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FDA adding general warning to testosterone products about potential for venous blood clots
Drug Safety and Availability
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http://www.fda.gov/Drugs/DrugSafety/ucm401746.htm
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FDA review of cardiovascular risks for diabetics taking hypertension drug olmesartan not

conclusive; label updates required

Drug Safety Communication
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2014 4 1~3 A HIIZ FAERS TR ESNIZEERIAI DY T F NVIFT R BZ 2B RIZONT
Potential Signals of Serious Risks/New Safety Information Identified by the FDA Adverse
Event Reporting System (FAERS) between January - March 2014

Surveillance
1EN H :2014/06/16

http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE

ffects/lucm398223.htm
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2014 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation

and Research CDER—May
FDA MedWatch
1H%N B :2014/06/13

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm400227.htm

ZOWETIE, FERMMA O 2SS, i, B

HH OFRUGET 2R, FRIIIER A LUET @O AL T4,

%5 : BW (boxed warning) : #fH 2 %45, C (contraindications)

P (precautions) : ffi F _ED ., AR (adverse reactions) : &l {EH,

.« TNy

(warnings) : 245,

PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 1% %,

PCI (Patient Counseling Information) : 2% 17 &Y 7 & #H

, B EOVER, BIWER], B w05

BETSh7-HE
KEF A (—4) PPI/
BW W P AR MG

Accupril (quinapril) tablets O O
Accuretic (quinapril HCl/hydrochlorothiazide) tablets O O
Avandia (rosiglitazone maleate) tablets
Avandaryl (rosiglitazone maleate and glimepiride) tablets O
Avandamet (rosiglitazone maleate and metformin
hydrochloride) tablets
Edurant (rilpivirine) tablets O O O
Jentadueto (linagliptin and metformin hydrochloride)
tablets O O O O PCI
Soriatane (acitretin) capsules O O O
Tradjenta (linagliptin) tablets O O O O pC
Apidra (insulin glulisine [FDNA origin]) injection O O
Altace (ramipril) capsules O O
Aromasin (exemestane) oral tablets O O O
Azilect (rasagiline mesylate) tablet O O

A FDA DOAYAIDBIL, FEKLALZIV 7 THIELY, FERLOFRK
JBATED, FEAE R AT, WRTSIZTH B X, Mt

e EMEEROLRE A2 LN TED, GRIE)

MR AR AR

= Hy -miy &5 1

HEME RS s N
DOETOFREITEHSH
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P
punif

KEFESL (—RA) PPI/
BW C AR | 1o

o

Bydureon (exenatide extended-release) for injectable
suspension

Gemzar (gemcitabine) for injection

Lunesta (eszopiclone) tablets

Sustiva (efavirenz) capsules and tablets

O|l0O|O0O|O|0O| =

Temodar (temozolomide) for injection
Temodar (temozolomide) capsules

Adempas (riociguat) tablets

Aloxi (palonosetron hydrochloride) injection

Avalide (irbesartan/hydrochlorothiazide)

Avapro (irbesartan)

Olo0o|O0OlO0O|]O0O]O0O|O0O]0]|0O

Cleocin HCI (clindamycin hydrochloride) vaginal cream
Cleocin Phosphate (clindamycin phosphate) vaginal
suppositories and vaginal ovules

O

Colestid (colestipol HCI) granules and tablets

Humira (adalimumab)

Invokana (canagliflozin) tablets

Tivicay (dolutegravir) tablets

Xalkori (crizotinib) capsules

OO0 |00

Dopamine Hydrochloride injection
Dopamine Hydrochloride and 5% Dextrose injection

Gleevec (imatinib mesylate) tablets

Humira (adalimumab)

Implanon (etonogestrel) mplants

Levaquin (levofloxacin) tablets, injection, and oral solution

Lumizyme (alglucosidase alfa)

Myozyme (alglucosidase alfa)

Nexplanon (etonogestrel) implants

CNNORNCRNON NONNONNONNONNG)

Zytiga (abiraterone acetate) tablets

Arimidex (anastrozole) tablets pC

Synribo (omacetaxine mepesuccinate) for injection PC
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[ EUEMA ]

fERRRT —FZDAR FALRLT W TAR T

European Medicines Agency agrees policy on publication of clinical trial data with more
user-friendly amendments

Press release

1HA H :2014/06/12

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2014/06/\WWC500168342.pdf

(k)

EMADE #LZ: B 23132014456 H 12 1, BRI T — 22 J0FIHLSTWETRRT 5578
THEL, ZOIH72 I TORFEIL, EMADGUIdo RasikE DIREIZLDLOT, Zhickh, ik
FEARHFEO—EREL TR HSNZRR B T — 2 BB AR IND IO BT Ty,
TR IR I L OGEREERI 2T 94 H NS LT BRI BR T — 2 DX D m—R, A7, FIRIDY A 6E
LD,

ZORARGEOXFL, BHEBS TOFEEEEX, NI TR LOIERE N5
i B9~ B S2BRA07R IO IR 6D % 5D THRORGIR TES L, 20144E7 A AJ Tl Eﬁ%ﬂm%@éé
BRICIVEIRENI-M%, 20144510 A LH S S TSNS RiBEL CTho, EER N LT, &
BE~OT7 72 AT BBUTOES B I OETT- 22K BRI O T ¢, RO DMRESN
209, EMAIEZ T 255,

EMADZDFHEHE, FRINT o E3E S HLHI OFAMERGIC T 7= BRI — 5 ThD, 2Dt
28V, EMAIZIER R OPEA 8 2 T, B o &R TSN DR T — 212D Tl
XV TT /AT HTEERMET S,

2EFR

KRN CORGRRIR T — 2 DAREFI BT 5 S #H O B L%, 2013426 H IZABI S, 2013
FEYAKETOINA M TV ra i NEEN TN, THEBX DA MNIERE, ERAE
H, MR, MR E e S ROBRENLEFELN, EMAL, FEDN-INHOREIC
KL THETHIET, EitodocF#tami&ib L,

2013411 H 13 H fFEMAD LAY — A
“European Medicines Agency updates on development of its policy on publication and access to
clinical-trial data”
http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2013/11/WC500154207.pdf
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201346 H 11 H(fEMAD == —A:
“European Medicines Agency responds to concerns on its publication of clinical trial data policy”
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/06/news_detail_0
02120.jsp&mid=WC0b01ac058004d5c1
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[WHO]

oCyclizine: 6 AR /NRE~OHEFHIR (=P 7h) *

Cyclizine: Restricted use in children under 6 years of age

WHO Pharmaceuticals Newsletter No. 3, 2014

1HA H :2014/06/23
http://www.who.int/entity/medicines/publications/PharmNewsletter3_14.pdf?ua=1

TUTNESRME VT A4 — (EPVC) BORHERFZEICH & 5%, mVTROTr—war YT
VAZB AT, 6 A O/ N ~DcyclizineDf HZHIR T RETHL LB E LT, Cyclizined A
L O RIE IR FEAGB RS 1L, B R R A SGET L ComARm /N~ AHIFRIC W CRd
T RETHD,

Cyclizineld, EAXIVHZ B EETAEH OHLE TV U FHERTHY, BHFESH (motion
sickness) |Zi@E 238 5, BIREZE RSP 1T+ 0 IR S Ty, SRR E BRI UMb &
s I (CTZ) ~DEHEZRAER 1% 2 Hi1d, CyclizinelZIZFMRXMEFIa Y (FLAA Y ) 1
HAn®5,

OERMEEERITOBE

1. B0 EITHE B~54 0N TR 5-) Thceyclizined & :6~125% D/ NETIX25 mgz1H
3EET, 12~185 /N TIX50 mgz1 A 3E £ T,

2. HEIGWN#E G CToceyclizined & :6~125% D /NETlid25 mgz1H3[EET, 12~18% D/
TIX50 mgZx1H 3[FIE T,

3. FRfeERiE E72I 3R T CTOeyclizined i : 6~125% /N TIX24FF [ CT75 mg, 12~
1875 0>/ T 24 [ T 150 mg.
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AIE B
©Cyclizine (T v/ 7Y MR, Homochlorcyclizine Hydrochloride (JP) , Hiib A& 3K)
[EN:FETEH MEoh TETT
KIENDERHERMOA L ZE2—T7+—5TIE, VNREA~OF L OHIZIFY L) &
oD,

Vol.12(2014) No.15(07/17) R07

[WHO]

eMeclizine : SEFHIR (=P 7R A

Meclizine: Restriction of use

WHO Pharmaceuticals Newsletter No. 3, 2014
1HA H :2014/06/23

http://www.who.int/entity/medicines/publications/PharmNewsletter3 14.pdf?ua=1

TUTMER L VT AR 2 — (EPVC) PORHBFFAEICH L 5&, 2T DTy —varvg
YAZBRFROISITHE T D,
1. MeclizineZ 2 AL O/ NI L7210,
2. 2~12 0/ NI, ERIOE BT TORMMTHILR3TED,
3. kREOENE Zmeclizined KL FRICHRE T ~ETHD,

MeclizinelZt <72 RO LHARHFIL AL I 3K TH 5, MeclizinelL, buclizine, cyclizine,
hydroxyzine & 4 i 1 3 X OV ER 2 (I FERLL TV A28, ik 1X6 R ¢ H Y, cyclizine<?
hydroxyzine GK120/F[#]) & Helg L CRIV Y,

A WHO 73 Newsletter (ZF0_EI1FTRY, =7 MIRELZMETIIARNWEE ZSNDZENLRN Lz, GRIE)
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L 22 MRS ) Vol 12 No.15 (2014/07/17)

X R

1) Egyptian Pharmaceutical Vigilance Center (EPVC), Newsletter. May 2014, Volume 5, Issue 5.
http://epvc.gov.eg.allium.arvixe.com/Pagefiles/file/%2852%29%20Newsletter-Fifty%20Tw0%20
-%20May%202014.pdf

IAITER
©Meclozine [Meclizine (USP), {#ilisA27U >, Meclizine Hydrochloride} (JAN), HTEAZI 3K,
PO EN FEIEH S FETE v
MEINTIE, —AEIRSIC, ERAZYY 28 T 28500/ N BH| (U ScEo Ak
L3 0) 3D,

LARMGHREH = HA B, Kl 5L+
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