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F1E LARITEBTHIHEESTHIFRORE - ARHIE

1. 1 XBEIZBTAEHEH

111 HEBHASFICE T 52FRIFHROME - ARHIE

KENZRBIT 2 HEERLS (consumer product) ZEFIZI81T D HEFHROPFTE ML, K
EHEE R L2 2EE S (Consumer Product Safety Commission, LA F CPSC) T %,
19730 CPSC Z 2 Lok, 1HEFR GBI W TIUE - o L T oSl & LT
X, LT OAEIEOT — 2 _X—2A 13 b 5, 1980F10, LT HERICIIEHEZ — AT
DXtz 2L, EALITARE T, WEEEREA SFREDIE LN E DN
LTWa,
- NEISS (National Electronic Injury Surveillance System ® K& {5 EV —X 1 T
AL AT L) ¢ AERI40 5 1
« IPII (Injury and Potential Injury Incident Data {55 « iISEREEAS v T > FT—
) AR BT
- DTHS (Death Certificates 5E1-72 W) : 4=fi]80001F
- INDP (In-Depth Investigations Bl FEIFRA T — %) : 41800014
T, ENENDOT —FRX=RZONWTEDOMELPNT 5, 7o, NEISS TV =7 |
TRAE TV,

(1) NEISS (2XBFERY— AT URIRATL)
2K1250008 BHIFEBED T H 96L& fh L, THEE R Bk EREE T — & Z1E#)
IEE - AT LT D (198047 B i) ,
KRBT, S, T CNER R L) R EZIEIChTe 5, 6IKREL EDOWRIKRD & D #K
DR 5 Z EDHIHEE oo TS, HT — X %1k->TL Dbt H D,
P—RA TR FT—=HONKE LTIL, BEOFR, R, EEFWHA, BET 2 HE
FRIG I T, AL R EDOT —HIFIERAR Lo TN D,
CPSC O 7 —Z WA THRIZ, FH8005 Kb, #EHLE SN /=7 — X IIAR —LX—U TR
BlE LT b,
T—HDY Y —AXLTFOAFEHATH 52,
O BRI ORAEIREN S DEFH Ry —_A TR« F—X
@ BEREFEEBFN K3 2 Rl A D i
® AEE~DEFA X 2 —Il L DRI

1 http://www.cpsc.gov/library/meiss.html
2 NEISS A Tool for Researchers, CSPC (2000.3)
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‘ 100,000 Popuiaton st Ushed Staes e Tuetorie Bsed i k) 90t ware
ot | Narar ot L ey O
Product Groupings ";:f’ & | e Age Sen Dispostion
‘ Mg | 04 W | s | Ba | ese Mue | Femse |TmatessRel ”;'&‘
Chid Nersery Equipment
Al Narsery Equipment we | a0 s mam | oame | ams| s | wsw | wen | sum | e |
nr 29 7 04 iL ] " ne n: 208 LR )
Toys
AN Toys wery | o | 7sw | 2em | sexs | sser | wmes | sew | sem | wisss | e | zeps | s
nmr 219 “r n2 74 ns @ m 145
Sperts & Recreational Equipment
ATV, Mopeds, Minbikes. stc. w408 | or | sew | asaese | sem | same | svaee | weses | ooe | w2 | e | zsss |
a8 2s 1286 1885 (1% ns 1272 n4 718 2
Amesesent Atactions (inch Rides)™ sres | g0 tem | s | aees | wemw| vem | s | owsre | omem | am "
1.0 148 7 165 44 o6 104 15 107 [ 3}
Barbocus Grils, Stoves, Equipment wst | ® we | owae | osm| o um | 2| o | wm| wee ot | s |
L) “s 4o 69 59 b3 79 2 55 es
Baseball, Seball maros | os | rew | meme | a1 | teams | asew | man | o2es | wewe | s | s | am
94 249 285 1984 513 “ 1220 “s s “
Eashemat sonzst | 06| sawe | sonzst | s | mess | 2emes | weaes | s | ewaw | wmon | eswe | s
1613 & W24 st 629 U W 0o 1616 1.7
Beach, Picaic, Camping Equipment 20 | a0 s9 | zew | see | ames | 22| esn | 280 | wme | s | mse @
(1] “s s a2 LY 12 12 (%] [ $4 [ 1]
Bicycles & Accessaries 03| 15709 | suer | azmams | 2ees | eezee | wmna | temes | e | ssams | swestn | muew
ma mr ey ms 1086 %S w200 s 1654 "e
Boxing wass || @ | s os| wm2| sem| em | e vn | wam 138
60 o4 4 no 4 o2 110 1.1 60 @0
Exeecise, Exercise Equipment | e | smse | ossr | maw | mes | wse | smze | men | wexs | wmen | nsme
| 1139 “s i s 142 "ns ”m %0 1068 10
Footsat o | oo | owm | e | e | s | wn | e | w | aus | ome | wewr | o
| 142 8 s7 a3 20 o7 mse 183 1440 2
Hockey am | x| oum | am | so| 2| | wem | ms| ww| | ems| w
24 25 ay 709 s s »2 (3] 21 [ 3]
Horseback Riding mem | | wee | mam | v | e | ssre | wes | o2me | 2maes | s | eme | nze
26 [1] nr s s 12 ] 168 pra) 219 b i
In-lise Skating 1785 A6 ar 1785 w (8- 337 6016 R TA2 103M RIALH] ™
s 18] 20 b ] b o) 49 L 34 EY) 02
Lacrosse, Rughy, Misc. Ball Games nse | g0 2rss | wmse | 2am | mam| mme| v | e | e | ams| e | um
03 16 s 0o L E] E2 ) Q24 "s ne o
Nonpowder Guns, BB'S, Peliets a2 | = o | 2e0 | s | oaw | ese| axm |  zs | mase ame | nae | 2w
4 4 22 162 7 or 15 p2 70 [ 1]

[¥1.1.1 NEISS 05ERGT — 2 #hH: (20094)

NEISS i H ORR OB & LT, ShIBBTER (N =T 4 —0—) I L S EFFHIL, 1990
ERITEMBTIRE E D > 7223, ZEF & ik U COCGEHE DS & B4, AERI40007F 1284 L7z,

(2) IPII (GE - BEMGEZEA VT T —5)

FEIBRE . MIEENODER, AT 4T =a—X, BENPLDKRY FTA 0 S5
—% v MEHOEE, B, £ OMOTEREN DIEHRZIEL TV D

WY EE, CPSC OMAE (8K TI00ANRE) ZHGICIRE L TRET S Z L bH D,
ERNRSE ORI 5, BB EH L TRASOREBIT> TV D, &ill, YOI FEAT



AHENCBARR S4v7z, ERIEENE, FHFEOBUFCERHKRZR & BHEFENOHHINE
S HEIE EOERENEST D Z L Th D, IR HFOMREITRARETH 5,
INETT— XTI AR TH - 7223, 201143 A LIFEIL, www.SaferProducts.gov CTF #
KNBRL TS, 7272 LA SR SI3E RS TH 5,
H7p T, 2K THEMB400 T OEEE LB ROEFENHRAEL TBY, T0 9 b,
BORESFEBE TOIRMITI300 51 TH %,

(3) DTHS (BEL-ZEE)

KPR T IHE L % — (Center for Disease Control and Prevention, L CDC)
T, EKROTNTOREBEET —F 2 EPICEHL TV 5,

CPSC 1%, CDC %> LAERIB000F DEHET —# ZHEA L TV %, £ D 5 b 4E[H]5000/F73,
HEREMRLNRK E B 2687 —4% L LTRESN WD, 7—4 i#li™ HiX WHO

(T RORAEEEES) (CHEILL T 5,

(4) INDP (RiGHMAE)

HIRORAE, BILE., B8, Wik &0 BR R BR 2R 5, EEOFKES
BN O FEBEZHRT 22 b H D, 7270 LHEEMHRIZ W -OEIUIMEE TH D, HE
WG C, o7 VEE I L TWD, BRI e LT, v > L RKS, FRER
fin DOk, 3 UFK . RE—y R 25‘75%60

JRIRZEH I CPSC O EBftizk T1T-> T\ 5, EBZICIZTONDEMFE (Hifig) 238
0. SNTOBEEBICREAZKET L b b D,

FROADOT—H_X—RPSMNT, EMICERREBEZ 5225 (AEEOH 5) Fik,
BRI S1%, FEEDD CPSC ~ET RGN H 53, BHEIC L DB OIFRIE -
SHT. BEXOWEEZE NSO L— AR ERERIEE 725,

CPSC ~D#is & 2o 123G 1E, |K150000 RV D~F T 4 R bid, [ a—)
IR T 55613, KREBIFICHRET 285036 5,

(5) HEENLDER/T —EI~A—X

HEE R Z2%EE  (Consumer Product Safety Improvement Act, UL F CPSIA) (2
HoEx ZNETHABRTH T HEERGOZEMIZET 55 (complaints) BHHE O
T A R= AR 201E3HILANDL Y =7 ECTARE TV (K1.1.28 1), =72 LA
. R, HEVERBEFRIIRI STV D

3 CPSA &AW 2415 15 & (TR RaD )
4 www.saferproducts.gov
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Welcome to the new SaferProducts.gov. The site is now live for you to use! (Read more ...)

Do You Have
Questions?

Are you uncertain about Business Sign In»

something involving
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Learn More * [ ]
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[X]1.1.2 CPSC »EE T HIEEE RN EE T — 2 _X— A

EHEANRE LTI ZRMEICED L OB RTHY | THEMERE) 7o CICBET 29 IE S
EZ4RZAN

BRI E LTlE, WERENLD I L—A, ~LAF T RGRENS OFR, ks
AT 4 TR ke Th %, CPSC AUUE L 7= 1 0%, 20094 T160004:12 %@“5
m%Cﬁ%@Twé:ﬂ6®Efi NWETIHABTH Y IHEE DS ORI R
B0, REUNFEELEZHAOAR, BRSOV,

FrflEE Tl CPSC 233 THXofdﬁ%%ﬁ)%@ﬁf X5 A, MR S L, RN
HIX10H ORI EFER LY TR TE 5,

T EZT CHEBBEREZ QBT 5208 9 2% CPSC 23l L, BIROBAIZZ DR D
GOTAREING,

INHOENE ZWEEEMERITEE L TV DA, EREKRIE, T2 R—ZOBEICITX
KLV, RIEMERTERNZ 42 G ENTWDONMEE BiEE2B 2 TV 55,

5 CPSC O THIFAE TIL. 6 BRIICHE ALk 1500 fEOEHD 5 b #Y & 5 U L & KIS b i
N 13 1EH -7 (U b rRA FFREE, 2010.3.11),
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1.1.2 B, BEER. LHERPFICET5EHRERORE - 2FRHE

HBEEN DR, EEL, ALIEROA o7 2 b - SFHUTBE T 2 1 ROEE 2 W R
HYATHE LT, &b, BB CIIRA A EFLRE T AT L (CFSAN Adverse
Effect Reporting System, LA~ CAERS) | E3 508 CIIAHEFLHRE > A7 A (Adverse
Effect Reporting System. UL~ AERS) 23& 56,

— 07, BLEEFRED D OREHIE L UL, B0 E TIXRMBEHR S HIE (Reportable
Food Registry, LA N RFR). = o550 B Tl w5l B (Medical Device Reporting.
LN MDR) 3% %, FrEIZWT S EHRMERMLF (Food and Drug Administration,
LLUF FDA) TH 5,

T, ZNENOBMEEFENT D,

(1) CFSANBERBEEER|MET AT L (CAERS) 7
BT D EIRLDBHORE S AT A (AERS) O7 +—~ v MR, RSN (¥4 =
Y —F7 Y X b)) ALHERIZHEA L2 b 0T, 2003FIC— E ARG S, FrEIE
FDA Of& 24 - A% > % — (Center for Food Safety and Applied Nutrition, LA
T CFSAN) Th 5,
CAERS OfFHIAIT, #ELZZIIHEE . SMFE, ¥ HEFORKAFEREND
TEONTHBERTH D, BRTFELE LTUL, HRENLOERR, EXA—/L, BERSTH
Do
WMETHSETHAENRLDTH LN, 7Y X MZOWTUILZRMECHED H D
AT smE N FZH ST TV D8,
WET —2okix, B Fs, M ER, ®ag, EE JOTh o,
T—H N EOREE LTI TO L 97 b O H 5
Ui - B D FRE & FSRE
- AEFEREEOTIR (7T OV—F
- IR DOFAHR
TN AY RaY— (T~ A=)
HWEENDLOHTEREROT, 8 - onbnbenl tbbd vy, HEEND
DEEZE D = 77 ETAT 5 £ TITIEE > TR,

6 AERS & CAERS %, ZNEN O TN L THERIUE - o#7%21T> C\b, FDANTIIEEFRT
—HR=2F T L E T,

7 http://lwww.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/

AdverseDrugEffects/default.htm
8 Public Law 109-462 (235 <,


http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/

BA B EEROLGEIT, MEPEHBLIN TS, TFE, FA=F YV —H% 7 U A |
DAL A HEFRREN B L TV D,
¥, EREOOOHEMN T CFSAN FTE FICH D2, BEIZREE R &H > THEET 540
RErl=r0ThE, EFRMLE L TERNLE L Z— (Center for Drug) D& & 725,
W SN D EROIEITR O FETITDIL TV,
O FDA E#SL LV ® - AEELRE 7027 T 5 (Med Watch) %754 %, #HA
D7 F— A%, EFEMEL ¥ — (Center for Drug) O 7 +—2L%&FEHL TS, H
T, BEHD 25D T +— LN 5,
©@ 42K 5~ 7 Hullkd FDA S50 DIEHIEE L FACTS &5 7 — & X— R ZINET 5,
FEIT W B E S 2 —F 4 *— % —(consumer complaint coordinator) 23\ 5,
BT — Z HEIE20094F12124000~50001F, 20104F1X 7500/ CTh - 7=, UNEE L7-fF#
DT —=F 2 NF), BT DAL v T2 NV D, FDA 2% » 7 IT §ME, ZKthE 72
ETH D,
T A RMTIE, BERER L, ABESL e R S IT T, BHIBAD A E v T RN D,

(2) FDA FEEBRHFEI A TL (AERS) 10

HERGHRE AT L (AERS) 1%, FDA BFET 5T X TCORRINEE LB LW
BB OTHZZBIT 2R EZRET HZ L2 HE L TREF SN EFHERT — &~
—AThd, TOHME, EEMETLIHLWAEEFESRERA, o+ 2 72OF M6
e —nERME L, BEROBRELZUGET DL EICH D,

AEFRGOWREIL, EHAMIZITAENR O TH D, ~NVAT TEHMZE (A, FHHERM.,
A7 &) OHEE (BF, FiE) . L7 E13. FDA & 2 W3 EHR G EEE 1Tl
T 5, MEEZITERLBGEESR T, FDA ~OWRENRE ST LN TN D,

AEFGOWEIL, MedWatch DEFHFET A b HEEZEDL LI RoTD (X
1.1.3%Z5MH), ZhoOWEILAERS OF —# X—2AD—Il7e 5,

9 http//www.fda.gov/Safety/MedWatch/default.htm
0http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/Adver

seDrugEffects/default.htm


http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/

U.S. Department of Health and Human Services

MEeEpDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
1. Patlent Identifier |2.

Page 1

. Age at
Date of Birth:

[] Female

In confidence O wae
B. ADVERSE EVENT, PRODUCT PROELEM OR ERROR
Check all that apply:

1.[] Adverse Event [ ] Product Problem (e.g.. defoctsimalfunctions)
[ Product Use Error [] Problem with Different Manufacturer of Sams Medicine|

2. Qutcomes Attributed to Adverse Event
(Check all that apply)

[ peath:
mAacryyyy)
[ Life-threatening ] Gongenital Anomaly/Birth Defect
D Hospitalization - initial or prolonged [_] Other Sericus (Impertant Medical Events)
[C] Required Intsrvention to Pravent Permanent ImpaimentDamage (Devices)

3. Date of Evant (mm/ddiyyyy) 4. Date of this Report (mm/dd/yyy)

[ pisabiity or Permanent Damage

5. Describe Event, Problem or Product Use Errar

6. Relevant Tests/Laboratory Data, Including Dates

PLEASE TYPE OR USE BLACK INK

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Form Approved: OMB No. 0910-0281, Expires: 12/31/2011
See OMB statemant on reverse.

Triage unit
sequence #
of
2. Dose or Amount Frequency Route
# B
#2

3. Datas of Usa (if unknown, give duration) from/lo
(or best estimate] - son

5. Event Abated After Use
Stoppad or Dose Reduced?

#1 [ves [INo DR::;H‘I

#2 [Jves [No DRMW’;"
e — 2L}

8. Event Reappeared After
Relntroduction?

4. Diagnosis or Reason for Use (Indication)
#1

6. Lot# 7. Expiration Date #2 []Yes [Jno DR::EM
! # 2. NDG # or Unique ID
#2 2
P D A D

1. Brand Nama

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[ Health Professional
Catalog # Expiration Date (mm/dd/eyyy)| [_] Lay User/Patient
O other:
Serial # Other #
6 I Give Date { yyy) | 7.1 Expl Give Date

7. Other Relevant History,
allergles, race, pregnancy, smoking and alcohol

Medical (e..,
use, Wverkidney problems, efc.)

C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do not send product to FDA)

[Jyes [Jne [ Retumed to Manufacturer on:

D. SUSPECT PRODUCT(S)

— (mmhay

8. Is this a Single-use Device that was Reprocessed and Raused on a Patient?
[ ves [Jne

49, If Yes to Item No. B, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (excluda treatment of event)

G. REPORTER (See confidentiality section on back)

1. Nama, Strength, Manufacturer (from praduct label}
#1 Name:

Strength:

Manufacturer;
(#2 Name:

Strength:

Manufacturer:

FORM FDA 3500 (1/09) Submission of a report does not constitule an adm

1. Name and Address
Name:
Address:
City: State: ZIP:
Phone # E-mail
2. Health Professional? | 3. Occupation 4. Also Reported to:
[Jves [ nNe [ Manutacturer
5. Ifyau do NOT want your [dentity disclosed ] User Facility
o the manufacturer, place an “X" In this box: [ ] [ istributorimporter
ission that medical personnel or the product caused or contributed to the event.

[¥]1.1.3 MedWATCH

FEAF X




300000~

B =6 SHEE

2500004 DB HBE(BRD

200000+
150000+

S OfF

100000+

500004

0-

X]1.1.4 FDA fFEFSL@EEHIE (AERS) 0% (2001-2010)

AERS ~O#ii5x, EE G OLEMEE T =2 —F 5 7O KNG - i %8 > % —(CDER)
K OV - BF9E v % —(CBER) DK BAZIC L » CEHMEE N 5,
PEIESL, AERIAI RS, ARG O E F D EE L (2 B9 D MW IE .
MedWatch Eflih O E | oY A bbb T 7 A TE S,

(3) AMBEHMESIE (Reportable Food Registry. RFR)
ANHBLOIORFEICRA 2 EEZ - 6F TRk dH 5] & (F7V A e
N =7 — NFR<) OfFH %, FEED FDA ICHRET HHIETH 512, Z OHIFEI, 2007
FYHIZHIE S 7= FDA & 1EYE (FDA Amendments Act of 2007) (28T, &Ml

BT 28 LWRELELTEDLNZLDTH D,

FEENRAMEREELZ LT RO 282 A LESEEa1E, 7T2REBLINIC,
FDA IZHET 5 2 ENJ/BILEN TV D, RANREENH D0 E 5 70%, FDA ST Y%
FEHFOM LV DR — b — LR LS ST U, RZ &l S35 ad, BB
EE LD EnkdbD,

11 http://lwww.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical

Products/default.htm
12 FDAAA section1005 723 R{iL



http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical　Products/default.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical　Products/default.htm

(4) ZeMWE R — %1 (Safety Reporting Portal . UL T SRP)
FDA I3 NIH (ENZFAMSERT) Lz &0 e s eattmisER—4 1) (SRP)%
201045 H (2B L7213,

- ' -
& | ‘m
U G tl\ Safety Reportlg Portal

The Safety Reporting Portal Begin Reporting Here

Tre Safely Report

1. Login
EMALL
[ ————

PASSWORD
[

2. Report As Account
Guest Benefits

Forget your pessword? 'ou can do that

[Oremember me

[ _Repert 23 Guest | [ Creste Account )

Who Should Submit a Safety Report? Reports You Can Submit Through this Portal

/
s ()
Fpens®

BRIVACY BOLICY | FREEDOM OF INFORMATION ACT | ACCERNIBILITY | CINTLAIMER

Tuncer 18U 5.C. 1071, anyone wha makes 8 matenally f51e, SCIRISGS, OF MIUSUE Statement 20 the U, 5. Government IS Sumject 2o Sriming sensies. ]

[41.1.5 FDA %4t — 41 (SRP)
SRP (LA D 4 5B HAERR S 1%
O FDA 558k 7+~ — 4/ (FDA Reportable Food Electronic Portal)
© FDA Xy k7 — F2et#E (FDA Pet Food Safety Reports)
@ FDA &hplEde iz art®sys (FDA Animal Drugs Safety Reports)

13

https://www.safetyreporting.hhs.gov/fpsr/WorkflowLoginIO.aspx?metinstance=2A1027780E10D37
C6365F10C64699FBD207B8547



@ NIH #&{x1-&##ik (NIH Gene Replacement Therapy)
D5, QFAENRETH LN, TOMIIRBEHIMETH D,
SRP A MIIFTHETHIERRLETE D203, W2 —F =137 v NG HALETH D,

(5) EEMB[MEFIE (Medical Device Reporting, MDR)

BRI T 2 ER R KMGCEREN D - 126, MIEES, MAEE, E¥R - ik
BARH S DITIT—MIEEE D FDA ICHE T2 AT AL LT, EFEESGRET (MDR) 2
3})5140

JESANC % L 1984 FELIER, SECRHIED 2 WIIEEI A 22 b 72 b J EREEGRIC OV
T, BOEREDLMAIEE DO FDA ~OWENRBILSNTEY . Z< OREFFNH
o7, L UEBRIT, Wbt CEREROZEMEICEAT 2MENRBEL THTH, SIS
SIRNWT—=AN—ERESH LD ZEMNHP LIz, £ 2T, 1990 FOLEERKE (Safe
Medical Device of 1990, SMDA) T, J&bt « Srafiax |23V CTEEHEIRITE R 3 5 882
A LT Ga I, M E R L BEHEF 7213 FDA ICRET 5 Z L BB T o,
Z DREATE D OIESIE Z#%T 1997 4F 11 A 12RO L7 FDA 3T 1kik (FDA Modernization
Act, AN FDAMA) (2L - T, EFREHHREHE (MDR) IZBLFO X S IZEHE S5,

- BUEFEE . WAEE. BOrER L, —F I LICRIEER RS LR < THRYY,
- [ENOIRFEEF L MDR ICHET 2 RBE TV, AFFRGICHET 2 HRITRE L2
THiEe b7y,
- EAZEF L, kB MERBE AT D
- RN - IR, AR 1Bl AEFERICETOMERENH D,
ERREAR DR BRI T A £ T —F_X—2 L LTX, LTFD 3290 H 5,
O TEHE#ESAELESET — % X— 2] (Manufacturer and User Facility Devise
Experience : MAUDE) 16
1991 FELARE DRIERE - IRGEES - EIRITEEREN O OMET -2 Th D,
@ [MDR 7 —#~_X—AH—F | 17
1992 ~1996 FIZB T, MEREIEL G S E I LIZ W RENED & 2 RIS DT
—HZRX—=2ATh b,
@ [EFEEROY 3 —LTF =2 =2 18
2001 ELIE D EFHEIEY a— L DF — X _X— A Th b,

14 http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm

http//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/Repo
rtingAdverseEvents/ucm127985.htm

16 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfEMAUDE/search. CFM

17 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMDR/Search.cfm

18 http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/default.htm

10



1.1.3 REIZETL2EHFROBE - ARFEDFEDH

LI, KENZBIT 2 FSIFROBE - ARGFELE L DD,
O 1TBHEEIIC X 2 s MO LR

OKENCRW T, EFBUT L~UL TOEKFROENT, HEERBIZOWTIHES
"L eZBs (CPSC), B, &, (hEMmIZ oW TITEM A MEREML/ (FDA) .,
H B BLRE OV CldE N E K Al )R (NHTSA) & B RlofiE BEIrREE - T
W5,

CFEHIFRFER LOF v & LTI FEEREDDLOWRENREBFITEATNDH D,
HHIFER M E CIEE - 3T L T2 b D, B LI OWHEFE 72 £ 6 O (complaints)
WED 3THEND D,

- 2095 b ATE GEABUMN) 2AME I - 28 L TV S FidE®R (F—F~—2x) &
LTI, HBEERS DB TIE. CPSC BTET 2 2KEFEHEY—A T AT AT A

(NEISS). st 2ir# (DTHS)., 5% - BEmEEA v 7 M —% (IPID), Bl
FEMFHA T — 4 (INDP) o 4 fifH, Ba0E TlE, FDA BiZ4E - JIGHREE 7 —
(CFSAN) MWprET 5 &MmA FFGMmE v A7 4 (CAERS)., [E#H /M7 Tld, FDA
NPT 2HEERHME L AT A (AERS) ¥dH 5,
© WEXISR L 72 D Fg D&
- ANH (BDVTEMW) O, ZRICEREZRITLIEER (T - F B
XD TR D & 5| FLRE 5T,
- FOREIZ OV T, AOEMCEERICRA 22528 % JET L~ DM b O F
T, WL ODDL~ULARFET D,
@ HEHD D OHFHAFHR OIS
CBLESEF I CREFE DO OWEGIE & LT, A0 TII R MRS E (RFR) .
PRI RERR S B Tl E RS AT E (MDR) 2 EDRH D,
@ THEED D OFEHIFRONEAKT
- OTEKLIFHIERT —F _X—ADFERFO—>L L THEED L DBR1H 5D,
THE A 2 ERE, BICRBERAI S 1E 242t 22 & L Tid. CPSC 23T+ 2 1% &
THINEE T = 791 b (SaferProducts.gov) 723&% 5
® I L 7= SEHUE RO AT
- AR L7l 0T - HInE, FEARICIIA B (CPSC, FDA 72 &) Wi
ALy THRERL TN D,
® I L 7o SEHUE RO N
- HEFR S EF T, ”SaferProducts.gov”, [E3EN « A58 CTli”Safety Reporting
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Portal” AW 22 AR —Z L9 A F & LTBREN TV 5D,
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1. 2 HFHFIZBITHEEH

1.2.1 fRERGERE - Bt T05 5 L (CHIRPP)1®
T A IEBEEE®RE - ik~ v 7 Z A (Canadian Hospitals Injury Reporting and
Prevention Program) (&, # X END 15kt CNERHERE 10 7T & —i%IEBE 5 B PT)
MO DEET—XDOINE - Sir7'e 77 LA TH 20, B XAREA)R (Public Health
Agency of Canada) 12X > ClEE SN TW5D, EEBLAIL 1990 £ TH D,
Tu 77 LA0OHNE, FEbEMRLETLIRAMNRMEE (N —F) OFE, GEIEY
R TADKRE, ELTCIOT T T LEFHITLH2D0Y — VO TH D,
FikE LT, BEEZZT-FE b NRRORKAEIICEE L BT, R#EEHDWVIT
ANCKLTa—T 4 x—F—=0EMT 2 LW OB TITbiLd,
FREREHIILTO®Y TH D,
- A
- Bl XSy
- PERI
- AGE OIS
FICE TR (BEL BT, FAD, HERE)
FICHES 57 77 2 — (Rt R—h, =k, HERHR L)
FRICBIT 2 LZREEOMEN (~V Ay b, TaT 72— k)
FONE (B, UIAL BEEEG, 18R L)
EE T Te IR
SRR - $E S
ZHET, 150 THU EORGEN|ES, TD I LD 8EFNTFELHLHUVNE 19T
DEEDT—HThb.
# 12112, 19 UL FOF &8 - FHEICBT 2HBEERMCHRT 2 EFRRE (e

) DT —ZEfEITT D,

19 http://www.phac-aspc.ge.ca/injury-bles/chirpp/index-eng.php
20 F—2A N T VTR B TEHFEEY—XT X Fh#tH ] (National Injury Surveillance Program,
NISPP) #Z#&(ICL CCEZHETH D,
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#1.2.1 B FHXOFELOEEERMICH KT HHEEF G (1990-2007)

FH EEOEEREHAS ISR (Ha5m)
o4 | 1. T—7 I (17.6%)
2. TOMHOETE (15.3%)
3. InB (7.1%)
5~ome | 1. ThMOAE—YHAE (15.4%)
2. TOMOERE (12.2%)
3. HHMEEE (8.5%)
10~14 | 1. TOMOIF—VAE (43.9%)
o7 2. TOMDEE (7.0%)
3. FAT7 4 E (5.5%)
15~19 | 1. TOMOIT—VHE (39.3%)
I 2. FAZ I (11.1%)
3. TOhOEE (5.0%)

(Hi#) Public Health Agency of Canada ”Child and Youth Injury in Canada 2009” X v {Ej%

1.2.2 HEEHSZORLMICET SHEY S L

(1) BHFERGEDINEY A k

7 F ZIRfEE (Health Canada, HC) 1%, NHEFRLIZET L1 7 MERIE
YA b 2% H BIF TS (K1.2.1), fFHlREMEE S LTI, HEZEOALR LT, XA -
n%%%% O, ELE W BAEEE R EIAHICDIE S, A VT DX AT LELT

F. T, EHE, ®WARM, REORRR, Va—ARERNGEND, HEEPD ORE
01$FE5 1000 HHREEE S 2, WET —ZIZRE ONET — 2 X—2 FEAR) & LTEEIN
TWa,

A HBEE RS Z 2 (CCPSA) 285 &, FEEPMEICR O & I 2 IRiEE
AT 2RBEN DD, AOBHIIXTNTHNG 2 HUW, £0H L1310 A LA ’jci
THET 2 Z ERBHEMHT O TS, BUEEEDNINOSGEITIT, T X OERITRIT
7punN22,

A1, BEdmEbe, EEh. ENLEYE T E % — (National Poison Control Center) ™
T A= Lt BET A2 L TWE W e RS O Y FITFE S, 72, CCPSA
DO TIX, %4 (Public Health Agency) & & i 1Kl Z K> TV FETHD & D
ZE&ThD,

21 http://he-sc.ge.ca/cps-spc/advisories-avis/incident/index-eng.php
2 72U A, FE, A=A NZ VT EEFERICETIREEERZDLTND,
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Aol Hom 2%, Canadi

Health Canada

www.hc-sc gc ca

|Home Contdd Us Search ‘(.dllddd gc.ca

Home > Consumer Product Safety > Advisories, Warnings & Recalls > Report an Incident Involving a Consumer Product

Current Subject Consumer Product Safety

Consumer Product B Subscribe | & Print | (@ sHARE  of M.
Safety

Report an Incident Involving a Consumer Product

e Health Canada's mission is to help the people of Canada maintain

mg:s & and improve their health. The Consumer Product Safety
Directorate deals with reports of alleged violations of the

Cosmetics Wamings  yazardous Products Act and its regulations and the Cosmetic

Advisories,
Warnings & Recalls

Consumer
Portal

("s Visit the

I[!:anodVIs:nesfo Regulations made under the Food and Drugs Act, with regard to
Tmauon;for consumer products and cosmetics.
Canadians Travelling

Outside of Canada Health Canada is also interested in receiving reports of incidents or injury reports related
Letters, Notices, and to consumer products and cosmetics that have been previously recalled (health and
Information for safety related complaints). Incidents or injuries may be about the same hazard or may be
Industry about a different hazard related to the same product.

Report an Incident

Involving a Consumer Consumer Product Incident Report Form
Product or a

Cosmetic
Complete and

submit form

If the incident you are reporting resulted in a serious injury and medical follow-up may
be required, please contact a physician or seek medical attention immediately.

Proactive = Inci rting for Other Pro i U medi Vi e i
Disclosure etc.)

= Additional Information on Reporting an Incident

Health Canada's policy is not to disclose personal information, unless the individual to
whom the information relates consents to the disclosure or the disclosure is required or
otherwise authorized by law.

Reports of health and safety incidents involving consumer products and/or cosmetics can
be submitted by mﬂmM_g_ma_ or through the form provided above. What
h when r

Incident Reporting for Other Products

Some consumer incident reports fall outside the mandate of the Consumer Product Safety
Directorate and are requlated by other branches, departments or agencies. If your report

ir ralabkad Fn ana AF Hha mabkare halam mlasca mankack Haa annranrviaba aibharibos

< 1.2.1 AT FREEICE T DEEENLA Vo7 v MERINEY 1

RIS - ERREER L CICB T DA EFRICOVWTIE, I T A REENETET S TRIMEM
#E ] (Adverse Effect) &9 A 0BG TE 228, fF@IBHEE & LClL, —KIHEE
(BELHEE) . EH - R E . SRS - IEEENTESN TR, wEENIZ
NENR D, BUEEE - REEFOLGHITREREF ST LN TND,

BMOLEX, VT EMRET (CFIA) B7 LAX—F£RBLOEMEEICET 51
BIEZIT> TN D,

I 5T, HEERMICET 2 EEE (Side Effect) CMBEORMII#ME YA & LT,

23 http://he-sc.ge.ca/dhp-mps/medeff/report-declaration/index-eng.php#a2
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7]‘}‘ﬁf%@‘é\ﬁ?ﬁﬁﬁ‘é?ﬁ%%féﬂf“‘?ﬂ/ (Consumer Safety Portal) 243% %, Z 2T
I, WEFRGEOAR LT, B, ERL, BEERS, IERLRELEENTVD,

(2) EHFEHRGEDRRY A b
BT ZREETHEF TSR, HEE RS L OMEHERSICRET 5 L T oZE - B 1
NaSLH BT 525,
- WEEE R Z2 S - #)75 ) (Consumer Product Safety Warning & Advisory) 26

- MbpEMmELE - #)% ) (Cosmetics-Warning and Advisories) 27

1.2.3 BREEAVITY FOITEHIESH

J A EAEAT (Canadian Food Inspection Agency, CFIA) (&, MDY a2—/1<
BXASHISICBE LT, [ o7 v &S 27 4 (Incident Management System, IMS)
ZRERATENES & LTEA LT 528,

ATy MEHY AT A (IMS) &, BT ZICB 0 THEx ORBFENRIA LI
ITENEECTh D29, HARIL, fElcI b Iz NOBE L ABEZEORE), A>T v hO%
A & N B O W, E DR B A « HIR~DREROPH: ETh 5,

24 http://www.hc-sc.ge.ca/cips-icsp/reporting-signalez/index-eng.php

25 fLHERITHEBEERMICE TN, BE - ®EY A MR, BRI Tn S,
26 http://www.hc- sc.gc.ca/cps spc/advisories-avis/aw-am/index-eng.php

27 http://www.hc-sc.ge.calcps-spc/advisories-avis/cosmet/index-eng.php

28 http://www.inspection.gc.ca/english/agen/eval/recarapp/recarappe.shtml#a2
29 http://pcfea.com/TEAMSIMS.pdf
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F2F MNCETLHHEESETHEROWMS - AREIE
2. 1 EU®OHEK

WINIZ 31 2 iE B T i o2 atEix, — 2425 (The General Product
Safety Directive, LA T GPSD) [ZHE 4L, MEEIXZ oS ZENIEICEESRE L TW 5,
Z® GPSD 123:-5%, RAPEX (The Rapid Alert System for Non-Food Products) & FEiE
NDBEEL 2T AR LT D, RAPEX x4 E 425D, &4 - filkh b EE A,
e A PR BT, 2 OE KU A7 (serious risk) OH LWL TH 5,

B OWTIE, — R HA] (Regulation (EC) No178/2002 ) A% &4 5, RAPEX
YT 227 A8 LT, & - ikl Z2 x5 & LB aEE T 27 A (The Rapid Alert
System for Food and Feed, LT RASFF) 3% 5, RASFF 23xt5: L35 D%, ANDOREEE
\ZEHER) Y 27 (direct risk) & 5 VWMIEHEERY2 U 2 7 (indirect risk) D& 2 &b - i}
T& %, RAPEX & RASFF & (/L OB HE FHIE A2 RME L L THHRSND VAT A
TR, FHREDOFRMES D -G PBERSNDL VAT LA TH D,

7. BEICRAE LICHBEZEFROBFRENE LT —F =2t L TWD 7 a7 T AT,
N85 — 2 _X— 2 (European Injury Database: IDB) T 5, EHMIZEE L T,
EU [E3K 2R o 27 4 (EU Pharmacovigilance system) 28 P/ STV 5, 72,
{EFES SRR ClE & 2 EBR R FKEREZEHT 5 EU (b atEdl s 27 4 (EU
Cosmetovigilance system) 73, 20134 7 HIZBAEND FETH D,

LU, RAPEX, RASFF, IDB, EU E#H ML AMEEA S 27 & (EU Pharmacovigilance
system) . EU byt 22 2R T 27 A (EU Cosmetovigilance system) (22U CatBH 3
Do

2.1.1 RAPEX B85 X7 A

RAPEX &3, BN 0 B R i 2 gr4 5720, BNEES %28 T T, SMEN
TlEMZEICRIT DV AT L THD, HRARY A7 (serious risk) Db 585 A %t 5
ET 5, HEFOWEEELRTERR Y A7 2 KT TR 2R LS E R, fihd4.
7T R, ME WEEER, S (BR) | REEELN . BUEEEL. VAT ORE, Y
A7 [ERED T2 DI B E Tl e ENEF L RONEZESIC®mT 5, AEERIE. Zhb
DR bMmOSINEICEM L, @EEZZ T -SMNEEL, Y80 EICE L TWh5E
BT, BEREEEZ D,

TREIE, EEAE R ICEH S5 RAPEX OARNEDOHFITH 5,
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The Rapid Alert System for Non-Food Products (RAPEX)

- Weekly overview report of RAPEX notifications -

|
@Baek to weekly overview

report 3 -

2011

A copy of this week's notifications in Excel can be found here

A copy of this week's natifications in XML can be found here

Disclaimer - Important notice for re-use of RAPEX notifications

No. Notifying Product Danger Measures | Products
Ref. country (Click on the adopted were
photo to by found
enlarge) notifying and
country | measures
were
taken
also in:
(*)
1 NETHERLANDS Category: Toys | Chemical \sltczjlgntary(/)f
0027/11 Product: Beach |The product | sales.
ball set poses a
chemical risk
Brand: BMFO because it
contains
Type/number of | 16.2 % by
model: 1523588 | weight of bis
Barcode (2-ethylhexyl)
8712715695960 | phthalate
(DEHP).
Description: Set
of 3 balls (Red, | According to
yellow and green | the REACH
ball Regulation,
phthalates
Country of DEHP, DBP
origin: China and BBP are
prohibited in
all toys and
childcare
articles, while
phthalates
DINP, DIDP
and DNOP are
prohibited

when the toy

18



http://ec.europa.eu/consumers/dyna/rapex/create_xls_rapex.cfm?rx_id=335
http://ec.europa.eu/consumers/dyna/rapex/rapex_xml_en.cfm?rx_id=335
http://ec.europa.eu/consumers/dyna/rapex/create_rapex.cfm?rx_id=335#disclaimer
http://ec.europa.eu/consumers/dyna/rapex/rapex_archives_en.cfm

or the
childcare
article can be
placed in the
mouth by
children.

HEL : RINFEESR—L—=T LD

http://ec.europa.eu/consumers/dyna/rapex/create_rapex.cfm?rx_id=335

(1) HREHRESME
RAPEXDOXIG: L 72 5 D%, B - filkl, ERM#, ERLZBRELTHL, BEIHED
MG Lien, Fio, —HBEHORBLOIE), —ERBEOEBHARL LG LD,
RAPEXOZMNEIL, EUMBETIEDIE, VeTrvaZ Ay, TA AT R, J
N 2 —%E0E80 M ETH D, RAPEXIZBNNT 5121L, RAPEXDIEHN 7 L—AU —7
WCHRETHZ L L, SPREE GEEIERZE L TUERb620) | BIZEUDKRD 7 fEH
WZOWTIHRREE LR IT X R 620 WD 3ODEERH 5,

(2) BRI - ImEDLHAH

RAPEX T, BAMOESWEROGE . lICERIZE S VDA > T D, S
CHESIZDZ2 R D 7 — AR ETSMEICH T Z E N TE 5,

RAPEXIZ#E 2 1%, B O, TG0l ET v RV OFEE, G OEEJR OB,
BT 2 U A7 OWRE, VAT ZTHT5HROFEENOMEEIND, HHRITSMED =
VET NRA YV RNt D, SIEIZRAMOEWEEIZIE, EUIZ3H UINICHE
L2 id7e 7wy, BHFITZ1I0BUNORER RS s, ERlO®MERE RS L, #E
BOZNWEEZ S TROWEENEE TH Y . RAPEXY 2T AW A ERHICEWL 2 E &% 9
TRWEEDZENRH D L) (K2.1.12H1)  BLLTRVWEICH L Tid, EUXZ v 753
WCHHME 2 F20i L T 581,

30 http://ec.europa.eu/consumers/safety/rapex/contact_points.pdf

RAPEX= % 7 NARA v ME, FEIC—2T, 203 ¥ 7 MRA » NBAOBEAE T b OfF#H A i
T3, FEE OMRIEEFITEMEN % 7 MRA v Mo TWD, MEEOKESIEITS 2T A
EHFio T 5, ITY AT D& > TOARWERICIE, 3 %7 MRA v MIE-maill THEH 2 # 5,

3 BEICERINZE B SIE 10 VEIC=F 23— R &2 JRE L TV 5,
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Spain 13%

Germany 11 %

Other 53 %
Greece 9%

Bulgaria 7%

Hungary 7%

X2.1.1 HREBDER] - v 75
it - RAPEX 2009 Annual Report X ¥

RAPEXICE SN AWML, MMNEBR L BIMEDO 2% 7 MRA » MY T 51TH
BBARA L, EEITEIm IRy, WREMTIIE, R0 7a)—) TG 17
ZU R T R7 ) ERARIND, ABREBRITERINDERO—E T, SAIRAI 721 #®
IXHBE LA, I EESERICEH SN,

(3) HMEDIERSHT
2003 LI, ZME S OWMEIIIMM N TWAS, Z OWEHOMONL, BEER 7 HLL
D ZTNDEVIERTIZARL, FHME SN 2RMERHZ TWH I EE2ELTWD,

2003-2010

2800 -
2244
2000 - 1963

1500 |
—m— All notifications

—a— Serious risk notifications
1000 -

500

2003 2004 2005 2008 2007 2008 2009 2010

[X]2.1.2 RAPEXNER [E 2> & OWEEL DORRAFHER
Hi#it : RAPEX notifications (monthly reports)

B O EEEHIERNC RS & HED6E &L, BEUNORGII2EITH 5,
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Other 13%

Unknown 7 %

China,including
Hong Kong 60 %

EL-27 and EEA
countries 200%

[X12.1.3 s X2 B O A FEE I ESL (20094F)
it - RAPEX 2009 Annual Report X ¥

ZOXDITTENS ORARE DY 27 3@ L6 EURPE—KE-EUD =FH]
WAEHOHTHEE R L T D, T, BNEZER L PEEZRE EEERBRER R
(The General Administration of Quality Supervision, Inspection and Quarantine
(AQSIQ) ) & DRIT2006F 2 E A 2P L, BUICEH S 7 fabi/e o E R O 2 i
INZESHAQSIQIZIEHET % “RAPEX-China” #HEZEL T\ 5,

Wi S5 Y 27 OFER T ALTFWE (26%) OFIG 3 b < ROV TEE (21%) |
ZH (14%) . &E (11%) DIEICE -7 (20094F)

(4) YROTERAU b+

VAT DLYLE, VA THARA L RSN THIEESND, VA TEARAL M
EOFEMIT., RAPEXSRE T A R4 > (20104E1H26HAFK) Ich#ishTn5, #£2.1.1
MURTTHARAL NEFO—THDH, ZOFFNS, NEETHZE, BT 56
FOLGEIIKY A7 C, ITEBRICEINE D & LTHRERET 58I A2k 5 2
LMD,

32 2005 412, WG 2k L CY 227 7B A X v FFEIC O W Tiim LAY HIF 7=,
httpi//ec.europa.eu/consumers/safety/committees/ra_guidelines_workshop11122007.pdf
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#2.1.1 VAT REARA NEF (70 BEHXFGFO U A7 DFHE)
(H 84 : Official Journal of the European Union, 26 Jan. 2010 X v /Ei%)

1%
- - )
sEovryr | BEOILT O BEOR-E aEEE | 2
i S 5
X
RE
&R &, loT | B REEA 1 | FrrERa< 1 1/500 1%
JEE D% AR O %00 )
H (RER/#02) . 80 BRI & FICHEEE D% AM | 1/50 2
JEE & D T ORI DT o) 7
ERS)
BrEEND 1/10 >1/1000
R 1
FrtaR< & (RER/ | B EieA 1 | fraER & EEEROM | 1 1/500 1%
Big) . BB THEEmEmOM i Z DT )
& DDA, FEDNEHE D 1/50 2
HFEE ORI E 5 fRntkEn s s
B FERE A 1/10 >1/1000
1
FTERS & TR | EBoRdr 2 | FirEREL 1 1/500000 1%
[E < TEDRWOT, J# )
HWZEMLTFTFES>ELT Fa 123 < CEhD AR 1/1000 3
S TR O B s
F (REg/8eg) | B BI< & EITEmOMAES | 1/50
FEMHE &b T2 Bk e
ERS)
BafEEn s
1/10 >1/1000000
RO F
1
FTER & BT | EBosdr 2 | firEREL 1 1/500000 15
[E < TEDRWOT, J# )
HWZEMLTFTFES>ELT Fa 123 < CEhD AR 1/1000 3
8o T ORI & o)y 7
H (RER/#GE) « 82 B & XIEEROMEZ | 1/50
JEETH & RS IR ORI E DO
%
HrgeEns
1/10 >1/1000000
FROEH
1
TS TWT, BT | FBOXE 3 | WTICED 1 1/6000 &
FEE D & LT, Em )
DI ITERSY T DDA THE JE S TWAEHCR %28 | 1/2 2
L EFEHELT, /R T s
Fi¥ & b noBicsk
Fhb g L XK TO%S | 1/2

W E DT
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Ry 2585y e Hrn ¢, 1/3
WH7-h & JEE ORIz >1/10000
ZffE>< 5
FE A b 72 & O
(. o%) 1/5
fEnkEn s
1/10
Bo—HoxRE
1/10
P ->TWT, BT | FBOXE Wi FI2E S 1 1/6000 &
FEhE S & LT, il )
D FTERIY % DDA THE FEoSTWAHRHCHTF48) | 1/2 s
HEFESELT, A n Z
R - L EfE R o R £
nb g L Ik T O%S | 1/2
WD Te
R 3 WS C 1/3
THlh e EmomzT >1/10000
ZffE>< 5
ERE b & DM
(. o%) 1/5
fBEaBkENS
1/10
FRO—HO KB
1/10
X2.1.4 Prv BEAXRFDOEE

(Hi 84 : Official Journal of the European Union, 26 Jan. 2010X V)
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2.1.2 RASFF RRELHIXTL

RASFF (Rapid Alert System for Food and Feed) (38 « Sk &2 xf5 & L 7= BREEL
VAT ATHY ., 1979 FIZARR S LT,

RASFF (2% EU i 27 » E oz, EFTA BMNEHBHESHES) O /vy x—, Uk
Trvab Ay TAAT U R, AL ABBML TN D, INESHIERIT, INEBES,
RN B 22T (EFSA) . WON B B E S G EiHRE (EFTA Surveillance Authority) |
EU MBEMTEBmENTWD, £z, 2009 4F 7 A, HARBUFEBINEB S0 CEIC
BHTHZLICE T, AARDYFE RASFE ~DEFT 7 B ANAREL o128, Ik, —
R EE LRI EB R DR — A= 5 RASFF IFHICT 7 B A TE 508, Mdhd., Rk
H(BFXFEOMEB N ERTH D,

(1) BINDBREELHERIZHITSH RASFF OELEDIT

BRINIZ 31T 2 i RO RIT, FINEB S bl - HEFIRERR (DG SANCO) AR E
U 73 BE 2 N EN @ 9~ 2R HI2 2 > T %,

BRI 31T 5B 22 2B RS L 2 13 N 2 i 22 42T (European Food Safety Authority,
VLR EFSA) ., FMNER FBE > % — (European Centre of Disease Prevention and
Control, LL'F ECDC) & 534, Z D XK 5 72BN OG22 2E BIRH 2BV T, RASFF
TR L BINE B2, BN RS BEER & OEMOIRE - ZZHOMRELHE > TW5, Il
MEDO=a 27 FRA > bh6 RASFF ICHE S fF#iL, EFSA X ECDC IZb{niES
N5,

(2) RASFF {t#E#
RASFF ZNE ., RSB 65| & 2 S 12 NDREFE~D(] 5 OE R, R
Y27 EHREAF L& EIE, EHICHNEERITHET 5,

HRE = T INEEIL, BEHIZ RASFF O X A= 2 Z D REA LT 5,
RASFF i&?‘é’fﬁf‘@%fﬁéﬂéfﬁﬁ & BINEIC JZOT%#%L%}“LZD@ﬁ?ﬁ%%’G
&)6350

3B ZHICE > THADOYFIZ, H - EU BTl d 280 - fEOEESICONT, VT AZA LOER
AFERARRE 20T, AP — N - BHEOIZ), Pt BLEER4, HENRFOFEMZEE T
%,

34 EFSA X, &mEE, AFH RO W TORZEMFME R A IUE L. ECDC I3/K % & e i H D%
FHED, PVERTONT T U TEORPEIE ([BYIF) AEICK D2 N OREEICEA RSB E b2 b7
FRICEHT 2 EMEZNE L, Ml (RRMEIH S 5T) 217> T2,

B INEEETOE TV 72k e, MEREBICENH TS 2R L LT, flxid, B EFERN
FBESNTH, Bl s TOMMOEASWRRAELZ Z LELREL WL EEDND ] LD o7,
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RAPID ALERT SYSTEM FOR FOOD ANDFEED

£l

RAPID ALFRT $YSTEM FOR FOOD AND FEED

MARKET NOTIFICATION BORDER REJECTION
CENERAL INFORMATION: SENERAL INFORMATION;
1 [ hotitcation type: b e
2 Nofitying country; 2 | Netiténg country:
Sl e e 3 | Contact pont ieference n~
4 [Basiz for the notfoaton: 4 | Dstect netionka:
5 [Relsted RASFF notificalion n™ )
-] Date of no¥hcation: ?ﬂmﬁi&:m -
7 Countries fagged for action: other:
] Hazargs found;
HAZARDS: 7 | st of the st ] ! ' T T analytical units
g Hazard categary; o 8 Counler an alysis: [l ’ analytical urits
- 9 Sampling dates: I i ! i I

2 Hazarde found T W eTrampier
10 [ Results of the tests: i I [ 1 analytical units T e,
11 [ Counter analysiz: i 11 analyical units T T P20
12 | Samgling | dates: 5 i 1 1] 7 other.
12 " ofsamples: 13 | Labeorabiny:
14 metod: 14 | Analysis sample

- treatment’
* e otheriname: il
"B Laboratony: 12 Tn.::s«
17 [Analysis | sample treatments

anatybcal matri PRO] .
1% matied of analysis: ﬁuﬂ P
9 Pamons aftactad: other:
20 | Type of illness/symptoms: A7 | Product nams (on label)
18 | Produd | brand/ trade name:
EPRODUCT: 19 produd aspect
21 | Produd cakgony: {e.0: pavornE
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BRI Tid, 1997 % Tk, BONFEN S L ORBRERICK T 2 FHEH 2T 4
(European Home and Leisure Accident Surveillance System, W EHLASS) 23BERINZE
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RIS AR (A LA B — UL TIKS) S HRE L5, D5 bdt
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36 “2009-Report, Injuries in the European Union, Statistics Summary 2005-2007”
https://webgate.ec.europa.eu/idb/documents/Injuries%20in%20the%20European%20Union,%20KfV%2
02007.pdf

26



NZEBEDBREIRNNAA LIV OHREREST 22 L b D, 2006 £ TIIFENTEE
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37 http://www.who.int/classifications/icd/adaptations/iceci/en/index.html
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B9 57— 2 OUE - BB, Hiiz R E 2B ERKNERT — 2 O, T — % OFFf
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EFR—D b DM N5, SeimERMICZEEEOMEN A Ulyaicid, EU INHEES
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38 LI EBE~DET Y 7S IR LTS, HEEREBMCBISET Y v 7 8BHEITL
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39 http!//www.ema.europa.eu/ema/index.jsp?curl=/pages/home/Home_Page.jsp&jsenabled=true
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B EU ICHE SN DA D TETH D, BT, BEPOLOEERENHEALLOND
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B (2011 4E 3 H) THzh bt EEE O EU Bt (b FE 4 (Cosmetics Directive
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DA SN, BERICEA SN D DL, —#ZBRVNT 20134 7 A 11 H 6 ThH D41,

2009 AR D K = 7R, 541 (Directive) TiE7Z2 <. Al (Regulation) & LT
flEsnzmchsd, S OfFA. EU MEECTENE LS NRWES 24 L2200
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40 Assessment of the European Community System of Pharmacovigilance ( K >/ « Fraunhofer
Institute for System and Innovation Research Z3t)

41 fppES RS T6/7T68/EEC (%, —#i& MR\ T 201347 A 11 HIZHEIEEh 5,
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1. “BIMEHERREMERFIE” (EU Cosmetovisilance) 42
MMEEEZDOET U 728D L, FbbiamRlOF 23 & T2 DO THEE L RWVFER
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IHIZ, TOVAT LTI, FEEMUIERFSIEFRE BT DHINEZESOR—F v
A & MepEimiEEn AR —% 1| (Cosmetic Products Notification Portal, W&#: CPNP) 73
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2. 2 MBELANILOIRMEHAH

BET —HX—=2ZABNEL, AR DFE2.1.2 D@ THDH, Fioldid, #EE, 77 2B
A ERIBEHOWRMNE RS, HEE (T x—LX) (F. 2004 F, 2010 FICBET — X R—2R
ML TW5D, 77 A% BET—ZX=2 ML T\ 5D,

2.2.1 ZEOHEFEA

ERZEWS (Electrical Safety Council) ~D b7V 7ick s b, [FEETIE, HRESE
%4 (DTI*%) 73 2002 F % THET —F _X—R6DEE - HFHREITR> T\, LirL, 7
—Z RN—ADOfER - EEICRDERAR DD, HET —F =A% 2002 FFLIEEE ST
W\, ZD%, IHEGPEEENES - FEHL T ET — 2 _X— R, JEEFESLFH -
% (The Royal Society for the Prevention of Accidents (RoSPA)) #8|Z5| k23 7=, Lo
L. 72 OEFITON TR, EHIZ, REED/ A 1y bEEL LT, 2011 4 1 J

2 FYNEES e 7Y OB, BY4E ) “EU Cosmetovisilance” &9 HFEE > T2, — RIS
ITELEERE L TR0,

43 2011 4F 2 A BUE, B ED X D RIER EZIED DL W ) RETBRBEC & 5, ERICOWTIE, Bl 213 TR
O & OAG DR THELN T\ TREIZEDL SRS % Lich ) SEEERASGHGIUET S,
ZOM, TA = =728 ERUL L7 THRHEIFICEI L2 FoFHRbEEh s, MEELV~LTE,
ERIN Y HICHET AR AT v a e LTHELTWS,

WU E LD o7 2 LR 2 BENTI RV, FEIEE BN,

45 ) |H Department of Trade and Industry

46 ) Home Accident Surveillance System (HASS), Leisure Accident Surveillance System
(LASS) L MEiE4 5 Injury Data OINEZTT > Tz,

41— 2 EHIL 1998 4F F TITb Tz,

48 ) http!//www.rospa.com/about/default.aspx
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