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©Adenosine (77 /v, TF /2 R RAEENEE, (B G2 Wi B A [EN  J e Vst
F8 50 %

S¢AdenosinelZINNTIEZ2<WHODATC /3 FEIZ LD,
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[ k FDA ]

*FDA/CDER (Z X5 Z & MIZ BT 2R RHET OBEE (2013 £4F 10 A)

2013 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER —October

FDA MedWatch

1EF A :2013/11/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm373523.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
T H OFRYGT AR T, RITITER A LUGT EFTOY AMARHL T DA,
i+ : BW (boxed warning) : #ufl 4%, C (contraindications) : 255, W (warnings) : %45,
P (precautions) : ffi F _EDiEE., AR (adverse reactions) : &l {EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 158

WETSHZIHH

KERE 4 (—4) PPI/
AR | G

vs)
=
o
=

Entereg (alvimopan) Capsules

Lovenox (enoxaparin sodium) injection

Modicon (norethindrone/ethinyl estradiol)

O

Ofirmev (acetaminophen) Injection

Ortho-Cept (desogestrel/ethinyl estradiol)

Ortho-Cyclen (norgestimate/ethinyl estradiol)

Ortho Novum (norethindrone/ethinyl estradiol)

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

Ortho Tri-Cyclen (norgestimate/ethinyl estradiol)

Altace (ramipril) Capsules

Amerge (naratriptan hydrochloride) tablets

Climara (estradiol) transdermal system and Climara Pro
(estradiol/levonorgestrel) transdermal system

Diovan (valsartan) Capsules

Eovist (gadoxetate disodium) Injection

OO0 |]O0 0|0 |0]|0O|0O]|O|O0|0]|0]|0
OJ]O0OlO0O|]O0 0|0 |0]0O|0]|0O|O0|0]|0]|0

OO0l 0|]O0|10]0]|]0]0|O0]|0O

Exelon (rivastigmine tartrate) capsules and oral solution

A FDA DAY AL, FEILLEZIV 7T HLICRD, FEIRNOFRUETICRTL2EMB R AT
IR ATED, FEHEHRY AN CIX, ETESNZHE &N AL, B Ass, o, EOIE TOPREIX
FH SN BB ROTEIHE RAZENTED, GRIE)
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BETSHTZHE
KE A (— ) PPI/
BW C w P AR MG

Gadavist (Gadobutrol) Injection O O O
Glucovance (Glyburide and Metformin HCI) tablets O O
Glynase PresTab (micronized glyburide) tablets O O
Incivek (telaprevir) tablets O O
Lopid (gemfibrozil) Capsules O O O
Lysteda (tranexamic acid) Tablets O O O
Magnevist (gadopentetate dimeglumine) Injection and o
Magnevist Pharmacy Bulk Package Injection
Menostar (estradiol) transdermal system O O O
Micronase (glyburide) tablets O O
Relpax (eletriptan hydrobomide) tablets O O O
Revia (naltrexone HCI) tablets @) @) O O
Savella (milnacipran HCI) Tablets O O O
Actemra (tocilizumab) injection O O
Atripla (efavirenz/emtricitabine/tenofovir disoproxil
fumarate) Tablets o o o
*tenofovir label update
Complera (emtricitabine/rilpivirine/tenofovir disoproxil
fumarate) Tablets o o o
*tenofovir label update
Exjade (deferasirox) tablets, for oral suspension O O O
Fioricet with Codeine (butalbital, acetaminophen, O
caffeine, and codeine phosphate) Capsules
Gleevec (imatinib mesylate) Tablets O O
Juvisync (sitagliptin phosphate and simvastatin) tablets

O O
*Simvastatin Interaction with Lomitapide
Lantus (insulin glargine [rDNA origin] injection) o O
solution
Livalo (pitavastatin) Tablets O O
Lupron Depot (leuprolide acetate for depot suspension)
and Lupaneta Pack (leuprolide acetate for depot O O PI
suspension; norethindrone acetate tablets)
NuvaRing (etonogestrel/ethinyl estradiol vaginal ring) O O

13
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WETSHZIHH
KERG LA (— )

PPI/

BW Cc W P AR MG

Stribild (elvitegravir/ cobicistat/ emtricitabine/ tenofovir

disoproxil fumarate) fixed dose combination tablets
P ) ol o | o

*tenofovir label update

Truvada (emtricitabine/tenofovir disoproxil fumarate)
tablets

*tenofovir label update

Ultracet (tramadol HCl/acetaminophen) Tablets O

Viread (tenofovir disoproxil fumarate) tablets and oral
powder

*tenofovir label update

Vytorin (ezetimibe/simvastatin) Tablets

*Simvastatin Interaction with Lomitapide

Xalkori (crizotinib) capsules O O

Zaltrap (ziv-aflibercept) Injection O

O

Zocor (simvastatin) Tablets

O
O

*Simvastatin Interaction with Lomitapide

Zuplenz (ondansetron) oral soluble film O

Accupril (quinapril hydrochloride) Tablets

Accuretic (quinapril hydrochloride/HCTZ) Tablets

Amaryl (glimepiride) tablets

Diabeta (glyburide) tablets

Glucotrol (glipizide) tablets

Glucotrol XL (glipizide) Extended Release tablets

Isentress (raltegravir) film-coated tablets and chewable
tablets

Metaglip (glipizide/metformin hydrochloride fixed-dose
combination) tablets

Monodox (doxycycline monohydrate) capsules

ORIl NCR NORICIICIICICINONNONNG)

Nizoral (ketoconazole) 2% shampoo

Abraxane for Injectable Suspension (paclitaxel
protein-bound particles for injectable suspension O
(albumin-bound))

Kineret (anakinra) for injection O

Namenda (memantine hydrochloride) tablets O

14
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WETSHZIHH

KERE ML (—4) PPI/
BW C W P MG

>
X

Nexavar (sorafenib tosylate) tablets

Nucynta (tapentadol) immediate-release tablets

Sabril (vigabatrin) tablet and powder for oral solution

Seroquel (quetiapine fumarate) tablets

Seroquel XR (quetiapine fumarate) Extended-Release
tablet

Uvadex (methoxsalen) Sterile Solution

Valium (diazepam) Tablets

Vesicare (solifenacin succinate) tablets

O NORNOR NN NON RO NORNONNO)

Xenical (orlistat) capsules O P

BEHBR

*tenofovir label update
Tenofovir &4 @O HIV IBEIEICEI 28545 o RRUGT

*Simvastatin Interaction with Lomitapide
Simvastatin & lomitapide & D A/EMICRET 28525 TR RUGT

(lomitapide : FEMEE 2L AT 00— /L IMUFEREHES TR E 6 D155 3K)
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[ EUEMA ]

o7 FNIZBET B PRAC OEIE—2013 4£ 10 A 7~10 H PRAC £& TORIRS
PRAC recommendations on signals—Adopted at the PRAC meeting of 7-10 October 2013

12N H :2013/11/05
http://www.ema.europa.eu/docs/en _GB/document_library/Other/2013/11/WC500153952.pdf

(Web$g# B :2013/11/18)
(HH)

ZOEEHE, 20134910 7~10H O 7 7 —<aL oI A URVEIi ZE B2 (PRAC) AD 23T,
I F AT DWW TPRACMERIR LT & OB A 7R L CTD,

R A AT ORRIEIEMIZONTE, ZOBEDOARKFIZIL, PRACH)HHO 5 F H L
FTOEIEIZBILCHMP O 2 (20134510 H 21~24 H) TlRIE A TR, Z % (variation) 2D\
TUZCHMPIZ L DRI AT HOND TIE Th D, K EL NNV TORBOLE, 7T MZEATS
PRACOENE DESF S TNDNNT W T, A INEEEOBIR Y FRER T2 H B0 DD,

1. BAERSGTOEE
1.1. Boceprevir, indinavir, quetiapine—>"27 7 —EEZK Lquetiapinek DM BIVEA

Ay e ] Boceprevir[ “Victrelis’ ], Indinavir[ ‘Crixivan’]
R Hrges A =
PRACDH 4 % (rapporteur) TIUA
PR A 20134104 10H
# R

Boceprevirl, s 1D MECHFRIEGL DI A ST 57 T 7 —EHEKT,
TR IE DI NINLARTOTRIE N L 72> T AMEPEIF IR B O RRAIZH L, T A H—T =
ok L UribavirinE DG CTHWWSILS,

B &
Lopiavir/ritonavir® & quetiapine & 0 4 HH A E A IC LD BV VS IELC T8 > 72 FTRENE D & B i
B3 DHZ L, quetiapinel T2 — 4P450 (CYP) 3A4% 58 I ZBLE T EA (HIV 2T 7
—EBHEESHCYV I m T 7 —BHEE L) LOMBEERPERTHLHZE, BLWY

A Pharmacovigilance Risk Assessment Committee

B 3507 PRAC Minutes of the 10-13 June 2013 meeting % fRL 7=, (FR1E)
http://www.ema.europa.eu/docs/en_GB/document_library/Minutes/2013/07/WC500146567.pdf

€ HIV 7 ur 7 —PRLEE
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DA

quetiapine & A L OB EE (SMPC) Pz 137 e 7 7 — B IRERO R TH 5 58

BEIZFE#E SN TV DZ &M D, PRACIHE, [ ‘Crixivan’ J&[ “Victrelis” JOMAH (Hiid i 52 74 38
BAH)POOEEERFLZ BT, 777 — B ERST X CoR G EREZKETL,
quetlapmek@{}FﬁH75>**ET%é;k%ﬁﬂﬁ?ﬂ%&@@i%fuﬁﬁ“é L7228 »> T,
[ “Crixivan’ J& [ “Victrelis’ IOMAHIL, B ERGLET OO OEFHEEEZLH A LN
EMAIZIRHT 5L,

1.2. Doxycycline—YeAR T\ B BiEPRAE

By L aima’ ] Doxycycline
Y EaY sk =
PRACOD#H 4% (rapporteur) B eS|
PR A 20134104 10H
# R

Doxycyclineld, RFNIEZ D BHLT T LG, 7T LEEMERE I L OO MO KR ED
AEMZ L DR % TRERGUE OTRIFRIZ AW OHTEWE Th b,

Doxycycline? A #£1%, 1960 DAEIAFRRE LR LA S Tuvd,

WE DT F N OERE TN, 77 THRESNIZIZEFNCHEDE, T2 8Y
SR TR Bl PR AE O > 7V NEE E & 7=, #E 1 Xdoxyeycline & A B 5 o o 7 L
IEB) O FH A7 A E (lead member state) &1L C, 2D 7 F/LIZIZPRACIZL A W) EIfifkir &
BSENEN AT T BB CTH L L a R LT,

B &
PRACIZ, EUW@doxycyclmeaﬁ%%cﬁx@ L E RO —HIC BRI R S TODIEHESE
B T O RA G Uiz, B 4. 8T SEA M T BE PR SE 12 B L CE 2 REdi o2
L2 DWW TIE, MAHDSRRHGE MO 7= O HGEE2 7 H LINIC A E BR Y [icig
THIE,

1.3. Efavirenz, emtricitabine/efavirenz/tenofovir—Ginkgo biloba (£ Fav) O AEERH

HEhsr e ] Efavirenz ([ ‘Sustiva’ ][ ‘Stocrin’ 1),
efavirenz/emtricitabine/tenofovir disoproxil [ “ Atripla’ ]
N LS SV e
PRACDHH 435 (rapporteur) RV L
PRI H 20134104 10A

P Summary of Product Characteristics
E %202 PRAC Minutes of the 7-10 October 2013 meeting 22 L7z, (GRiE)
http://www.ema.europa.eu/docs/en_GB/document_library/Minutes/2013/11/WC500154424.pdf
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DA

-

EfavirenziX, bNagE R4 AL 21 (HIV-1) D7 A )L 23 HE AT AV B S IEX
IR R TR E R Th D,

[“Sustiva’ ] L O “Stocrin’ ] (W ubefavirenz £ 4735 th g 25 7 2 C KR )
DI, 19984F (F)EI KGRI ~20124F |2 2 i FL 71805 ALL EEHEESNA,

WH O 7T AR O ER T, SCHRTARSN-2ERHIZHE 5%, Ginkgo biloba (7
2%) O T AR OS2 F L SEMAIC LV KR S A7, #1244 (rapporteur) 13, Z03 2 F L
ICIZPRACIZ LA W EIfRT LB SN S B T D Z L 2R LT,

# &

Efavirenz&Ginkgo bilobaft 4 & O BAEH 2 7R 32 2{ D ARSI SEF A 3 K
MAHSD[EE DL E 22— (2 5%, PRACIE, efavirenzEGinkgo bilobafiiidn & A E
PR ENREROFE BAE R HVIGDT20, efavirenzé A IR SO BLEVERICZ D FETLHET
RETHDHEEIREL TEZ TS, LLPRACHE, B A TOTZE T VAL~ L OHEE
SNDVART DFEEEND, BLB R CERA TR IT DM BT W EFRRRL TV D,

- Efavirenz & A E KM OMAHIE, S FREET OO DA H HFEZLT A LINIZEMAIZ
1228,

2. BT —FRHOENE
TR T F DS IZZ T, HAERRD, WESHI A E RS EE SE L%
BERLTOBDI TR, ZOFEFEE, BENTTHBIORBORESR TS RN, &
5 BT BB B K A B L7 o7 T BEME DS 8B, d7 [ i LR ST AT B T L D]
(CERBR DI EDERERT DI, KT F A EFMT DB DD,

INN TFIv MAHIZR D BB X
Aflibercept 5B KA DPSUR T DR
Agomelatine QTIEE W IEDOPSURTO R
Amiodarone RN BINT —4%& %5 (2013412 A6 B £TITiRH)
Azithromycin ;ﬂz;ggﬁf BEMEOHLL | BT —X% T (2014451 H 31 H £ CITHEH)
ok

Cabazitaxel F BN L7 D AT RE BINT — &% 835 (20134FE11 A 16 H £ CITHH) BL W
MO B P B E I A ERENE S A A B

Cefuroxime BOSIERB L OEBIZIE | KIEIOPSURTOFEAT
(FTEN&ZEE)

Clarithromycin | .01l & S5 KIEIDOPSURTO A

F & &7 PRAC Minutes of the 13-16 May 2013 meeting 2 M L7-, (GRiE)
http://www.ema.europa.eu/docs/en_GB/document_library/Minutes/2013/06/WC500144716.pdf
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Etanercept MRBIEMER IO | BT —2 %235 (20134512 H 6 H £CIZHEH)
DAt D b4 HE 3

Exenatide; fHFE % B L OB E WKEIDOPSURTO AT

liraglutide

Gabapentin R B WK ElDPSUR T DA

Mefloquine KT HATREMEDH DM | BINT — 4235 (20134E12 A 6 H £ TICHEH)
20 (RTEED) BRI

Orlistat HAARTEIECL DY) | BINT — 2% EHE—E R A ~DEIZ (20134£11 7 22
RERIME BLVEA (R IZ HETIZiEH)
F5) IZEHHAART D% 5
IS

Quetiapine KOOFEETOARE | BINT —F%T5E (20134512 A 31 H £ TITHREH)
1)

Tapentadol H s BN — #2535 (2013411 H 90 £ TITHEH)

3. ZDfOENE
INN S TFN MAHIZR ) BN 5%
Adalimumab; | AEESFMIBIESEO% | AU ATREARTE 7 A0 DI R BRI SR T
infliximab DO IR 720N, PRACIE, PSURZIEL TlEHE DL E 2—%1T959

s,

Fondaparinux

AR R i R
SiE

I Al EE 72 =5 L 2B IR IR R BRI ST
720, FEBITOREEHRIIIA IO TR
HRDD, SHITRHHHE 21T LB T2,

WTINDE TS, VT AT Vidbry =, GRE)

O BETIEREMZEMEER
[EU EMA]Vol.11 N0.23(2013/11/07)

S highly active antiretroviral therapy (VG ML Ry A4 L 2HETE)
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[ EUECDC ]

RN GUAEMEIEFE T — : N/ SRR AR I LD RGBSR TSHIZHER

European Antibiotic Awareness Day: Rates of carbapenem-resistant infections continue to
increase in Europe

News

1HAH :2013/11/15
http://ecdc.europa.eu/en/press/news/_layouts/forms/News_DispForm.aspx?List=8db7286c%2Dfe2d
%2D476¢%2D9133%2D18ff4ch1b568&1D=906&R0ootFolder=%2Fen%2Fpress%2Fnews%2FL ists
%2FNews&Source=http%3A%2F%2Fecdc%2Eeuropa%2Eeu%2Fen%2Fpress%2Fnews%2FPages
%2FNews%2Easpx&Web=86661a14%2Dfh61%2D43e0%2D9663%2D0d514841605d

BRI T 1578 B 2 — (ECDC) A1, GIEIEXJII?“ %gé{%ﬁ?‘ﬂ*lc:&f:@, EU2A
TOHTAEMERMEICBE T 2587 —#2REKL TND, 7 —ZICLIUL, ISR AMEREIC
T RIIE DN EULIER L TUND, TR R AR R 3 2 9 B LR eI O TR IR TR e L
THOONDIEME I T A TS, 170/ 3K LT PEOKIebsiella pneumoniae (i 7 A7 &) 12 &
B M HRIEAE D EE1220094-~ 201245 L, 577 [ (12& A LD FERK) Th% a1 T 5 (1K12)
B E U BRI AT L SR A Acinetobacter J& 7 O H B - 5K T, T — X & HEL
7218 M EDH B D8 H[FH T25% %8 2. TV 5 (KI3) , ZD 7=, Acinetobacter /& Y4 B D 15 5 3¢
PURIT—Be L R HiIF A2 1T TD,

ECDCIZE, EARS-Net/E 45 ¥ 2L LH 12, L SR AT B RS L2 B U CRRN 380 [E] ¢4
EOHMZEM T CFHllcb ES<RE (A7 DT7n—=0 U RFEER 2 —
(University Medical Centre in Groningen) 2SECDCIZAu0 i) Dt Fea /A L TD, ZO%E F
(ZRIIE, TSR AP B I LD IR GE L, EARS-Net(%%ETE@E@%, ERAS PYSTIIRIV A
iE D FHAE) DMEZ TR EDIZ DML EUITIER L TS, PR, TR RGeS oD &
IESLBZDDHE, 1ZEALE T X TOENBIEMHERHY, %<®6ifﬂi§2ﬂ<}, HJak [l COHER,
SHIZITTATIREEIZH D EHEL TD,

ZOMBEO—BRELT, FEOEMZEIL, W/ SSRAMERRYGE D3 hr— W25
BERIZRITA S ALEIRDHDINTODOWTORESLRDOI, AKX ALFEBMEEIS TN

DIFBIME D H 5% OB ZDIRETHY, TORNT, TUNT L A7, HIENTOIEKR, HDH
TR TIRRE 2 WIS LI=E TH D, LovL, ZM38HE DI B ITH ENI A LS~ At B G E
DAL= VT HHALY A ETAERL TE LT, RIS~ R A :Acinetobacter j&
YIEI KL D7D DITAL L AW DLW LT DIT2 A E D FHTh o7,

A European Centre for Disease Prevention and Control
B 6th European Antibiotic Awareness Day
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http://ecdc.europa.eu/en/press/news/_layouts/forms/News_DispForm.aspx?List=8db7286c%2Dfe2d%2D476c%2D9133%2D18ff4cb1b568&ID=906&RootFolder=%2Fen%2Fpress%2Fnews%2FLists%2FNews&Source=http%3A%2F%2Fecdc%2Eeuropa%2Eeu%2Fen%2Fpress%2Fnews%2FPages%2FNews%2Easpx&Web=86661a14%2Dfb61%2D43e0%2D9663%2D0d514841605d
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117 18 H DKM FTAEMETEH T —IZd720, 11H 18~24 H OHIEIZEM 404 [E L T,
[— N— ADNE{EH | (“Everyone is responsible”) EW\H) R — 4D F, HrAWE o E & %
TRITEE DD KT B3 TS, ECDCIEZRRMN LIS OFREE[E &6 17 H LTy, RIS, KE,
NFHE, FA—=ANTVT TOHRAWEOEERE AR Ty ~— P ThhTng,

A E

* 16BN G EM ETEFE 7 — DA MBI D
European Antibiotic Awareness Day 2013: Everyone is responsible event
http://ecdc.europa.eu/en/press/events/_layouts/forms/Event DispForm.aspx?List=a8926334-84
25-4aae-be6a-70f89f9d563c&ID=244&RootFolder=/en/press/events/Lists/Events&Source=http
:/lecdc.europa.eu/en/press/events/Pages/Events.aspx&Web=fdfeOe72-6ea9-486b-aceb-40bb7b0
09fa5

3k 2:EARS-NetfE R s
http://ecdc.europa.eu/en/publications/Publications/antimicrobial-resistance-surveillance-europe

-2012.pdf

R D e Ve Ve Ve e Ve e N N e 2 Ve Ve e e Y a e . e e e 1Y

SEUICRBITAHIAWEMEIC R+ 55&HTT —4 (20134E114)
Summary of the latest data on antibiotic resistance in the European Union, November 2013
http://ecdc.europa.eu/en/eaad/Documents/EARS-Net-summary.pdf
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http://ecdc.europa.eu/en/press/events/_layouts/forms/Event_DispForm.aspx?List=a8926334-8425-4aae-be6a-70f89f9d563c&ID=244&RootFolder=/en/press/events/Lists/Events&Source=http://ecdc.europa.eu/en/press/events/Pages/Events.aspx&Web=fdfe0e72-6ea9-486b-aceb-40bb7b009fa5
http://ecdc.europa.eu/en/press/events/_layouts/forms/Event_DispForm.aspx?List=a8926334-8425-4aae-be6a-70f89f9d563c&ID=244&RootFolder=/en/press/events/Lists/Events&Source=http://ecdc.europa.eu/en/press/events/Pages/Events.aspx&Web=fdfe0e72-6ea9-486b-aceb-40bb7b009fa5
http://ecdc.europa.eu/en/publications/Publications/antimicrobial-resistance-surveillance-europe-2012.pdf
http://ecdc.europa.eu/en/publications/Publications/antimicrobial-resistance-surveillance-europe-2012.pdf
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http://www.cdc.gov/media/releases/2013/p1118-get-smart.html
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http://www.euro.who.int/en/health-topics/disease-prevention/antimicrobial-resistance/news/news/

2013/11/european-antibiotic-awareness-day-2013-everyone-is-responsible
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http://www.nps.org.au/bemedicinewise/antibiotic_resistance/antibiotic _awareness week
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/12/news_detai
I_001988.jsp&mid=WC0b01ac058004d5c1
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