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SCREULRT oottt ettt 2

e FDA/CDER |ZL 5% AMEICRI T D RUETOBEEE (2013 424 H) i 3
[EU EMA (European Medicines Agency) ]
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[ kFDA ]
eZolpidem &4 BN : Fri-a R &, BXORERAIIRAE B OIREIEEIZEE 453464 3C
EYET

FDA approves new label changes and dosing for zolpidem products and a recommendation to
avoid driving the day after using Ambien CR

Drug Safety Communication

WA H :2013/05/14

http://www.fda.gov/Drugs/DrugSafety/ucm352085.htm

ZOTEHIZ, 2013451 7 10 H f+FDA Drug Safety Communication® ? 5 5 5 TH 5,
(IR OIRY

FDAIZ20134E5 H 14 B, JR<ALT7 3TV DA RIE 1895 3E D zolpidem it ([ “ Ambien” ],
[ “Ambien CR’ ], [ ‘Edluar’ 1) (DWW, Hi7c 2 HERE M &SR 2R ali & BN 9~ 53 SR EGT
EARGRLIZZE %, IR —MICBAT 5, ZHDOEIEICHONT, IRALZZFHHOIEBFEEDY
AT PRBHEES T2 LD D, FDAILA BIOIRM SCESRT 2 &R LT,

FCFDALE, RNIRSEIRIREIED zolpidemIR AL [ Ambien CR16.25 mgE721%12.5 mgD Ik
MBI, IRAOE AIGEESC, +o7REENE2 BT 5EOMOIGEENE T _RETIIRNEEEL
TW5, IRAFBAY, zolpidem® I FFIRFENZNOOIEENZ LA X 7= T E @V RRED i< 7]
BEMEN D DT ThHD, ZOHFT-72E 51X, zolpidemfR LA [ ‘Ambien CR’ ] DA SLED
[ B I OMEH LR ), B&UMedication Guide (R [T 3R 5L 4 A R) (B NSz,

ZOWET U WS SCELE 21X, FDADNLLRT, 2013451 A f1Drug Safety CommunicationA G %
L7= FH EOHRELFZ OV T Rl S 7z, Zolpidemid it ME BUAI ([ Ambien’ ], [ Edluar’ ]) OH#EdE
BRAEHEIE, ZMET5 mg, BMETS mgE/2iX10 mgTH 5, ZolpidemH it HLA| [ Ambien CR’ ]
OHESERRAA FHENT, ZMET6.25 mg, B MET6.25 mgE/-1312.5 mg TH D, K& Gl RA©
5 mg, WIMHERFIT6.25 mg) THIMEEELIVRWG AL, M T10 mg, REMETI2.5 mg
FTHETES, LoL, GARTIEARAOE A ICEES 7R B2 B HiEEc K fEr &
7= Al REEAN B 72D,

ERIEFE BLOVEE L, [Ambien’ ], [ ‘Ambien CR’ ], [ ‘Edluar’ 1BO e HrOURAT SCEIC
TIRATED,

A IR G2 M IE [ KFDA] Vol.11 No.3 (2013/01/31) 2,
B KB 3K 5 O OWRAT SCE X, Drugs@FDA OY AR THRE TXS,
http://www.accessdata.fda.gov/scripts/cder/drugsatfda/
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©Zolpidem [ V7 LA A, Zolpidem Tartrate (JP), @1 (BZDy) 2 A REMEE, AIRJET:

AR [EIN 38 Te T WAL e
S [EN ClIZolpidemR i HE BN T ARTEL TUH7ewy,

Vol.11(2013) No.13(06/20) R02
[ kFDA ]
*FDA/CDERIZE SR EMIZEE TR TUETOME (2013447 )

2013 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation

and Research CDER— April

FDA MedWatch

WEIH :2013/05/14 (2013/5/28 5 H5)
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm348021.htm

OB T, FERMMA O A EE, S, B, A EoER, BIEA, B85 HFRO%

HHOFRBEGE 2R d, RITIZERE LA LUGETE T OV AR AL THDHA,

%5 : BW (boxed warning) : #t# A2 2 C (contraindications) : 285, W (warnings) : 225,
P (precautions) : i i _ED 7, AR (adverse reactions) : &lI{EH,
PPI/MG (Patient Package Insert/Medication Guide) , PI (Patient Information) : 2.3 F 1%,
PCI (Patient Counseling Information) : fBE 1w BV 71§ #H

BETESNTIH B

KER RS (—HA)

BW C W P AR | PPI/MG
Pradaxa (Dabigatran Etexilate Mesylate) Capsules O O O MG
Ambien (Zolpidem Tartrate) Tablets O O O

Ambien CR (Zolpidem Tartrate) Extended-release
Tablets

Atacand (Candesartan Cilexetil) Tablets O O O O

A FDA OAVAIISIL, FEILLEZIV 7T HLICRD, FEIRNOFRUETICRTL2EMB R AT
JRATED, FFMERT AT, SETSNZEE &N, BulAE s, 25, BEOIHCOFBEIX

BFrSNIC L EE ROERE RO L TED, GRIE)
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KER RS (—A)

WETSNIZIHB

BW

w

P

AR

PPI/'MG

Atacand HCT (Candesartan
Cilexetil/Hydrodchlorothiazide) Tablets

Boniva (Ibandronate) Injection

Dificid (Fidaxomicin) Tablets

Jalyn (Dutasteride and Tamsulosin Hydrochloride)

Capsules

O |00 O

O |00 O

O |00 O

PI

Actemra (Tocilizumab) Injection

O

O

Amrix (Cyclobenzaprine Hydrochloride)

Extended-Release Capsules

O

O

Atripla (Efavirenz, Emtricitabine, Tenofovir Disoproxil

Fumarate) Tablets

O

O

Coartem (Artemether/Lumefantrine) Tablets

Edluar (Zolpidem Tartrate) Sublingual Tablets

Emtriva (Emtricitabine) Capsulests and Oral Solution

PPI

Flexeril (Cyclobenzaprine Hydrochloride) Tablets

Incivek (Telaprevir) Film Coated Tablets

Juxtapid (Lomitapide) Capsules

Nulojix (Belatacept) Intravenous Injection

Qualaquin (Quinine Sulfate) Capsules

Samsca (Tolvaptan) Tablets

MG

Seroquel (Quetiapine Fumarate) Tablets

Ojlo0olo0o|O0O]O0O]O0O|O0O|]O|0O]0O

Ojlo0olo0o|O0O]O0O]O0O|O0|]O0O|]0O]0O

Seroquel XR (Quetiapine fumarate) Extended-release

Tablets

O

O

Simponi (Golimumab) Injection

Supprelin LA (Histrelin Acetate) Subcutaneous

Implant

Victozo (Liraglutide [rDNA orgin]) Injection

Viread (Tenofovir Disoprixil Fumarate) Tablets and

Oral Powder
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WETSNIZIHB

KEMRA (—A)
BW | C | W | P | AR | PPIMG

Actonel (Risedronate Sodium) Tablets o o
*Bisphosphonate Drugs

Actonel with Calcium (Risedronate Sodium with
Calcium Carbonate) Tablets O O
*Bisphosphonate Drugs

Atelvia (Risedronate Sodium) Delayed-release Tablets

*Bisphosphonate Drugs

Binosto (Alendronate Sodium) Effervescent Tablets

*Bisphosphonate Drugs

Boniva (Ibandronate Sodium) Tablets

*Bisphosphonate Drugs

Cogentin (Benztropine Mesylate) Injection O

Didronel (Itidronate Disodium) Tablets

*Bisphosphonate Drugs

Fosamax (Alendronate Sodium) Tablets and Oral
Solution O O
*Bisphosphonate Drugs

Fosamax Plus D (Alendronate Sodium/Cholecalciferol)
Tablets O O
*Bisphosphonate Drugs

Rebif (Interferon Beta-1a) Injection @)

Aldurazyme (Laronidase) Solution for Intravenous

O

Infusion

Avodart (Dutasteride) Gelatin Capsules

Differin (Adapalene) Lotion

Doribax (Doripenem) For Injection

Famvir (Famciclovir) Tablets

Sonata (Zaleplon) Capsules

Stelara (Ustekinumab) Injection

Tyvaso (Treprostinil) Inhalation Solution

O NCHNOR NONNCHNONNONNO)

Vantas (Histrelin Acetate) Subcutaneous Implant




DA

5= 38 5L 22 M ) Vol. 11 No. 13 (2013/06/20)

WETSN-IH B
KEE A (—#4)
BW C W P AR | PPI/'MG
Vimpat (Lacosamide) Tablets, Injection and Oral o
Solution
Xeomin (Incobotulinumtoxin A) for Injection O
Zenpep (Pancrelipase) Delayed-release Capsules O PCI
BEF®R
*Bisphosphonate Drugs

B AR AR R — MR A B A B EEIEIC W T, [ EoiEE ) B O EIWER  0For%E
UGET (A BSEDV AL L, EARARI— NREA ORI ER-35 ATRENED 9 D)

Vol.11(2013) No.13(06/20) R03

[ EUEMA ]

L= T VFT VTR (RAS) RER BRI DV RZIZONWTLE 2 — Btk

Review started of combined use of renin-angiotensin-system (RAS)-acting agents

Referral

A H :2013/05/16
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Renin-angiotensin_

system (RAS) -acting agents/human referral prac 000026.jsp&mid=WC0b01ac05805¢c516f

EMAL, @IEBIODSMPELAREDOIER T, LoV -T o U Ty 2D R 2 B a1
EFHEELEIHTHIAZICONT, LEa—%BtALT-, RASIE, MERBIOERNOK S &
AP — VT HRERTHY, ZORIIEMTHEHEITTRASIHE K | Ligfrahd,

ZOVE a—%, BIEORASIHEFEIA DA LIZ5E, RASPHEIHEAIL L T, mAY 7 Al
i, RIME, BARROURIH EF3 5 AIREMEIR T 2R &MUl iz tas iz, 70, #
FORASPHEILZDFH LT HAIEH &L TR T MR FLARWATEEER DD, 2O T
VA, AT British Medical JournaliE\ R FREINT-AZT U A 33D EKER, £34568,000 A
LI bB) VEE TN DD AR CERICH E SN TG,

RASPHEIRIZIIZ DO EFR AT LT, To V4T v R IREHE (ARB, Y L2 %
HELIEEND), T VAT v B RS (ACE) BLESK, B0 =[5 3K (aliskiren”2 &)
nd b,



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Renin-angiotensin_system_(RAS)-acting_agents/human_referral_prac_000026.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Renin-angiotensin_system_(RAS)-acting_agents/human_referral_prac_000026.jsp&mid=WC0b01ac05805c516f
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EMA/ZLLAT I Zaliskiren T A EHK L DL E 2—%1T\, aliskiren& ACERHLFHK E72IZARBO I H
TOMESC ML F 72X B A~ D BIVER DU A7 58 EFH-5 AT REMEN D E2012452 H ITHEmm L 7= %1,
AEIOVE 2—ZZDLE 2 —IZHiKb DO THDH, EMADOCHMP (3 5% B 42) 14, aliskirenk,
ACE[H#E I E 72 IZARBOOEAIL, VW22 BB IS OV THHELEE, BERIE BE £/ P
~HEORKEEDBRE TIZIAIRE WO BRI RETHDL LM LT,

EMALL, @ MLEBEOD o Mk O R 2OTEFRIZIIT HRASIHEIREH DR T 4o MYRZ <R
TR, D NFRAIREIRTE T A5 8% KAE T MOV G2 P E Tdh D,

OVE 2 —DFHmXiz o\ T

RASFHEFKOLE 2—I, F5452001/83/ECEHI1RICHEDE, AXUTEHSIT (AIFA) A H0
FEECRtAI NI,

ENAEIR O 2RO 2 Y 457 7 —~ae VT AU A7 F & B 4 (PRACP)
MZDLE 2—% K FThY, —EOENIEZTTIZLIT/e> TN D, PRACOEIFIZZEDHE, BN
IR AT R TORMBEZ Y §H5CHMP ([E 35 B ) kS, fefEr) BRI EAR
b,

X #

1) Efficacy and safety of dual blockade of the renin-angiotensin system: meta-analysis of
randomised trials, Makani H, Bangalore S, Desouza KA, Shah A, Messerli FH, BMJ, 2013 Jan
28; 346:1360.
[ B 22 EVER [ SCERTF # ] Vol. 11 No.09 (2013/04/25)

2EEH
% 1 :EMAIZ20124E2 H 17 H £+ C, aliskireniZ B L CEE R L8452 B N4 5 X085 LT-,
[ 3K L 22 S [EU EMA ]Vol.10 No.06 (2012/03/15) 2% &,

OB ETHIERENLLZLMER
[>KFDA]Vol.10 No.12 (2012/06/07)

A L'Agenzia Italiana del Farmaco

B Pharmacovigilance Risk Assessment Committee
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000537.jsp&
mid=WCO0b01ac058058¢cb18

€ Committee for Medicinal Products for Human Use



http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000537.jsp&mid=WC0b01ac058058cb18
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000537.jsp&mid=WC0b01ac058058cb18
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[ EUEMA ]

o[ ‘Diane 35’ 1&¥ =Ry 78G : —H D BE TIIXRXT 4y MU AZ% L EID

Benefits of Diane 35 and generics outweigh risks in specific patient group

Press release, Referral

HAEH :2013/05/17
http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail 001
790.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/docs/en_GB/document_library/Press_release/2013/05/WC500143490.pdf

EMAD 7 7 —~<ab v I 2-JRA73-i Z B4 (PRAC) 21X, cyproterone acetate 2 mg/
ethinylestradiol 35 pg[ ‘Diane 35’ J&Z DY = 1y Z8LFIZOWT, MARFERRIEDY A Fr/IMER
i ALOEE L,

(SRR

PRACIZ, cyproterone acetate 2 mg/ ethinylestradiol 35 pg[ ‘Diane 35° | &Z DY = 1Y 78512
DN, MARERIEDY RS Zfg/IMET D120 D%t H 2 i U A ICRY, R 7 4o R AT %
RIS EAETMLTZ, [ ‘Diane 35’ 12D =1y 78X, HERREEROLETOT Fas
A VEICBR LI P E~BE OB B IO E T B MRS BIEOIRIBO M AT RET
&%, IHIZ, [ ‘Diane 35° JOIIE ORI, tholaFE (RN DU EWE R Y) 03382
LIRS GBI DI THIRETHD,

[ ‘Diane 35’ ]&Z DYV =Ry 78IV E L RHTEITH D0, PRI O3/ L RT3
PP T RETIHAR, ZMEM [ Diane 35 JE7213F DY =1V v 7 8L A fthod /L& b IR L
OFHLIZS A, mHEOT AN ACIRBESI, MARIERIEDV RN EED,

PRACOENE1E4 %, CMDh (P B FEFES B L OV A T RO FHEE S NV —7") 12X > Tl
FENLTETHL™!,

[‘Diane 357 12DV =3y 78O I ED § IR AR ZERRSE DY A2 HEL, X<HBT
BY, WEEBRIZIZZOYAZIZOWTHEE LS BRI § 5720 OEEDFEHS LT,

ZOBINBEDOLE 2 —(T, 77‘/;«7)E%ED%Q%IJ%F%@%Z)ANSM%[ Diane 35’ 1&ZDY
=3y 7 B O E N TOIRGEA TR (L2 T EL TWDHERH K LIZKIZ, ANSMOZEGE CRtGSL
Teo ZOEGEIL, FFEIZOWTANSMAEN TIT o 1o XA T 4y YR < L E 2— D Ra 2T
HDTh o, ZOLE 2—T, BERMARERFZNIAEL TNDHILR, BHEHEKEL TOHOME
A GEISAME ) DIALITHO I T ERENR A DN 2572,

A Pharmacovigilance Risk Assessment Committee
B Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
€ Agence nationale de sécurité du médicament et des produits de santé


http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001790.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001790.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/docs/en_GB/document_library/Press_release/2013/05/WC500143490.pdf
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PRACIE, AFLEATRTOT —XIZHE3%, [‘Diane 35° 1EFD T = kUy 78T, [F3K
TSI B A RR O LM N OTR SN AL E AT DA SRR L=, £7-PRACIZE, [A]3K
DOAF FIZRED AR FERRIE ~D X Z TR L, VA /M T 57280, SER5% R A i# T o088
PEEFRO T,

OVAR/ B HIRE)

PRACIZ, [ ‘Diane 35" 2D =RV 78I OWT, BB BIOERMEREZ BT O =78
R LR OB A HELE LT,

PRACIEZ72, RO WM/ IGEATT 258, MARFEIRIEDYAY M - SER~DFR
Wi m D HIEENZ IS D IOHELE L 72, ZOIRENCIE, VA7 -SRI DV CHEFEICEE LA
sk, MARERIEDVAZ ZFHII LI H BLORE MITOBEER (FI21X, L7#EH
F v 7 YAR) OIERTRE D E ED,

PRACITEHIZ, BEE#RA ERLOINCEHINIB ONTT 52— Z 3 i T DR E O =
ALl EREF A SO, VAV B/ MEROF MEZ TN D TR % L T 8, IR LA
PEEEBUEBIO LD HESE L7,

OLta—IZET5EMER

[ ‘Diane 35’ 1&ZDY =Dy 78 5%, MREICB O TRFESEL L TRBSILTEY, K
INEHECIEEF S TS, LnL, ALE 22—l ST, ARSI TV ND I N [E R © #re
S TUWA,

PRACIFLE 2 —I|ZBEL, BN TR 7T —Z MO AR CHRICHED%, [‘Diane 35" &%
DY =3 78 O IR MR ZERIEDY AL TAFLED T X TOF — 253 fiL
7oo FT-EMAIL, LE 2 —ZBEVEDH 5T — 2 &2 1 280 BRFE (ERIEFE, BEFIE,
— T RARE) ITREOENT 72, 8 DD BIRE - FE O T —# RIS, Sl ST, B
FREZEZGOLEMFEI N —THEEIN, LEa—~DBEEIToT,

SEFH
% 1:EMAIZ20134E5 A30 H A1 T, X743 E[EDEDPRACD A B DOHELEAZCMDW)N S EFL
722 EhmEnLT,

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news _and events/news/2013/05/news detail 0
01801.isp&mid=WC0b01ac058004d5c¢c1
Referral DA

http://www.ema.europa.cu/ema/index.jsp?curl=pages/medicines/human/referrals/Cyproterone-_and e
thinylestradiol-containing_medicines/human_referral prac_000017.jsp&mid=WCO0b01ac05805¢c516f

SCI[ETIX20134E5 A 30 H AT, EMADB IS4 [BIOPRACOHELEIZ DUV TMHRAD Y =
THARTHEEL TVD,
http://www.mhra.gov.uk/NewsCentre/Pressreleases/CON282763



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001801.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001801.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Cyproterone-_and_ethinylestradiol-containing_medicines/human_referral_prac_000017.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Cyproterone-_and_ethinylestradiol-containing_medicines/human_referral_prac_000017.jsp&mid=WC0b01ac05805c516f
http://www.mhra.gov.uk/NewsCentre/Pressreleases/CON282763
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AT HTHLE 22— T, Health Canadald20134E5H 17 H A1 C, [ ‘Diane-35" 10D i) PN
HTIERE T4 "B & UAT % B> TS EHREL TV,
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2013/29283a-eng.php

METGAH20135 A 30 H 1T, [AERDOEAEIT-> TS,
http://www.tga.gov.au/safety/alerts-medicine-diane-35-130205.htm

OB ETHIERLZEMEER
[EU EMA]Vol.11 No.06(2013/03/14), [#MHRA]Vol.1 No.30(2003/10/31), [ 4 Health
Canada]Vol.1 No.02 (2003/04/16) , Vol.3 No.10(2005/05/26), [WHO]Vol.3 No.2 (2005/01/27)

KAER
©Cyproterone [FElET 7" 171, Cyproterone Acetate (JAN), L MEA/LVE 3] WgESL  FETE 55
O©Ethinylestradiol (- F =/L = A7 74—/ L (JP) , JIfAA/VE A EN  FETe0 1Sk F 783

Vol.11(2013) No.13(06/20) R05
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o T INBRIAT VR LUV ATy A eMNAERBINHEL COMRIBE T D 7ol (17
UDZES VS -y

New recommendations on the use of phthalates and parabens as excipients in human

medicines released for public consultation

News

WA H :2013/05/08

http://www.emea.europa.cu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail

_001784.jsp&mid=WC0b01ac058004d5c1

EMAIZI20134E5H8H, 7X NV E=AT VO HICEATHHART A (%) *!, BXLOEL
MEESIRMEL TONRTX O I T2 /R (R) 22 AFK Lz, ZTHDLHEIT
X T B 7 i 8 2 RO DBV E NG g,

T XNV E AT VL, #03EeE OB IR ELTALBE ISR TWAE Ak
WHE ThoH, EUTKRBINIERK P IThd —KIE A SN TS 7 Z VR =27 VI,
THNVERY T F L (DBP) B, 7 X )VEEY =F )L (DEP) ¢, RIE =L T T —h7 XL —h

ATENBIZRAT IV, NI, BRIZBWTHOEEBBRMHELTHOLR TN,
B dibutyl phthalate
€ diethyl phthalate

10


http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2013/29283a-eng.php
http://www.tga.gov.au/safety/alerts-medicine-diane-35-130205.htm
http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001784.jsp&mid=WC0b01ac058004d5c1
http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/05/news_detail_001784.jsp&mid=WC0b01ac058004d5c1
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(PVAP)P, €5+t 7 = —h (FEfiE 7 Z L/ a—A, CAP)E, ERad 7 aE L AF Lt Lba—2R
77 —hr7 %L —k(HPMCP) FCH D,

SR OB EERT — 2, HATED T HZNEET AT LN, FOWNMBELIER L ORI E T
AEFHEFE IR B RIE T ZEAVREN TV,

EMADOCHMP (E3 L EBSR) 6T —#&Lta—L, B ER T XL EET 27 /L DODBP,
DEP, PVAPIZLDAEFERCHZE DA FEEAN BRSNS LT, BIR EOTE T A 3720
25, CHMPIX PRIRY 48 EL L C, ENHEFESICBITDZNOD T VR AT L O & EO
IRAHELEL 72, 1 H 3R &1 4 DBPC0.01 mg/kg/H, DEPC4 mg/kg/H, PVAP T2 mg/kg/H &
FTAZLEDREINTCNWD, £77, BAERGESINL TCWBERK IOV, | BFRBEZEEICE TS
OB A FEM T DD OBAT IR 27T D Z LR ES TN D,

F7-CHMPA, BN EZ G H OCAPE/ZIZHPMCPIZOWTC, ERNTOZE LB T DI A 7%
IRT T A NBLRE R TRV E AR R LT,

EIES T OBRMPEL TORT OIS R (513, kb —KAIEASL g
N?/\“:/f%éﬂ?ﬁ%‘/ﬂ BEAT IV (AF NIRRT, NTFF L BER T ae L (e
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% 1:Draft guideline on the use of phthalates

http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document detail.

jsp?webContentld=WC500143140&murl=menus/document _library/document_library.jsp&mid
=0b01ac058009a3dc

%k 2 :Reflection paper on the use of parabens as excipients in human medicines

http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document detail.

jsp?webContentld=WC500143139&murl=menus/document library/document_library.jsp&mid
=0b01ac058009a3dc

D polyvinyl acetate phthalate

E cellulose acetate phthalate

F hydroxypropyl methylcellulose acetate phthalate
G Committee for Medicinal Products for Human Use
" permitted-daily-exposure: PDE

I methylparaben

J propylparaben
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http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500143140&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500143140&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500143139&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500143139&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500143139&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
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