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=9 Ao R A 7171521 3] (International Electro-technical Commission; IEC)S]  TEC

61010-1-1:2010, Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 1: General requirements; , 'TEC 61010-2-101:2015, Safety requirements for
electrical equipment for measurement, control and laboratory use - Part 2-101: Particular
requirements for in vitro diagnostic (IVD) medical equipment; , TEC 61010-2-081-1:2015, Safety
requirements for electrical equipment for measurement, control and laboratory use - Part 2-081:

Particular requirements for automatic and semi-automatic laboratory equipment for analysis and
other purposes; 7} 7] 71AI1A Qb AR Ao Thssith

[& 3] A7) - 7143 R 28 74 4%

gg7)71e] A7) - 714 kA #e FE7ET4

IEC 61010-1, Safety requirements for electrical equipment for

measurement, control, and laboratory use - Part 1: General requirements

IEC 61010-2-101, Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-101: Particular

requirements for in vitro diagnostic (IVD) medical equipment




[EC 61010-2-081, Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-081: Particular
requirements for automatic and semi-automatic laboratory equipment for

analysis and other purposes
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Ao 2= TIAA7]7]=9 93] (International  Electro-technical Commission; IEC)®]  TEC
61326-1:2012, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirementsy MEC 61326-2-6:2012, Electrical equipment for
measurement, control and laboratory use - EMC requirements - Part 2-6: Particular requirements -

In vitro diagnostic (IVD) medical equipment; 7} AX}3} Qb FA0 =2 A8 7153,

% 4 DA A A 74 4%

IEC 61326-1, Electrical equipment for measurement, control and laboratory

use - EMC requirements - Part 1: General requirements

IEC 61326-2-6, Electrical equipment for measurement, control and

laboratory use - EMC requirements - Part 2-6: Particular requirements - In

vitro diagnostic (IVD) medical equipment
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7hol=ehl e mARRIGAAEE R DA FE Y 3] (Clinical and  Laboratory  Standards
Institute, CLST) #]FHg )87]7] H7} W] i rts Aausta ot 1o ule} 44
7Vest Vs qfAoRE AHE Hrbo| #E ICLSI EP05-A3, Evaluation of Precision of
Quantitative Measurement Procedures; Approved Guideliney , 2144 H7pe} #HE ICLSI

Ir

EP06-A, Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical
Approachy ,  'CLSI EP17-A2, Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline; , A= % F5A Hrbol| #HE  ICLSI
EP15-A3, User Verification of Precision and Estimation of Bias; Approved Guideline; , 'CLSI
H30-A2, Procedure for the Determination of Fibrinogen in Plasma; , A I+ & e Awe] e

'CLSI H47-A2, One-Stage Prothrombin Time (PT) Test and Activated Partial Thromboplastin
Time (APTT) Test; , 'CLSI H57-A, Protocol for the Evaluation, Validation, and Implementation
of Coagulometers; & 357} 1124 AAA g 5 9o ofQo|e AxApt 4 a7

o= tAMES AHE = Stk

%

E 5| 4% W7t 9% 74 89

CLSI EP05-A3, Evaluation of Precision of Quantitative Measurement
Procedures; Approved Guideline

CLSI EP06-A, Evaluation of the Linearity of Quantitative Measurement
Procedures: A Statistical Approach

CLSI EP15-A3, User Verification of Precision and Estimation of Bias;
Approved Guideline

Clinical and

Laboratory CLSI EP17-A2, Evaluation of Detection Capability for Clinical Laboratory

Standards Institute Measurement Procedures; Approved Guideline

CLSI H30-A2, Procedure for the Determination of Fibrinogen in Plasma

CLSI H47-A2, One-Stage Prothrombin Time (PT) Test and Activated Partial
Thromboplastin Time (APTT) Test

CLSI H57-A, Protocol for the Evaluation, Validation, and Implementation
of Coagulometers
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P =754

A HFY

- HAPAE 2~4TCTH 18~24TollA 2477 B3t 7Hs

- AA wEE &3 (Unfractionated heparin)e] Fold ZA$oE= A = gk A7 oo
At sfeof ahm, H A 4AIZE ool HAME AA

- FALQIA HAF A] AAZE o] el A9t AAE Al

o]
'L

3) B
A2 YAEE71E olgste] 15831 1,500gS HAEEst & AT agte] A9
T F(platelet-poor plasma)

o
M
AL
ot
i)

<r2>EFgEe FY

2 A ;‘q]

i}

JFS Fol o Sol IS F 2
ks

5}
c AR F B 9 W d4ke] 10,000/




1.2 AA 2 Aok

1) AAel gaAAz)
sl ko] gle A4 4 HAE AN citrate) &o] o] U= A

o
ol
- =
el Adste] 3,000 pmolA 1027 AR F e dFoz HAR,

ojuf ZHA| : citrate & = 1 : 99] H]ERE &3}

~

- A=Y A level I X5 BAEY U(INR 2.0~4.5) 7]9AgHS 7}
- AT B level I; A8 AAHY €(INR 2.0 "vh 45 23 7|43 7Tk
- AERHEAS u|(dx P SHIT

X 2 EEHIA ZHprothrombin  time, PDE X&WHY A A3 S (international
normalized ratio, INR) 2.0 - 3.0 ¥ =AWl =%|4=(international sensitivity index) A&
of Z23 INR 2.0 - 45 HAE obv-2= HAS Ao I EFHA D (activated
patial trombin time, aPTT)E ®E% &gty a5 EUEH AREHM AAdHT4 2.0

- 4.090 sl HAZF 3 == S

ALY EA ] EZ

1.3 AA g A3

12 sjol=gRlo] AAE AAe) AFE CLsiel AHs) e Fas gAY,

oL
olf
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TUg AP oA FAXTE d3F vHEA) 7)7)/Lot (F WHEA 2 FE AEA AlY

b

(o)
= A =
TPt SAAYNES FFHIKSD)W FL HEAGFCVR)IE EA Aelste] Au= ajasic}

CLSI 7}e]=2}2] EP5-A3, H57-A

23 AA L AISF FH]

1) B4ETEY
ol g3 Asle] gl 174d 0o AAE AN A citrate) & o] Eof AT Al
Haholu, AA . FAMNG &A= 1 ;99 H[EZ EFholl AF3te] 3,000 rpmolA]
1017 AAlEgE A AE S AHggtt

2) A Ed

- AR 4 level [ A5 AAHA W 71HEE 7HE 2ES TEt

- A =4 level I X7 BHES 9 71H3E 7 B4 2t

3) Lot Al ok

TH7F o2 37FA E59 Lot Ak (AN 7F Al o] &) FH| g

<eJAl4>Lot A9

£

SD(standard deviation) : At=7} B2 ©f X2 E CHESk= SHHe| 24T HEUCE B2 Bo| ARSSTL MELo| shiel ZFEHR=
A2 Hae SAeR Hoitt HAY YEXS LIERE fEXMl £xlo|ct EFHXIC| chelE A2l the|et 2Ax|sto}

5 #HSAH T (coefficient of variation, CV) — 57t otd S&Zkl JAAM, EEEHRIRL BHgkel H€ (SO 3534 -1) ; H|2 1: 0]
HEg2 WEEez Foig EdE £ Ach; H|1 2 2 ‘2450l oist tetez “AhxY EFHAN2lE 20{7} 0|25
X2t o= HASIK| ghert; H|D 3 B F2, 24 Aol 1008 B ¥ WEEZ Fsoh
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1) EN-5-31A
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23]

=
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S PT, aPTT

Alo]
H

3) A= EF level 12 7]7]l

7HAAL 7154 3.

4) A=y B4 level 1E 7]7]°]

Wy

A

ot If.

o/

o oA A

o

=
2} 7h AARA Zv AL 7171, Lot 7HA)

Faste] AY

1131 o}

J

tel Z gt
ks

KR
=
o
=

=

]
7}s
, A

=

[

219l EP5-A3)
ofef o At
tod Lot Witk

—

9

—

Ao} W Wy

=i
=

s s s P A 8 5 s s 8 8 5 A 4 o

34

- 20 days X 2 runs/day X 2 replicantes
o

HAF Y 4 (CLSI 7}]

Single Site Study

- Repeatability & within—lab precision
AEY AgE & F7of

- 3FFY Lot A 9S F4

- HA L AoF 5A 3)FE 53R

N FFT

20x2%

) 74 da4A

2.5 A}

)R
B
—_

ﬁo
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FDAS} CLIAC] wa} 15% o=

: "Current databases on biological variation: pros, cons and progress" Scand K

Clin Lab Invest 1999; 59:491-500. This database was most recently updated in 2012,

2014.)

T

-

2) 4749 CV% (AT



3. 7171 7+ &84 A

dosmA TS ARG BT A8 J1E uige) b A 2 s
a
[}

CLSI 7Fo]=2}Ql HS57A

33 AA L AISF £

) Q7718 7 AARE S o] AAE Ve AHlE A48k 37HA 5o ® Ytk
2) PT #HAF AAl 4 40708 AAE g 30709 H A= INR 2.0 - 45 Alo]o]
W 3EEi, s7ie) HAlE 2.0 mRkelal 455 238l Al 571 oPdelofor gk 11] ).

[ 11] 354 H71E 43 @94A PT INRY H| &

T AA F HAAEE(%) PT INR
1 5 20 <20
2 30 60 2.0 - 45
3 5 20 > 45

3) aPTT AL AL A 40709 AAS Tk 2 7 2070 ves] slod A5 &
HEFel AR A aPTTH 7= dAlelm, 2 9le) A= A aPTTHS
2.0 ~ 4.0 Mol siEehs AAVE RS (R 12] D).

4) 3% Lot Aok

(X 12] 554 H7IE A3 EAHA appT 9 ¥ &

T AA T AAH] (%) aPPT (sec)
1 20 50 26.8 - 40.6
2 10 25 40.6 - 60.0
3 10 25 > 60.0
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) FARGRAIEA7|(715 ), A1 st AAlE Fed

) FASTAGRAYS] AN AT =4 A5 JUE el F AzAe] FEPH
b AEAIZIn (A Y] S AFRAR] wid s Fargitt)

3) 19 Lot Aloks 7IE Aol &retet

4) ANHAE 7 Aol ek, 548 5 SAwS 7SS C[E 5] 717
G EEA Wk A 124 B

5 RPN AP Aol AR, 24 T SAUE SSat

6) & 39719 AAZAA ) dSIAE 4)-5) HEES AT

7) DAGTAIZHEA 7] 9] AJFS 29 Lot® WA F 4)~6) HAH LS Algg)

8) FHGIUAITEA7] ] AlFS 31 Lot= WA & 4)~6) A4S Alddsith

3.5 Az &4

) ARE AL §&7|Fel wet gl (F-F C. (3 6] 717] 1 T8 B 71E
A Fkan)

) WEZe AT Aol BF 871F) A AWk (T 139 PT, aPTT
B FrplEs UEUSlth B3 BE Loto] AlofellA B-87]Fe = lgt
SA% 2t 557 7= Passing & Bablok 2] 3]7EA1S A3l ydH(Intercept),

7]%7)(Slope), 71 %k(Expected value)S -8 5 7] HAFk(Expected value)o] 940z F
Q3% A% Fh(Decision Level)oll Al 3-8 H 2] (Acceptable performance) 15% o= 733t
)

e

PT Decision level®] A% INR #to =z gikslit) (5 A #4 2L 9] Atgl #a1)

[¥ 13] PT, aPTT A= 3 L7)E

7 % 243 & () 58717
3] 7]5(Accepatable performance)2]
PT 14.0 | 16.0 | 30.0
15% o]
5]-8& 7] (Accepatable performance)®]
aPTT 35.0 | 45.0 | 90.0
15% o]

Reference : "Current databases on biologic variation: pros, cons and progress" Scand K Clin

Lab Invest 1999; 59:491-500
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4 494 A

ol aelate] A B4 Qo] AHAo] 573 Hom ehhsA el

H o}
= 1_
317] $13k Alg o2, Passing & Bablok W29 3]FEA S 4%‘3“ y & A(Intercept), 7171
(Slope), A#AFRY S T8t F OJJ]-(total allowable error)ol] =+=X%] &13tt}.

CLSI 7}e]=2}<l EP17-A2
43 A L AJSF FH]

) 71 A2 S5 B HAE

2) AAE dAH oz 34 st 57

3) A 34wy

AA 1 - A Egd 9

AA 2 - AA 13 HAA 3s =

AA 3 - AA 13 H2A 52 1R EFEA TE 1A
55 1 =

AA 4 - AA 33 HA 12 ZFeA whE A

A

AA 5 - A7 2999 (Normal saline)

[ 14] AAA HI71 AA AR oA

% F=
(A5 5E) 500 mg/dL A AA
2 375 mg/dL 1 +3
3 250 mg/dL 1+5
4 125 mg/dL 3+5
5(A5%) 0.0 g/dL Normal saline
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24|71 ol A sk wEot oE 2A S Ed
D) BIEMABEACIE A0, A e A9E An 34 ks g sl

]

AzALS] FE el weh AEAT (dule] FEREe Az wFde Faud

“ T

3) 715 AR olgste] A 19 FH a1 QAAK(Fibrinogen)E 74k
4) 3)9] FAAE v AAE AE e $7 28] Q% S,
5) ' 470e] Aol dialA 2) - 5) HHE WHEEL

45 A%} 4

1) 2z S Foto 5S4 sx9 dN w19 AAAES H7EsTh Passing &
Bablok 4] 3|FE4E& A& ydH(Intercept), 71&7I(Slope), FHAFRY) #k
< T3ty 87F

(Accepatable standards)ell =+&=A] SISCHE-S C. (19 1] &
A 7} oA

L),

1:1
2) W3 38 7|ES AANEHA o} R’=0.95 oS §ATS AFE T}

5. HA 7+ AZ 29 (Canryover) A8
51 5 4

A A el AAZ EA7) el REdkel he dAl] 9Re WA £ gomw

CLSI 7}o]=2}2] EP5-A3

53 AA vl

715 AR o]gdte] A A (A% B4, aPTT 30% ©]8h) E H|AAN AA (A &4,
aPTT 50 % o]hE AASIAY, A48 X559 L vAd HA)S o]&3ste] Algsith
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6.3 AA T

1) 71 AHlE ol gsto] dof Sar AN 2 ol H
2) A E ol HAE 47 27 R R o] AlET ) diETS AR R 15) Fa).

H7rg (o),

|

zk

=
. 3 mg/dL 9 mg/dL
(Uric acid)
EgaEgAgel=
. . 150 mg/dL 500 mg/dL
(Triglyceride)
DGRBS
, . 1 mg/dL 15 mg/dL
(Unconjugated Bilirubin)

XEF
HASIAIREA 719 e glell AFH = MdEdo] FAgte], 7Hde &
SH= A M EA 247 T dEEES At ARgske Ae AR
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[1] fel&717]1e] A7 7144 kel w3t
2015-115%
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/)&, AFerERAA WA A

M

[2] IEC 61010-1:2001 Safety requirements for electrical equipment for measurement, control,
and laboratory use - Part 1: General requirements

[3] IEC 61010-2-101:2015 Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-101: Particular requirements for in vitro diagnostic (IVD)
medical equipment

[4] IEC 61010-2-081:2015 Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-081: Particular requirements for automatic and semi-automatic
laboratory equipment for analysis and other purposes

[5] Tel=71719] dAtat bdoel 83k S87|eta; AFoekaetda] Al A2015-63%

[6] IEC 61326-1 Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirements

[7] IEC 61326-2-6 Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD) medical
equipment

[8] CLSI EP05-A3:2014 - Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline

[9] CLSI EP06-A:2003 — Evaluation of the Linearity of Quantitative Measurement Procedures:
A Statistical Approach

[10] CLSI EP15-A3:2014 — User Verification of Precision and Estimation of Bias; Approved
Guideline

[11] CLSI EP17-A2:2012 — Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline

[12] CLSI H47-A2:2008 - One-Stage Prothrombin Time (PT) Test and Activated Partial
Thromboplastin Time (APTT) Test

[13] CLSI H57-A:2008 - Protocol for the Evaluation, Validation, and Implementation of
Coagulometers

[14] CLSI guideline EP07-A2: Interference Testing in Clinical Chemistry, 2nd Edition



( N
O =22 A a1z 2 39 48 |

O PT, INR

1) dutd oz L2 EFN AZKPT)S 4T 333 A5E EYES= b AR

2) AIAIRZA7]5(World Health Organization, WHO)IX &= =74l 7473} H]&(International
Normalized Ratio, INR)Z PT %S Hud AL HAd}

3) INRS th 3245 AREste] =74l Y17 A 5(International Sensitivity Index, IST) % 7
A 3kxte] T2 EER AIZF Hotgk(mean normal prothrombin time, MNPT)E &3l A4t
.

PT
MNPT

4) AZA7F 7+ EF R EZ 28 (thromboplastin) ZEol tfdt | 18T gt Al&-3tc)
5) Lejvt AAMIE 2= 2 54 ARE7] 7)ol wheb ISI gke] ek ¢ vk whebA s
AFelA 544 ISIE A 3 At

INR= X IS8T

6) MNPT+= 2078 o]/de] 17e Aols oz g PTY 7|etd o=, =4 H5A
&3} 3] (International Society on Thrombosis and Haemostasis, ISTH)S] T4 &3}

7) PT Multi Calibrator+= 67} #'#e] ZejBgold-& s S8 Aloks AREste] INR
2 Normal %& ALFste] PTE RHiE o A& 7| A4S AT 4 9l

8) 7l =rde AREskd A} Al el A3 AlLlelE Direct INRS A8 4 Utk
(=r2> INR Z|Bgold, Zejrudgo)ldg I3 dah

9) A FE #e AFEste] Ty 22 9 PT-Multi CalibratorE AF8% 4= 2T} Direct
INR =418 o] 8€3}o] PT INRS HIs= Z-$- 74 INR Zg| H o] A)

10) PT Norm %S Wildt= 7% W& PT-Multi CalibratorS AR&3te] 7HARNE, 7]7)4,

ko)

Alobd 1s19F MNPTS AA4E 4= Sk

* Z* . CLSI H57-A ‘Protocol for the evaluation, validation, and implementation of

coagulometers; Approved Guideline’
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17| (Haematology analyser, thrombosis)
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= (Thrombasthenia)
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- AL
=eta" A 2o =Ed - do A Satel Aad= ARPoR AHosta gtk

9 SMHBESHIFIAEIA|ZE =X (Activated partial thrombo
-plastin time, aPTT)
A ko] da A gy FE ESHIOAE AekIAA 2 HEF FAEA)o] R EI}
33ty & A8 a7} st 84 RS FAsted 2ok AZHHES - %), v

10 =X|™ASIH|E (International normalized ratio. INR)

=] ﬁlﬁ});} AAF ok

Bao] Al4E EZ2RZgsvle] Ayl diste] mIEIHEE
7HPT) A} ATHISO/DIS 17593

(MNPT)oll thet H|&2 FAE = Ao ZZEFN AZHP
o] A 7§A); WAL : INR=(Plasma PT-rMNPT)™

11 =H|2Z = X|5=(International sensitivity index, ISI)

A3 EFHEEEAE Y 3 WA IRP(International Reference Preparation)ol] ¥3}o], 74+
AR Fdd Ao tig ZZEFR A A AEO A w3 Y] FFAQ] S A
(WHO 880); H]aL : EFREZZ2E/AIS 7)o 238 ISI 2 generic ISI il
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1 BEE: NE - 28 AME

(& 3] AFAQ A1E AAE 7154

sample QeTdid
Lot 1 Lot 2 Lot 3
day

Rl | R2 [ R3 | R4 | RS | RI | R2 | R3 | R4 | RS | Rl | R2 | R3 | R4 | RS

I o Lot Alefo2 15709 SHAAE donm 53Uzt 757 €]
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(& 7] A48 A 715 A 4

Fibrinogen 5= Fibrinogen o’} &%=
1 500 mg/dL 500 mg/dL
2 373 mg/dL 375 mg/dL
3 250 mg/dL 250 mg/dL
4 124 mg/dL 125 mg/dL
5 0.1 mg/dL 0.0 mg/dL
an -~

Range: 3.74-24.92 g/dL

Hb {normalhigh FObserved
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Data Sheet
FA O e
PT Bilirubin
(Analyte) (Test substance)
A A
o - o 1=
_ 12.0 sec _ 2 mg/dL
(Concentration) (Concentration)
A 518 @
o 1% o 15%
(Precision (%)) (Acceptable limit)
A7 Al S
XN B211234
(Instrument) (Reagent Lot#)
712 A3} (Record results)
tf 2 (Control) AlE T (Test)
Cl Tl
C2 T2
AlFk (Calculate)
tf) Z<*(Control) Al &l (Test)
%3t (Mean)
FHAF (Std. Dev.)
HEAT (CV)
Bias
Z (sec)
%
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[E 10] FAH DHED T A A A lPT Ao 4 @A §5)

Hemoglobin Triglyceride Bilirubin
PT <500 mg/dL <1000 mg/dL <50 mg/dL
Fibrinogen derived <500 mg/dL <600 mg/dL <50 mg/dL
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363-700 35 HFA| SET &85 QEMY2E 187 LEEUCZYHELR
AFAASTUHM AZAAFAHEI =7|7| A7t

TEL : 043) 719-4905 FAX : 043) 719-4900
http://www.mfds.go.kr (AlZE9|FZE LK)
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