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II. 9 =
7k 8

[ detdgo=m AFR7E opd RIZE AAdA APER AFAE
(Certification Program)”} A] s}

- A v W 717 W71 #(SDOs; Standard Development
Organizations) Y= 400971 E Zsh=H, 543 we} 4714
2 &7t e E

i) A&7} ¥ 3] (Professional Societies) : American Society
of Mechanical Engineers(ASME) &

ii) AF4®E 3 : ElA(Electronic Industries Association),

AGA(American Gas Association) &

iii) HAHtesting) 2 UAF 7]+ :  UL(Underwriters
Laboratories), FM(Factory Mutual) 5

iv) & 7l 71 715 : ASTM International &

- 1969 39 7R IEE  F7P|Eo]dEIE(NITAA;
National Technology Transfer and Advancement Act)2 <
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. & HolAMe v (Dept. of Commerce) 4+l 7l =
ET71=Y(NIST; National Institute of Standard and
Technology)e] 1WA%, 4% B AR vg B2

19 NFE NS L AR B BES 28EE B4

c A AE Y AFE Al

- AT AFY] FH, P88 9 B FF daEl I FE BA

« 2HAE ddew S didEFE] F23% kd 5 AL
27& S JE AT
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KBRS AFol AA T 8315 FFHA XIS BT

A 352 2 FE5A AA 2X5 HsH, Hdd
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O AAR AdollM APFH= ASAEE teo 371 FEH=E
= 7hs
¥ % Al
« oFF, 25717] SOl g v 459k (FDA; Food and
Drug Administration) <15, #7] B d37] ¥l gt
gu Abeau 9 n] AR (FAA; Federal Aviation Administration) 15
E]_ A 4 3L3L o o= = - - _
an ig g;ﬂq]o;;gl c QIFEFFAY 7 sFRE7F ek v Abget
1) o . AR AAFA(NIOSH;  National — Institute  for
2 B & A= A
Lo sk o= Occupational Safety and Health) <15
=3 o do
’ - ol ASEE AANE B g A 497171
et FARPHREAA(MSHA; Mine Safety and Health
Administration) 1%
« U5 (DoD, Dept. of Defense)®] oA Al&-5+=
AR Yol ME| FF, AA ol dE A4 AF 55(QPL; Qualified
2 Arzd Juf o]d, A}| Products Listing), ©l& Ailste AxGA digt A4
Al BeAd A HF AR 5E(QML; Qualified Manufacturing Lists) A %=
AL * QML: AxAAY A AL FE5 dHE AL A4
A B Ax v8S AR A5 4 54
S A Eo] A
3 |2 j ° jq.;jq] _ﬁ}:] ;013}— « H]EFHF(USDA, US. Dept. of Agriculture)®] 54350
2= UABoT TEY — - : -
du Az AT o= 3 sEF 2 JASAR(BAAEA Y A& o)
* AR Ve FTHAET7]E Y (NIST)
O AR AF JASAE olgd AWAHKF 7ol WIHV|F4
NS5 S U7Haccreditation)d| & AT &

Hegol oA, Be AFFNA AHHE 7134 AFS A
EF5H Ak AFARPA R AH(OSHA, Occupational Safety and

Health ~Administration)©]  <Q17}gF =71 <] /\] HA(NRTL;
Nationally Recognized Testing Laboratory, @A & 187l)ol| A
AZ(EAE 59 QA 54 H& o) Rauolo} 3
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(UL; Underwriters Laboratories)ol] &3+ W71 Q15 w2

O #3 : A OSHA®| 178 NRTL

= Applied Research Laboratories, Inc. (ARL)
* Canadian Standards Association (CSA) (also known as CSA International)
* Communication Certification Laboratory, Inc. (CCL)
= Curtis-Straus LLC (CSL)
* Electrical Reliability Services, Inc. (ERS)
(also known as eti Conformity Services and formerly Electro-Test, Inc. (ETI))
* Entela, Inc. (ENT)
= FM Global Technologies LLC (FM)
(also known as FM Approvals and formerly Factory Mutual Research
Corporation)
= Intertek Testing Services NA, Inc. (ITSNA)(formerly ETL)
= MET Laboratories, Inc. (MET)
* NSF International (NSF)
= National Technical Systems, Inc. (NTS)
= SGS US. Testing Company, Inc. (SGSUS)(formerly UST-CA)
= Southwest Research Institute (SWRI)
= TUV America, Inc. (TUVAM)
= TUV Product Services GmbH (TUVPSG)
* TUV Rheinland of North America, Inc. (TUV)
* Underwriters Laboratories Inc. (UL)

= Wyle Laboratories, Inc. (WL)

* 2k2 ¢ : OSHA

O ole} FASHA, kAl &St vl = HF-R 4ks) NISTAA =
=71 A A H7 A A(NVCASE, National Voluntary Conformity
Assessment Evaluation) Z2 1#9-& F3f 57| A7}
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- UL vl3 FA AFEY FA 7)|F 2ZF4 43 AsAg s
ot A&Hom FHZ AFo A=A} o]Fold

EZ e ASTFAAE

: 847-272-8129
* Home Page : www.ul.com

e E-Mail : northbrook@ul.com

B 4A WY By AEFGAAAL AF)D
O FA B AE B
- F7)B3 5Ya A A AAHe F 123709 A4}

](inspection center)$} 62719 AF4&, H2®H 2 AF
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Auj Aol =



UL ABHTHE0 2/ A&t
7 Bt € NZ HAE

UL QA0 S Hst MZE 2F0A IPI
oty 20§ & =4I > (Initial Production Inspection )

: ZASH

Obtain authorization =J|=ol F/U MHIA Al

to use UL Mark

* 229 : UL Asia
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- 4% A1 (Communication Act of 1934, as amended)

- 47 CFR(Code of Federal Regulation) Parts 0-19

A 73 =] (Radio Frequency Devices) % AREA] A&
A

e wEOY PARL
« 747 CFR PART 15 Radio Frequency Devices.

« 147 CFR PART 18 Industrial, Scientific and Medical Equipment.
« 747 CFR 2.801 Radiofrequency Device Defined.
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dto] E3A] FCC 249 nfa s AFo RFES 74

T4 1 445 12th Street SW Washington DC 20554
3} . 1-888-225-5322

= >~ : 1-888-418-0232

Home Page : www.fcc.gov

E-Mail : fccinfo@fcc.gov
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« FCCEHH Fox =
Form 159) A& & Foxz=
Al oA AFAI DS

=
Report) 3 #d A5 E W2 Fof Ao 7}

« FCC FORM 731 1% #AA & #d F45E HY s}
FCCol A=

- FCC, A1 AHAME EUZ AA}

A AN HRE AP: AFAHRTA 2 S5
NPBE ARSe ARd] AR A4 AGe oE AY
rolN ERE A9 BRAdE A%t o @

- A GA, FCC vt AL

OO w o] 3 A A )AL

»

o W Wolx FEAL SARGY, B, 9, #31, A
2, )Pt BT wea o]E oy AgolE B
A Aol we} A3
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3) £ AFAI(FDA) £ (987]7] 2 o FF

A 97 7]7]

ro,
o|N

- 2K AYeM AF 7T 2 AWE HAsiM= (s

o
N

- FDAMA (FDA #dW&H: Food and Drug Administration
Modernization Act), 1938 Food, Drug and Cosmetic Act
(FD&C Act)

- v A F Q) (FDA) 9l Section 201(h)ollA F+4%H ¢
7171 B5ol 3d. Section 201(h)oA+= 427]7]% '%
FWG ofdel ‘REFH O FAF AL uI)7IR
T Aol £F

SUIE-

* A=A F YT ‘Section 201" ()P F8 W&
c(h) AB77IE 71A, 719, B, A, A=, A9 Al

y of
E e fASAY BEE BEoR Tge] NEE ©
= AN E =g
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0 B2 94 98 AR HEel 9T WA g A
0 F& WE

- HA&Y FAREE W= "L RT A (General Controls) ¢ =
A AE F7kE EFEoF ste dikatAl 2 5ET
Al (General Controls and Special Controls), Al3&3 &7}
(Pre-market Approval)E S3lof st= ‘LubrA]l R AlHA
&1 7}HGeneral Controls and PMAY &2 T3

O Y uHF A (General Controls)

717 54 25 717] 5ol ol =

e = (Class? 9l87]7] AZHA= &
Hol= Al#&3l7] 90Y A7HA| W=
FA 21a1A (Pre-market Notification)&

]
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@ duhtAl 2 5414 (General Controls and Special Controls)

5 = 9877EL ‘Class 71712 75 H,
AT E5S Flst=d o] dRtATte R O U5

« o] Class®l &3te= 95771+ 714H 582 Ao, ¥
To AAHAE 7T E AZEYHE, AR, AHA 5
Class | Ettx E33F 57|77} &Faf derw, g57])”
A9 60-70%S =FA|

—

* = A= 1990 SMDAY] 29]3l ClassII &l A& )7} o] Fo]
, As7]Eqte] ofd PMS 5 7]EFe] '#E) o 93] H

C AN JASE QUTFAE EFTH A SEFANG
g zaslo} gm, BRFANE 58 BA AANE 2
A, AAH e AR JEET AR F GAA

@ YuktAl 2 A)J#A 3|7HGeneral Controls and Pre-market Approval)

ANNE BFEE, o] Aduge 957
HPFM]—% IS g 44 Je FAS 2

o, rir



o] o o877 A F 10%S A

- dA v=e 167] g7 Eokoll A ¢F 1,70070e] 9 F5 77 &
F7F o]FoA Jdom, ol Fol 30%7} Class

60~70% 7} Class II, 10%7} Class [I7]7]1 2 &5

A

—
~

O F2718, 34 2 AdE718

O FuW, B 2 AFVBe =

4
q
H]
1>
K
o
12
Al
iyl
)
Z

Food and Drug Administration) 2 &Y
O A=A

- 54 : Food and Drug Administration, 5600 Fishers Lane
Rockville, Maryland 20857
- X3} : 1-888-463-6332

- Home Page : www.fda.gov
o 71& 44
- AWA HEE EFog e Hm HHSAA(DHHS;

Department of Health and Human Service) 2}Fs}9] A&

Zlger 19279 AHEo =7, 788 719, #ehef
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O dF Az

A7 %9 AR Be w4 2ol

=2
A 4GAZ FES 5 o, 7o) A gqA = AEF9

Step 1 PSS S S B :
(Form 2891 ) ST TEE Ei%llalnﬁsr%A}ﬂiiiﬂﬁzﬁj’i"’if FAARET
: ji4le T E R T i
Step 2 LELE ééLalfdﬁl ﬂz-ﬂz}éé seAzes | A
Form 2892 A12) | e tan [ s T T
{ (FDA7F PMAR | = ; i F ;
| | R R N [FDA #91 4 | FDA %91 #
 BAAs AERA SmAR ARl A
Step 3 51000 44
(N2 Al '
k A Class |1 &I Classll
SOL ) R AR v
{FDAZ} PMAS
bl BT i

......... L RAAs

» FDA ST
[, S—

CoPMA 44

Step 4 B
"':::'.:.:' -
A=A =1 h
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O AMF A=}
@ Step 1: 3F5= (Establishment Registration)

- U]iL 2 F ok (FDA)o A& o= AZXPAANAE FF 5
oJF3tsla glom, TEE FH$ 3] Form 2891%
2%“5‘5‘}04 =

@ Step 2: 95 7]7] 2]2=E(Medical Devices List) A&

- oo A xPGA = BHEAFES vl AF Y% (FDA) &/
T3 mWet 957]7] 8 2~E(Medical Device List)?l Form
2825 A|EsfoF dtH, o] MFE A=A B2 AFS W
Ao M 7 e =E E7d

Su

<m] A E o (FDA) AZ A F %2 (Form 2891, 2892) &>

Form 2891 Form 2892

Form Aogreved O o D916 ST

1 @oc

MEMORIAL HOSPITAL
zsELm SF. | .t'}ntemllc

'XYZ Hospita/ Groug — ;
r23vs Pt SF. | cHicase Vil avvr| | | mEmorimL axisezTem
et 113 -279- la!;; = 0’““’”‘%

Pr— =
SECTION © i

A‘Rﬂv Zo/ES
JQGMOKIQI Hosprial = oo
I:r uM sr. |f.'enf¢rwllc lag D 20870 SMEMoRIAL HOSPITAL

07224y (30!

* B9 v]= AE o]k (FDA)
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@ Step 3: A|¥ H 4131 (Pre-market Notification, 510(K))
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- Class III 98717 ¥
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o #43
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- AXE “HASFAAMFiling  Review), ‘34 AH(In-depth
Review), ‘Az 91 €3] AAH(Panel Review), ‘HET4He %
FDA 5]l 249 TA9] 492 o]FofA I, AU Al
HALE (Preclinical laboratory testing data), 5% Al3AE
(Animal testing data), ¥FAPAAAE (Human clinical

testing data)s< AE

[0 w) o] Y A] | )AL

O DAY #91& B3R ¥ uE UF U HF 9
Ao E7}
0 %3 A
O AF AHX} A (A LH-HAD
- uzo| X FDA <0< #3) 7AAME JFE Fdst= dF
2o AME dAl= FE FDA oA 273F= ‘dut 1A
T (Regulatory Compliance)’ ol st HAHE HFE 53

- Hdle AFY AA 2 /)i(Design and Development)’,
‘B A A Y(Litigation Support), ‘AF ¢HA =
(Product safety) i-oF= Hx} A" He g F4)

- drzo=m  ogTY] AAMHe Afde dATEH
(Company Registration) ™3], A& Al3A A Z(510(k)
submissions) A€, ¥ H 5<2AAH(PMA submissions) A
d, A7 A A5 H 7} (Perform critical reviews of prepared
submissions), A% % Z}=(Post-market Surveillance)s 2

a4

Ak A 24 BE DR QR 5

Y



- AFEe AA H OB BE FopillMe oE577] R
(Medical device development), FDA 7N 174 FT(FDA
design controls), FDA Al¥@ 2 A3 A Z(Testing and
FDA submissions)s % A ¢ 4F& 53

- WA A A EobollM e FDA HEC gk AEAA s

3 AFel 71€4 o]l (Product design expertise)

99 B4 9 BelE A9 A4Y QRE 4

i
< I
9,

5
I

O H 3= AB7I7]Y vmAE A& =7 AR S7Hl
met o] A MHAE At AY £8 S0 AAdE
QA7 A2 S7keta Qlow, Sao A G AHFRAE H=

L o
= 4= AHS

fl

i

ol
-1

O A= s
O Az 44

- 2% A A ulAE § FDA QAF (<) 5o H(ZA)
olH, o]& o2 Ald= FD&C Act 9¥HY

'—

O <A T4 & ®at

A

- FDAMA (FDA &@d3}¥: Food and Drug Administration
Modernization Act), 1938 Food, Drug and Cosmetic Act
(FD&C Act)
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£ oopEe BT Adoew, HaE o
ok & (ethical pharmaceuticals), YRF|2FF
oF #F, AdAAHAY 5o e &

* Food , Drug &Cosmetic Act, Section 201(g)(1).

. articles recognized in the official United States Pharmacopeia,
official Homeopathic Pharmacopeia of the United States, or
official National Formulary;... and articles intended for use in
the diagnosis, cure, mitigation, treatment, orprevention of
disease in man or other animals; and articles (other than food)
intended to affect the structure or any function of the body of
man or other animals; and articles intended for use as a

component of any articles specified in [these] clauses.

O 15 A g (Al o0 #4 7]

o

g
713%

AL AANA A AR B, A
% 7|72
& oohE
7& A
=

524 12:1540]v o] 7|7he A
2+ (IND; Investigational New Drug)
E, d44d, AGAH(NDA; New Drug
% FDA HE 59 dA=Z 744

FEINH, HAF € A E7FH

a

O F#7F, AAF F AIF7|HE BT Ha 2 F 9= (FDA)
@)

- 26 -



- FDACIA 9oF FES FESE 7|82 FFH/MH
(CDER; Center for Drug Evaluation and Research Logo)ZA]
FDA ol X 71 2 2202 1,700 9] 918 = SFH ekl 3=

e

O dF Az

O AleF 52 #4

T 1 LI

< A 59 HA >

FDA |Phase IV
A9 ‘
o Phase 1 Phase II | Phase III AE A1FE3F
bl ZAh
71Z+(Q) 35 1 2 3 2
_ _ 0~80
Ay AgA ) 100~300 | 1000~3000
a7rst i . FDA
TFE | 2 55 |[FDA - &4 | A EA)
A =} o
IND i
- A7+ INDA| HE, | A#F
A& ) ]
Fd, dAA, | RAA, 2o |AF| A | F7}
28 | &% Rl | R4S |HEAES 43
HE RS 7} F28
g}o)
5,000% 17
332 1 AF Al F
BEE | aom 54 Y ol

* 2159 : Phase of Product Development, Alliance Pharmaceutical Corp.
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e« CSA e WrE AFAY} dsked CSA HIWS,

= CSAd| AlAstd CSA=

ot
oo 2

= o=
F&ste Al s=A A BUE dste A A5
AsA et JITEES Fdste] CSA vhAE AlFo] EA
= A= s7ke
AeS e AlFo] AR} CSATl M7 ¢ oA
(Product Service Agreement)ell 278 F X wz} A xH

>
off
—|—l

I 9lE g, FEH 7170 FAGOR CSA vlAE #

Aol b

CSA+= Azr F3lo] Z2A HAT AFo| Ax, &35
=AE 35ty Y3l THES HEIe THAALS AAS
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- Eddee] lSore ERYT W tdol He AEs @
AAA AFS Sdte o g o] Afe o] He Al
o AAel et 74 37, Aldst

- CSA+ Q159 W& 349 EHE 73t HAs)slr] 93]
ASHS WS 1] AfFEA A8 & I=F 5 TF/F
ol J1F =2 YL e 9 Fo IS

- A719] Ad=HA= 5714 F CSAZE A A tiRE o
Sl A 9@ 2delE HAd gt Aoz 571
A AF 22O Y& s B

7N

ARAAA o e an e o AL qan| A CSA

NN 2 A | wA K A A} CSA
REERRY

A 178 a7y CSA CSA CSA

CSA gl-%gg/qg] 14 1% o E A A E o SEr:

& ERIRE
w7 o) AEA #r) < > &

- 54 -



@ 7telag] S

- AHATE AFS Aol TAT A7) BEFHE Al =
2agoz AHATL Ao 4 wE 1 9o AW A
4 ot HEA NPS AN = A

- AHAE APAA F ATE BASE AFe] CSAY <
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JANA AEF AFS F7) A3 HAHAS

- lEe Q%2 W] AsiAE ol 2 ado] Bad
o AAATL CSA FALE] BE A4o] YL A

—

- A1FLe CSA AAMY A3 stel AlHx7E 233 A Ao A
AEH, AALS & A|@ 2 7|%3te] JASFHIME

getal JASAME S

2o

- 55 -



Nio

A

(Field)

ZO

ol

@

i 13l

[

o dAFF o

3T

™

- A

—

0

T5H

H
e

l

T

OJ o

¥

- CSA AA}

—_
file)

ol

o
o

il

Nio

0

el

a

7ho} A

e 202 CsAvt 71Y ol Bol

<)

[¢]

]

AY2

35

=13
=

E5 CSAY AldAad HU

=
=
=

AN

)

—_
ile)

ojp
oR

K

—_
o

o
,.mO
iz
oj
ojp

%

- 56 -



@
@® o
SPTJSZ

kA
e
1
b
N
o
>
o]
)
()
@)
=
=
5
5
2
(@)
5
]
&

Mot FA0 F&stH, Ayt Al gt B s =
A F EA|

7ty A FAR-E AFSSIE AT EFE] A=
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et AALRE ALGIHE A REY Pl
o] £AE A

oA Ze A o] FujE 98 ww NRTL(W =S54 A
g FRRABAFL)EZA Y 9GStk CSAdA
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O "= 7}F2=H3](AGA; American Gas Association)] Tf
Aol we} 7t e QA FEFE AHESte AlFol &
A(CSAE ©] FFELE 2000. 6. 3074A] AFE)

* A1 "AGA Blue Star"

SO O "= 7ty 3 e Ao wel CSAe Y3 7t~ Ee
ﬁ AAHNLRE AFESE AT EA000. 1. 1 HE &
a5kt 2000, 7. 1 BB ZHA)
e * o™ "CSA Blue Star"

O MYttt 7} 3](CGA; Canadian Gas Association)<]

PN TGN @t A wE ANHTHE AEHE AL
5 T A(2002. 6. 3071 A1E)
* A "CGA Blue Flame"

T AFFROVED

O CSA9 Ao w} b= w
A&l 3EA1(2000. 1. 15H FF, 2000. 7. 158 73A)
* Jrd "CSA Blue Flame"

O = 7FAYHE(AGA)Y F4¢l Wt 7k e A 9T
F2 AHREE AFEY FE FA(2000. 6. 307HA] AHE)
* dv “AGA Script"

UFE AFSSIE AFY FFA EA (2002, 6. 307t
Al ARE)

* dv "CGA Script"

O O AU 7=E(CGA) A W s EmE A
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% 2] (Recall) A =

o CSA9 A&I(Audit & Investigation)®ollX = CSAYSF
ule A Zolgl slolElts A7, HIAZHAOZ A
el wgt AAE gt wA BAA FEA

=
(O30 =3
'IT
F(Recall Item)o. 2 A3l o]E A|ZHA ] TR

A HYEFF AFE o : Kodak 7Hythe] ©jx€ 7}
2} o], AIWAS WY F2d2 A" &

O 718t FaAra
O CSAS} v, =] &7 # 7t 45 AP
7k CSAS} wl= 157|He] #A
- MYk} vFL Eu AR SH3G(NAFTA) A2 Al &9

A5EAAE FZ A= FefsiAen, 19921 vl=
HHAE A (OSHA)E CSAE =7HEAAFALNNRTL)Z A

2t Q1Fe A9 “NRTL/C"4 “NRTL" S A&
ul=re] ULlA C-UL vtaE AZF3se 7
2 ULE S0 sle Be 8948 & F U+

- OSHA®| FQl& wolofst= AlF5 CSA7E Ul T4 Oﬂ ut
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L} CSAS} =A] 1=7#39] AA

- CSAE EH|&A ASVFo2ZAE HEE AN 7ES
Y3 (IEC; Int'l Electrotechnical Commission)4ts} CB 1%
A = (Certified Body Scheme, A 3871 A571& 71
Folste] AWEF AZS A5 AR YL

_

- CB A= 7M=L AFe 7kt 4de IECHAel 5
+ AY JM=E F7F1S7](NCB; Nat'l Certification
Body)®l ARATRE +85712 Figel et @ A=
°] NCB ¢l5 AFS "E 7 xoMe A A+

_ CSAE o] CB A= 7Hi=zozA o
of g FAFoZ AFABE A

e AR : IEC 950

e 9JE87]7] . IEC 601 Al8]=

o 23 A= 9 A oj”]7] : IEC 10104 =
e 7}AAE . IEC 335418 =

e 202 /HIHL7]7] : IEC 65

o FUIE 7]7] : IEC 745X 8] =
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: IEC 7304 8] =
. IEC 570A] 8] =, 59848l =, 650X 2] =

o 7]17] A7
o £R7]7I
. IEC 342

: IEC 691

NJ
HE

: IEC 920, 922, 928

2] 7]
FZ9 AFL US$ 15000 o AT 295 H, 7]do]
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o
A ZAu¥)7F U$ 5,000
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¥ CSA On-line ©]&4

e www.csa.ca®Z CSA EH oA=& o]&F3tt}.
o A} 7L E T (electronic catalogue)Z ©]F 3+t
o A3l AFT FIE=EZ19 US & Internationals ¥
st PDF 39S o=t
e tEE N A3 FHS Adst] FE 3t
o

FJIE
o F7ksttt
e 3l 5 AT paysE YT
* new userE AlE 3}

o AF HF B2E Fuk HW AP Y AEA) )
e, g3t BEG A% B A3 WD 5

e BAZ AR Tholol §

g, olr<d

_%
» gzt ges sted], AAE A

o BrE wy 2
EE Ba 9A1Y AFET GA 3 oA YES Ho F
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WE £F F of 28e]9 Alzke] A F7} AFo] B
23 A%/ gemE Y9l Bue Aol TS uE
AL 5 A

A7 24 JdF 85 & 7HE ARSHAEE
Ae FAHAHCSA Field Service)E 3te=d, $dvge
7ol CSA AFAAZA HAME HA e

- CSA A=AM29] 714

CSA AZAE =A Ferel wel AT oje) n=

A= Aol He B £ F8F saoy, AR
HoZ Ayt A AR FAdA FSe] EE3] o
FolAopt 1 MM E =Y+ e A

A9l web Aueh wholofste] ALAA FeroE CSA
AFAH A5L FEoz AYSE ASE Un of 7
Feel g Wil AF L WE ASE IS

HUAEE HRE she B2 dAlse] 5y 149 A
<< 98 v RE vHARS Ao dva A2
stedl, o2 Hu B2 d=AlFe] CSA Jdss Wi

9] A% CSA vhae AFAuo] Abg
23 A, BRA A 3 FHE 5 A

=
‘5255 (Multiple Listing) & 4 =

- 67 -



Al 37ke]

o

=

7]

3T
At

gl OEM 314}7

S Al 32 HeE(o: OEM H
A A}
AL B AL T4l

=

-
It

3

™

hy
g

A

&)

85, A

=

2

1

CSA
e

ol

JJo

i
6

A
—_
file)
~X
22!
ol
\.mO
ay

o
1
)

I
e

=

A AV}

-
It

H A Fol AFY

AN

—
0

CSAvPL=

=

(¢}

AR A

l

_04

3T

=3

Al
gt

[

1=
3l oF

9

J

8

]

A
vl

ME <

= PFE AR &7
k]

&

2] 107} @AaA}

F CSA

T

u g 8oke 9

2

1

Q7

IoH

Njo

0

Al

A

o TQA CSAY 7|EAR AMHAE 83

Jo

T

W9, WA 5 w2 A

7}A (Finding Letter)l] o

o
lia

—_—

o7

Ho

N

Njo

—_—

0

A

rols
=

A&

=

=

tlolEAts, AREATEA

- 68 -

]

1)
'Lo

. A9



2) YA EE 5 (Energy Efficiency Label)

O A= s

H=-9] EnergyGuide, EnergyStar®} frAFSH ehdlle] A2 A 7}
T AA717), 7VAAE, Y7719 odyA &84 7E AA

[€)

O W 59 oA a&4d 2pd 73 o3t 2@ H4 oy
A Z2EA 7IE BA

O Z=YA17] @ 199213 (19953 F-E] A 3Y)

O =484 : 77, 44 59 duA A Had 2 oy
ag =

O Agui : 8% Wi 717], MAZLA 2 AR EE o7,

Y7171, A71A147] %)

O F371# : WYt HAALF(Natural Resources Canada)
2Fal o 4 2] &&= (OEE; Office of Energy Efficiency)

- CGSA(www.csa.ca), UL Canada(www.ulc.ca), ARI(www.ari.org),
ETL(www.intertek-etlsemko.com), Omnitest(www.omni-test.com)
Y REUASVNRES AF7IBAN Tt AlFol wEt

T -

AIA E8 A5 BT s
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O A&t

O 471 71859 BE FA-A isiA £ HIA A o-F
712 oH-v4, CSAS ABeA"E  [AAFAY oAuid —
CSAS AAHA AE — AR B A A4 2 A=
— Al AA] - HIEA A B A2 FEH o AR
H7EA el digh g4l — 5l Ao ASS

™ - Q] &
A AAM 5 Axbel] mek 5o SRlEHE RAoe=ZE metd

O T3k 3l7] AFES gk dyA & AFS AFHe o
%, 5 AFY Y #H #wE Y= Hun
(CRA; Canada Revenue Agency)el oUHA BEE&
(Energy Efficiency Report)E #| &3l oF 3

- AR me HuAMd xIEH= 7R W&de AF F
T, BREY, 2 AxAL AUA aedlsERE) T
F1%, A% oluA  &EEKkWh), uA ASEF,

|

kg/kWh), 5% =& 2% &, A, &7 5°] S+

N—"

O YA Z7](Automatic ice-makers)

T£(2000. 1Y) Hd IR T F(kjkg)
Batch® EFAZX7|(FE) 19 FAF
714
23kgo] 4 150kg ©]3} 1630 - 6.008 x &%
150kg ©]4}, 1000kg ©] 3} 8072 - 05229 x &2
W4
23kgol 4+ 150kg ©] 3} 1234 - 4381 x &%
150kg ©]4}, 1000kg ©]3} 621.8 - 0.2985 x &%
Continuous¥d ESAZ7)(27}) 19 ALF
714
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23kg ©]’¢ 300kg ©]3t

8752 - 1122 x &

300kg ©]7¢, 1000kg ©]3} 538.6

PN
T4

23kg ©]4} 300kg ©|3}

7405 - 0.8976 x &%

300kg ©]4}, 1000kg ©] &} 471.2

5 BE &7

T8 (kg) HAr 7E BAE(%)
70 ] &} 60
70 ~ 99 70
100 ~ 200 75
200 o] 4 80

@ ¢ 7Zx7](Clothes dryers)

A Energy

Factor(1995.5¥ A|73)

136 kg/kWh | 3.01 Ib/kWh

Factor(1998.128 A|3)

142 kg/kWh | 3.13 Ib/kWh

131 kg/kWh | 2.90 Ib/kWh

@ o F A E7](Clothes washers)

@

Ege Z 4 Energy Factor
= 200414 2007.19
olHFAl A3 €}
o g L fj% ;})7 I | 1840L/1Wh/cycle | 1840L/kWh/cycle
OlH}IAl XL =23&) €
b (%_%jf C oﬂoﬁ) 71| 29.45L/KWh/cycle | 35.68L/KWh/cycle
FH 2 Mg 7 29.451/kWh/cycle | 35.68L/kWh/cycle
g5 7](Dehumidifiers)
B
(199:?8’-.;'—;%) # 4 Energy Factor
30 L o]s} 1.0 L/kWh o]
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® 2] 714 % 7] (Dishwashers)

# A Energy Factor

A=)
T (2004. 1Y)
2 271437
(871 place setting 2 674 0.62(cycle/kWh)
o]ate] FA| &)
EFE A 71AH 7 0.46(cycle/ kWh)

©® A 7]EH (Hectric motors (from 1-200 HP/0.75-150 kW))

NEMAE &EH

ES L EEE
(HP) 2-POLE 4-POLE 6-POLE 2-POLE 4-POLE 6-POLE
1 75.5 82.5 80.0 755 82.5 80.0
1.5 825 84.0 84.0 82.5 84.0 85.5

2 84.0 84.0 85.5 84.0 84.0 86.5
3 84.0 86.5 86.5 85.5 87.5 87.5
5 85.5 87.5 87.5 87.5 87.5 87.5
7.5 87.5 88.5 88.5 88.5 89.5 89.5
10 88.5 89.5 90.2 89.5 89.5 89.5
15 89.5 91.0 90.2 90.2 91.0 90.2
20 90.2 91.0 91.0 90.2 91.0 90.2
25 91.0 91.7 91.7 91.0 924 91.7
30 91.0 924 924 91.0 924 91.7
40 91.7 93.0 93.0 91.7 93.0 93.0
50 924 93.0 93.0 924 93.0 93.0
60 93.0 93.6 93.6 93.0 93.6 93.6
75 93.0 94.1 93.6 93.0 94.1 93.6
100 93.0 94.1 94.1 93.6 94.5 94.1
125 93.6 94.5 94.1 94.5 94.5 94.1
150 93.6 95.0 94.5 94.5 95.0 95.0
175 94.5 95.0 94.5 95.0 95.0 95.0
200 94.5 95.0 94.5 95.0 95.0 95.0
IECH =E
23 7 ¥ 4 3
(HP) 2-POLE 4-POLE 6-POLE 2-POLE 4-POLE 6-POLE
0.75 75.5 82.5 80.0 75.5 82.5 80.0
1.1 82.5 84.0 84.0 82.5 84.0 85.5
1.5 84.0 84.0 85.5 84.0 84.0 85.5
2.2 84.0 84.0 86.5 85.5 84.0 87.5
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3.0 84.0 84.0 86.5 85.5 84.0 87.5
3.7 85.5 87.5 87.5 87.5 87.5 87.5
4.0 85.5 87.5 87.5 87.5 87.5 87.5
5.5 87.5 88.5 88.5 88.5 89.5 89.5
7.5 88.5 89.5 90.2 89.5 89.5 89.5
11 89.5 91.0 90.2 90.2 91.0 90.2
15 90.2 91.0 91.0 90.2 91.0 90.2
18.5 91.0 91.7 91.7 91.0 92.4 91.7
22 91.0 92.4 92.4 91.0 92.4 91.7
30 91.7 93.0 93.0 91.7 93.0 93.0
37 92.4 93.0 93.0 92.4 93.0 93.0
45 93.0 93.6 93.6 93.0 93.6 93.6
55 93.0 94.1 93.6 93.0 94.1 93.6
75 93.0 94.1 94.1 93.6 94.5 94.1
90 93.6 94.5 94.1 94.5 94.5 94.1
110 93.6 95.0 94.5 94.5 95.0 95.0
132 945 95.0 94.5 95.0 95.0 95.0
150 94.5 95.0 94.5 95.0 95.0 95.0

@ #7] # A A (Electric ranges)

oy 8 Hz A
R “e
(2003. 89)

# 21 2] (Range) SOV +
E8Al T 6 Hdylo]lAl o ol Al o :
TR T Eg%]:;i 174 o1l 458kWh/ Year

2+ (Oven)

Buto]d Ee WA HAA R 17) 2OV +

=&} (Cooktop)

®% 7] 247](BElectric water heaters)

T8

AU &4 &4 LA
(1995.29)

50 ~ 270 B E 7

61 + 0.20V W

271 ~ 450 Y ¥ &

0472V - 125 W
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& 33 3 (Fluorescent lamp ballasts)

3 & BEF A
B 2 o/
T /A Level 1 Level 2 8 2 4 (%)
At A A 1995.24 2005.49 1995.2€
e 2005.4Y 2005.4Y 2005.4Y
One F40T12, | 120 V/40 W 1.805 2.290 90
34W/48T12/ | 277 V/40 W 1.805 2.290 90
RS or
40W/48T10/ | 347 V/40 W 1.750 2.220 90
RS lamp
Two F40T12, | 120 V/80 W 1.060 1.170 90
34W/48T12/ [ 277 V/80 W 1.050 1.170 90
RS or
40W/48T10/ | 347 V/80 W 1.020 1.120 90
RS lamps
Two F96T12 [120 V/150 W|  0.570 0.630 90
or 277 V/150 W| 0570 0.630 90
60‘2‘7/1%“2/ U347 v/1s0 w| 0,560 0.632 90
amps
Two 110W [120 V/220 W|  0.390 0.390 90
F96T12HO or[277 V/220 W|  0.390 0.390 90
PW/IOTI2/ 3y 1000 Wl 0,380 0.380 90
HO lamps
120 V/64 W 1.250 1.250 90
TWIZI?STS 277 V/64 W 1.230 1.230 90
P 347 V/64 W 1.200 1.200 90
* BEF = oS3 d%2(Rapid-start) #Z ] Az 3
A EH/AE FFF (E)

& 33 3 (General service fluorescent lamps)

gzag | BZA" | A2%T |F2%T A=
— CRI &4 (Im/W)
1200 mm (48 in.) > 35 W 69 75.0
Medium bi-pin - 3B W 45 75.0
base - '
560 to 635 mm
(22 to 25 in) > 35 W 69 68.0
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U-shaped =35 W 45 64.0
2400 mm (%96 in)| > 100 W 69 80.0
High output,
recessed double- | = 100 W 45 80.0
contact base
2400 mm (96 in.) > 65 W 69 80.0
_ Slimline, =65 W 45 80.0
single-pin base

* CRI = A4FHA G
* Im/W = 9tET 3% (Lumens/Watt)

@ wh<F 337 3Z (General service incandescent reflector lamps)

A AALFd A= 854 (Im/W)
= (2003.1%)
ER &3
50 7.0
75 6.5
120 10.0
R, PAR, BR # = =
40 - 50 10.5
51 - 59 11.0
60 - 85 12.5
86 - 115 14.0
116 - 155 14.5
156 - 205 15.0

Where Im/W = lumens per watt

12 § 5 7](Freezer)

qu | 4T aL s
RFY A WEI(GS AoAA) 8 25575:213\/\1?}?;}:;“
BEY DA EETIAE BAAA)| 9 32162-ifWiyyzaf
EZ Chest WE7] 2 7|8 S 10 142:5§V\¢I?;y23r
28 Al W55 AoAA) 16 253:213\/\?1?;};%
28 b W 7)(RE AolAlA) 17 39111.6?W?1\//y2ar
223 Chest Ws7] 9 7]} 3H) 18 1512%%<5W?1\//y;r
* 2y 85 2186L(7.75 cuft) ols}, Aol 90 em (36 in.) °ls}
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@ 7}~ ® Y (Gas boilers)

SR A7 HAEE
- 848 84(1998.128)
A S71A=H 75% ©17%
S By 80% o7

A7 HAEs

E885849(19%.29)

HA BLaeA
(1995.29)

78%

78% ©1’%

80%

o] AOP

65.92 kW(225 000 Btu/h)

80%

<3 117.23 kW(400 000
Btu/h) ©]&}

©® 7} #AA(Gas ranges

— S ZA(Cord Set)©]

ofof 3

©® 7} 27](Gas water heaters)

)
A+ 74-%, Burning pilot light7} $1

e

:?.

(1995. 29)

A Energy Factor

=9 2197 kW o4
(75 000 Btu/h)

0.62 - 0.0005V

W 47 E¥2(Ground- or water-source heat pumps)
. Az oA mgdl | Az 2R+
= (19984 129) (19983 12€)
Cooling Open 13.0 -
systems(10°C)
Closed loop (25°C) 11.5 -
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Heating Open - 3.1
systems(10°C)
Closed loop (0°C) - 2.8

Ae-x LA E 7] 7] (Integrated over/under washer-dryers)

=2 HA dUA 2& 94
= (2004. 1¥)

A&7 ofF Agr F=x

Azx7] ofF AxV] F=x

Y5 =% €32 (Internal water-loop heat pumps)

HX YA HA SHASF
TE a1 )
(19953 29) (19953 29)

=9 40 kW o] %
3

(135 000 Btu/h) 10.0 38

@ WY oA, 4= H A 717

(Large air conditioners, heat pumps and condensing units)

= = O
COOLING CAPACITY Ad 58 PLV
T RANGE ) 8.3°C | -8.3°C (Integrated
(ART B9} 21%) (1998. 129) g AL A S
KW (1000 BTU/H) =5 e Au) | g | Ta-m0a
Value)
SP-A, RC-A > 19 = 40 (> 65 = 135) | 89 - - 8.3
SP-A, RC-A > 40 < 73 (> 135 < 250) | 85 - - 75
RCU-A-C > 19 = 40 (> 65 = 135) | 89 - - 8.3
SPY-A, RCY-A | > 19 = 40 (> 65 =< 135) | 89 - - 8.3
SPY-A, RCY-A | > 40 < 73 (> 135 < 250) | 8.3 - - 7.5
RCU-A-CB,
ROUY- B > 19 = 40 (> 65 = 135) | 89 - - 8.3
RCU-A-CB,
RCUY.ACE | > 40 <73 (>135 < 250) | 83 - - 7.5
SP-E, SP-W, RC-E,
oW >19 = 40 (> 65 = 135) | 105 | - - 9.7
SP-E, SP-W, RC-E,
RO > 40 < 73 (> 135 < 250) | 9.6 - - 9.0
SPY-E, SPY-W,
ROY-E, ROY.W | = 19=40 (> 65 = 135) | 105 | - - 9.7
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SPY-E, SPY-W,

ROY.E, Revaw | > 40 <73 (>135<250) | 96 | - | - 9.0
RCU-E-C,
i >19 =40 (> 65 = 135) | 105 | - | - 97
RCU-E-CB,
RCU-W-CB,
RCUY-E-CB, > 40 <73 (> 135 < 250) | 9.6 - - 9.0
RCUY-W-CB
HSP-A > 19 = 40 (> 65 = 135) 8.9 3.0 2.0 8.3
HSP-A > 40 < 73 (> 135 < 250) 8.5 29 2.0 7.5
HRC-A-C,
HRCU-A-C, > 19 = 40 (> 65 = 135) 8.9 3.0 2.0 8.3
HRC-A-CB
HRCU-A-CB > 19 = 40 (> 65 = 135) 8.9 3.0 2.0 8.3
HRCU-A-CB > 40 < 73 (> 135 < 250) 8.3 2.9 2.0 7.5
RCU-E, RCU-W | > 40 < 73 (> 135 < 250) | 129 - - 12.9
RCU-A > 40 < 73 (> 135 < 250) 9.9 - - 11.0
2D)7]& B ¥ #(Oil-fired boilers)
SR U 9588
= B 84(1998.128)
=2 88 kW(300 000 Btu/h) o3} 80% °1F
@ 715 ZF=Z(Oil-fired furnaces)
SR Ho 94588
v B8 4(1998.129)
%2 66 KW(225 000 Btu/h) °|3} 78% o1

@ 7152 247](Oil-fired water heaters)
" & TIAAS
- (1995. 2¢)
305 kW o
(N7 0.75 A=) 0.59 - 0.0005V

@ N ASHH 29 oold @ Qmx
(Packaged terminal air conditioners and heat pumps)

S5 HA YA A
= 881](1998.124) A A5 (1998.129)
e (9115 - 0.0000638*CAPc
wak 2.75 - 0.00001*CAPh
* CAPc = YH-85F ©9{(Btu/h)
* CAPh = €-&% ©9{(Btu/h)
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(Refrigerators and combination refrigerator-freezers)

e -
s cI . R R LW LW R B B
= m@ + 3|+ B + g + 3/ + 3/ V,mu V,mu V,ma + 3/ V,ma + B/ > 20
W > > s~ > = > = Z = Z = A A= RN =
gz | <z |<z| <£ | <g | <z | Tz | <2 Szlegltz <z (g2
US| P LF| =Y 5 S35 S =2 |B|58|82|538|188 |2
o Sl<gsg 9% | ¥5 | g | 2§ | S |5 2g /g dg/NzTy
B I N o r} <f I35} = o N ) I35} s} P
&
o
M — o~ %) < o) Ne) D~ M| = N 9 3 o)
e
file)
,l;A ,I_x .OI N S
o O B P Y P M — o~ | g g
— | X o — < N ~|
o bo N ok D Eoo_uﬂ AN B ﬂoﬁa NP = cm == T |~
~ N 55 9" %o o — <o N 2 _ TR 2| XT
ww) ww) VAT] ww_ﬁumEﬂ oEP.o\./ o S N % _ ﬂ\) ~ |~ K| T
O T | RO _wao_e_w.a ﬂoim M%WM 0oy N .%ZT.MA. m %W ﬂ1\_7|) ol = ﬂ%muo ol =
‘ﬂAll ‘ﬂAll — olu.-OL._ — m X ﬂOO—U\\_I_II) am _17_A| \,_ﬂAIIﬂ I\uAlo a_ﬂAII)A ~ %0
K% T | H¥ T U HT FHELZ e [ AR |F e |PE|IR Py | R
S| %5 bp i | Trks N5 PR Lale lFI D5 T e T S
i ¥ B B O op T T o BUIE N o .UrLﬂﬂm.uu T | g - M X = K
ol il s OE i PO Y g iy L S b i Eo N = P = g
—_ T = opfo ™ | R =m0 % =
e SRS N k- T o | o ot = | %o ® o | o oy S ﬂm\ R R
TN | R | ZETRIFE R TEGR dog o | TEREIB x| e | f
S N T D Lt s P s B Sy =3 e gl
L i — R Y P T BBl & N A T P R
OH.I OH.I X”\ 0 ~ O_U‘I—A ‘O‘I\;\_ =~ _01E O ~— }01 ‘O\lﬂi 1r0_ﬂ_
LT e | nd e e | et A R I Pt g
) ) o ~o0 ) —_ Zf\nro ﬂ %) [=) WH.;O jan ‘WO
N -y OF o B %o I ® Ny oF o o | o
B B sl b o gH B T
B o o o 0! 4
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20 ol o171 (Room air conditioners)

ER ] S ] A (;g(;j;];lgﬂ
93 7150 gleAl
6 000 Btu/h ©]3} 9.7
6 000 ~ 7 999Btu/h 9.7
e 8 000 ~ 13 999Btu/h 9.8
v =% o]
o)z | 14 000 ~ 19 999Btu/h 9.7
A 20 000Btu/h ©]%F 8.5
A3 7150l A=A
20 000 Btu/h ©]3&} 9.0
20 000 Btu/h ©]% 8.5
g3 7150 gleA
6 000 Btu/h ©]3} 9.0
6 000 ~ 7 999Btu/h 9.0
n) 70 |8 000 ~ 13 999Btu/h 8.5
o0y | 14 000 ~ 19 999Btu/h 8.5
Lol 20 000Btu/h ©]%F 8.5
93 7150 J=A
14 000Btu/h ©]3} 8.5
14 000Btu/h ©]% 8.0
Casement-only 8.7
d Casement-slider 9.5

Q) @ Ze 3 SLdAINIA TG dojd R FE=

2w # A SEER # A HSPF
= (1998.12%) (1998.12¢)
of o1 9.7
AEz
Wy ns 9.7
di e 5.7

* Al &of| 4 2] & &1 (Seasonal energy efficiency ratio, SEER)
WS she 713 B9t SE P YAaES 543

UAE W7 882 Uw s 2%

] 2] (Heating seasonal performance factor,

2 B V2 B SEFZe] v 4HL

43 Az, dAdUAE dEEHcE Y @te o

4 -
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G o 34 BEIAAE TG oojAd H dE e
T oA 34+
(1998.12¢¥) | A A SEER | A AHSPF | 34 SEER | 34 HSPF
o o] A 10 10
dE=
yHlg = 10 10
e = 5.9 5.9

* SEER, HSPF : 7] 279 =z

[0 wo] YA A ALY

O Al A4 : A

T
Iy
¥
0
g
rlo
0%
N

| F5E0] Ayt U=

7]
o A &L FAAR stodm dyA ZEde AT

ot

T e dFolY HIME ASES oF3

- AyvA 284 A5 BV Aut 89Nt fH T FAAE
(AMPS; Administrative Monitoring Penalty System)el twe}
HES FAEHAA AEAlol= C$ 100, A4 TA= C$ 500,

Al A 2 Aol E C$ 500 F-

# ZF3 . AMPS

o Yttt #FAIFH(CBSA : Canada Border Services Agency)< 20011
11¥€ F8 APMS(Administrative Monetary Penalty System) Z=Z 1%

=AY =9
- o]F of 1do] 7|3kl AR £ RS Fal 20029 10€] R
HE AT A8t A= AL BT




o AMPS 2Oy FAEH= HEH Z

Act), AT} BA)

Import Measurement Act)

&(Customs Tariff),
oW, FAAFT FAIZAMEH

AFE FA2 TBMF] BFE Ans
58 478 =R Ao

AL Nyt #AMH(Customs

S5 UEE7]1EH(The Special
=

Aug oA HA

Regulation) & T3t

SR

as7E

F-2 Al Hd) C$ 200,000

HS Code, ¥4+x], AFAY 55 % 7IYstel Adw ASde 3
o Aol whet A, WE(FH I C$ 25,000), ¢, ek 239

EolPAl AA AL

EZAAAAE B3 AU &84 Bl 7o v E3tk

AE A= C$ 10,000 ©)3tY] HBF Z& 45 75

(EER; Energy Efficiency

EnergGuide z}d #-2 o] %3}

=2 e A
=

4 7bE
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3) 95 7]7] gFo] 2 (Medical Device Licence)
O A= Me
O e
- AU B A F(Health Canada : www.hc-sc.gc.ca)~= 2003
FH 9877l HI7MAIE(CMDCAS; Canadian Medical

Device Conformity System)E A7g, 7l UtholA Hvl &=
B gErlv)d U BE 4% A5 S 47

- "g dFo2E IA FA7|HAA WFI=E ISO 13485:
20037 Wyt BRARAA AFsl= 9 57|7] golAdAE
T Yom, «137171 glo] 2= ISO 13485:2003 HE

7] ol st ANATF AS ol s o] dxg) ol
g 9, FU/HEDRAT A5} e Foldaw Yy

gz 7171l 3k Al

4 gL goldz B B9 AT AT AE Hu

- MUt 9 8717] #7(Medical Device Regulation)ll ] A3}
AHEEAG XY, X8, Aol R Ve 3 AAHs AF

T 7
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0=

O

O

w71, AAF 2 A"
FH71H - YT BHF (Health Canada(www.hc-sc.ge.ca)

Information Dissemination Unit, Licensing Sevices Division

Medical Devices Bureau, Therapeutic Products Directorate)

T2 : Room 1605, Main Stats Building, Address Locator
0301H1, Tunney’s Pasture, Ottawa, ON K1A 0K9 Canada

AAZ 12

AMTAC Certifications Services Ltd : www.intertek-acsl.com
BSI America : www.bsiamericas.com

DQS GmbH : www.dgs.de

Intertek Testing Services : www.intertek-sc.com
KEMA-Registered Quality : www.krqusa.com

LNE : www.gmed.fr

LGA InterCert : www.lga-intercert.com

Lloyd’s Register Quatlity : www.lrqausa.com

National Standards Authority of Ireland : www.nsai.ie
Quality Management Institute : www.qmi.com

SGS Systems and Services : www.sgs.ca

TUV Nord Cert GmbH : www.rwtuev.de/e/898

TUV Rheinland of North America : www.tuv.com
TUV SUD America Inc : www.TUVamerica.com

Underwriters laboratories Inc. : www.ul.com
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O s sq-dAt

7h AR S ghold s

O AVt AmEes ZE o87]7)9 AAgAE ol dx
(Medical Device Licence)E FHS3loF st=t|, <A m|X]=

A% 9 9@=e] He} 24 ¥ FF(Class I-IV)2 FEE

- goliat AfAow AxGAL AFsop s AZLA
o A 919 sl AT SRR} DA AH AR5

O Class I(&}o]A= HE EQ)e AA ) v Jgo] 713
Ao A =, 5%, F4 53 2ol AL BT

O Class IVl X-Ray7]7

N
sHd 5 AAC HAFHN F&FS VA= 717

_Ll_l

AZo] A =5, QA v X H3ko] uzt
F gol A2 (Class [I~IV)E HS 8ok &

- AFE T2 245k AdiHe B2 Aug o= 717) o
7 (Medical Device Licence Regulation)®] F3Z I(Schedule I)
s Bzl shed, grid F8 J)5H AAUZ
wa} e e LRI 22 9o
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g 7|7l 1AL olg9o dAolE %
— http:/ /laws.justice.gc.ca/en/f-27 /sor-98-282 / text.html

AZzAJA e FedA AT AR57171Y 2% Lo oz

A= ANyg BEAF(Health Canada)e] $AFOIE 4

“Keyword Index to Assist manufacturers in verifying the

Class of Medical Devices"dl] +=

—  http:/ /www.hc-sc.gc.ca/dhp-mps/md-im/applic-deman
de/guide-1d/keyword_motscles2_e.html

AUt 3= 2003358 golds HAS5S AsiA siE

R IS0 13485 : 2003= FAS38t=S FAstaL low, 2o

Mg ASS o Folx d o]E Ao F(BAHA

3 Aol grolast 2utE 29

— http://www.hc-sc.gc.ca/dhp-mps/md-im/qualsys/index
e.html

— http:/ /www.scc.ca/en/programs/iso_reg/medical.shtml

oju] o]l dArt FoH YE7]7] e tgF9 “o 577
fFagtold gl2E(Medical Devices Active  Licence
Listing)"ell Al &1 7}s

— http://www.mdall.ca
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- o1& #J8ll Ayt AR 4Fs) A 5 AE0]AS)(TPD; Therapeutic
Products Directorate)> "7]559 52 % ARgol| #3 A

(Policy on Recognition and Use of Standards)"S &3l 1007}

o)) Hg NEg AN
-0l NFEL 9EIVIY otd L & Fo I HAT
o Ag 7FoE e YAlEdA el s
— http:/ /www.hc-sc.gc.ca/dhp-mps/md-im/applic-deman

de/guide-Id/md_gd_standards_im_Id_normes_e.html

AZJAE 27 Foldx AF A A
1o i‘r‘ﬂé‘}ﬂ A% At BARe 7
Eo HR3 4855 C$1004

O wd 11¥€ 987]7)
=99 A5 Fa4

& 348 AR} 31 7

T

ghek 7] g tiH] @A zFolrt S AF ol
L3I SHEE 77 T 34%)

O AdAl ol 5 AA

X 3

T AsE 9577 AAPAL] 987)7] olax
AF= ANyt REAHF(Health Canada)dl 9=
Devices Bureau)®] oA AJH] 23} ((Licensing Services Division)

om, ool AFWHE EIAFAN B
(How to complete the apphcatlon for a new

medical device licence)E EWHZ 2AJ5HS
— $A}O]E : http://www.hc-sc.gc.ca/ dhp-mps /md-im/applic-dem
ande/guide-1d/applabel_demmarque_priv_e.html

>

& TEY ddd
71714 (Medical

A BeElstm gl
g]_ ]/\1/\ Al A 7}0]

- 87 -




O -4 golds AH A =ZA &7 37HA] 248 AT

A. B A17d M (Application for a new medical device licence

for a private label medical device)

B. A Al 71" W&ol Aunt 877 8 A
S dAst= A gl A (Declaration of Compliance with

the Medical Devices Regulations)

C. AZME EdE Folids 2us 24s= U8 %A

(Letter of Authorization)

A7 AN FALHE TEWS F JE FAo)
o} gAtelEe] W vk Bie] AHg b
AppendlxI [[e] HHFE o] lermzg ol&

, & 2HAE ol o] PDF #dS thurel 233
http: / /www .hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgp

ﬂ&%ﬁrﬁ_

l

sa/pdf/md-im/licapp_demhom_label marque_npriv_e.pdf

@ B A= 1) dEog FAH o, 4 72 WS
714 dE Lo ol s} B

A. Name of the private label medical device : AFHOZ
A AFedoe] ZIAE AFY olFE ZIAHETY ol
714 71

B. Private Label Manufacturer information : &8 7]7] #| %

el olg, kA, ALZAEL A

C. Original Manufacturer information : OEM2.Z A4Fs}=
A FEA HA 9 olg, A2 AT w7k 5& 71
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D. Information on medical device manufactured by the
original manufacturer : #F%, T FHZ, 1ISO W 3F,
AA B se 71A

E. Licence Application Type : o} &) 6713 F/FlA] st
£ AdEgste 71

i) A single medical device

ii) A medical device family

iii) A medical device group

iv) A medical device group family
v) System

vi) Test Kit

F. Identifier or private label medical device : A& W F

¥, TEE R AAAMY, ME, AXA T AlF A

G. Attestations : A% ¥, 712 BE, AF BHEgo], 3}
d7te, AWA, 78 AF R T AT, Hud 2A
FoA AFS oleld = J=F slof &

H. Fee Assessment : Class II+= C$ 200, Class IV= C$ 370
o) S8 E A E3NoF 311, ] &5 (Method of Payment)
N A=l v, BaE 5, AQSE, HUed,
eqFE 5o S5 AF WY 49 s

JoezA wA" A

&, B A 7H4

C$ 50, Class III}

I. Eligibility for reduction : %

g, ol W A, A4 A% A
59 AR AFA Class 119 75
Vi 99 4ol eja frre

rr o ok

<}
=

[40



@ B AR ALSAN, 585
1% A TR olee] Faz Wi

Information Dissemination Unit
Licensing Sevices Division
Medical Devices Bureau
Therapeutic Products Directorate
Room 1605, Main Stats Building
Address Locator 0301H1, Tunney’s Pasture
Ottawa, ON K1A 0K9 Canada

@ AFAE JET A7) ABL o2 fEste] e, 54 A}
Fol WAT A ARANA oo} $HoE Ae
AstA =, AF) AT TAH AR W PFo] Yag
A% A% BE AEL 27 2SS A7) GEA oo

ojtfell ZIg} gl taiM= otef o] Nyttt K37 (Health
Canada) ¥AIOlE =z 8%

— SJAFO]E : http://www.hc-sc.gc.ca/

O AU FE5HGA 2 FHFA7E ASsH o s 2olAl
2~ Establishment LicenceZ4], & #}o]Al2 A AAA A
7b A5k ste gold&et mMAIRE A7EA|(Class
[I~IV)5 stuirs HAS AU E55 A5E + U=
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O A% goldxr) gl FEAAL ARAAE BdE AFL
QA AT, #9F 5 g7 WE AR FEA e HRolo]
23E oA AS FAL/E 94 Sgo} &

O 27] ol AAd 285= vE2 C82120=2 ol
ARA D pE ARE AUT RAR T fAo|Ed
A8l A E A+
— http:/ /www.hc-sc.gc.ca/ dhp-mps/compli-conform/info-
prod/md-im/index_e.html

O wlol &P A] Al A

O A 44 : A

- AUt RARE 1SO 95 9=
AE A B fF3S 9H 2

O AAAE
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IV. AJALH
7t F8 2AF
O ==
O UL 54 A&, Z=A, A= 7171 & k),
ol A At mRl= FFS A AP Tl

st A 71F 5= Al UL vl A S 383ke A=Y

AAAez % 123709 AAMIE S 2719 A7, B2

% Q% MuAES BASRE 5 M TR AFA
Zo] shelm, Tl A% AF 9 AF BWS

ugl }-rl ol ™

33l UL KOREA 7} Ay o] &

S A% ARE (AHA A - AN 58 2 59 -
A AY - HEE AN - H2E B3 2 UL npa $F)

Fo 2 yy

FAZAEIY B AF HS LuelA, Fah AEe)
A L EFAD FE Ak J1FS FEATE gvjz 94
1 Qen, B AFAEL A45E o] e
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A% AAE [AF AFA/FAR =AY - AF AE
— AE AF AHM FYEES AE AP BaA D e

AT AAF — AAF F3 B FCC via 73]

FDA Regel 98771E A, 1T, =7, X, AUE,
ASAF EE JJE FARAY BAE BEOR T REF
e AAAEE e A0, 1 A8 WA W

a1 ! >
27171 Y2E AE - ARA A - A3d F90]9] 4
A= o] Fo3
FDAZ} A8t ofofF B9 /g o =, AE-dntejofF
o= Xk, AFF, ARG AH T ot A=A AAF
& E3S
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83, ANAAL oA, 873 5 G

%l

N

He A7171, 7k A&V 5 9

—

0

N
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—

0

ol A

d — CSA

A= [eH]A

A

7}

I TE — "M AZE -

3

hy2

2A] —

B A

H71eAlddo]l CSAY AlFARA &4

=
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22

olp
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ol

O o] Fralx oA

ZFA 9l
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A% 50| /Yo
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o thet AA=7L S7t
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s
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o) M= 719l EU A

=
=

olw]#|

H 94

=
o

ki3

d AA

A%

=
[}

o

[

T

- 95 -



, uholojshe] W Aok Apdel A
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A%

2] 7149

o
-

1

= =
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B/ HE A Ay &8

e
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AGA American Gas Association
v 7t=gE]

AMPS Administrative Monitoring Penalty System
AUt EB BT BAAE

ANDA Abbreviated New Drug Approval
oF2) 210k 3

CDER Center for Drug Evaluation and Research Logo
ole}E H7HAlE

CDRH Center for Devices and Radiological Health
o) 27]7] Ak AlE)

CGA Canadian Gas Association
Akt 71283

CMDCAS  Canadian Medical Device Conformity System
Mttt 127171 F7HA =

CRA Canada Revenue Agency
Ak =41

CRO Contract Research Organization
EORREREDER

CSA Canadian Standard Association
Ao £ A9

DHHS Department of Health and Human Service, DHHS
SETECER P

DoD Department of Defense
H] S

EER Energy Efficiency Regulation

Autt AvA HHas7E
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FAA Federal Aviation Administration
RS

FDA Food and Drug Administration
JIREBES

FDAMA Food and Drug Administration Modernization Act
u] FDA @dj st

FD&C Act Food, Drug and Cosmetic Act

ol A, olefE, R

GMP Good Manufacturing Practices
ol ofebE AlxEd deE

IEC International Electrotechnical Commission
A 477149143

IND Investigational New Drug
DI GG ol oFE

IRB Institutional Review Board
JIBEEESDREREE

MSHA Mine Safety and Health Administration
I RRETRE

NCB National Certification Body
=7RIE 718

NDA New Drug Application
AERE

NIOSH National Institute for Occupational Safety and Health
ol AR B A AT A

NIST National Institute of Standard and Technology

n SHEEEY
NRTL Nationally Recognized Testing Laboratory

7 A AR
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NVCASE

OEE

OSHA

PMA

QML

QPL

SCC

SDO

TPD

USDA

Nationally Voluntary Conformity Assessment Evaluation
=7} QoA HAA

Office of Energy Efficiency

S EREEE

Occupational Safety and Health Administration
TR RCE

Pre-Market Approval

A A 59

Qualified Manufacturing List

A4 A %5

Qualified Products List

A7 AE B

Standards Council of Canada
At EF74

Standard Development Organization
il e A s

Therapeutic Products Directorate
AUt X540 F o] L]

Underwriters Laboratory

vl RS g A

U.S. Department of Agriculture

n
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20063 KOTRA #7IA 5 E=

1 718 =A

i A = T2 =}
06-001 20051 sl 2] A Aol EotH 7] 2006.1
06-002 HZ A3t A e 7 FEole 9F 4 A 2006.1
06-003 HEZS] WTO 7FdAl 8] 5 2 FAolle] 9% 2006.1
06-004 Q= CEPA A2 U= FE=FEdES 2006.1
06-005 Y AABA a8 A 2006.2
06-006 BRICs ©]% FA1%, Hols A1ddd &4 2006.2
06.007 jgj é&%@@ﬂ%ﬂu@f%ﬁ AR S wEew AWE
06-008 HAE T2, o] ANk GolFat 2006.2
06-009 T=o Hlz2YU2 37 WHalel AJALY 2006.2
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