Y

é

®

¥Rt 2 346 H28H
EB 3 0628%4%
% HERTRME B ooz,
| - =R
o R
| A TR
EanmEEERRE o LIl
SIS
jelieiyics

HRERIZBY BT OWED b L—9 © ) 7 1 (2B HHEHI T

ESCIRR T 2 HEROMICHT A COMEIL SN T, ThET [E
SRR S T SHE DL D BT (P 1 749 A 8 AT ER
H%E0908 00 1 TERRERHEEREBN RO THToWmE0ERE
ESMC BT 55 A ORI B ORTEIC S\ T (ER 2 243 5 3 1 BT
EE®ERO0 3 3 15 1 BERRERMAEREERD) 2Ly, 20REOMHEIC
BHHEIEMLTET,

L L2 s, WRERKNOER, T OoMOERERICRIBEBROY

WS AT OB ES TR S N T OB QR A DN TEL
MEE-TE L LEBER, LV RLTREREHER LT 5 20

DEBY TERERICBIT DM TOMED NL—Y YU 7 1 I3 548 &

RELEDT, SRIZZDOE\EOREFLZH T MO L, BEAROE T OTETH
(FRIX 2 aTe) . BREE, BREFAGEICREMT S L LI, BREREES
FIZ L TAMOMER SESFOEF LR O,




<BUAR>

HHERCBTABTOUED FL—HE YT ¢ (28T 258

FH2 346 R



£1. &
 HEEEEOCRICHTIE T OYMEL $%€é%¢é@ﬂﬁﬁﬁﬁﬂﬁ%mﬁﬁlEo%@&@ﬁm
CENLCEICHE L, SEEHEFOEEOT. ReMIc+OERBLEALTERINDLOTH 5,
., EREERBMOERL A V84 —Fy FOERZFCHD, BT OYEOELARRCENBRL T
ICHBEAMHORBBENISHRELTVWRZ L, £AEEETOYE CEETNEIRAD CHTZELOEEY
NEBNBIEEND, ERSFLEIKHEDERDODHLE L THLAISNBELE SN TS,
IO RH, BEFHETHE, TENTERSNEBTOPEORYFEWNZDONT) (EHK 1749 B 8
B EAERERES. UT TEXRI1TERBH £05,) 2HWT, EANATERESNEBTOYES
*%fhﬁ?éwwhﬁhﬁ%®%a$ﬁEﬂﬁTé&&%kfﬁt?%%@#&&l%Lé%?é
ADERFHOEREIZIOVNT) (TR 2243 B 31 B TEAEREEE. LU 5% 22 558
ﬂJ&U7)§%$L HMTOYEOERERNEETI2HEEOEFEELLT,
C EREFERTRLCETRESS LLE LIS, YETROBEAEDEGSICRG T
C ERATAEBMEERRLTERENTS L L LT UHBTRORANOES L DEFECHT S
&
xR L, B ﬂﬁ@? ﬁf?%%wﬁéﬁ@ﬁﬁkﬁbfmé ,
St HTOMECETIEMREBEETHREED, £, FL—HEY F 4" OABAFEEENICHE
TLTELRAE BENBOBEMRENDERLSEIZIL, BHATEFARAGHFEL LT ERESEC
&w&ﬁro%%whv TEUT (ISBEY IR (MUT 88 &0 5.) ERYEEDE, K&,
AR IR TE BRCH-IENERMECEREN. EXE%2I4L LT, ZOEEEERUE
EJZL?EII'ZU\La’ﬁﬁiﬁ%k%@?’%%\gﬁ'fﬁﬁ’&ﬁ&L NIEBHTELRHEBRE LTV ZEARE
(%é ‘

[@#:hu-&EU%wwE;%]

ML—BEUT s &lE SHABBROREECYROLE  HEBELERTASTHY. TR 15 £
SHIZEBMKEEMER LE BRI —HEU T BADOERZF] (LT IFBZ] £0V53,) (=
CEY—BRICRELNLRBE LS TR,

BREOML—HEYFAI2O0TIE, FBECHVT TE£E, MIBLUFBEOEEND—DF
RISEHOBREEEL T, RROBBHEIREBETEDLIIL] LEHESATL S,

B2, FL—HEUF40OER

EROERBTHICET OMEOEREELT 251, @ﬂﬁli£l£O<®MEIFTEI$
YRR EMABEECEMMBELIEETEIEAD. FL—HEU FAIEBRINTVREEZ DN
%,

—%. ENCHTOWEOEREZRT D BAE. BT OVEOELBER CERBRYN K< EEH
BORBEBEENMERCADZIEND, Nu—HE T4 OREARER Yy — A NEEEND,
R IT. SYRLTREGEHERERIT S0, HHERME., WHEM X%, 2E%0
£TOBREH, ﬁf?%%wé%ﬂ&&0¢m@&iukAﬁmA%!ﬁ?é%%fdﬁé%ﬁﬁ%
BHMAEBETINENDH B,

3. ML—HEUTF1OEEOEDHOMENFE
bL—HED T 2BRETEHITIE EELLTUTORBOTNENIZENT, @%%#ﬁmkﬁ,
TOYEICHTRIEREETETIVNEND B,




1. ﬁﬂ&lﬁ%hﬁro%%wﬁmiﬁﬁiéﬁ

ERNOERBEIFICH T ODEDEREETT HEA. @ﬂ&li&f%o% RELE. ﬁ%ﬂﬂ%

FOMEDSNEZBERESCERBIEREZCLOBTAIEESBU, - EE. BTOUEDEE

BEOEHRELERFIIHOEEHRBORENKZT VN, ChETELSYRMEMEERETI L OMN

TEELBEELHRIDIZENMDETHY ., FOBRBTRBEN/MEEICEASINDIDELND S,

ﬁﬁ@ﬁﬁmB\E%tﬁfo%%wﬁmééﬁﬁéﬁét%ofm\uT@2ﬁc%ﬁﬁm§F&

%,

(1) ERCHET2EEHEC DO T, i%&k%our REESNTH Y, REPREEEINE
REhTWLaHN, BN THRET 2EBMRBZDOOTIE EECSVCRESCETEENRAL
D2TWBEFTEL BRENBLEGN, T, WEEME. T 22 FBACBENTRL
FUTOEEEZETTINEND D,

7. ﬁﬁ?é@ﬁﬁﬂ&%TLf?T§ﬁ5t&U~éjﬁTQWé@§ﬁ§ SIESREICRT B
Z&,

4.%ﬁcﬁbfw;@ﬂﬁﬂ@ﬁ&~Eﬁb£éﬁ%c@?é%ﬁ&%ﬁi§%txU%ﬁcﬁﬁ

L. ISO ¥ IERSERA=-v /LI 0LES BA) ORE MA) OREBHFBIZONT]
(FBF1 604 3 A 30 AN T EEE 294 EEBRBEEEREHN) ETEHIEEEH- L -hH
HMEERELELT, SHERMBNEEEIND &S5, HR4L (WEIGTEELEERL) £ 5
RLTEERETS 2 &,

(2) WHEMIZLUTIIETITHEEE2RBELABREEZRAVNSZLICLY, HRERKERY
EHAECEEERY, BRLEENMHTHEREINES LOBBOHED T, BTONEOER
BREE, BDEGBERE—TWNIHOBASICEE TETEIAEAFERBEITREITHS, ZO=
. BREZBTHML—HE) T ORMEOBEEEAD L LB, UEFHETENLTORES
EEYICRATEISENTZED LS, MAShIBTOYLEOERMHIZRRENTODIER,
HIERSGEEEOLAI, REABFRUAY FEEZERHRLTHBLLSKBTIDNELNHD, B8
HEREZOHE LT, HTOYEEE] (BN 2ERLEDT, 2FEL Shizl,

7. é%?é%(@ﬂ@%#&%ié%ﬁ '

RITOEAH
EREEEECRLER (ER. 2%
EAERA

HTOMEOLI

BERAOR (B, BUERRSTEE. EAMBORTE)
RE R UMER D F % -
FEERICERDLIBER (A 2%

A, BEEEENTHT HIER
WRRTERERE L BRI RLER (. 4%, FEEEELS)
HRETEXZCZRDER (FE. FEAEATEERNA. REZRE., BEA%)
WEBETOMEICSENLZERM B EIIEE B, JHARE, 0y M RE /HERSE)

U. HTOHEOSE LORICEMEMASTE T 215H
BlELEZT/=H
BIELEZRITEAEMEA

2. WHEREMC-BTODSEIEETH -
ERNOEREIHRE. ERETEF5880H>TlE. ERETHROBERELER FERETH
LB ZERBTCONENERS R VSE SR OV TI(ER 1743 8 18 B TERBERL)
LHENT, BRBIROERABESTOATND, SOk, EROERRIFIE BT onEsE
MERMBICEITETIR, 25 LERESE AV THT OYEICEY 2 REAIBHRE LR E RS



(CRHELTN S,

R#HFOHERAN S, ESHTONEOEREZET 2HRCH > Tld, BRERRBIHE T OREN
BlEESNBEIC, BEEND THTOYERR) RUEMS WA HET 2IRESEME L.
BRAAZICESEERSNENE S M ERET S BELH S,

3. BEICHTOYSEERLESE

HTCOMFCRD FL—YEY T VAT LOBELH T, BEO=—XETRCHEALY
RTFLETBENEETHY, HREMIT. BELDORDIZE L TETICERERATZIB LS.
BTOMEZODOWCHELEEREFETEL T EADBETH D, ‘

Bz, BAMCHTOUEOEREZRTT H5AIICIE. i 17 FREEZETIILENHY. BEIS
ﬂ?éﬁﬁ%&@1o@¥&th\ﬁfo%%@%ﬁk%?éTﬁ%&ﬂ@mﬁ%l%T?é s
LEZDND,

BH. ﬁfO%%LﬁiéhﬁéﬁﬁL#ET%i @ﬂ@%&zsﬂ-FEﬁéﬁﬁ%ﬁ”iiﬁ
DEFEIH T B BRBEORBOFMICET 2 EREORTECOVTITERT 742383 1 BRI
ERFH03310098 - EEHK03310208 - REF0331005EEEHHRERRE -
EXRRAER  FRERELBHN). BEREEOREEFSEFRCOVTI (ER14E£3829B84
HEKFZO3290035. FK032900 1 8)FEcHIE BUCRYBONEZENBETH S,

B4, BTOUFORRORER ‘
BTOYELT—F—AA RTHY. ARDEBEOREBIZHLTERELE O, REICETLIEES:
MAFMAEESEORFARETH N BRFCENTE HXIE UTISRT LS QEREFTAL.
i%%c&ﬁ%ﬁwmﬁéﬁwé%%ﬁ%%o : .

MEEEICEYT 2 ERRELCEENEDFRK (1S09001)

[ERmR R A RBRE CH (T 2 AT FEL ) (2007 BAHSERPS)

R TRTORE - BELAEEE - RERIEOHYF] (BBET Vol32.Nod.2004.4)

#5. SHOBREICONT

BTOHMFEICRDIIL—HED T4V XTAIZDONTIEK, BHICETE, BIRENEZARMICIYME
_&mEET%é

BH. BHORBIZOWVLTIL, @ﬂ@%éﬂU%<%ﬁmzmbﬁﬁwéﬁiﬁ%gﬁiz 4.
BEZIELTRELEFS L ET S,



<HB#E : $E - hEIHMTBEE>

KEZHWNT
F(EBREZESLRE (US. Food and Drug Administration: FDA) h\?’gfé ErY, ERRREREBEMR
i% (Federal Food, Drug. andCosmetic Act) IZBITAEKRHES IE%E (Quality System Regulation /
Medical Device Good MandfacturingPraotioes *QS/GMP) ITLYEE LTS,

FEIZHE T o
PTEHEMERERRLAEETERICE > T, B IH£HER T ORI ISERSBMAEEC KA
DENEBHTOoADEELC. HTOUFEERT RCIIEERBHARBRIORENEHMT

BNTHEY. T OVEORLHOREBFEIIEH TS,

<SEE>

1 rl%ff’ﬁﬁkéht?ﬁfo‘%%@ﬁxL)}&L\LOL\'CJ(ZFEJZ 1749 7 8 Bff 1T EEEH5E 0908001
SREZBRERRERARRREN)

2 THTOMEOERERNBET BBAOEAMNOETEC LT (TR 243 831 AR
ITEBESE 0331 56 1 BEAPBEERREREREREEN)

3 TBEDIML—HEUTAORTFLEANDER ] (BRKELEERINL—HYE)TF AV XAFLE
ADFEEHETEAES

4 ff@ﬂ}?&lﬁﬁ@%iﬁ%‘ﬁﬁ%ﬁ&(ﬁ@ﬂﬁlﬁﬁf:;BHéﬁa@ﬂ?ﬁ’c0%%@4@&%&U&E%iﬂi?ﬁﬁ
D0 T) (17 £3 A 18 B ITEESE 0318003 EEERBEERREEH)

5 [HRESMOSENKTECETIRERR (k20 - 21 FEEESBIEHELERDSD)

6 EXEEPYEEREY-71X I~J (BREXREEYUEBREYE > 4 —)

7 National Association of Dental Laboratory: The document is for submission for the October 1st 2007
meeting of the Interagency Working Group on Import Safety. Retrieved September 10, 2007

8 National Assoc]ation of Dental Laboratory: Food and Drug Administration and Federal Government
Officials Explore Oversight of the Dental Laboratory Industry., NADL Responds with Best Practice
Guidelines and Recommendations. Retrieved October 2007.



RTONEEE

s TR
‘ < Dental prosthesis label for the traceability > <ER>
RT(BE)A BEL, ILTREE
[date of order] . [name of patient/ case-record No. ]
EREREMEE ] EREME Al
[name of clinic] : [name of dentist] signature
WREREBSERT T <zip> BiEES
[address of clinic] [phone num.]
BCoYE
[type of prosthesis] : :
. RS ) HERTEEL ERMHA
[name of product] [name of manufacture / distributor] [names of materials ]
1
2
ERMNEE
[name of materials] 3
4
5
1 <by FDI Two-Digit Notation>
18 17 16°'15 14 13 12 11 | 21 22 23 24 25 26 27 28
48 47 46 45 44 43 42 41 |31 32 33 34 35 36 37 38
R RUERFE
[Tnstruction
for design and fabrication] i : :
<{§#% :remarks>
e BYEL
[name of commission) [name of personnel contact]
FELE{ERT T <zip> BIEES
[address of commission] [phone num. ]
WSS L EREEEL . 2]
[name of laborato . . (name of’s superwsor iy signature
HER B TS AT | T <zip> < BEERS
addréss of Iaboratory] ) [phone num:]
C2WH : "~%J§E L
[date recelved] (shlppmg date] ¥
- Tdate of working] [workm_g]
EREPOMR e . ZEESE OB/ ﬁfﬁ%’?%
[comEosﬁmn ofmatenals] S T o {approval num. ] Ciot num./ serial mum' -
1
e ERAREE
- [name of materjals] 3
4
[special remarks) .
H&e : BEHEREZ 21]
. [date returned} [name of dentist} signature
: BEEE
[special remarks]
1 TRENEREMNY, 2ZBNRIFSFREATICL, 48, BEEMRNBARHEL T2 S BRIORN T8,
Dentists have fo {11l ail the necessary items in the section 1 {clinic part). The workers in the first laboratory, in the section 2 (It ﬂmr.\lm) part).
In case thal additional label is needed, fill necessary items in the copy of this label.
* BRERBREARCOWNTE, Eﬂﬁ'l?ﬁ?’g%@ﬂb’&ﬁﬁ IRALTEEBLRAGL,
3 EHEIHSEARCOVTR, BNETROBLSEREISENL THELEILL,
Instead of section 2, Yaboratory recovd of dental prosthesis is available.
In that case, please attach the copy to the back of this label.
w4 ERMNERTHOERS) BT oEEIERIORS T2,

Please attach any documentation vegarding the materials (composition of materials) {o the back side of this label.



