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3 I
3 = AxeA x;f;}fj -
| T
o UlF FA#YE v 8RS F5A1717] flske] 7}
A Sk o] vl diEARE At FA8] AgsaL
=712
o 74 dd fAEE vidE THd JQISRFEES AMEa
A=7P?

o YEREHIAAN A2 FAHFL AT 7|He] T8t 545
(measurement capability) o] oA A gk} U X]3=7}?

o U FH¥EE Besh] flste] =754 27 3HNMD),
QA7 Em AT Sl olal Aldehs #e ol g
713 3k vlae] ejete] =¥ SAE ArlHer slsta
AE7P?

M
[

5.8.1

fe ol XA

FAKE

0]

o 7154 Ay HiA/RlEAde Hagh s AR 5
ol =71
a) A&

) BaA e Q1A 9 Hojx]
j) B FE= Qo] whael

n) HilE Zk :9.:";:' ol Z¥ zhe] AFAd B v %
o) GUMol| W& =x1ustro %&
p) BN F& AFAe] FAUA (57 R Al o

5.8.2 MEHALE

f) 282 A, BaA EE ASATE oE 5] KS P ISO
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B KOLAS S2I7|2t oI ™MAE 2 HWolsdl HXfof| st 2HedH [HWX| M4s A4l]
#9597} AZFAEKS P IS0 15193 - 71254879 he 2 ¥A) 8T
A1
O 213713 -
O A4t
7Ha %
3 = M F a7 g 52 |3
3 S
4 J|EZX RIS EA| (Presentation of a reference measurement procedure)
JI=5™AEX}Y 2FHR2A (Elements of a reference measurement procedure)
41 |° JFEZ2A Ao Y& KS P ISO 151939 #1olA 1A% 715+ zmx}
) T4 2429 Mandatory(Z4Ae) 2 Optional(XA B ALE) S B = 7“ 43+
2 5o} =712
A1 9 obN FoAlg (Warning and safety precautions)
o AlFE, A AH == FE3 dHEE oyt Yo el E Fo=
4.2 ATNA I EE star Q=T
o H7IE A FAHS Egele] BE Q3 Foxtge dE =
shal =71
L (Introduction)
o Meol= ote &d&5S HH3] xggs=71?
a) ZIESAAA g3 SHE o Av, Alx"gle FHAA, 47
Al W (specification) S 283 4 A, 49 7
4.3 b) A% #F AN F(quantity)e] & #e QFFE AIFEH= F5-
c) &4 o“jJ 2 Aee] ) E
d & ¥ 1:}31:‘4 Shr R qu%he | st =4 =4
e) &4 7%?}94 AlEol el 9 2w gzt
0 =49 254
HgH2 (Scope)
o AE&HAE A& 7? Jol dial]l g IAES ZAEH Al FA9
woks TSt Jow, te AMES EFehET?
a) 7154 A7) 7(4&5 ZAe 54
44 b) 715427} Xqﬁﬂ_ AREAY F3 1 A9 &
: c) o, diAL AHE, HIHA 2 mAE FA 9 22 A AR
d) 712 7+=5 H_j,x}oﬂ 318 7t 40 diF A, dE 59,
H| A Ao]a &olo] 7l53d 7HY Q919 AA HaX(“ES3 He”
HE Zgo] PAje w4 E dajol] digh A Aw[4.15% %]
e) &4 14
45 |80, A9, 71§ U 20| (Terms, definitions, symbols and abbreviated terms)
451 Mdol= 71E54d=ke] olsE 98] Be dAAA AMLES dWsta
- AE=7F?
WHH (Nomenclature)
o 334 A, AETH *év‘i", T, 99 2 7|59 o] o]& JtEdt
= A 5 5‘—% ZFestthd FEEd)d mEAY 44 A7+ A%
459 St 7H FHte BES @E%ﬂ?
o WE kel A 9 OH i o]ie] olFo] AAHUH I F e
]E‘?l% e sl =71?
o AEH olF ¥ Foe #FH EFFolv A 7T A H2EE A
at=71?
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Al A2025-00093.(2025.01.08.)

7 A7
= AR e A% A |3
% | fs
AEM (Trivial names)
453 | o Aok A8HES ARESE A9 Bl Aol e U2 W AlEY el
Z3 2 714871
46 | &3 | I 2 (Measurement principle and measurement method)
o 54 dEle B9 Zo] V&S d A Wrsta =Tk
46.1 (B7]: Aol Wl RRl FEE FA3ts WHo=R JMAFAY F%
P ot 4 WH)
o 574 W= JlEstal A=
- 3gE Ag, ouw SAS gAY Ay tigh o] {7t FAX =7
46.2 | o W& & ALE oslstEd gl ¥+ Z4Ad SENbgES A4
=717
- e A wEe oo w R ET?
47 | 3HSE (Check list)
MMM (Appropriateness)
471 | o ¥3E= AY, 5SS 548 skt 2083 3y 1S EEslslal
A=71?
Alef al EAlo| B|AE (List of reagents and materials)
o AeFe AHES A A5 Alsgoltt 8oz JAs=71?
o T2 AAAJA wA ug} o] F A =72
a) ddAoz dF 7test AF (SN A9
472 | b) AHE3 FE7F 3AE & dEd B FH(RTEES A9)
c) AEgs FEE 43 Qe &9 22 uAHgEZH
d) A Al F
e) SWl(&E, 7] &)
f) dlZ%& % (control material)
x| & 2|AE (List of pieces of apparatus)
473 | o Ao T8 FES 1 FA 2 FAHor wAH 77 (B AL 2D &
=4 7198} 2o Bl Q PAERS A 7| Ask=T )
Bz ZH| BZ 8|AE (List of pieces of auxiliary equipment)
474 | © 4730 wel 7IAEA] e Ahle] g FEES 159 A A 54,
o Ay, A7), 2 Qe oW 5w Aede] QAR e o2 Hds Rl
SHA| 71 A =712
ST g7l ot QTFAE AE ist of special laboratory
S+ Alg7|do oist FAE 2|lAE (List  of 1 laborat
475 requirements)
T o FA0 o3 outglk B4 343 9 okl Rt BRE @ FANENS Y
SHAl TFAEkAL =712
48 | M 2 EA (Reagents and materials)
Y HEALEE (General)
48.1 | o T FAAR] glohd, 22 HdsA EAskd 24 5A4S 7HAA e
Aok g Sl & AE3ET?
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37+

¥ 3 A% e »4 [4

A

EAMEE (Descriptive items)
0 YNk AJeF D A Aol diE] e} 22 ARE HHE] wrlskal =T
a) 7F2 ¥ S (Chemical Abstract Service Registry Number),(CAS-,CARN
-number)
b) &Y (T8 A 2/EE 54)
c) 7hsst A AA A sH D AESH FA olFE 17
T3 KS P ISO 151949} H-3tsA +4 2419 5 J
EAo gis #S Vtes SAHAESES A4S A 17
d) ZA Aleke] AE A WS
1) AgE 4 A FEA
- 3lstE Al AH§- 5154
4.8.2 (B7]: &%, YAlE ETE)
- AEstY EFQ A$- e 2 7Y
2) A&l Fest= 4
3) d&F7ld w2 A AR (2] g AR AA)
4) 7] 7-(utensil) % E<4=
e) B =4
f) ¥t 7]3%k
g) #7]
h) 71%, R-E7[R-phrases)® S-+72 ¢ 55 E7I

Ask2 (Influence quantities)
483 | 0o A0 Fo3 B Gk o s 7&star =7
(B7]: By 545 9t =2%)

SE9 EJ| (Expression of concentration)

0 AAMOR »LE zte= galo mol/m’ EE mol/LAE EdFo=
wrlsta =7k

o ppm, ppb¥t Z& Y E AREEHA =T

x FAIE AREA B2)e] 7|8 A9} 3 ‘B B ZAE Asgel uel,
48.4 | ‘=2 FE(normality)” ¢k “BE ¥ E(molality)” 9] AME-S aof gk,

o Aok gole 4ol BRY TR AFT 4 glvd dgy ge o

A thE mEe AeEsa ek

a) 2% F=(kg/L)

b) Ak u] (F9] 1 EE kg/kg)

c) ¥ W (&9 1 = L/L)

d) Zv] &4 F= Zv] F%(mol L s ! = kat/L)

3] (Diluting)
485 | 0 G el Ralel o\ Ruje] gelg FsA NG Ense AT

oA the B F9 s /s ek
(B7]: 84 26mL — 1L), (B7]: 25 mL+ 975 mL)
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714 1}
g = PENE RECIE
% | fs
E5 =0 ofst 2l (Reference to patented items)
o Al HF=, weF 7= o7t 5o A&y &&(item)o]
486 AHES XFetE folE VS EAe EnlE AT AE, Ve
Z44dzte] E4e 539 A8 #do] e AS TSI AR
FOE VlEels waE XS =T
49 | x| (Apparatus)
7|& (Description)
o 7t A= v o] 7ssta Q=T
491 | a) °ol&5(&FY) 2 Hast A4g, §3, Axx, ZdWs, V7] dEdE
T += 9% Z=(batch code)
b) AAHA He 5A
H= ZH| (Auxiliary equipment)
49.2 | o & Aue= AAE A4S 4913 FAEA B9 st9 %3] 7%t
A=}
410 | MEMF 2 AMZE (Sampling and sample)
28 (General)
4101 | © = A7F 12 Alge] ofHl EAS A3 IAI )= AMA B4 Q904 93
e s e AoE SHW Tk a9l A WY e Fo ALy
A HEO R At YE=TH?
A& (Samples)
o 1z Az tigh @A Fadh A7 87 W/ AlgFHa ZA,
Sk Wslke] HASKR] &4 YEE 04), 58 et BE a3 ¢
a3t HUA, 5 24, B8 27, okAA, FIlE 2 FIAEES
4,10.2 YA S =T
o AdA Az s QA2 a3l F5uY JEEde] G 73,
Ax 271, a8l Zole W W A= Wi uis] XAst =T
o A AR WA E‘rﬁ]% Zl=stal A=
(7] B8, 4, £, 52 A%, A% 2 Az
411 | EEAAH H EAMRL9 FH|
4.11.1 | Lk Atgt
Zkx| 8 J7|7te| FH| (Preparation of apparatus)
o A ZALNA AFstes vl del AR Aot & He A4S F3517]
e el Fule] sl st 7]sska °]M7}
AFE= A oS AFE 288 A=
4112 a) A 2 ok FALE
b) %9
c) A5E YHEdl= &9 gto] 38 IAE 2eA E=AE AA
d) Z]—E ==
e) AF&AY] oA {4 B

I AR 717 (KOLAS)
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37+

¥ 3 A% e »4 [4

4%

& |ge

a) nAZAA Feo Ag [wAHED e F(B7]: oH, uH, 14
(4115 #=z),E5% F7H 2

b) s wHdEd D A5 AHAe FAREZ]: KS P ISO 17511 ¥
KS P ISO 181539 w2+ A=4 A2734)

c) WAEHL FH] (B7]: FHde FHFH P §F4 FH] BT AT
A7t 7))

d) wAHEH] =A

e) AFHE A8 dx(AEH o2 F7F B Fa)uAggds L v

Ao B3 =4
) FHE 7T e wgshee A
g) AAF W 2/mE HAF 7 g F7)

4.11.3

2M A7 #E| (Types of analytical sample)
o A2 & e BA AgE Ydsty 5L 7Issta

4114

ol

7}?

>
(o)

.l

]
ikl
ro

| = (Structure of analytical series)

EYS AdE5AQ mMER o] &= A, 1 AFK(E
82 FAg st de=TE

7} strkd)

7} sttkd)
g 7hssit¥)
]’%é
01]*1 I ug5 AR S48 olojA e A disiA =
ojAbao] AAlE L HulghS AAsta =7

o |'O
M
J

i

> M
o
My >
>, b
wa

"

ln)

)
e

18 7
%

Xl

PN o
o, U il

4115

o
Mz ol & K
“[UH,\,\
FU_I_J\-/JNJN

e‘/\-/g/\./
u

0z

o
N ol

lo

3
>,
it
4

I

ko 1%
rot, o 20

(Analytical portion)
9] 71wo] dEE AS ol A= A oA, dA}
AT 9 AAE GAE AAHSL Jd=7)?

© Mo

e fe 1
Ay
o
of
2

4.11.6

=
0
2

r O

(Analytical solution)
T g Frlo s 7lEsta A=

4

4.11.7

© Mo

td

A
04
Rl

412

AHI9] Y (Operation of measuring system)

9| H{™ (Sequence of measurement steps)
o] Z+ BAE BEFA A 71&stn Q=712 SO 78-2 Hx)
- eAe g H el A U“” shAl v star =712

O w
Ay 02
AL
é

ot

4121 ] 0 24 w9 #=AE AFE 44, 0o F5S TPk JEAP
a) B2AH @ Zule] =3 fE A A=
b) GAHOR JeH BA BRE g A
c) EAA 2 2] A

=AlE (Blanking)
4122 | o A A= FAFA FA A FAF A FARL ] FHle 7t
A3 7l =skal =T

F=2AA 717 (KOLAS) 0] A (96)/(406)
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37+

3= Axad REZIE

A

’_‘7| clolelel &3} (Validation of initial data)
o 7] HlolH 9 e FE8AHS AT e
3

o Aule] Fs H A o] wEAHUE S AP ER1E ¢ e
4123 Wl o st X] 7% Q=72
T o nAEA, AR H AEE FAYE AEE FAS 3E HWrid 14
(interval) W ol 2l t AAA7F?
o 7] &3+ 4131, 414 ¥ 418 ZZo A % STFAES WES

A=7F?

tf71e} & HAXA} (Stand—by and closing—down procedures)
4124 | o 4 FAFHolgtd, tj7] EEo|A An]e] HdA(setting) Z “FH]9]
TEE Hst AHoe] FoAH =7

AMxlel TAIXN ES (Schematic representation of procedure)
4125 | 0o SAA2Ee] o] & T F i TELE EE UE =24 fde
olge} MaE &olstAl sF=7}?
413 | diolefel XM2| (Data processing)
£ Aol A (Calculation of measurement results)
o 54 A& AXst] fg dae g AgES 2FsETE
a) SAIFEA By wvbEZrS xgelE x7] dolE e A (4.123%x)
b) 54 T A4
o) 54 AE mAHo ot = 4 2 SA @9
d) Z4zke A AgE fs »d
e) 224 4o 7z, FH Js P EATS o] &3 A Ao A
413.1 e AAF T JseE f2E AA AHstojol s, oL
7|37 idsle 54 99 9 3 849 oue Awsta JET?
) AFgE BE A B g v
g) EATTE e F A H(point)d] HiF
h) &4 ZAAE Aietr] s Zas wbE SAHS o ge
585 o o] H F4
) 54 2ydA Fao3 Fasa 9@ 54 #5 DAISO Guide 33 )
) SAESE] AL
Mgt W™ A (Conversion equations)
o Ay digt A% w7|WH Y o FH Foly B9 E wvIskeE A
4.13.2 X719 Fke] H3S golsHAl & F= T o] FAX =T
B7] @8 W dR22HFe)d &4 F(amount—of—substance) ¥ =& A
& TeR d@ste 34

CIE SHEXZE Ho{Zl Zoetel H|m
(Comparison with measurement results obtained by other measurement
procedures)

413.3 | o B 1754 (comparabilit y)i]r HH =

2 X
ol o M\

shal =710

F=2AA 717 (KOLAS) 0] A (97)/(406)
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¥ 3 A% e »4 [4

4%

& |ge

414 | &4 A._|§|_'-:_ (Analytical reliability)

I

=
Il
&N

I (Concepts, values and their use)
Zte] ZAESLEE B 24 A9 5SS S8 WAlska deT?

4.14.1

~

o
)
mok | %2 M2

0
'|> N 0|;0

.[

—

(Analytical calibration function)
WGt FolA e

4.14.2

e 2|
i
<5

i
AE

Analytical sensitivity)
= YA EHY AET?
TA(EE B ) 717, wAgErE 2 e] oy ALY,
Wsks = glod tst ool ghel digk 7]&717F FoiA

© O Hr|° HI|°

N o fr X
O_L>L
N
N
H

J
N
T
o
N
il

4.14.3

El
o

)
N
N
K

( nalytical measuring function)
= ANGE FHUROE WMHY ) o §HT Y7
Ashe W R 2R B BAdA SREEE

v 02
h

o, D%
o 4>

gﬁf

4

4.14.4

© ° Hr
woHr 1
J>~

mlm

g7

|
ol
o o
&
lf

el
k]
I
N
N
D

o MY EE= e He
y or other form of analytical measuring curve)

A
ikt
AW
C 0% | ¥
]
rx

—~
—
—
=

LR
=
—_
—

4145 | o AET 45, 54 =49 Al F9= Fquantity) gkl e WgAEkaL
AE=7F?

O A%, Qe e 8 It 4885 T Fold Qe

24 dskt (Analytical influence quantities)

o A A dF&FHFe] g g JrRI7F FoAA L YT

o FFFe I ST FAFY BH FIolA ol ol dHAR Zhzhe]
4.14.6 g9 E B{Asta Q=T

R7ILE|Ra2Ye Z3&Ee Al A3F 3o W FHle FH5E9

7t 9 Fo 3 o Aot

B712:92 T3 F A A A ATE Jigo] HdE == Q)

SA Y =& (Blank measurement) _
41477 | o 223 7% w7 &yl ik BN FAFE N =49 AT (4122FF)S

YAkl A =7

5|48 ZH™ (Recovery measurement)
414.8 o a1
=

7V Ao I5eS A Adyes gAsta d=T?
EZMEsT (Measurement uncertainty)
o 9de] ¢HF 2t AF mae] FHgS ngom ¥ FoE AMEEAY,
HAAT e v 538 2 1dxo] =712
o AlEs &7 T F gle B oz s sl SAHAESEE
4149 B AH XS5t Q=77
o - oA AE 2R &ER BE Hds AAT ESAHEAE A
St HAo]ojof gt}
o SAHAEINEY FAL FAE AL =10 AAH o] Y=TH?
o FAHAEIEE SAHAAA AT Aoz Apd wE JdFggds 7
stal Y=

F=2AA 717 (KOLAS) 0] A (98)/(406)
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a4 52 | 3

37+

A

0x
[[e]
03
for

S
e

Jor ot I
oX ox, Hi

o, —
o il

4.14.10

T8
e

1‘
D
o o oxt

o

T
e

J
H
o~
=
@
»
2 &

oo ™Y
Ox
Ruigt)

rement accuracy)
AEEE Xgsle SAH9 Adrs vFo A

S
0x
lo

o, 02
Il

Ht HI

I\
o

9

414.11

Lo
MW£¥
o2l

o

Z)

asurement precision)

&3 = (rational-scale)~= XFHzl, w4 3 WEASF
= a3 ol ®WAskaL hETk

DU

) (414.12%=)

= L

o rc
dz 0x
S

41412 |

o

N
2 19
2L
pocd
rlr
N

EFHA} (Repeatability standard deviation, s)
d nTAAE SAESE A dYysta =R
Am

=
w
P—
w
@)
U—l L
\]
[\
1
iR
wa
oN
LS
- E
RN
(o
R,
H= oY
N
2
i
Lot
ki
o
i

ke
b
e
ok
>
N

/=

C o
oy
N
oX,

=}

=

.

41413

232

o
120

0x
ne
o
FH
HA
s
>

I (Intermediate precision standard deviation)
EEAAe ke et S4RsEe A 4¥sn
A ISO 5725-3 ¥ 41411 &%)

k2] Fholl whel Fro] WIThH =x 2 v Folx Q=T

!
ret
0x

=
)

ox ke
K

¢ (

4.14.14

o

2
aes
o2
1o

ZHZAI (Reproducibility standard deviation, Sg)

R Jhsetud SAHAES RS} A Adetar JET?
O 5725-2 ¥ 41411 #x)

ol wpel Fro) WIATH =3 T 7 Folx d=71?

4.14.15

oy
o ﬂll)II
fifye 3k
rol x

(Detection limit)
AT WAStL Q=717

1o

o
19 >

4.14.16

S ]
w0

518t 8tAl (Lower and higher measurement limits)
2 33k A= HA

|3t A=712

e
2

N i
o

S5

AN R R
rln o
>
ot

415 | o
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N

M

lo
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o, -y

S dm
o
e

[
)
»
o
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Q.
)
(e
fab)
192}
@
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AFazd

B
T

37+

4

@.

B
A .

N
H
A
0
|1}
>
i)
0
ol
fol

416 o

)
op
Lo

} (Validation of a reference measurement procedure)
Ag olmel HFstts e welF] Slste] fas)

9Isto] B

H 1 (Reporting)

o F74 HiAe] Hasgt
a)
b)
c)

4.17

N e 28 g Y

Ho
ol

(Quality assurance)
Zo] tgk do] X% E=

=)

Q=712

4.18

C T oy oy WA
X
il

28 (Bibliography)

Aol Aug Tse B FnEdd

4.19

o ]]1:
0 K

g A&t

N
4
-

A 2 JfALY (Dates of authorization and revision)

o @A W dA H old HY dAE Wrletar U=TH?

o 7714 AHE L FAH
ZIAstkar A=7F?

4.20

g LTAES AdrIdEe] FEEA Yol
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W KOLAS 3917|2 elmAa 2 grisd Exjo| 2ot 2Y2Y [HX| M55 M4
371 AZY2ZE(KS P ISO 15194 - JAFiET=4 4 F

A Y& #3 8 F A
O AA7H .

O A4
K
%3 P g | 1%
3 s
4 CIEEFER ZUMF EMo| MAHEF MA
(Systematic format of properties in the supporting documentation of a certified reference material)
41 EMo| M4l (Format of properties)
TMME (Components)
412 |© TAAEES 718 1A 84, AU Exe e & A, Ak A, ks
o T4 e, 349 H9$ EC He T A3 FA ARRS Edsle] SA|Kow
85 = Wy me g ot =R
ofo| Z8 (Kind—of—quantity)
413 |© ko] TFHAUEH omloxe] of), &F HzF EZ <k AEH|(number fraction),
o B4 5 52 3 wlsk =T
o 4T} A28l Alole] TAIE S| YeRE 4 flrhd a3 (reference) &
SH-A3}ol| Eola J=TP?
A 4 (Quantity value)
o WEF Zfo] SHHI]: A %) T HE oF (HV]: €984 2x)o EA4Y
A, SRS} @ xRt SRR A7IskaL =T
o SAF Fo FaxzA Mae SAAETERS] v A wEAL, T
41.4 SAHEIT] FaA 1 Be 2 g9 v T x| Eo|=F AEst=r)?
0 253 #Ae F Foll 4 7 o]de] A #hol dlsldeE, AFHoRREEH A%
e 2E2F A A s=Axjwitt Fwow RS 9T
o 54 @9= Sl &Y B AKoR A= 4 SE ARESaL =T
0 %7488t ISOIEC Guide 98-3 o mwe} Alkalil w7|atar Q=712
HAEHO| M (Construction of systematic designations)
o A" (systematic name) = FHS 41 o 7|AE LAER FAIHO] dEI)?
B7] 1 g BEA7E s wAEZ] Al WAL wAEY T3 NNASE
HE 4132)S ¢3k 221 X220 9 &= gt
o | AT 2] = (471:00010%/7 ; Hit 2 3 BEE (=2, AR5 095)
: - WY 23] = (652+1025)1077 ; B D B (=2, A5 05)
- iy 3] B (2402121077 ; Bt 2 3 BT (52, AF5FE 05)
B7] 2 AERFEZ (17 % BCR; CRM 303)-Z41D; A3l =] s (A
TA) ¢ = 2742 mmol// (U = 0019 mmol// ; k = 2) 97X, U= *E3H
QIA} k5 o] &3t & B ol
A2 (Trivial names)
o A8 ZA o] CRMY] 7]5S olaflele= dl oA &2 ATHS A=l
TAdstaL 9l
4.3 R7] 42 B7] 190 7|9 B2l theh AubAel &ejje] A8ge tfea 28 4 k.
- AAEAAYA FA NN; AF HE 4132) A8, Ay 9 49 ==
- AEZA(AA 4] NN; A= HE 4132) —EH A
2MAAET TEE= e OS3 2S F qdnk
-WAEHBAL NN; AE HE 4132 vl HE 4132-2)— N AHE

A4 7] 7 (KOLAS)
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s
g = A F oA Ag B2 |3
! g 8s
IZEEER M, M 3 EM5
S (Properties, production, and characterization of a certified reference material)
HEH 2|x| (Hierarchical position)
51 o0 "ETEAL "SRRI shY f3o= ET, KS P ISO 17511904
' FoIx mp o] Fozl Hquantity)oll izl 71ESAHAI=ES] Ao O =2
SATA £99] BT EdS SHETOE ERekal AR
EAM (Properties)
o CRM2 3434 54 2 w3k 548 73 Jd=71?

52 |o AsHTELE wAGSsw AA dolA, 49 SHTE £ SAHRToE
AFESEAY KS P ISO 17511 =+ KS P ISO 18153¢l 2&41’ AAE 9
ST £99] AE dxEd=2 AH8skal J=71?

AAF 5] EMSL (Production and characterization)
o CRM=2 KS A ISO Guide 349] #FZAI2=8l @ ARglol] wpeba] Aikeh, KS A
ISO Guide 359] &7 AFgel wehx EAdslelar =712
53 |owA % A& tgxEde] XS 98] CRMY A4S 644 2 649 oA
WAlshe Swel Ashex] wE(commutability) WIS o183t} Brkekm
AE7}?
o ¥ A= THA e AYXE Y AR AFSETR
6 Z4] M7l W& (Content of supporting documentation)
ZHl ME (Supporting documentation)
o CRM<2 7l CRM ©919] Als% 3270l ghdlo] PdehAl F-2he]o] Q=712

6.1 | o CRM= Q15A17F HH = o] gl&=71?

o F7HoE Q1% HiAt CRM AZAERE Aojzl ebdst S Halxle] ojgh
ARG RE AR = U2 ABsa Q=)0

i (Label)

o e ®7IEHE HARE CRM—J A ok ol Edeo] WA, Edof oigt

62 | Az g9 = wix NE 0 Bud A7 2 kel ok FolAkgel] s
A8l =7k
QIEM (Certificate)

0 2154 KS A ISO Guide 319 71419 2255 ¥3eta Y7
0 HAag v A ARMES Egetal AT
a) =4° ¥4
b) Az2p 2 7bseithd, 2ES] g1y g7 CRMeOl tigh Ajlzzte] A 3=
) ZZo] tek Qukael A
) o]cg ,9_1:

6.3 e) 7% X Ade Wyt 27, At A 2 Al digk FextEk] oigk gw
1) ?}Xdoﬂ o3k A A
g) A ARE-S 9k AgA
h) =% E/v] g}}

D EE ) g e 9 g

) 54 s 7] S8l AR SAEA
k) 7Fsshaid, sdA 2 far)t

) EE 1S HiAle] gt Fawd

A4 7] 7 (KOLAS)
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P72 %
32 A% e d eI
RS
6.4 oI5 B1A (Certification report)
6.4.1 b Atg (General)
o o 21 B9 AR=KS PISO 15193 3% 19 I AIEE AT =72
23 U oM Fo|AlgH (Warning and safety precautions)
0o CRM ¥ 19] Aol #edd ojumst o= Fo)& VA7 =712
6.4.2 o BE I3k Foatdt (ISO 14971, KS A ISO/IEC Guide 51 ¥ KS A ISO
o /IEC Guide 63)& 7|38t =717
o CRMel gk Ha 2@ b FoAlS oAl oA A|ASh= ukel o]
At w2 EAkl(bold type) 2 S13fstar =712
1L (Introduction)
o M&i= Aol BAIGlel, JdeHA v Weoz FA%kaL =71
6.4.3 | a) 410 W CRMol thak AA 2 7%
b) CRMe] °|e¥l &52 AR, A28 488 2 do] TH(AvH
ojmjo] ¢l 23] PAH = SA JAM FAHE = U= Fo] olF
CRMe| M-E H¢| (Scope of application for the CRM)
o A-8749] A9t A&H = FA|9 Lofel] sty skl A=
o o W8-S AdeA xgletar J=71?
a) CRM= AAiksh7] f13 dAle] 7|&3dda e dx dubdos ARg
s WA Sl 494}
044 | 1) CRMS AtE ol RE etk e 274 ol Z4d%
c) °FE, trtE, H7HAY RS S 5 ddE CRM ol EAlshs 3=
d) T SEA e weba] AESH Alsolle kA gFor), CRMO F+2
ST7EE T8 AHEe B A
(B7): 52 Azxd E49 A+A)
20 (Terminology)
o A} Gz Wk ol Aol Jhedt o] WAEL AT FHal Ax
o2 Fofstar =71
6.45 |0 ¥ TH(IHHAR ofmjo] he] WA E AL V|Eet H9E Y EE
A B, 53] KS A 150 31 Alel=e] g g7}
o gro] AgET, Aol AHe AE AEH v 2E <ol TAsta
AE=7?
QHIX{9l EAM (General properties)
o AEF B4 9 AR 2 £A4E VEsta JETN?
o AlZ E47 A=A o]y gl 5 7Sxke] yolet AE EElsh] e dod
Ay de] A =&k 7Ikh A AR 2% o] HE B9 A
QS F= A, A AFEta der
o ¢bd% =W = hepatitis B vlol#]2o] ¥ &9 hepatitis C vlo]&] 2 A,
6.4.6 HIV ?'%iﬂflﬂﬂ 715}‘7‘@03*301] gk A2} 5ol 7} 715 F-lol uiste] aid
A7F Ashs U2 Zaskal Jer)
o AlE B89 AR FHle digh AR ARRS Adgstar Qlow, EeE g1y
A A AF L )=t Y=71?
o BE H/MHAe 24 4 FEE HAskAL A&7
o CRM2| E#]4¢l 4] 2 vfd(phases) 7148k JE=712(H75240% %)
o HAghe] A FLlet #AHste] SAHE AR U 9 A= ke dEA
sl 71A sk Q=712 (6483 F=x)
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37+

¥ 3 A% e »4 [4

4%

& |ge

CRM®| vt/de] BH=o] Qi Alse] A7]E 7IAsh, A& 917 Hadke]

AR A= 7Skl AT

A8 7hesit, Ee4]l FEE ZIAskaL 9l (R B A 5 R P

ALSe e wet dake VIAekaL el

871 S 2= I, =4, vl 2 8 230 s ZAskaL 9=l
CRM®] 8782 71AletaL U=7}?

HeE 8719 Bk 23 EI AASkAL =k (W) 2E, F5E R )
T =4 sl bR s VIAstaL =Tl

€771 7hed 9] CRM9| g7l Alghs Whx|e FAJSkAL l=71?
DEE 871 U RIS Z1AskaL =12

A, 543k A, B R s 7R Bt ol & A SRS AlAskaL
A=

CRM % 719] ARS-2 sl B 9& MEst, AR FoA ks o
FABEL A=71?

e}

6.4.6

© O O 0 o0 O O o o

e}

Edst EM (Specific properties)

ol JakS = CRM2] 593 54L& #Ho|% 6472~647.11 o HAlE Ko
oJsl|A Adgstal J=T?

7Fsshd #A AR A7te] A A 2 AR 7T 42 of whEk A
stal =72

@]
2

o

o AT @l Fe WAk YT
0“4 CRMOIN FA%el it dek ulg, 73] ulg, 24 o] g mi
S} MR BAS YEAR

01E7

FAH oz Bt *ﬁgf&?ﬂ,} ARE(ENE) ] WglxA] o= e B5E

FAISFAL =T

Ao jde 7Sk, Ax 2 FAAZE B e BE A gule]

Hl&S 7|k =71

Frol FoAR= Hquantity)2 Al2=812] A A|(indications), T AJ% (component) 2

6.4.7 %] FF(kind-of-quantity) } A Z2H7he] i Aol el A d3sA WA
st =71 (41 FX)

o A wEHge] Aol itk dloJE 7} FoX]=T1?

(B7]: 54 dildo) 5x)

o AW %] o] =7] el HE(nominal), A4 ordinal), xo], i ML=
(rational scale)® YERAZ Q=712 @37 ohd ke @8k R SRoix| 1
AE=7?

o 7Fsdt SI S5 ARESHH, dojo] TE AT us Ao R Fhojd

o

o

e}

]

Ao FoH A e oJsl|A ed AHolE A AL =R

0 ZREILE I FFESLE T ANFFEES P S B3 e
SrE p7lo g TaEstu 9=s)?

o ZAEIL HrIE 9% Fadtd dAx:= ISOMEC Guide 98-3 o whet

o CRMS] Az tht S99 AFAe Aesha el

A4 7] 7 (KOLAS) o] A (104)/(406)
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37+

35 ARraA . BnA |3
% | fs
EAM3} (Characterization)
o 71X o= fFast darF CRMe] 5433t 2 fraslol] ARgsta =712
o AE W % ANB e #EAS Edlsle] CRMO #EAY tigk A=
KS A ISO Guide 35 wtgbA Brlsta Badta =712
o 717 E RE vlolEe] SAA HrbE o]FoA AL =T
B} Wo] 7l&H™, KS A ISO Guide 35 ¥ KS A ISO 572520 AM<=¥
] ol YA|sh=71?
o FgAel W7EAE KS A ISO Guide 31 2 KS A ISO Guide 3591 whea]
2k 9 AGrlsle] Baskal QT
648 |° O_J/'ﬂ*é ‘jﬂ’ﬂﬂ S = 549 f?f%? A %@}ﬁﬂ A EkskaL =712
o A= g 2 AEE AojE xgste] 7lEstal e
0 #& A (value assignment)sh=tl AREEE AlE AlE 9S4 V]Estal
A=Y
o 7t -l A8¥ At H 1 el SHEGEE Baskal Qlev
o U9l A Q4% w3 Busta v
a) U3] AIFA] HHEe] 34
b) Alge] 34
c) nAe] 34
d LS 51 7 g2 S AlxEe
o CRM9] BE A94 5L HEo2 o] Q=72
A2 8% (Intended use)
o CRM2] A& €55 7|AskaL =712
o CRM AA AgAoA 24 A A28 doAe a) Wy 24 &= b)
Ax dzx 242 grd 715 Fo o4 e 988 Fastejof k=t
o1& FFeta JETN?
649 |© @%L*JQ]_ a7 Ag Apgke —E’rﬂi}vﬂoﬂ_ 9\)\%_7}? ]
o AH A= CRME] 218 7FsAel g §354 Sl vloleg 7oz sl
AHS 859 71ES xgstal eIl
- AR 8% 9o CRM2| A8 513t 548 98k AFSAle] CRM] frasts
EFsh=71?
o AR&AFe ofal dojxl ghel A Aol ik AnARE ZF AR 8o
iste] A%k wAS Fxsto] Walska d=71?
AR X|ZIM (Instructions for use)
o AHE AHA A Edolls B Fo Al B £3hE o] )
o 4], B Als ¢ H7|Zel #HE obd Forleke ARE X AJe] st
A EZZFekar =712
o AAIEE ARE A FAM = Aok thgo] JRE AHe gt =71
64d0 | @ STHEE B 24 52 8 Ae] CRMe] HgA
b) A 8719 MeE
o A4 &7 Me T 875 %= CRM9 FH+
d) Al59] 1
e) T3 B9 dE = AT 7=
) Ha 4 AlE 2 24 FoE 47 A A
g) SAAHL = F AHdh
h) AbE & e Edo tigk 7]

A4 7] 7 (KOLAS) o] A (105)/(406)
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{744 3
g = A% e ag| 4]
% |sie
0 AR A Aol Aleko] AsE|o] ok ZHzhe] do] ERIVbse?
o CRM2] ARgol| gy= 593 145552 Udshal Il
o CRME] Aol 875= 533 X5 vYdsta de=7k?
o CRM9] Algd 275+ 5 374 o] dud 7[Astar =712
o 83 A, & S Al RECIA oA e dE)E ZIASk AT
o 39 o b &S vhste] FHlghe A BAH L ®Uep ol
6.4.10 o
7] ZH O]—T:7]'?
(27]: 314 25 mL — 1 L =+ 25 mL+975 mL)
0 4 Axd JATHTEZY ATl tigh MFALE-S A A sk=71?
o 7IEAQl A7 5 AEHe F5S XFste] AE AFA Y
THE A9t st AT, o AFE AHY Fae 559 AMES X%
ohE AFE S A FAC E8A 7| AL QTR
O157|& (Certifying body)
6.411 | o U571 WA, = SWAF o] ARE S8 Ads A= 717 e 73
TS, Hdst WS s gl vhssitha dxp A ZIARkL TR
6.4.12 Z28 (Bibliography)
4120 gng Tgshs BAE FaEQel AASL R
22M (Annexes)
6.413 | o HiA9 Fo Fio]| A3etA| = dlolH W AHHE FEA AAEt
=72
6.4.14 HMEY s 7i-Y (Dates of authorization and revision)
o o dA) eI} A o] AY UAPF Br|HA =T

A4 7] 7 (KOLAS)
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K

B KOLAS 3¢l7|2h elgald & "rtsd HEXtof 2et 23 [EXIMA H3E]

r

KS Q ISO/IEC 17020
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W KOLAS Zel7|a
= AAE A=
HYth)

OIMAA 3! Hyldl

[EX M35 M4]

HAEFTHAI A o3 2

I. QANIAF AA

e
>
ot

BN YR

ARy}
w3
RN
Tle g
A=)

aue | 9%
Crl | 984
BN

L1 AA, AAER, GAS), A

[¢]
A I I B Y I B B

12 AAEob 71249 7)Aoy o
4794

1.3 SIg9 =z #7] oF

3, o ZAAM
u) B2

33 W9, As7A B SIEe] ARE o5

NERA

4
BIHE A

41 WA A 2 AAEe) A8
42 91 BAR 2 AR A
43 AR ARFYe a4

44 BAHE % 9 o9 Ay

A4 7] 7 (KOLAS)
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j25)

O. FEEAMETY, E2A) B7HEI-HE2 AAZETZAEHAA A48

KS Q ISO/IEC
17020 84

A

e 2
e et

E
H3)

=]
L

~

25

8

ox o

(Y/N)

S

L Ls

411 AAEE 3o 384

ok
o

o

412 AAEE 384 A 2 7lE 9
A

Ta =X H =
413 &7l et g2 FA A
414 k

(2|4

g A A Has) 5 AA
4.15 34l gk HuAgda =

416 X712 fd°] AHHABCD

4.2

421 ZAAFESONA A2 AR 71d {4 BA
2 Ak B5o] FAskE AR
Akl el

5. &4 Fx 8 TAF

5.1

DR

2T AR

511 713e] HA AA 3 I

512 A} ol9]ef F-rel wE 84

513 AT 2 SRS 1HT 24

5.14 AAI%e] AYAEE RAR] 919
Hi1R oj3e]  WQlu Y 19 )

5.15 YFFHS Q3 7|EEA BaodR

5.2

521 F3WAH BEE T 2ATA B Aoy

522 ANNRE] 7164 4750 59 A
A% 2ATA 2 ejo R

5.23 ZA71%) 24 8 A3) 5 AEle] A

AT x

524 AMZE GF3re] ¥A BE5t

525 42 71EH WA 7
5.2.6 Az} BAIAES tin]3 FE)z} oy

5.2.7 A7 8o] 7128 FAo| Baely 2 A

6. A STAY

rO
(o

611 ARIge] s, o, /%A%, 22 3
Aol g B4 BAelR

6.12 HEAAS 2k JEAle] s

6.1.3 ZAHAe] A4

6.14 ZARIS| o, S, AR e
Ao

6.15 7AKIe] A4, F4, A4l | BUEE]
A TAskE HAp Befefrt

6.1.6 e} Fol| thet £Aske At

6.1.7 A w5FH HA] HHA

6.1.8 ZARAFol| thigk E84Q XU

6.19 A&A e mskn HARIEe] Az

6.110 F, AY wsEd 712 44

O 1y

6.L11 AL AAre] Heapo) Ao Ry

6.1.12 2} 219l tisk 5413

6.113 AMEE I T S53 HHo) 7[8RA
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A -
KS Q ISO/IEC & A o A 1-?4_ e H%@E‘ -
17020 8.1 - %'_ oo (R FN 5

6.21 23t A Bl Agn] Hgol it

622 A 5L AHle] A= 2 ALgel die
Y Bl

6.23 HAld B AHe) A<52R) AP RAIE

SJgk w7 o

6.24 TE An|o] ZAHT) AlHojE

6.2.5 || 23t delE fA7k EAskd A3

t

6.2.6 A1) &2 WA T2 7 BH.G o

6.2.7 ZHAYe] A53A FAE g XA

6.2 A2 =

o

6.2.8 AL TF7)o] IAMAE 95k vz

) s
629 Apwd 71 oleks Lt 75 el
oig AR TR 91 WA

6210 7Fsd 3 mEEde| T Ee
SALERARS L4 HAE AT B

6.2.11 ZAk ol o] mh= 7l = daje) 2Rdd

6212 %2 AsHE WA SAs) naE AA
BES Ysp] AT 9

6.213 Z3E 9 AEslE g deje] HEA

6.2.14 AR Hlol tigk EAske dx)

6215 gHie] Ane| 7|=S 99k 4at

631 $JEk Aok late] 8 AE

6.32 $IEF Alck/ ko] AR Falo] whE
63 oreer w7le] _le R

633 I Ao el Ty Akl Wt
slat A}

6.34 SIEF Al dA7150] FARIRIE 217 At

7. ZEA 2 TN

711 8 ZAPPE 2 A

712 AN that SAskE %)% 9

713 EFIEA 2 AAPPHS| £A41%}

7.14 ZARITEE BE 4 F AR HUE

Hfr o
7.1 AAEH 7.15 ZAAIl gk HE 5l AdAIA] B
ELS At PAPR=ISEEERE
= = =

716 T BAR AT AR TAA A=

707 A A 9 el A
NES % A

7.1.8 tlolE] ool thet e 9%k At

7.19 kol BaH FASRE A3 B o
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HAE PR
KS Q ISO/IEC QA o b 1;5 e j—:ﬂf- =
17020 271 #| g [se] T o

7.2 AAEE

721 A B 3 BEe] A8 A

722 7 A AN EE R =nIAR
slg Sl 2

Ao | 723 ZAAE A AR OiE AR
A e 19 "3
724 ZAREE] iRk FAAE B vy
T 919 i}
731 ZAIEAZE f4) oARE 915k 1)
7.3 AAZIE | 732 AAEAN e SPAe] AAETA 3
o5
741 2SS AAAA BEe 1% A
742 ZAPIHAL vigel AEd HEE 9% dA
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