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I. FERHIEREF R

Vo0l.10(2012) No.15(07/19) R0O1

[ k FDA ]

02012 55 1~3 AT AERS TREESNT-EEBRIRI OV T VI TR 2B RIZOVT
Potential signals of serious risks/new safety information identified by the Adverse Event
Reporting System (AERS) between January - March 2012

Surveillance

1HA A :2012/06/12
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE
ffects/ucm307608.htm

KL, FDA DH EFERRE T AT L (AERS) 7 —F X — 2% [T 2012 4 1~3 A IR EL
TeHEEIRUAT DY 7 F NI L MG B IO 4 2 R LT2b D ThH D, FDA 1F, A
IZEIR A L2812k, B TRLIEVAIZRHL LG GmLIZDI Tt 372bb A
L, FDA D320 EHNIZEIL T MG F1H (potential safety issue) R iE L7 Z &%~ L T
WO, BRLEHEG LR P TRV AZEDRRERZ R E LT 22 BRL TW DD TIEZRW
FDA X, EDOIZRHIZETT > CEDEH I EV AT EO RN EEME N 5D W LT 5512, TR
EOETER, REMS (Risk Evaluation and Mitigation Strategy, U A2 # Al « &80 ) 3 & 0> 22
K, VAT DFHEAE LN T 5120 DESDT —HIUE/RE SESFIEEERLZENHD,

FDA 13, BFamEZOZEMMFIFEO — T a2y =7 VAt LIfg#li 2282 kh, ERIEE
FNZEDEIRLZILFT LIRNED, HDOWTBFEDMEHZF LTI RL Tl Tidan
AL, AR SN EELOME I OWTEMOHLEBH X, #HYEITHR S
BT, FDA 1, % DL 7 F oo i R A MEIE R OF AN 258 T L2 T, MBS T—
AR AHTB IO E IR Z1T D,

# :AERS TRESNT-EERIRIDL T FIVIHFT-/xZeMiE#R (2012 4 1~3 A)
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WE a7 UoRER (B | WL, WL, |EShe | 2012 42 4 312 Privigen” IR SCERLET SN, B

10% [ ‘Privigen’]
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Methylergonovine maleate
BEA - TR
[ ‘Methergine’ ]

[ ‘Methergine’ 15538 M M E&
TR PED O I 1 3 L OV A A
E, FrERBIOATORI
BHELR A,

FDA IS D IR HHEE NS SIZ BN E 35
7o, KEOFH kL T D,

Montelukast[ ‘Singulair’ ]

AT A4 —T VRV a ) FEAGERE
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¢FDA/CDER (Z X5 Z&MIZ BT 2R RWETOBE (2012 £ 5 A)
2012 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—May

FDA MedWatch
1ENH :2012/06/12

http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety-RelatedDrugLabelingChanges/ucm

306941.htm

ZOMEETIE, A ERL A OV EL, S, S, A EorEE, RIER, B AIE
WMOKIA A OFRYG 2R, RICITEIR A LUGTRFTOYANABRL T5 A,
%5 : BW (boxed warning) : #2504 245 | C (contraindications) : 25=:, W (warnings) : 45,

P (precautions) : f il Lo, AR (adverse reactions) : & {Ef,
PPI/MG (Patient Package Insert/Medication Guide) : 24 1% ),
PCI (Patient Counseling Information) : B 7 U 7 & #H

KER RS (—HA)

BETSh/-HE

hydrochloride)

Focalin XR (dexmethylphenidate

BW C w P AR PPI/MG
Lotensin (benazepril)
*Fetal Toxicity O O O O
Divigel (estradiol gel) O O O
Focalin (dexmethylphenidate hydrochloride)
O O MG

A FDA OARVANIOIY, FERNALE IV 7T HIECED, K EREOFRRYUGTIC T H5EMIEHR A NMCT
I RATED, A MERY AT, SETENIHE LN R, M AEE, Sim, BEDETOMBREIT
BFrESNI L RO E RO e TED, FRIE)



http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/ucm306941.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/ucm306941.htm
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BETSh 7R E
KER A (—R4)
BW wW P AR PPI/MG

Gilenya (Fingolimod) O O O MG
2% Chlorhexidine Gluconate (CHG) Cloth O
Aciphex (rabeprazole sodium)
Delayed-Release Tablets O O
Actoplus Met (pioglitazone hydrochloride plus
metformin hydrochloride) Tablets O O O MG
Aredia (pamidronate disodium) for Injection O O O
Avagard Surgical and Healthcare Personnel Hand
Antiseptic (chlorhexidine gluconate 1% solution O
and ethyl alcohol 61% w/w) Lotion
Biaxin Filmtabs (clarithromycin tablets, USP)
Biaxin Granules (clarithromycin for oral
suspension, USP) O O

Biaxin XL Filmtabs (clarithromycin extended
release tablets)

Catapres (clonidine hydrochloride) Tablets

Catapres-TTS (clonidine) Transdermal
Therapeutic System

Chlorascrub Swabsticks

Dexilant (dexlansoprazole) delayed-release
capsules

Folotyn (pralatrexate injection)

Hibiclens (4% wi/v chlorhexidine gluconate)
solution

Hibistat (0.5% chlorhexidine gluconate solution
and 70% isopropyl alcohol w/w)

Omeprazole/Sodium Bicarbonate/Magnesium
Hydroxide Tablets

Ojlo0o|]O0OlO0O|lO0O]O| O O
O
O

Prevacid (lansoprazole) Delayed-Release
Capsules

Prevacid (lansoprazole) Delayed-Release © ©
Orally Disintegrating Tablets
Protonix (pantoprazole sodium) For Injection O 0
Protonix (pantoprazole sodium) For
Delayed-Release Oral Suspension

. . O O
Protonix (pantoprazole sodium)
Delayed-Release Tablets
Scrub-Stat 2% and Scrub-Stat 4% o

(chlorhexidine gluconate 2% and 4%) Solutions
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HETSN/-HE
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BW C W P AR PPI/MG

Ultravist (brand of iopromide) Injection

O O O
Ultravist (brand of iopromide) Injection

Pharmacy Bulk Pack

Zarontin (ethosuximide) Capsules O O O

Cubicin (daptomycin for injection) Intravenous

O

Effexor (venlafaxine HCI) Tablets
Effexor XR (venlafaxine HCI)
Extended-Release Capsules

O

Ella (ulipristal acetate)

Levemir (insulin detemir [rDNA origin]),
Injection

Prolia (denosumab) MG

Stelara (ustekinumab) Injection

O

Tradjenta (linagliptin) Tablets

O

O] O |O|O0| O |O

Venlafaxine HCI Extended-release Tablets

Amevive (alefacept) MG

Avastin (bevacizumab)

DuoNeb (albuterol sulfate and ipratropium
bromide) Inhalation Solution

Humira (adalimumab)

Neupogen (filgrastim) PP

Zestril (lisinopril) tablets

Zestoretic (lisinopril/hydrochlorothiazide)
tablets

OlO0|]O0|O0]0O0]0|0O

Dysport (abobotulinumtoxinA) MG

Revlimid (lenalidomide) Capsules MG

BEF®R
*Fetal Toxicity
RIPDOL =2 -7 o DFT o REREE IO I R B BT 2R R GT,
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The additional monitoring list

W H :2012/06/27

http://www.mhra.gov.uk/Howweregulate/Medicines/Pharmacovigilancelegislation/Questionsandans

wers/Theadditionalmonitoringlist/index.htm

OE=HV T RIERI R DERFBVANIT

BN CH I E S -7 7—~abt YT 2E OB ko 1 20, FINTOERRL E=4Y
LT RAE ) AAF — A A Tl D *2, B XYL 7RG AN RS E S, RS
[ CTEMSF TV Black Triangle (W) U AR EDERE S *2 LFEFEEED 1T, UANMIHEREN
TR WESR R OB E P L2 52 LD,

OR=FV T BBAE R RIEIK BV AND AT
KIETHH, UARDAFEFFCRER I Z DO CHAREIZ /DI, SRS AN T 5,

OEETE=FY T bt R ER LI AN EmENTZFED Black Triangle YARDHL

MHRA (X, 2 DD AF— LR EHELIRNIDIZE %500 A T Black Triangle A% — A4 BeFEHIIZ
BEIEL QUK T ETH D, ZOT=bDHEFEL T, 5 1% % H T Black Triangle VAN FRRFIL, £
HHRE =) T IR BARELEE Z BNDIEF MY AR DR TS,

B2ERBRR

*1: 77 —~ab VI AEICOWTE, B2V #[EU EMA]VoI.10 No.05(2012/03/01)
e I

% 2:EMA CliZ, good pharmacovigilance practices (GVP) IZB 3 5E a— LD 1D (FV=2—/b
X)L, ‘additional monitoring’ IZOWTDOHAX L A(RTT7M) %6 H 27 Bt CTr=7
AMZIEHL, TV 7a X OFEEFIG LT,

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

=WC500129244&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_quideline/2012/06/WC500129244.pdf
% 3:Black Triangle VANBLOEIRLIZOWTIE, EH L ZEMEE RIS MHRA]VoL1 No.8
(2003/05/30) , Vol.5 N0.20(2007/10/04) =& &,

A JE 3213 “additional monitoring’


http://www.mhra.gov.uk/Howweregulate/Medicines/Pharmacovigilancelegislation/Questionsandanswers/Theadditionalmonitoringlist/index.htm
http://www.mhra.gov.uk/Howweregulate/Medicines/Pharmacovigilancelegislation/Questionsandanswers/Theadditionalmonitoringlist/index.htm
http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500129244&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=WC500129244&murl=menus/document_library/document_library.jsp&mid=0b01ac058009a3dc
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/06/WC500129244.pdf

Bl

L 22 MRS ) Vol. 10 No.15 (2012/07/19)

V0l.10(2012) No.15(07/19) R04

[NZ MEDSAFE]

eNSAID: FNTIIHINEEREH EXLDIRIHY

NSAIDs can SCAR (Severe Cutaneous Adverse Reaction)

Prescriber Update Vol. 33 No. 2

1HA A :2012/06
http://www.medsafe.govt.nz/profs/PUArticlessINSAIDScanSCARJune2012.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpate June2012.pdf

NSAID” BEAT B A RMEFIIIESR) 13, PR AIEDREFTIAH WO TRY, MFshbz
EMZ W I, OTCHEL LA I TS, NSAIDIE, N TIEH LA, EIE K EAE Kb
(SCAR :severe cutaneous adverse reaction) % 5| =320 5,

SCARIZIE, KIMERIE, ZIRLER, FZBEIEE, HaEEREEIIE, AT —T7 R Vary
EGEREN B D, CARM® (22— =TV RO ERISE=HY 74 —) 1%, NSAIDIZBIHL
72SCARDHEZ N DD T T (K1)

AT A—T L R Va ) EGERE
K

|
HPFIAE

ZIALEE

IKIPERL

JiE 4K
X|1: NSAIDBIEDEE R EA E X (CARMA~DIHREFEF])

A Non-steroidal anti-inflammatory drugs
B Centre for Adverse Reactions Monitoring


http://www.medsafe.govt.nz/profs/PUArticles/NSAIDScanSCARJune2012.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpate_June2012.pdf
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SCARIZL, SMBIHRMES, KIAZRE DKFRIHIBEIES, SELALT-OLT Zebdbd, HERRIE, i
SOAEFISPMAIDHHIELREZDZLTH D,

NSAID D FHIZ £ SCARD 2R EIY A2 13D TR, S SR AR TRLE VDI
celecoxiblZ B# L7-SCART, 1005 A - 5EH7-06H TH DY, =2——F R T, SCARDH 5
LU Thed &5 B D% VWNSAID I, piroxicam, naproxen, diclofenac, celecoxib, 35 J Y
ibuprofen T& % (X2) ,

5o, 2% 2%
15%
17%
2%
10%
17%

. Piroxicam Celecoxib

. Naproxen . Etoricoxib
Diclofenac . Sulindac
Ibuprofen Mefenamic Acid
Tenoxicam Meloxicam

X|2: BB A E R it L D BIE B A B 72 NSAID (CARM~D R4 FEH5])

SCARITFr BMAENET, HEICHHEABICHIRELRV, VAR RS EWEZZHNDLDIT
B, MR, BX ORI IR THILRWEE Th D, SCARDFBIRFIIT—AiXIZ, 1R
PEBREET 1 A INTHBY,

WL, B IZSCARD UG JERIZ DWW THILEDRETH D, BB, RIZOIH,
JE R R DFEEL, RS A2 E, MBUEOMEN BN LTS EOBEEZITHL), e
FRETHD, SCARBFELLI-HA, NSAIDDRE FIEE B2 1§ ~&THH2Y,
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HERAYE—Y

* NSAIDIZEE K EAHEISDIATELED,

o BEIKL, ERREEOAERIEOBEEFERDBN S GILE S ICRA OB R 2521
289, IETETHD,

o HEREAERICPREILIEEE, NSAIDICEDIRHREAE LI TR & THD,

X R

1) Ward KE, Archambault R, Mersfelder TL. 2010. Severe adverse skin reactions to non-steroidal
anti-inflammatory drugs: A review of the literature. American Journal of Health-System
Pharmacy 67: 206-13.

2) Arrow Pharmaceuticals (NZ) Ltd. 2011. Arrowcare Ibuprofen Data Sheet 27 June 2011. URL:
http://www.medsafe.govt.nz/profs/Datasheet/i/IbuprofenArrowcaretab.pdf (accessed 21 May
2012).

3) Novartis New Zealand Ltd. 2010. Diclofenac Sandoz Data Sheet 18 November 2010. URL:
www.medsafe.govt.nz/profs/Datasheet/d/diclofenacsandoztab.pdf (accessed 21 May 2012).

4) Mylan New Zealand Ltd. 2009. Noflam Data Sheet 2 February 2009. URL:
www.medsafe.govt.nz/profs/Datasheet/n/Noflamtab.pdf (accessed 21 May 2012).

OHETIEEK LT EMER
[EU EMA]Vol.9 No.23(2011/11/10), [#7F# Health Canada]Vol.7 No.16 (2009/08/06), Vol.3
No0.13(2005/07/14), [NZ MEDSAFE]Vol.6 No.17 (2008/08/21)

IAITER

©Piroxicam (£ 7.2 (JP),, NSAID) [EWN : FIEH WSS FIEH

O©lbuprofen (777 x> (JP), NSAID] [EIN : FE 723 HEA : FETE T

©Naproxen (7%t (JP), NSAID] [EN : FE5EH WS FEIEH

©Diclofenac ("7 wv~7 =7} 27F K A, Diclofenac sodium (JP), NSAID] [E N : 551 Il 5
TEW

©Celecoxib [zl 7, NSAID (COX-2RFIFAES) I [EN 58 EF Mol ek
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o[BI MICEE T DB I

Osteonecrosis: A Pain in the Jaw

Prescriber Update Vol. 33 No. 2

1WA H :2012/06/
http://www.medsafe.govt.nz/profs/PUArticles/OsteonecrosisJune2012.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpate June2012.pdf

BAE 5T (ONI®) 1, WO DE G ICBREL TRAEL TRY, 1ARN =i R B L 725
AIREMEDN D, ONIZEIEY A2 D i\ M BRFE Tk L Cli b7 1 ef AR R SR 2R L, SR et =4
YT EITHIED, WG FIHE T 5,

ONJIZ, BHEDESEL, BHTDIEARMET 5, BILH FANCERSH, HbEX TWDHT
DEARFAEL, FHH NI,

BT, B (ERZ S A DY), ERETEIRE, hobo%, B, BLOSFEX
FRBEFIBEDNHEIRTD, LoL, SEROBFELHD,

TRUTFE IR OB BE T DRI OB Th 5,

o ERARARR—NREE (R AL, #ESE)

o BB REATEAREE

o 1A% A B 3K (bevacizumab [ “Avastin® ], sunitinib[ ‘Sutent’ ]72%)
* Denosumabl[ ‘Prolia’ ] (B ¥LEZIE D )

BEEITE B ICEARAR R —NRIRICIDIBRF 25T, BSOS #IRIEE = F =20
WEBEC, SR AR E O H E T A8 A8 2 TRE\W T A, AR AR R — R
ONJZEFEFEL TUVD AIREME R 827,

ONJDUAZZAHIMANC S 5 L BN D OO K 11%, (REEA I EHLE, i irsks,
BRERES A, AKIE, WOEE, AR, i, B, BRI, BEYY ~F, BLOEXILDRZ THDY,

CARM® (=2—V—F  RORERIGE=Z) T2 —)ITIZZNET, EARZR R —R R
FREDOBRHNE 2 HILHONINN G285 5 S T D, #REESK I, 1361 )3alendronic acid, 114173
pamidronic acid, 7/53zoledronic acid Téh~7= (BEER DL ELE D BT D> CWOBIEFIL 8- 72)

EARARF—MNEREYEONIT, I B BEEDOIEHE A% T CRY, R HERLE 2% 7
ZEDRE R DOAWIZHIEL TODEHEESNAY, #% 0EABRARF—hRIKITEIONID %
HEFITITDINAEL, BEBL6H NMTIARRE TH A5,

A QOsteonecrosis of the jaw
B Centre for Adverse Reactions Monitoring
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JEB R 2~ 72 CRD L E 22— kAT, ONIFEIE £ TO R MR 1%, zoledronic acid T10
71, pamidronic acid 184 1, % 0 & ARARF—RIETIHETH 722, ONIZKIETD R/
B E- B, zoledronic acidT49 mg, pamidronic acid 2,217 mg, % 1 ARARF—h
FIKT13,870 mgTH-7-2,

ZNHDEHEEONIEDEENGRO HNHITHD DB T, EARAR R —NRIEIZELHIERED
ARRT 4y MIEIREL TONIFAEY A2 % LRl TWDHEE 2 HiID,

ERNEE~OERERHE"
o LREEIKMOM HZBET DRI, LI BHAR AKX TR<L), BFIE T2,
o BT AT R TOERIEESR, FRIHEBHEITLT, #1242 B 030NN BE T D 3K A
EHEALTWDHIEEHREL TRLZE,
o ONJZBIE L 7= fi - FER N BLIL TRV W, BEEE=X—T 5L,

X R

1) Shannon J, Modelevsky S, Grippo AA. 2011. Bisphosphonates and osteonecrosis of the jaw.
Journal of the American Geriatrics Society 59: 2350-5.

2) Ruggiero SL. 2011. Bisphosphonate-related osteonecrosis of the jaw: an overview. Annals of the
New York Academy of Sciences 1218: 38-46.

3) Hoff AO, Toth B, Hu M, et al. 2011. Epidemiology and risk factors for osteonecrosis of the jaw
in cancer patients. Annals of the New York Academy of Sciences 1218: 47-54.

4) Hellstein JW, Adler RA, Edwards B, et al. 2011. Managing the care of patients receiving
antiresorptive therapy for prevention and treatment of osteoporosis: executive summary of
recommendations from the American Dental Association Council on Scientific Affairs. Journal
of the American Dental Association 142: 1243-51.

5) Bolland M, Hay D, Grey A, et al. 2006. Osteonecrosis of the jaw and bisphosphonates-putting
the risk in perspective. New Zealand Medical Journal 119: U2339.

6) Palaska PK, Cartsos V, Zavras Al. 2009. Bisphosphonates and time to osteonecrosis
development. Oncologist 14: 1154-66.

7) Borromeo GL, Tsao CE, Darby IB, et al. 2011. A review of the clinical implications of

bisphosphonates in dentistry. Australian Dental Journal 56: 2-9.

O BE S OER ML EMER
[#:MHRA]Vol.8 No0.26(2010/12/22) , [EU EMA]Vol.7 N0.22(2009/10/29) , [NZ MEDSAFE]
Vol.6 No.1(2008/01/10) 174>,
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@Alendronic Acid (7L Ra g o A k0%, Alendronate Sodium Hydrate (JAN), B AR A
— NSRBI NI E N F 585 S F e
@Pamldronlc Acid ([ XIR Mg N 2K Fn%, Pamidronate Disodium Hydrate (JAN), BA&
IRAR A — DB BN ) [E N : e 3 Vs JEoe v
©Zoledronic acid ('L Fu 2K Fn4s, Zoledronic Acid Hydrate (JAN), B ARAR R —NRH K
NI EN 6 5e 0 WSk JE5e

V0l.10(2012) No.15(07/19) R06

[NZ MEDSAFE]

o VI 300 A DA T A AR RE AR AR — SR> 2

Reversible Cerebral Vasoconstriction Syndrome — Medicine Induced?

Prescriber Update Vol. 33 No. 2

1HA H :2012/06
http://www.medsafe.govt.nz/profs/PUArticles/ReversibleCerebral\VVasoconstrictionSyndromeJune20
12.htm

http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpate June2012.pdf

JeEFEfES 7= MedsafelZ L DL E o —C, Brb=AEBIEEO M A 12 FED AT b i 68w
1B (RCVS™) O JE i 15 23 i ZR S 417~ RCVSHE R D 5 & LT, duloxetine, sertraline,
citalopram, paroxetine, fluoxetine, 33X O'sumatriptan/3 5 S7-, LvL, 20T —Z LB A
TRRBEREfEE T 2IIA 0 TH D,

RCVSIZ, EHGEHROERIZ M ORI, DR AR LT 1%, BETT ~ERETHD,

RCVSIT, JERICOWTORMA R, BWHEENNE#ERE, SESERMANLEDRESN
TWHEEZBND, RCVSICRATHEBED T —#1%, RLLTEE, 770X, KETEmSLZ
SEGIERII D DIF b D THHY , ZOMEFIEMIIZEIIIRCVSE FRIEL 72 B H 262 AV E £
N5,

Medsafeld, M*E=&V> 7 3t * N lea b= FHA A B E IR E/Z TN 740 RIITPED T
IS BEIA /IRCVS | ZB LT, ALF 1%, 2D O R FE A T RED TR 0 85 IR BRI E 31 72 1%
RCVSD&EV ViR %ZF T, CARM® (22— —FU ROFERIGE=HV 725 —) IS
THZE, HFEL, MAEEERELFEM L0726, IEfERE T 528,

A Reversible cerebral vasoconstriction syndrome
B Centre for Adverse Reactions Monitoring
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