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[ kFDA ]

*FDA/CDERIZ &5 E £ B4 R RWET OB (201446 A)
2014 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation

and Research CDER—June
FDA MedWatch
1EN H :2014/07/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm402776.htm

COBEETIE, &SRS RA| O AL £ it

T H OFRRYGETER T, RITITER A LSETEITOY AMABRL THDA,

%5 BW (boxed warning) : Pl 7445, C (contraindications) : £5&, W

P (precautions) : {# | =D 7ER, AR (adverse reactions) : GI{EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 1% %,
PCI (Patient Counseling Information) : 2% 17 &Y 7 & #H

(warnings) : 245,

M B, BT, B8 #o%

BETSh/-HE

A =] -

KERE S (—#4) BW c W 5 AR |:/|I:>(|3/
Sporanox (itraconazole) Capsules O O O O O O
Sporanox (itraconazole) Oral Solution O O O O O O
Alsuma (sumatriptan) injection O O O
Androderm (testosterone) transdermal system O O
*thromboembolic events
AndroGel (testosterone) gel 1% and 1.62% O O
*thromboembolic events
Avalide (irbesartan and hydrochlorothiazide) tablets O O
Aveed (testosterone undecanoate) injection O O
*thromboembolic events
Axiron (testosterone) topical solution O O
*thromboembolic events
Cleocin Phosphate (Clindamycin injection, USP) and O O O
(clindamycin injection in 5 percent dextrose)
Cleocin HCL (clindamycin hydrochloride) Capsules O O O
Complera (emtricitabine, rilpivirine, tenofovir O O PC
disoproxilfumarate) tablets, for oral use

A FDA DAY AL, FEILLEZIV 7T HLICRD, FEIRNOFRUETICRTL2EMB R AT
JEATED, dEHE RV A T, ETSNZIHE R, PlA s, 25, BEDH COFPMEITTHIN

TR EVEEROTLEAE LD LN TED, RPOXE, HEORG TRCRRUGT b -7eZbzmd. GRIE)
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KER R (—#4) PP/
BW C w P AR MG

Delatestryl (testosterone enanthate) injection
*thromboembolic events

Ella (ulipristal acetate) tablet

Fortesta (testosterone) gel
*thromboembolic events

Gazyva (obinutuzumab) Injection

Herceptin (trastuzumab) Intravenous Infusion

Lupron Depot (leuprolide acetate) for depot suspension

Nutropin AQ (somatropin [rDNA origin]) for injection
*neoplasms

Prolia (denosumab) Injection

Saizen (somatropin [rDNA origin]) for injection
*neoplasms

Oj]O0lO0OJ]O0 10|00

Serostim (somatropin [rDNA origin] for injection)
*neoplasms

Striant (testosterone) buccal system
*thromboembolic events

Sutent (sunitinib malate) capsules, oral

O

Symlin (pramlintide acetate) injection

O
O

Testim (testosterone) gel
*thromboembolic events

Testosterone gel
*thromboembolic events

Thalomid (thalidomide) capsules

Trileptal (oxcarbazepine) film-coated tablets and oral
suspension

Xgeva (denosumab) injection for subcutaneous use

olojojlojojojojlojojlojojojojojojolo|lo0|o0O

Zestril (lisinopril) tablets

OO0 |0]|0O

Benicar (olmesartan medoxomil) tablets, for oral use
*Increased Risk of CV Death and *Lithium Interaction

Benicar HCT (olmesartan
medoxomil-hydrochlorothiazide) tablets
*Increased Risk of CV Death and *Lithium Interaction

O
O

Caverject (alprostadil for injection)

Caverject Impulse Dual Chamber System (alprostadil for
injection)

Cerebyx (Fosphenytoin Sodium Injection)

Comtan (entacapone) Tablets

Olo0lO0]0O0 |0

Hycamtin (topotecan) capsules
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KERRA (—#4) B c W b AR };\’/IIDCIB/
Jetrea (ocriplasmin) Intravitreal Injection, 2.5 mg/mL O
Ravicti (glycerol phenylbutyrate) Oral Liquid O
Tev-Tropin (somatropin [rDNA origin]) for injection O
*neoplasms
Tribenzor (olmesartan medoxomil, amlodipine,
hydrochlorothiazide) Tablets O O
*Increased Risk of CV Death and *Lithium Interaction
Votrient (pazopanib) tablets O
Adagen (pegademase bovine) Injection O
Azor (amlodipine and olmesartan medoxomil) tablets,
for oral use O
*Olmesartan medoxomil: information on “ROADMAP”’
study
Depakene (valproic acid) Capsules
Depakene (valproic acid) Oral Solution
Depakote (divalproex sodium) Delayed Release
Depakote Sprinkle Capsules (divalproex sodium coated O
particles in capsules)
Depacon (valproate sodium) Injection
Depakote ER (divalproex sodium) Extended Release
Tablets
Gattex (teduglutide [rDNA origin]) for subcutaneous o
injection
Increlex (mecasermin [rDNA origin]) injection O
Micronor (norethindrone) Tablets O
NuvaRing (etonogestrel/ethinyl estradiol) vaginal ring O
Vistaril (hydroxyzine pamoate) capsules and oral O
suspension
Alli (orlistat) capsules p|
Lamictal (lamotrigine) tablets
Lamictal (lamotrigine) chewable dispersible tablets MG
Lamictal ODT (lamotrigine) orally disintegrating tablets
Lamictal XR (lamotrigine) extended-release tablets
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[ EUEMA ]

eBromocriptine: PRAC 23¥LiT 53T 15 - #ifi & B B9 & L7z B W HIGEH DI BRZ 8 &

PRAC recommends restricted use of bromocriptine for stopping breast milk production
Referral

1#F A :2014/07/11
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Bromocriptine 31/Reco

mmendation_provided by Pharmacovigilance Risk Assessment Committee/M\WC500169746.pdf

HIPE OFLTH 3T 15 - il 2 B & L 7=bromocriptined> H & B9 FHIZ, 175 & TIFA2u,
SO0

EMAIZL, MHPER DD FLH 5361 B - #ifi) % H i) & L7=bromocriptine & A [ 3 fh O H 12
I 2EURARTOLE 2—%5 T LI,

EMAD T 7—=ab YT A U7 FHiiZ B 43 (PRAC) M1, Zo H T dbromocriptine >t ]
(J1fi132.5 mgLh F&32) 1%, Hit Db (DI D5/ ELNEE AL LA, Bl X0k
FH LR PEE B OFIR DT HICSORDEIHAFEMT 2720, HDOWITRBHIVIEG D
OIS RETRWREDGAIZIRA L8 L7, Bromocriptinel, FLit 57 Ws 1B - Jifil <o,
HER DR O & - BV OIERFERZ HAEL T, HEICHERTRETIIR, ZOLH7E
Wik, LEEBHEER T, KTHed, BB TR IEA 2708 O 75 TR a]
HEThD,

PRACIZZOIZ, IMEE EA-SE DI BEESCHE DR EZ AT oMy, EEZRREIEH
DIFEBLT DU A7 D@z iXbromocriptine- i H L ClidZebZen Eikam LT, BIVEH OB
FHNTHH L CE B IZbromocriptine D iz 1 1L C& 5L, MEEE=F—F RETHDHELT,

Bromocriptine DLt = —(%, 77 ADEFE LGRS (ANSM) O EFEIZL DB DT, T
XD LW EIEDHDNIBIENMEL 2D RO H D EINEN, Rl O R ORIER CLIEFEIE, I
7)), MR ORIER GRERIEREY), BIOKEMRORNWER (L5, Bi—or > —R/ad)
DHENT T AFNTHML THDZ LRGN EL e Tz, A2 DT
WATWTHARICIEELZE, IO RUENFIH TELIENE, ZIVHDRIEH DY A2 L7
B CERVEANSMIEE 2 72,

L7235 TPRACIHE, B &S Z2ATOIZH 0, FIt /0w B - #ii 2 B #) & L 7zbromocriptine & A7
EIRLOR ML MR, AFARERTE T VALK TEEICIHMEIL/2, AFLIZE T
A7, bromocriptine i H FE D FLIF W TR - BIHNIC A R CHLZEN RIS NTZH DD,
bromocriptine D FH &, (LlEFE1E, M2, KRR, FEMPRREEREDFRLEOBEHZ G ET D
ZLIETER ST,

A Pharmacovigilance Risk Assessment Committee


http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Bromocriptine_31/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500169746.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Bromocriptine_31/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500169746.pdf
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PRACOENE 134 1% CMDh® (FH 78 5 KB L OV A 7 Koy v —7) Ickb i,
B &7 3735 (final position) 234 & S5°,

<BromocriptinelZ-2ov T

Bromocriptineld:, HEEL 7= MEDHI 73z B EIITIH D70 W oid, HEER D
PEIX, SERE, RMRDOHIVIEY:, HOVIIE N EIRRE SESERBHMND, WTLHRATIHE
IERBZ2W L DWW T IR D L3V %, IEFDETOMIC, LB, it Ak
&, EIRIRENELDZEN DD,

Bromocriptinel XN/ Z FEAFBNIE TH D, HItH WA HIHL THL0IE7 775 809
RIVELT, RARATXT BT 7 F o O 53w EFEI L T %, Bromocriptinel:Z DR/ D5 75K
AEMAL 22 EICEY, T rF ORIl , EORER, HIt A TR 2,

Bromocriptinel s, &7 077 F U MJESC/ S—F0 L5728, MOTERDIEEIZE WS,
ZNHDOMIRIEE BIDOLE 2 —DOx 54 Th D,

Bromocriptine & A 3 51X, EUICE W THAEL ~L TEES FAM SISOV TERS LT
Do HGBLTWAIMBENL, A—ARNT, XUX— TNUHVT, ra7F 7, ¥7 R, Foaibf
[E, 7o~—2, ZAN=T, TATUR, TTUR, RAY, VX, N HV—, TANVTUR, A4
U7, UNT =T, VR TNG, T8, IR—=F R, RN, p—<=T, AAAFT, An
R=T, A, AT =—F o, JiH, BIO AT = —Thbh, IFERL U TR A HOSERIE S
TRADRDY, PRy 7R E G, SESEepEsn4 ([ Parlodel’ ]72E) THRIESI TS,

& BETHERMZEMEFR
[EU EMA]Vol.11 No.21(2013/10/10)

RAIER

©Bromocriptine (7 = E 27U 7" F o AL VT, Bromocriptine Mesilate (JP), R/ 32Dy K TE
B, FLIH W, &7 0T o F o MUETRREE, /N — Y R TR RS E N FE ST
Mok e ek

B Coordination Group for Mutual Recognition and Decentralised Procedures — Human
€ Bromocriptine DFEAR 21T, PRAC DENEZZ T > TS 15 H LINICZE O O Fa 2 k- 5 /R &2
HLTEY, BRI RSN GE, LEa—R TOTERMNRENLZLRH S,
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eLevonorgestrel 33X ulipristal : AEIZHD 05T _RTOLMEIMEFH CX 2R ABHTEE CTH
BHZE% EMA DRER

Levonorgestrel and ulipristal remain suitable emergency contraceptives for all women,

regardless of bodyweight

Press release

1A H :2014/07/24

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2014/07/\WWC500170056.pdf

(k)

EMAIZ, levonorgestrel 7= Zulipristal acetatez & 417 % B AL 3K IC I3 DL B o — Thlm
IZEEL T2, EMAIXRIZEIZOWT, EIREOZMETIE, BETHE 25 e o TR O % 0T
(ZRIGU TR T EAMERZ [RhEE T 2 RS ES 3§ 270 & sl 357280, LE2—%1T->T
Wz, EMADESFZEE 2 (CHMP) A1, 2 S0 BEZGHERO X7 0o NIV A2 % kA>T
WHEZZBNDTZD, TERBVIREICH) )DL T TR TORMEPMEH TELEOHEREZATH,

20134111, levonorgestrelz & A 45 B AT 4K [ ‘Norlevo’ ]I oW T, {KET75 kgbl B
PECIIBEE RN DML, 80 kgZ B2 D METIFRN RN BN EETRLTZ2 D D ERIRIFFED
fERIZHEDE, FEL L TO FHEOZICH L F RN EETESN T, ZD%, levonorgestrelz
G T HMOEBEEBHTEE, 51O ‘ellaOne’ 1 (ulipristal acetate? ¢4 32 B AubEAT-38) DL,
T B D T T &0 Za Ml § 5729, EURIKTOLE 2—BthS -5,

CHMPIZ, BRUEHIEIE ORI T OAFHRRRT X TOTE 7 A% 7 - L7261,
[ “Norlevo’ J#4 it i HICFEH S AL TV D IDIZ, EHREDOY A TITEBHERN RN G 35 L BIHEC
R T DI, T —FMBRLI TRV T/ 25 2 72, Levonorgestrel & A B 52D\,
R E DN TOR T %~ LT ER B H 203, BB %) R OB 238l
IR e b 8- 7-, Ulipristal acetate T [FEEIC, FROAVZEGIE R T — 20Dt 2h
FWEF OB ARIBIITINDD, BIFEISHE iR D137 — 20D 7+ 70 Efg S & RN T
WD, CHMPIE, ZALHD el R 2 B R S O R ISR, — 77, BUTO[ ‘Norlevo’ ]

LTI E FNCOAIREO BB T 2R AR T2 5585 LT,

CHMPIZ, BRI ORI EIN I —RITEE T, BT a7 7 AVRRIFCHLTD, 514
HIREIZDDDOL T TEL LML, BREMHTRIE, BHTHE 2B R R DO#%IZTES
P RRAICHEATRETHS, BRI ITE T OBTIEE RO RIT 2w, NER
HELLTOHHNHLRETHD,

CHMP® RLAFIZA % EC (BRI Z B &) IZH_ S i, EUSIR CIERPI R T D& IR TE D3RR S

A Committee for Medicinal Products for Human Use
B s 22 2 # [ EU EMA]Vol.12 No.05 (2014/02/27) 2,


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2014/07/WC500170056.pdf
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NDHTETHD,

OEEMEEE I HER
Levonorgestrel & A DB AT IOV, EMAIZLL FOF — &2 Mat Lz,

« 2ODAFERRD BN AZT TV A, FITHNLMEE R R EUTZHER T, (KEE/-IZBMI
DI, BELTZD RO JHEF DBLEL S 4172 (BMIA318.5~ 250 2 M CHEAR30.96% (5 #E X
f00.44~1.82]), BMI7%325~300 % 14:C2.36%[ 1.02~4.60 ], BMIA330LL D 4 T5.19%
[2.62~9.091],

- 3ODWHORERY Y % FI=AZ T FUL A, EICT 7N RBLOT U7 RO KA R E LT
B, ZOMRNT ORERIT EREORE R L R0, (REBMIO NN AED 20 FI5s O A I3RS
TR [BMIA318.5~ 250D £eME CHEHR220.99% ({5 #H X 1 [0.70~1.35]) , BMI4325~30
DNET0.57%[0.21~1.24], BMIA30LL D44 CT1.17%[0.24~3.39]1],

WFNOAZT TV A, JEISME ] GREAEHE 8 25 U7\ A D 7215 R LL_E g i & O
M2 ENTRZEL TR,

Ulipristal acetate(Z >V T, EMAIXLL F O T — X &t Liz,

- [“ellaOne’ JDOWFEAGRHIFE D —Bi L L TIRIHEN 4D DK AR DA% TSV 2, (KE %
T2 IEZBMIDEENNT AV BELE 20 B3I 55 3 DA A RE I 223, EHKMEICERVR DS
(BMI17318.5~250 e M THEHR#1.23% (E 1 X [# [0.78~1.84]) , BMI7325~30D LT
1.29%[0.59~2.43], BMIZS30LL D2 T2.57%[1.34~4.45]],

X R

1) Creinin MD et al. Obstet Gynecol 2006;108: 1089-97.

2) Glasier A et al. Lancet 2010; 375: 555-62.

3) von Hertzen H et al. Lancet 1998; 352: 428-33.

4) von Hertzen H et al. Lancet 2002; 360: 1803-10.

5) Dada OA et al. Contraception 2010; 82: 373-378.

6) HRA2914-5077A8%, HRA2914-508745%, HRA2914-50955k, HRA2914-5137 5%
(CNHDORBROZEMIERIZ, CHMPD[ ‘ellaOne’ JREAL# & 22 1R,

http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Public_assessment_report/human/001027/
WC500023673.pdf )

BEER
ALEIZEIL, FEEMHRAM S Durg Safety UpdatelZ 0@ TioiL CTud,
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON444287



http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Public_assessment_report/human/001027/WC500023673.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Public_assessment_report/human/001027/WC500023673.pdf
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON444287
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©Levonorgestrel (L'7R /L7 ARL L, BERALEF, B 0T 3R, B2 A0k 3K [E] N FE 58 7
oL e

©Ulipristal (Ulipristal acetate (USAN), - i JEVAHSE, BX/20REAT ) [E] N : Phasell (2014/07/03
BUE) WA R IEWE

Vol.12(2014) No.17(08/14) R04

[ EUEMA ]

o> 7B % PRAC D#)IE—2014 42 6 A 10~13 H PRAC & COHIRS
PRAC recommendations on signals—Adopted at the PRAC meeting of 10-13 June 2014

1N H :2014/06/26
http://www.ema.europa.eu/docs/en _GB/document _library/Other/2014/07/WC500169486.pdf

(Web#8# H : 2014/07/01)
(HHe, 2559)

AKEHIL, 201446 H 10~13H O 77—~ abt v - URAV i % B 4 (PRAC) D2 i
T, V7 IOV TPRACHEHR LT B O B2 7R L TB B,

f g 7 R CORGREIR T OWTIE, ZOMEDAFIFZIE, PRAC 75085
FTORNEICBL CHMP (E3K L ZE B %) D25 (2014 48 6 A 23~26 H) TAEMFOLNTRY,
ZAUTPEYZE T (variation) |22V Tk CHMP (X 55l THh D T E TH D,

HEL A~V TORRBOYE, 27 F /W T HPRACO B & A BT S AL TNDIDNT, £
DR E OB Y RN T 2 ' B A,

A Pharmacovigilance Risk Assessment Committee

B3R, RAILL THABENTREHEDERLD A GRE L, EUI7TF ATEM LI, GRIE)
© Committee on Medicinal Products for Human Use


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/07/WC500169486.pdf
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1. BRERIGTOEIEMTONY 7TV (BERL—FEFS)

R &4 (INN) HEER MAHP~D&h P
Dexmedetomidine |, R T 55 MAHZMEH LZZBINT —Z b &3&, 8L FEIR
(BB S (SmPC) F, WRASCE) OUGT 28
Enzalutamide faeSEra EudraVigilance DS Gl £33, AT rlRe/e s
MPSTHR, MAHAREHL7- BRERIL B 2 —ORE!
IZHE3%, SMPCOKRT 2 &),
EH T VA TR o | N P PSR DRI IAEIRYAY AR LTCh
VBRI ObHY, MZ IR T — 2 TlI7 L 4nm
X/ RO IRA~DFEED AIREMED SRS LD
Z &, IR EMENEHBEE OB E O R REME A R T A
TG D DEIRINSHHTEND, T E R
(SmPC, ™30 DUET 28,
Mycophenolate R ZRRIE B L MRy = MAHZDMR{EL 72 F Hds L OYERFI D RV E 2 —
mofetil 7V MfifE (b eSE, BESEH (SMPC, R OUET
R,
F7z, BINDYAY Fe/ MUK LU TEFRE 8 1)
{175 4 (DHPC) St it 7,
Vildagliptin, MV PE iR 2 EudraVigilance?®d 7 —# B L UOMAHZ ML L 72
Vildagliptin/metformin WENET =2 DB a—The3%, fi
T (SmPC, #f1 30 OSGETZ#) S,
Vildagliptin, RS R AR EudraVigilance € H.H S 7= BT Bt f#E S 1 53
Vildagliptin/metformin FOWIAIR L1261, 38X OV 148 i S P R 3R
PN TOTMERBROFE R, WG H
(SmPC, I 30E) DUGT A& S,

P marketing authorisation holder ([ % f, Sy Hf 52 7k

EBENRIT SR, ERIL TS, GRIE)
F Summary of Product Characteristics
© Direct Healthcare Professional Communication

ARG
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2. FREREHIBESINZ 7TV (BERE—AEER)

LN T T NPRFESNIEL T, £OZENT DL, HOEEMDPRESNIAEFFS
ZHIFEILILZERL TWDDIT TR, ZOAEFEHERIE, BE DA TR ORBOIER
ThHLARENERC, BE DR T 2B D EH L DFIK LR >To A REMEN DD, D EH I LGS
NI FEFREOMICRRBREOLNE MRS T D720, ZaMEL T TV AGHE T D02

D38%,

EER 4 (INN)

HEER

MAHIZR® BB 3G

Chlorhexidine

REVEOR EHEFICH AL
BsoEE ¥ DR E

R TE RO (2014457 A 12 H £TITHEH)

Ipilimumab

AR B A (R

WIFIDOPSUR"CEEAM (20144E12 H 3 H £ TI2H#2
H)

3. ZDMOBERTTONZY 7T (BERG—FAEFR)

EIK 4 (INN)

AEBER

MAHIZR® BB 3G

Lansoprazole

Vs P 1

BB PEClIIRH Lo LB L

M ZE S [ 95 MHRA]VOL.12 No.16 (2014/07/31) 2R,
|
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[ Z&=MHRA ]
eYellow Card Scheme (Yellow Card BZEX )G 2T M) O

Yellow Card Scheme

WWEI H :2013/05/20 (T H)
http://www.mhra.gov.uk/Safetyinformation/Howwemonitorthesafetyofproducts/Medicines/TheYello

wCardScheme/index.htm

Wi R T E K S 2 VR O B 872y —/ )L 2 L, EudraVigilance EFEIZNDESK LA
EROGHBRE S AT LPTEFTELTE DA, RENZIINEKRNS Yellow Card A E K
(ADR) M i3 27 4 B30, BIEL B RACHE ] ST %, MHRA @ Yellow Card O 14
ANTIZ(EFE URL), EDRES, SB[ - EERIEFE T O, 5 51k, 8RS
ST E RS, FELFRIT SN TOD, AR TIE, ZOHARMnb Yellow Card O E Ak
FeL TR 3%, [ZR2 i ]

Yellow Card Schemeid, Z5[ETO £ B 2R A E RIS AT L TH 5, Thalidomidets©
IZXD, EELO B T2 T OENENEE ThHI MRS N1, 196441220
Yellow Card SchemeZS# A7z, RV AT AT, ERIEFESCREND, ERLESLCT T
7P IC K DRIVE O FTHENE DS DIEFIHR S 2 HERI2 B 5 TR s (K1) *Y,

Yellow Card Scheme~D#E# 1LY H), ERIDIAZROI TN, RAFEDBICIEHIA, FH
AT, RS, BLE, BROEGII 8o CREDMEH TN BN,

adverse drug reaction

B RIS H U (ADR:adverse drug reaction) (=g&I1EMA) 1%, MO AICKV AL ELEETRETHY,
Yellow Card X EudraVigilance D& A7 A1, E3E S EDOR BRI M T LE O Thew EF#E 2 IX
HELTWDI0, IEMICIHTER A E RS 5D D (suspected) FEFI DAL AT I THDH, L LATLE
TR T 570 G b OFEEEELT-, GRIE)

€ 1950 AERITHER A E IR - SR L U TR SN thalidomide (2T, ARIEHICAR A L= REBL DO H
A RIZHEREENHONIZEOWEDFIR N, S ITEN, Z<DEFIDATTZ#IZEHR< 1960 FRIZE
ECREDRTEH L2572, GRIE)

P A MHRA I ADR ZE #3238 AT 478, 2005 4 1 HICBRAAS T,

http://www.mhra.gov.uk/Safetyinformation/Howwemonitorthesafetyofproducts/Medicines/The'YellowCardSchem
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YellowCard ®
Helping to make medicines safer Enter Keyword(s) to Search Q
Home The Yellow Card Scheme FAQs Further Information Downloadable Information Cont

Welcome to the on-line reporting site for the Yellow Card Scheme Already Reqisterod

You can report suspected side effects (also known as adverse drug reactions) to a medicine, vaccine,

herbal or complementary remedy by clicking "Report Side Effect” below. E e ady ittt

site, please login

The Yellow Card Scheme, run by the MHRA and the Commission on Human Medicines, is used to

collect information from both health professionals and the general public on suspected side effects Fmall Address

Password:

Report Side Effect e |

-

sk 2:Drug Analysis Print(DAP) 1%, —2>DAZNRITIZOWTT X TOADRER VEF| 2 EFH L7
HLOTHD, FRIDsimvastatind DAP T, 43T — B O SE IR BN EDR 0D,
ZOIARF —DYAT20124F 70 L\ G5 b ie ot

Drug Analysis Print
Drug name: SIMVASTATIN
Drug name: SIMVASTATIM Report type: Spontaneous
Report run date: 29-May-2014 Report onigin: UNITED KINGDOM
Data lock date: 28-May-2014 15:00:07 Route of admin: ALL
Period covered: 01-Jul-1983 to 28-May-2014 Reporter type: ALL
Eariiest reaction date: 01-Dec-1988 Reaction: ALL
MedDRA version: MedDRA 17.0 Age group: ALL
Single active | Multiple active | Total unique
constituent consfituent reporis*
Reaction Name Muscle & tissue discrders cont'd Al Fatal Al Fatal All Fatal
soc
HLT
PT
Musculoskeletal stifiness 59 1] 1 1] 60 o
Posture abnomal 2 1] 0] 1] 2 o
Sensation of heaviness 9 1] i] 0 g i]
Spinal pain 2 1] o 1] 2 1]
Weight bearing difficulty 1 [i] u] (1] 1 i]
E) | wopainies
Compartment syndrome [ ] o] (1] [ o
Muscle necrosis 5 1] 0] 1] 5 o
Myopathy 130 2 i] 0 130 2
Myopathy toxic 1 1] o] [1] 1 o
Rhabdomyolysis 339 23 1 0 340 23
. Osiegarthrgoathies.

http://www.mhra.gov.uk/home/groups/public/documents/sentineldocuments/dap 2340230156085034.pdf
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