FEETIAY R KRBT, 57 PO LIEN BB OFE T, BlIE&LRIMERIZLEAL, &
DT ESTKRSTHRIZZENDY, MAITEDSEHH2 A, XEREIE T R T, HMRRE I
BB ITT, WAL RIRE R O B AN R ELICAEE L TR A T<HIXUIR (beaking) | &7 728
RRENHEDONDY, T HTIEIINET, [ Prolia’ J1Z B L7 FE 2 5 09 KRG 3 o> fiE 511 3 e
STV, AmgentliX, [ “Prolia’ 1 H BE COIEERP KR E T O FTHEMEIZ DWW T, B

A CIETERLAY TR L C B AR KRB PN E, KR SO FHTafE -, GRIE)
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Bl

IRAABR-O TR A C, FRA 72 i 21T > TE 72,

o BB HIRIE COBITICEI 45 327 (pivotal) S 1TFH R (FREEDOMEAER®) 1235
W, EERTITh I IE R 3R5R (ki) <o [ Prolia’ J1REHET, FEE A KRB
PHEBI D R ST,

o BHERICEET DI IEDOHERE 31,266 A - AED [ “Prolia’ 1 7 —2Ich &L, FER
HIRBEEITEROIAEITZDD TENTH-72 (LT AHT=0 1K) o

o ERNEFHEITBEICHL, [Prolia’ NTLDIEH I KBRS, BeRIEHT, RIREICH =
PRI E BRI DI S S ST AT 7589, BhiE 3528, BEICZOLD
TRIERDI B BTG5, REBFHOARFERF I 2VDFHEL, SO KIREHEAE TS
Z&,

[“Prolia’ JO#L5E /7 F7 DS B IO EOTER | OHEEZSETL, FEERAKERE T

BT D2 DT I tE A I ST,

X |
1) Shane E, Burr D, Ebeling PR, et al. Atypical subtrochanteric and diaphyseal femoral fractures:
report of a task force of the American Society of Bone and Mineral Research. J Bone Miner Res.

2010;25:2267-2294.

O LHETIERMZEMEEHR
[k FDA]VoL.8 N0.24 (2010/11/25) 1F7> (B AR AR — R 3R 3K L R A 1 P oo )

FHIHH
©Denosumab [ {Denosumab (Genetical Recombination) }, 7 /A~~7 ((&{xF#l#:2) (JAN), HT
RANKL (receptor activator for nuclear factor- « B ligand) b 1gG2 & /7 v—J L HiiRSIA|, &

WA I [EN 5T s FEoTi

B Fracture REduction Evaluation of Denosumab in Osteoporosis Every 6 Months
http://clinicaltrials.gov/show/NCT00089791 (FRiE)

14


http://clinicaltrials.gov/show/NCT00089791

Bl

L 22 MRS ) Vol.10 No.26 (2012/12/20)

Vo0l.10(2012) No0.26(12/20) R06

[WHO]

eEthinylestradiol/drospirenone &% : FHEED T 7 F )V
Ethinylestradiol/Drospirenone and Spinal cord infarction
WHO Pharmaceuticals Newsletter No. 5, 2012

1EF A :2012/11/05

http://www.who.int/medicines/publications/newsletter5 2012.pdf

O WHODY T F T2 T

WHODEFK T, v 7T EiE, b EFLLHHEIKMEDREER (CHETHLILTY
RN ARSI TORNE D) DRI BEHEIC DWW TG SH I E RO =L Th D, A EHELOE
BECHEROEICHEDN, @F, V7 VOAERIIIERORENMNETHD, V7TVl
T =B LR ST ARG TTHY, B E R TH DI TRTFHNRb DO THhHZ LI
BITHILENEETHA,

ZDNewsletterlZFEHi S L5 7 F /1%, WHOIEFRICSR (E BIREF 22 2 PEH ) BF — &2~ —
AT DVigiBase [N H SHUZICSRIZH E SN TUND, ZDT —H_—Z (21, WHOE B[ 3 5
=XV TATTRIB ML TWDEE DT 7—~vabt VT AL A —nbi SNz, E3K
ih & D BNER SO DA FE LUG OB A3700 7 LA EIE STV 5, VigiBaseld, WHOIZ
WUppsala Monitoring Centre (UMC) A3ERFEFEL, VigiBasedD 7 —# (%, UMCS I8 #4795 34T
D7 F NV T ae A TEMBNRr ST 5,

(CIRCIRG

® Ethinylestradiol/drospirenone & FICBE 3 2 F BEFEZE D7 F v
Ethinylestradiol/drospirenone & Al 23 F #2824 5 | SR Z L2 5 W3 DLV E D, 20124F5
H RT3, WHOREBRICSRT —# R —Z TSN T D, ZRDITKE, RAY, Frrv—2
MHEDRETHD, LB FRHENME—DHEEILL ThIT LN TWHR, AIRIISESETHD
(ethinylestradiol D betadex|Z L DB RS V172 L) S ITIZFIE £ CO IEMEZR R 3G S
TWedo7zh3, LAIERIZFEAEM], HOLNIETERMME L TV, iARfEA - THE L T
HORUE, AEF R, 7 KT, BROBE AR TREL TWeboR Wb -7, HED
BB EE (SPCP) 21, MARFERIEN ENF FIUSEL CRIREN TODMY, KE D=
WA ST, IRAA AR PO SE O T — MR AT A h L AR ZEARE DV AV % A SE DL

A Individual Case Safety Report

BB BIE il 22 A R A5 L B B RS i (RRA G722 72 £) 12, UMC o Caveat document” (A FLZ 2348
#FHEH TV D WHO Pharmaceuticals Newsletter No.5(2012) , p.14) %% [,

€ http://www.umc-products.com/DynPage.aspx?id=73296&mn1=5806

P Summary of Product Characteristics
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s TBY,

ZNBORERITIE, FAEETOHMMBENWZENRIREROREZFEEIZL TD, LasL, i
FR BRI X R I R ITE 25260300, FHEFEIEIX F72 SPCRIRAT SCEIZRLH I T viany
N, HFICEERAEFLTHLY MO BERLBEbo T Al REMEITH 5 28,
ethinylestradiol/drospirenone & 4D B 5- 2 & & 52 &1L TERW, RIFEALTT T 568, £ TIE
OONEREIEL S | ST AR D H LA B IR T RETHD,

2ELR
1) UK SPC for ethinylestradiol/ drospirenone (Yasmin).
URL: http://emc.medicines.org.uk Accessed:2012-04-01

2) US product label for ethinylestradiol/drospirenone (Yasmin).
URL.: http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm Accessed: 2012-04-01

O BETIEE ML ZEMEER
[ kFDA]V01.10 No.11 (2012/05/23) 1E7> (W 7ub i ks ) 227 BE )

AIE B

©Ethinylestradiol/drospirenone [ { =F =/L = A7 4 — /L, Ethinylestradiol JP), =F =/L. =X}
TV —)v N—HF 7 A, Ethinylestradiol Betadex (JAN) /R AEL />, Drospirenone (JAN) },
PR VBRI AARA B A, % PR [E N 58783 1Sk J7e
M HARTORTIITT =V ARNT VA — )L R—=FTIARaAEL ) D,

LEEWEE =K 561, K BF
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