AR5 Vol.6 No.24 (2008/11/27)

[

SR A B AR AEATIERT 2 T

B X
http://www.nihs.go.jp/dig/sireport/index.html

5 [ R B B 17
[k FDA (U. S. Food and Drug Administration) ]
* Drug Safety Newsletter VVol. 1, No. 4, Summer 2008

o Lenalidomide[ ‘Reviimid’ ] : B BE 70 B2 B TN ceeeoeeeeeeeeee oottt e ettt eee et eee e eee e e 2
e FDA/CDER IZLEA AT A TELET OBEEE (2008 29 H ) oo eee e 5

[ %74 Health Canada]
e Canadian Adverse Reaction Newsletter Vol. 18, No. 4, 2008
o Botulinum toxin type A[ ‘Botox’ ], [ ‘Botox Cosmetic’ | : i B@H N ~DEFRDILHEK ... 7
[ 2% TGA (Therapeutic Goods Administration) ]
* Australian Adverse Drug Reactions Bulletin, Vol.27, No.5

O FEBELR T RUTT AT <o 9
[EU EMEA (European Medicines Agency) ]
o NAFTIT— (BRI AAA I 1T T 5 QRA 12

[WHO (World Health Organization) ]
¢ WHO Pharmaceuticals Newsletter No. 3, 2008

SR AN IO S DA o ATl =3 A s TS 14
o Fluorescein: 777 4T — D FRAG (7T ) oo 15
o Fluticasone : W A/ s B O FAIZLED MABD R (BT ) oo 16

E1 ‘OO0’ ]nOO0OIY#%EICBITIiEMmAETRT,
E2) EFHERRAIEL T MedDRA-] %1 FH,



PRl

22 VS R Vol.6 No.24 (2008/11/27)

2 E R HIPE BE 15
[ % MHRA ]
% IE AL

Vol.6(2008) No.24(11/27) R01

[ k FDA ]

* Lenalidomide[ ‘Revlimid’]: B K ER)&

Lenalidomide (marketed as [ ‘Revlimid’]] :serious skin reactions
Drug Safety Newsletter VVol. 1, No. 4, Summer 2008

1§01 H :2008/09/18

http://www.fda.gov/cder/dsn/2008 summer/postmarketing.htm#lenalidomide

(k)

Lenalidomide D it &ML E 2—I28D, lenalidomide DOFGAZEIAT 4—T L R Tar
Y iE f B (SIS @ Stevens-Johnson syndrome) , H & 1 3% SZ 82 SEJiE (TEN : toxic epidermal
necrolysis) , ZALEE (EM:erythema multiforme) O &% 5 e B 722 B2 i KOS O RE B 3 HEFR S
117z, Lenalidomide I thalidomide* " XU LA, HUILE B A VEH 3 L OWUESE A ZH -
TR THD,

2005 4F 12 A, lenalidomide ¢ 5 mg, 10 mg & 7 &L K73, 5q KIB DY ta ik s 2145 (£ D
DYt (R B2 LD 2L b B D) R E TP EE-1 VA2 PO B §E B BUE % £ (MDS :
myelodysplastic syndromes) |2 LA & FIEDE O iEHE I ARSN Y, MDS DURZ %y
H1E, MDS D F#% %5l D EBRRIZRHE S AT AT &SN TS, [ERTIZZOHE S ZT I
ICXY, YRS LD BE R ETHIENTES Y, 2006 4 6 H, lenalidomide @ 15 mg,
25mg A7 EAHID, ZREFHBEOERE 1 B B0 bH 5 BHEOIRFEMIC
dexamethasone &DHEH THEAFESHL-, Lenalidomide (XA EMEDH DK LS, IR OIR
Fa 2 [k T 272018, KR FEHIIR 7 2 7"F L (RevAssist) O N CO A AFHRETH D, BITD
lenalidomide ¥+ T2 SIS X0 TEN IZBET 2 BT THSh TR Y,

FDA 1% 2005 4 12 A O & PIOAGERED S 2008 4F 1 A 23 H £TIZ, lenalidomide (2L 5747
(B L 7= E S AR B2 SO (SIS, TEN, EM) D4 14 4 CRIEIN 13 4, SKIES 1 1) %) T
Wb, ZOMIZ, SCERD DAERB S IUTZIE B IX 720, AR TIE, AERS (Adverse Event Reporting
System: HEFRMIET AT L) T —HRX—Z2 EOZNHLOIEFNZEI T2 FDA ORIz DU THEE
K2,

75 5 Yet R RO XA,

IPSS (International Prognostic Scoring System, [EFS T A7 8T AT ) 12X D554, IPSS Tl MDS DU A
ZIWZOWT, BRETOHER, 0, ek %227 {kL, low, intermediate-1, -2, high ¢ 4 B(REHIZ L TT
BEHEL T,
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EEC 14 oI, SIS & TEN 2853 DI 3R S 7 BRI+ T o727z
T SISITEN DIEGIEL T, fRFT R 5D 14 i 3 EiC >V, Y401 AERS LT EM
EA=REN TV, Wb SISITEN O (7L —F 3 DK, IRERIEEZ & e £72135 72

BEMEE, OB Z ORI E) % 2 DL FoRL QW) LE a—Tidfa EHFG
3 HFEHLYE v3.0 (CTCAE) ©loh &3 SISITEN OJEFI L L THRHZ L LTz, 14 1~ TTER
AR TSI,

R O FFLITT 1 lenalidomide D¢ 5-FIZAT, FBLE COWIM O R HfEIE 25 H (3
~112 H, 12 N\) T o7z, 10 A (71%) 132t Th o7z, Hlnd 1 RAEIX 70.5 7% (46~94 7%, 12
N) ThoTz, 14 14hDH>H A HEO#ME DR HDH DI, 5~25 mg O Th-o7z,

INHDBFITIBCH, ERXRaF IR EE B LT, —HOBETIE, REOAKEMEEZIT/N
AIEVED BE S DI, SHITEBITIE, ZOFEE, ALBE, HIEVK, Bz, K, AR
IRJEH, MEEROFIZ, WAMESR, We T REE, BENTOONT, RO IHZ, BB 1
Tl lenalidomide & thalidomide D42 ZEBENE N RIZS LT,

13 Al lenalidomide D7k FR I IME T 52 F6 M5 #iiE (10 A), MDS (3]\ (R CARIEDF
HASZ Tz, 1 N EBIRRHERE GRS IS L TR 52210 T, BIBEEATBARD
SRR TT-BE LD oT,

SIS/TEN M FEHLL 784 6 NI APBTAE LT, 14 A 9 NITSEFIXEEARL, 6 AILE]

B REATaAR O 545 1F7-, Lenalidomide % - 8¢ 5-LIJERNT /20> 72,

3ANDHTENHESN, L NBIZABEDD 12 BRI T LT, FERITFLEII TR T2
23, FETCHRRIC SIS ERWrSiL T, 2 AB I SIS 2L THY, ABinb 8 HIZIZH T LI, 5E
RN Z 5 M E fHIE O T L FlH STV e, 3 A H I, lenalidomide @ 4 127V H D¢ 5- (28 H
Wz 1 ¥A7nEl, 21 ARERET BFIREE) O%IC TEN 2358572, BAEITABEL, J/213 5
AR&IZIHRLIZAS, ABEn D 30 A #ICEH M EBEIEOEITICIVE T L,

8 AN (57%) 1%, SISITEN Z& BLiZ B D & % 3K Al (fluoxetine, omeprazole, lansoprazole,
esomeprazole, nabumetone, moxifloxacin, escitalopram, sertraline, alprazolam, allopurinol,
alendronate, simvastatin, oxcabazepine, lisinopril) D #% 5-FE 2386 57>, B lenalidomide EOFFHL
TWHERES I, ZHHDOHEHANE, SISITEN FELU T 20 HEESE L LT b Cuvians
ofc, £z, TNOHOFEA DL ITER M B A Th o7,

Lenalidomide 23E 7 F2 & RS OFEHIZ B - L= Z & R 3531070 2 filzr~d, 1 il B
1% SIS Lk EZ WS- IERFIT, lenalidomide (ZXLATREBAAAD D SISITEN OFGRBLETOH
ff1d 13 B THY, FEHIM: SISITEN T—AXIZBIEES IV OIRIEBR AN DL F LRI BLE TO WM (4~28
A&~ T, ZOMERTIIBERITIME S TR, L, JECRICEZ I L ONSIS X
HEL TR -T2,

C o URL %M, (335) http://ctep.cancer.gov/reporting/ctc.html
( H ASFE) http://www. jcog.jp/doctor/tool/ctcae. html
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2% A 1%, thalidomide |ZL23BIEOHHBFIT OV TOEE THS, Lenalidomide #5253
A ZBER BB IR 5, FRRS, AIEME 713K D K295 (SIS BROIEMRE) 23R BILTZ,
ZOJERNIZ lenalidomide & thalidomide D AZZEBENED AT RENEA /RIZL CTUND,

ZNBDREGFIDIBEADBE TIX, IR CEIC SISITEN ([T 2505 Lt o3EHA%
B LIZZ B0 4 R0 HL T2 ATREE R 9523, 26T lenalidomide DF 5-H1iZ
& RGBT, DB T, lenalidomide D #5114 (Z[EHE H AT EN L SN,
Lenalidomide /%, SIS/ITEN Z 5| & ZJ 2L F 5L T 5 thalidomide DL A THY, ZD
ZLaEBE DL, thalidomide (2 X DIEBUEDREE D& T SEFNIZ IV T lenalidomide & SIS/TEN
EMBIHL TS ATREME N E £5, 2HI THROREITEE THY, ABCERLEZE LT,

ZNHOERE, lenalidomide (2L 51T SIS X° TEN 728 OB E RGN BT 52
BREL TV,

FDA [ZEABTH L T FRe e+ 2,

- Lenalidomide %453 2B5I21%, I CTHLNEER LGRS IBLT DA HEMENHHZ L

ICHEETDIL,
« BBDFEBLLTZYEE lenalidomide O HA4HIEL, 5 FFBRICERL Cldp 3 5@ Y72 B R
Pl ATTOZE,

« BB FIWAME, BB, KEMHETHLY G, 7213 SIS °° TEN REgEbhnsLa1L,

lenalidomide D¢ 5-&F11EL, ZDOH%ELFEBILARVIE,

X R

1) Lenalidomide[ ‘Revlimid’ JO¥RAF SCE::
http://www.fda.gov/cder/foi/label/2006/021880s001.pdf

2) Greenberg P, Cox C, LeBeau MM, et al. International scoring system for evaluating prognosis in
myelodysplastic syndromes. Blood. 1997;89 (6) :2079-88.

3) Mockenhaupt M, Viboud C, Dunant A, et al. Stevens-Johnson syndrome and toxic epidermal
necrolysis: Assessment of medication risks with emphasis on recently marketed drugs. The
EuroSCAR-Study. J Invest Dermatol. 2008;128 (1) :35-44.

SEFH
% 1:Thalidomide F&f73CEI21, SIS, TEN 7228 125 245 M0 ST D,

©Lenalidomide (L7 URIF, thalidomide 7 J 12, LI E BENETAHEEE, 5q KRLZ LD BE R
TEREMBRE S LD MR [EN - 23 M BEIE Phase 1, 5q K &4 £ B il B RUE BERE
(2L M Phase 11(2008/11/26 BL{E) #ES:: J& 58 5

OThalidomide (YR~ AR, ZIEMEE BENE RIS [EPN  KFE % (2008/10/16) Vg5t FETE
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o FDA/CDER (ZX5ZEMITEE T 5FRRNUET OBE (2008 £ 9 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER — September 2008

FDA MedWatch

1H%N H :2008/11/04

http://www.fda.gov/medwatch/safety/2008/sep08_quickview.htm
http://www.fda.gov/medwatch/safety/2008/sep08.htm

COMETIE, HEFELAI O EE, R, B, 1 LoldE, BIEM, BRI
WOFIHA OFRUGET 2R T, RIIZEIE A CSGETEFTOV AR, MBI ITdGTES N
HH LML, B A5 F 38 S, F TS Z e EE R BRI Q0 D,
W= : BW (boxed warning) : st 7% 2, C (contraindications) : 255, W (warnings) : 245,

P (precautions) : i 1 £, AR (adverse reactions) : EI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : f.# Fi 155

BETSH-HE
KER G (—R4) B lclwle larl|PPY
W MG
Aceon (perindopril erbumine) Tablets O O|O]|0O
Proair HFA (albuterol sulfate) Inhalation Aerosol O|O0lO0 |0
EpiPen (epinephrine). Auto-lnject.or 0.3 mg ololo
EpiPen JR (epinephrine) Auto-Injector 0.15 mg
Erbitux (cetuximab) Solution for Intravenous Use O|O0|0O
Exubera (insulin human [rDNA origin]) Inhalation Powder O MG
Gleevec (imatinib mesylate) Tablets O]10 |0
Heparin Sodium Injection, USP [Preservative Free] OO
Heparin Sodium Injection, USP [Preserved with Parabens] OO
Nasacort AQ (triamcinolone acetonide) Nasal Spray OO |O|PPI
Noroxin (norfloxacin) Tablets O |0 |O |PPI
Photofrin (porfimer sodium) Injection ORNORN®
Reyataz (atazanavir sulfate) Capsules O[O | O |PPI
Rituxan (rituximab) Injection for Intravenous Use O 10
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*ﬁtﬁ'ﬂ% (—ﬁQZ) PPI/

CWPARMG

Sw

O

Tarceva (erlotinib) Tablets O

O
Uroxatral (alfuzosin HCI extended-release tablets) O

Capoten (captopril tablets, USP)

Celexa (citalopram hydrobromide) Tablets and Oral Solution

Detrol (tolterodine tartrate tablets) PPI

Detrol LA (tolterodine tartrate extended release capsules) PPI

Glucovance (glyburide and metformin HCI tablets)

Invega (paliperidone) Extended-Release Tablets

Lariam (mefloquine hydrochloride) Tablets MG

Lexapro (escitalopram oxalate) Tablets and Oral Solution

Stromectol (ivermectin) Tablets

Vaseretic (enalapril maleate and hydrochlorothiazide) Tablets

Vasotec (enalapril maleate) Tablets

Ventavis (iloprost) Inhalation Solution

Videx EC (didanosine, USP) Delayed-Release Capsules (Enteric-Coated PPI

Beadlets)

O |O]|O0OlO0O]O0O|O0O|O0|O0O|O0]O0|0]0]|0
O

Adagen (pegademase bovine) Injection

Alimta (pemetrexed disodium) Injection, Powder, Lyophilized, For PPI

Solution for Intravenous Use

Curosurf (poractant alfa) Intratracheal Suspension

Lybrel (90 mcg levonorgestrel and 20 mcg ethinyl estradiol) Tablets PPI

NeoProfen (ibuprofen lysine) Injection

Retrovir (zidovudine) Tablets, Capsules, and Syrup

Olo0oj|0|lO0]0] O |O

Valtrex (valacyclovir hydrochloride) Caplets PPI

Pegasys (peginterferon alfa-2a) MG
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[ 777 % Health Canada ]

* Botulinum toxin type A[ ‘Botox’ ], [ ‘Botox Cosmetic’ ] : i FRERAL~D R DILEL
Botulinum toxin type A[ ‘Botox’] and distant toxin spread

Canadian Adverse Reaction Newsletter Vol. 18, No. 4, 2008

181 H :2008/10/08
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v18n4-eng.php#1

Botulinum toxin (AR >V X AFESR) B X Felr, VESAL DRI MR AL R IS E RN
PEBCT D FTREMEN DD LMD, RAEMBM O GiL7e>T\\5 M, B4 T, botulinum toxin
type A(ABIRYYX2755) 23 ‘Botox”’ ], [ ‘Botox Cosmetic’ JEL CEFESIL TS, [ ‘Botox’ ]
FEH D A= —, VA= — TR D IR MR, R, /N R B DS EZ KD 2R R AT,
W D ZIHE, RFTEOREE O #INET 5 ¥, [‘Botox Cosmetic’ 113 i O L H 0 & ik
JRETH Y,

SHERY Ah=— B E 235175 botulinum toxin type A DOFE R LEDBE T FEE O ER DI,
J& PHAR e~ SR T2 BRI KV BRGNS RIDG A DD ¥, iz, RYVX AR T
T 50 FELOGH RS TEY, BRMESEMN AL TR I U R, 20X A/F
USRI 256055 2, RYVXARBEOFERELTL, F KT £ 5, fEREE,
W TFEE, BERERENHD Y, RV XARHOEE 2 A OHEICIZIER MG, 0T EER e
MDY, W MR AZZIZT AL, TNHLOFERFEBUK L THREAIThR WG A2, 2
BEMETR D ATREMED BB °9,

2008 4= 3 H 28 HF LT, Health Canada ([ ‘Botox’ ]<°[ ‘Botox Cosmetic’ ] i @iz ~D
PEBUZ LD ZENEEOND A F SO % 131521 T D (R 1) o mFRENL~D B FRILHDN =
FHNHERBSIVIZREBI T2\, 13 ilH 10 BlXEFESE R & A 7n i, WIRIZAEME B3 UG (1
), ABE (3B, FreiI/airebmss (1 41), 381 (5 ) THodz, MEITITRAERSE 7 A, /NE
BE 4 ADBEEN T2 NIFROTLERL) . 1 ANEBRSEBFE VLR B TIE2ds% H
I CL‘Botox’ JZ&fE HL T /e, 4 NIdai# s CL‘Botox” J&ff FHL T/,

RN B IOV E A T3 L, botulinum toxin $ 5 1 3/KGRS U7 IEE (6 U CHELE A &
ESFo T80, EEEYE 5, B IL, [‘Botox’ ]X°[ ‘Botox Cosmetic’ JIZ- DUV TE
MooV ERA FERISHF BTG EE, Y OER /XA E#E T 528, £7- Health
Canada |ZEEMEFFITHIL, [ ‘Botox’ JE7=1E[ ‘Botox Cosmetic’ JEDBIE N EEDILD DD
AEOCHHE T DI0HFHE T 5,
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(Health Canada A3 2008 4£ 3 A 28 H £ TIZZH) *

i/

BERST

gl | w3 | mzcommn | 90 | & BimiEE RS
1 | 69/ | WeETREE QHRB); | FEBUAL | 100 | BEERBEEEMREICEAEEZEZ DN | B
HEHE (2 BE); | =— U | —%> v =xX2x;0f % levodopa
FEORBEE (3 H H) -carbidopa, pergolide, temazepam,
2 | NA/ | BIEkESE, R, | 7 —27% | 7 HED[‘Botox’ JOEHTHEG | BIERET
G| R A R M| L —% | L,
J1iE ([FB) 2L
3 | 54/l | MEWRfE AR SRFSNE; | FEEJE & | 100 | Bupivacaine ZOFH (FEWR{EIRICx42 | |18 L,
175 (NA) LFogEE | Y| DR ENRNEEXDND | RIEIED
R KARERBLOE A, 7L
G4
AT | 3/ | W FREE; JERRE | EmoL | 20 | [ ‘Botox Cosmetic’ JIZxt4 571 /L¥ | [EEET
) NI i B AR R | U | =GO RTREMESY, BEIREZRILT | GE9)
TUAX -G, B BY, LHINDIEF BT LD R
A A SRR T Sha,
(A A)
5 | 55/ | NHIBRHEEE, MR | RIS 300 | BMzEh AR T HIERDHY, T —H7R
B, KT U L
(A A)
6 | 36~ | THIEIGE,; 28 | K 7 S MEREALAE L 3B 22 B oD 177 & [EIFi-Renc
374 | PEDFE; BEEOTR —x
HikEsE (FA) 2L
7 | 60/%c | WETFPEMTZE; WET | AR 500 | AMMERRELIC LD R E, EATHORE | BT
b (14 HE) U | f&% (choking disorder) (6 7 A ).
8 | UB | HAWrEERILKOQ B | B 94 | HERILHOPLBEMMIEFT R EETS | BIEET
) G4 U | Lzargertdy
9 | 9% | MERkFEEQL BHE) | XiZn 90 | MPERREL, Clonazepam %, JE1EME | SELC
Gi#JEAh) U | &,
10 | 114 | MR BRI YL (3 H | KiZh 100 | BEDRMMERRE, 25 R EEH, | BE L,
i) (#hsoh) U | [“‘Botox’ J&#/e% HIC 3 M G&nr- | % EIED
%, MR EREG O Y — RS 3 [\dH | AL
n,
11 | 13/% | METMEMIZ (14 B | ks 400 | MMERREL, HEJEORIEIER B, WM | BT
i) U | 7L OFFEVERFR 2K Y, BEEO
12 | 67/4c | WE T PEMZE; IR | SHEO AL | 220 | SREE VA T —, DEMEY, | BT
W, MEJE; IR | =— U | RIS EEIR TE, B BIEZ%,
T MR
e, 7 KT (3
)
13 | NA/ | froddm; B, % | 2iHE 300 | Lorazepam, [EIFi-Rtncn
T B B ) U (ESHEB AL
D7)

7E: NA = not available (GZ#72L)
* FENSTRDHESNNHLTHY, T2 EEEOT —XIREHFEEE L, EAORGEHEOWTRLEESh

TR, A EEDIRHE

R

R

WHWAZ LT TER Y,

t H#EIX WHOART (World Health Organization Adverse Reaction Terminology) (Z5¢>7=,

T BIRBRAAG A 2 OHERE,
§ R COERN,

1 ZoHEIL[ ‘Botox Cosmetic’ ] D% 55321 F7=,
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1) Health Canada reviewing issue of distant toxin spread potentially associated with Botox and
Botox Cosmetic. Ottawa: Health Canada; 2008 Feb 20. (accessed 2008 June 9)
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2008/2008 32-eng.php
(1= 58 ik 22 42N [ )4 Health Canada] Vol.6 No.6 (2008/03/19) 217

2) Early communication about an ongoing safety review - Botox and Botox Cosmetic (botulinum

toxin type A) and Myobloc (botulinum toxin type B). Rockville (MD): US Food and Drug
Administration; 2008 Feb 8. (accessed 2008 Apr 15).
http://www.fda.gov/cder/drug/early_comm/botulinium_toxins.htm
(1= #E i Z2 VA [k FDA]Vol.6 No.5(2008/03/06) £ 1)

3) [ ‘Botox’ ] (botulinum toxin type A & A & i€ /7 Z77 (Fi URL #2&R)
http://205.193.93.51/dpdonline/displayinfo.do?drugCode=AekySMHMPgM%3D

4) [ ‘Botox Cosmetic’ ] (botulinum toxin type A JE:§+4)) #5h-E /2757 (Fit URL &)
http://205.193.93.51/dpdonline/displayInfo.do?drugCode=0Y1Q3Yq6%2FIg%3D

5) Brook I. Botulism: the challenge of diagnosis and treatment. Rev Neurol Dis 2006;3(4): ;3
(4):182-9.

6) Palmer JL, Metheny NA. Preventing aspiration pneumonia in older adults with dysphagia. Am J
Nurs 2008;108 (2) :40-8

©Botulinum Toxin Type A[A BRI A7EFR, RV X A5 FUH [EN FEEH ok e
$CUSAN, JAN, FRINEF 5 D FFE 71, WHO ATC 4348 Tl I Botulinum Toxin) 725,

Vol.6(2008) No.24(11/27) R04

[ ZTGA ]

o FEAIMAK T N U A fLSE

Drug-induced hyponatraemia

Australian Adverse Drug Reactions Bulletin, Vol.27, No.5
1#%N B :2008/10/01
http://www.tga.health.gov.au/adr/aadrb/aadr0810.htm#a3
http://www.tga.health.gov.au/adr/aadrb/aadr0810.pdf

TGAIXLARTA D, SEXFAREIREH DR T HEF N Y AMAED OW|MAEZIT CTD, EED
KT MUY SAE, PAREZRRTEER A2 EIICR L, D THEERIERICELZEDR DD (FF
(g ) o EEDOET MY AMENREIRLIZSE, BAFRERRERL7-OIIERMEICLLTE
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DA

L TBHD,

TGAIF20054:5 H LUK, K7~ Rw AMAED #2307 11521 TRY, —HBITHRIRA/VE A

O Sy WO R (SIADH) *! LREH SNz, B 095 2271F (74%) TIEPEEES S VR D
FTHY, FIHIIRIE (1261F) LHiH>FK (7811, 9B 331 ASSRIFIESNRI*) Tdh-oT=,

HEOMTF MY AMAE (ML H TR AP EE 23120 mmol/LEL T &72%) 13, HEE CEIEARGEDM
RFEELIELTICELZENDHYY, LRRMEDIHI0F Tl sz, EEDKI N7 AMEIC
BIFR L7 =3 5 Theb £ 0> - 72b @ d, hydrochlorothiazide (3014:) , indapamide (1114) ,
carbamazepine (81), paroxetine (81:), venlafaxine (74:), sertraline (4{4) TH -7z,

307{FDAKF NI T AIERE DS E, 8014:1F2 DL EDEFEBBIRL Tz, ZhbDiZeA
3 _CT, FJRZE (hydrochlorothiazide<Cindapamide) St Al (77247 2 % 3% (ACE)
PLEHST AT o N RS HUIE, F72IESSRIRSNRI LD O 3 BALRL Tuhie,
Carbamazepine it 7l (F EZEEFIRIE, 7213515 23K) LB HES TV,

ElE X, AT RD AMSEDY A K- ThHZEDIRGRD HAL TN D, 20054 LLRFIZ 52 1T 72
HTIL, 33 D2070m LA EDBE T, TEILL LSt Th otz EIESE )OI TN D Al fiE
FEETOHMIL, ZOFHRPLHMSNTOIIER DI HT74% TLA A LA (FRAEIZ11H) TH
ST,

TR L LIE O BRARSE IR I ZIE T ITIRIAV S, Fieb 2 < SHERIET, ﬁﬂﬁ“xf%(ﬁﬁﬁ:
AP T, R, BRSO E, IR, 5F, @A, ik, BT, HREE, J
FHIEZRE) , KAPER (BEEL, 3%, T, KIRARE), WHIkaER (B IR, s, ﬂlu:uﬂitc&)f“
b7, ZLOIER] (16214F) TEIE A HE S T=08, AR Coe/HIRIEL THE L, 61141
IR Th -T2,

—HOWEDHIG, KT NTAMIEIZLDES X HGNDIE T D21 E STz,

HESE D BF BT, B 2RO KRR T T Mo A MEDMB IR RS 7o s 135k
BILNRN, B DIBMEAR T FID A MUSE TH BEF OFREIR EFICEAE T LM N H L%
R TE T U ARBDY, EBE, AWEOI L CREIRSHRE ST,

ADRAC (A —AMZU T [R5 BIERE 2 B 2) 1358 IR, ART R A AEDY A2 K]
FRDLEE (SR EE R TRNAALNL5E), FIRZEE, SSRI/SNRI, carbamazepineZ i H]
FITOFAL TS BERENZOWTE, MPEMREDE=2) 7 % B HEIITIED
RS2,

X R

1) Adrogué HJ, Madias NE. Hyponatraemia. NEJM 2000; 342: 1581-1589.

2) Douglas I. Hyponatraemia: why it matters, how it presents, how we can manage it. Cleveland
Clinic J Med 2006; 73 (Suppl 3): S4-S12.

3) Decaux G. Is asymptomatic hyponatraemia really asymptomatic? Am J Med 2006; 119 (7A):
S79-S82.
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PRl

2EFR
k10 PULAR AL > AR5 A 4y WOE 5 B (SIADH : Syndrome of Inappropriate Antidiuretic
Hormone secretion)

FURIRALEL (ADH) THDHT X=XV 7Ly (AVP) D43 E IR % 1 12 20
FEISIV TS, AVPANILIER (e LA NS /i S 4L CRE D JE B RE AV ), 1 )
PRI R, BV B2 S Z A, AR RID AMSES L TR ASNHTEN S, FREL
TUE, AVPOBFTIEREA (I, AR B (REIR 2 55) IZ KD AVP A WA Hii bk A
BEERE DM, RTLFEOIOIRIERMEDEGELHD,

%k 2: SSRI (Selective Serotonin Reuptake Inhibitor) : SR A R b= FFEVIA A HEFE,
SNRI (Serotonin Noradrenaline Reuptake Inhibitor) : b=+ /L7 RL-F U FREDIA F
FHESE, 7235, noradrenaline I3 norepinephrine (/L =& 37V ) &G RTINS,

S HETIEENLELMFHR
[ %2 TGA]Vol.1 No0.09(2003/06/06), [WHO]Vol.1 No.36(2003/12/12)

©Hydrochlorothiazide (R T 7K, F7 VR BHIRIE, & i EEGREEE, G )
EN:FETEH o HE e 5

O©lndapamide (-{ % /33K, IEF TR RFRIE, & MLERETR R [EWN 87805
WA\ HE B

©cCarbamazepine (/L 3= FE L, HFITAMNAIR, BuikBEIGHEK, = YR IR EK)
EN:FEEH WS HE e H

©Paroxetine (/Xm¥tF >, SSRI, Hio-OH] [EWN FEIEH WA FETEWE

©Venlafaxine (X277 7%, SNRI, H1H5-0%E) HIFE T (2008/02/21 BifE) gt 52

©Sertraline (/L TV, SSRI, HLOOFIEN  FETRH Sl FEH
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Vol.6(2008) No0.24(11/27) R05

[ EUEMEA ]

o NAFVIT— (BEAANFTERM) TS Q&A

Questions and Answers on biosimilar medicines (similar biological medicinal products)
Working with patients and consumers

1H%N H :2008/10/22

http://www.emea.europa.eu/pdfs/human/pcwp/7456206en.pdf

(Web $8#; H : 2008/10/31)
ONAFEFMLIT

NAFEIRE LT, BRI D EVC LA RSN AR R T D EIRSDOZETHD,
RAIA AV, AB A PRI T D5 F A8 A LT AEY G CRERF R 722 8) I KB R
HIENTED,

ONRAFLIT—L1X

WNAFVIT— (BFEAAAEE ) L1, BICRGE R ARR 2% T T DA A [R5
(biological reference medicine: JE36/ XA A E I L) LRI DEK L THH*, "AALIT—DFH
BT 1X, Jede AT EFRE DA Ny EAFETHD, —MRICAAFTIT— LI F A EHK
snld, FCHEBORFEMEL CTRCHEMERNSID, AT — LT A EFE LR
TIEHLbDODE—TIF RN, EHLDOHEHFTEE DIRREATINEIRE T HERE, Rk
PRBRICE NI R RO LI & TH D,

INAFTIT—IE, WA AFEIRLEIT- G4, S8, NS, T, R A ERE
eI X R IFENER B A THIEbHDH, DT X TOEREKMLEFEERIS, WThoOIEE
PERR Sy DT RIS EE DS LE ARG A1, 20 BN OFRRERA CEICTRHEHIND,

O/ MF Y I7— DRERFEARITE DI

FTARCOERS LA, S4TSR E R AR E LT DB E N DS, ik
BTSRRI, EMEASEO EE S BURIREE 28 S EE M DA, 22 b, ELIC OV ORI
FAAT o7 TR SRS,

— i\ R R S BB T DB, SRR — M 0O F — X RO ML
ERHILITED, 7 — S RAEIROWM T %, S MR A4 IT— OEBHFHET)
CLISTED,

O (AL IT— DRI E DIDIAT N DD
SRS A o B KRR S SR L CTH8Y, /A3 35— b i w7 1 400
DUTH, B THGT DL BT, EIREIETIE, /AT IT— s A A RIS L

N
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HTHY, FREICRZEN DA THHI LR T oD E iU B2 BRIZ OV THES T
W5,

ANAFESEGTROE FIEDNEMETHY, Je RS EIRMENSA AT IT—CHBI G DT
BRIRDHZLNDDHT0, ZNH2 DD EH G k3 25RO FE i S A Th D, b DRI,
BELO N LR, S5E TROLEZIILHLELT, 1212507 av RO\ T Tbhb, £z,
ZNB2ODEIRGOR WA R T 53 BRbIThNd, ZNHLORERTIX, NS4 37
— LI NAF RGOS, BRMEEANEICH BRENRNWILEE T 201 S5, 5t
FENAFEILL DR OB BOTEFRIMEHINDGE, AT IT—ITONTh, EREIFFE
DAL DG ML L MO FM N L EE L7 D TH A,

NAFIIT—1F, MOFT N TOEIE S LR KRHED FE B IC0E-> TSNS,

FTo, FERLBHIFEEIL, hoT N TOEREM LA, SESLFTOELRL EHRITIT,

ONAFIRITF—DREWE=FY L TI3fTONS)

AT IRT =G LT N TOEREMIL, KRBIGHLZ T2 T DM Thd, #HT-72
RIS A IR TE T AR, BAEAIRGE T AR O M (OSA A E IR & 52K T A B0
FIEF72E) T =Z VT oV AT LOWEI RO OND, EIE GG X, ZoT=4)
VIVAT LEBETHIELD D, SR A EFEMIZOWN TS DO RO EFEER DS
By, —MRIAAFLIT B AR O R R ELDENROHILD,

BEFH

*1: EMEA 2VEKGRL CWONRAALIT— DRl %R T,
ARy FFRAAFTERL | " MFVIT—
epoetinalfa | [ “Eprex’ ] [ ‘Abseamed’ |

[ ‘Binocrit’ ]

[ “Epoetin alfa Hexal ]

somatropin | [ ‘Genotropin’ ] [ ‘Omnitrope’ ]

[ “‘Humatrope’ | [ “Valtropin’ ]
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[WHO]

o TAVTURIZBITIERBAEERSHE

ADR reporting in Finland

WHO Pharmaceuticals Newsletter No. 3, 2008 — Regulatory Matters
1B H :2008/10/10

http://www.who.int/medicines/publications/newsletter/2008news3.pdf

747 RESK T (National Agency for Medicines) 13, 2007 4E1Z 38 5 04 E it (ADR)
MEEONLWEE 1,174 1E520 T 7o, it HI2IEE 2,568 FERE D ADR OFERINE FAL TV,
- 348 D EHK MIZHOWTIE DRI (V7 F 2 <),
- 753 {1 (64%) OMEIXEEREBN ST,
+ lomeprol (28T 25D 47 DY, HEREIE DL (10 2L L) EFEMVAN TR B Th-o
7
- B RIS 10 LA EDBEHE S D %<13 2006 4O [V AMI b F#i ST, Al Biklic
foiiS 7z EH S E LTI varenicline (23 fF), aripiprazole (18 ), buprenorphine/naloxone
(11 1), rimonabant (10 f4:), escitalopram (10 {f) 23&% 7=,

DR EH DEEANOWTEF B HEOWMENHY, FEZ (24 1F), MR (25 1F) 23 5ch
%< A b7 ADR Th-7=, Varenicline (X 2006 4= 9 H Z’%@ﬁ%%@kb’(imﬁﬁ’m%m ZF
T2IRANITHHN, B BLOEOMO B IR (10 1), FFERER (8 1), fsd £7- 1377, WiE
(5 1), VI ETZI3IE I7 (45 4 1) DSz,

BRTRLBE DZ) -T2 ADR 13585 (88 1) T, DN TEHIZ (74 1), AFHRAEM A 27
(66 1), TFH74T7% L —RKInEITT VAR — K (63 1), A MEREGD Tho7-,

Reference

1) TABU, Drug Information from the National Agency for Medicines, Finland 2:53-56, 2008
http://www.nam.fi/instancedata/prime_product_julkaisu/laakelaitos/embeds/english_Publications
Tabu_tabu22008_eng.pdf

©lomeprol (A A A7 a— )V, JEAF AMEEFA [EN  FEIEH Wb 3205

O©Varenicline (L =2V, 4B, =aF U RIKER Sy T2 =Ab, A BIIK)
EN:FTEH WEsh F e

©Aripiprazole (777 —)b, FEERGUGAHIEIE) [EN FE580%  WEHh  JTE 0%

©Buprenorphine (7 7L /L7 4L, REESEGUIE SR K] EIN  J8 580 MBSt F e
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©Naloxone (F- w3, FREEFEHIH] [EN  FEE 8 AL FEoE v
©Buprenorphine/Naloxone (7 7L /L7 45 asey s, RS G E SRR SRS Bk
WA\ B
©Rimonabant (VETF/ >, B FE /AR 1 BZ FREEHURE (IR £ 0B R B EH ORI EH) )
[N : Phase 111 (FEVE 36 SOV 2 LB 720 BE RS IR 7 3K, 2008/10/01 HiAE)
sk e 5 (BN
©Escitalopram (=2 %177 2, SSRI] [EN : Phaselll (2008/10/01 BifE) ok 57215

Vol.6(2008) No.24(11/27) RO7

[WHO]

* Fluorescein: 7F747%— KDL (FF74)
Fluorescein:reports of anaphylactic reactions

WHO Pharmaceuticals Newsletter No. 3, 2008 — Safety of Medicines
1#%N H :2008/10/10
http://www.who.int/medicines/publications/newsletter/2008news3.pdf

T AN 2 Z — (Lareb) (%, 2007 4F 8 A 31 H £TIZ fluorescein O FHIZEEY T FH 7
4 T7F L —ED 2 JEFNZ BT D8E 4 %5217 7-, Fluorescein |8 YR JEE A CThH D,

ZOD 2 FEFNL 49 5k B RE B X OV56 1% B IC B0 0 C, MAE iR O 728 fluorescein
D HEZ 1%, TFI74T7F% 2 —RIaBRB LT, KB ITZFD%, ST LT,

$WHO @ ICSR (Individual Case Safety Reports: ff#l BIERZZ &M L) 7 —F X—A 2B T,
fluorescein (ZBH 3 2513 17 HENDHE 131 £ (1979~2008 42) HV, NFRIZT 7 47%
—BR 13, T TaTF v —vay s 18 Mk, TF T4 TF L —RREUR 40 fF ThD,

Reference
1) Fluorescein and anaphylactic reactions, Lareb, May 2008
http://www.lareb.nl/documents/kwb 2007 4 fluor.pdf

OFluorescein (7 /LA LAY, @ FEIRIEEE AN BN FEBH WS FE7RH
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Vol.6(2008) No0.24(11/27) R08

[WHO]

* Fluticasone: A/ R BFIOME RIS MLEDRE (3F4)
Fluticasone: reports of haematoma

WHO Pharmaceuticals Newsletter No. 3, 2008 — Safety of Medicines
1#%n H :2008/10/10

http://www.who.int/medicines/publications/newsletter/2008news3.pdf

I T K% — (Lareb) 1d, 2007 4 9 A 3 H £TIZ fluticasone propionate & A H Al
OEEFIZPED MUIE DL 12 fF252 1T 7=, [FIHIEINIZ, fluticasone propionate W AFI O FIZAED
BREOMED 6 17,

12 :DH% 9 i salmeterol/fluticasone propionate % AFAll, 3 il fluticasone propionate 3 &
AL —F- LA 8 ([ Flixonase” 17, 2 5™ 1 fluticasone propionate W A# ([ ‘Flixotide” 1] 7%
BIFRL Tz,

M, $RBEF K OBER Hifi, beclometasone F7-1% budesonide Z&A 95 AH/ S & H O
R FE AT mA R o B ZE (SPC) IZFL# S 1L TUN5 73, fluticasone propionate Hd 7] o
SPC IClFRE#iS T a2,

¥WHO @ ICSR 7 —#~—|ZH\ T, fluticasone (2B 921X 11 [ENGEE 54 (1994
~2008 ) b1, NERITEEBE 45 14, 7L v —MEERBE% 1 1F, ifiE 8 {4 CTd 2, Fluticasone
propionate/salmeterol xinafoate (ZB83 28213 7 HEDDHEF 30 4 (2000~2008 45) &Y, PR
(THRBE 17 1, 7LV —PEERBER 1 1F, ME 12 fF THD,

Reference
1) Inhaled and intranasal fluticasone propionate and haematoma, Lareb, May 2008
http://www.lareb.nl/documents/kwb_2007 4 flut.pdf

2EFR

f 1 FUSCTIE L FIEL OB, SCHR 1) OFEFFHORNLERIT 2 HlEE 2 HND,

% 2: [EIN O fluticasone W AFIDOUAT CEIZ1E, 2008 45 9 H ORI Tl EOMOBEIVER | DIEIC
B REHA5, BT A RS iz,

OFluticasone (7 /LT 41>, BB EEATBAR, K BIGHREK, 7L ILF—MEERIAEHEK)
EIN 5 Wb e
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