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O ZAmENBRA A (3)
i Nz SIS Z Lk 2t
= rmin | min = B0s
| h 1 h=60min=3600s
El d 1d=24h=86400s
HIO? au | au= 149597 870 700 m
= * 1% = {2/180) rad
= "= (180" = (=/10800) rad
% 1" = {1/60} = (»/B48000) rad
HENS ha 1 ha=1hm*= 10°"m*
2l . L 11=1L=1dm®= 10°em® = 10%m
= t 11=10"ka
= = Da 1 Da = 1,660 539 040 (20) = 10 kg
HIEE 1Y 1eV= 1602176634 = 107
Ui M
" B
Gl Al dB
izl A 1 k= 1852 m
LE ki Tkn= 148421 O Al = (1852/3600) m/s
HE bar lhar= 01 MPa=100kPs = 1000hPa = 1 0°Pa
ZTAEE F 1A =01nm=100pm=10""m
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- Alkaline phosphate of [ ]
FITC  conjugated conjucated mouse
Mouse monoclonal monoclonal
ant i—human CA ant i—human CA
8 2R =
15-3 ant ibody 15-3(Clone: SP3) | ojye [V]
(Clone: 123FD1) 0.1 mg/ml
0.1 mg/ml - 4-methy! unbel [i
fery(4-MUP) 4 mg/ml
- LoB: 0.2 pg/ml - LoB: 0.5 pg/ml of [
9 N - LoD: 3.23 pg/ml - LoD: 4.0 pg/ml
- - LoQ: 3.23 pg/ml - LoQ: 4.2 pg/ml ol [4]
- EXHR|: 3.23+40 pg/ml | - EEHLR|: 4.2~50 pg/ml
?et #Zo| =SS EelsINS.
2020 4 00 & 00 ¢
L CEETR
% AR BEoRe 1 ALLZOAFEEH) A ANl AN,
AR, AR, Aede, dvte wRUE 5ol HHAF
A AE AEERH Mastel B5 RS AFAARFYGADe)
Hetsie] ol& A=At
= O =] ST
o) g Aol FEA e A (W AREARZALA )
7| IKB) HE MM E E50{5?
Alzte| &F 9 HEME T2)oll M | AlZtel dFH 3 HZEKE| TEloA ™
_ . o= . 0
Mo st 7| (Immunometric | & 2t st & 7] & (Immunometric f L]
immunoassay) 22 MZEEZXE | immunoassay) 22 AMEEZZEH]
Hi(cTn)E dEFstod AlZZdM | (cTnl) & T(cTnT)E MEstod A= -
. . = ol
(Myocardial Infarction) ZI=toll | Z A4 (Myocardial Infarction) &l ¢holl = - (V]
TS T MAZXELEZYY| | & F= MAXEHL|ET|T]
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are selected as a largel gene.

1 asa Cancer Biomarker
the product of is a non-coding,
evaluated, with a median  -fold up-regulation compared 1o
bladder and testis. Thus over-expression 15 highly specific for
findings enabled the development of a noninvasive ior predicting

biopsy outcome, The Assay direetly cetects from
cells shed into following

Score: | normalized to evels in

Although is highly expressed in

is determined by measuring the level of | the sample. In contrast o

i undetectable in normal and malignant tssue from other organs,

RNA

i% present at low levels in ! . and is highly over-expressed in of

meluding
. These

cells, it is also expressed an fow
levels im bemign | . contains a mixture of cancerous and benign

To detect over-cxpression from cancers, levels are
therefore normalized to the quantity of recovered in the unine sample. This quantity

RMA levels are simalar in bemign and cancerous cells. levels in the unne

sample are therefore directly related 1o the number of :Als present. In addition to
normalizing the levels, levels are used o confirm the specimen has a
sullicient number o1 cells for accurate results. The the ratio of

RNA w0 RMA (both in copiesimL), multiplied by 1o obtain a whole number.

2 | The correlation of cancer with

cells. In contrast evels are similar in cancerous and benign |

multiplied by to obtam a whole number.

Data from the pivotal clinical study and other publications show that the quantitative

As described above, levels are median  fold higher in cancer cells vs, benign

cells,

and can be used o normalize for the amount of cells recovered in the
unne sample. The 15 the rato o1 {poth in copiesimlL),

Score is associated with the likelihood that a subseguent hiopsy will detect cancer.

KRR
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Tel: Fazx: Emmail?

Monitoring System

use A timed-endpeint method o measune tha
concantrations in whole D00, serum
of plasma, Tig conceniration ol i enleulated by the values of
and The systorm montors the change in absorbance Ml

The change in absodance is directly proporional to the concentration of e specimen,
: In the reaction hydrolyzes 5] el
The fres s oxidized 1o and by
. b reaction o myanogen paroxioe wan
ane I product a colored
fH0 +RCOOH
+02 + Ha
H2OZ tindicater —— dye & H2O
Tha an tha lest device precipitalas the ard

leavirg m the specimen, The concentration of this i then determined

enyriabcilly, the $ame as

Mlasma - depletrd Flasma
«H 2D +RCOOH
|+ (2 + HIO2
202 tindicater —— dye + 20

O ANAT

128




O ME7 Sl #3 A=

I. Product Name

1. Product Launch Date

1 111, Regions Where Marketed or Intended fo Market

& currently mabonzed 1o market in the
folbowing coumries and regions: Europe, Latin Amenica, Canada, Middle East/ Africa,

Asia-Pacific.

This list 5 not inclusive of all countries m the intended market.

IV, Number of tests sold o date

* has been distributed July to June

with the wial of sales of

2 | V. Field Actions

+ had no recall (Field Safety Comective Action, FSCA)

from July to June

V1. Number of Adverse Events
Mo meidents leading to public health threats {reportable within 2 days accordmg to
Medical Devices Guiddine MEDDEV 2.12/1) and one incident related to death or
serious injury {reportable wathin 10 days according to Medical Devices Guideline

MEDDEV 2.12/1 yhave occurred for the

for the time range from July until June
O A AR . s AFe] odd AF1) I Al &l #
FA4E2)e T + Ae Axd A5 A=
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MFDS Medical Device, Co.

Product Composition

Product name : Abumin ELEA kit
Cat. No : HP01234460

Date completed : 07/07/2015

Components Purpose Ingredients Concentration Note
Latex bead
conjugated
hiouise
Man monoclonal 0.3 mgml I mlx 1 wvial
znti-human
Reagent albumin 126G
{done : MIT-5)
Preservation Froclin 300 0.4 mgml 1 mlx 1 wial
} ) Bovine Serum :
Feaction aid ) 0.1 mg'mi I mlx 1 vial
Albumin
Reacton aid Distill water 0.2 ml
MMan Albomin 0.1 mgml
Contral 1 Freservation Proclin 300 0.4 mgml l mlx 1 vial
Feaction aid Distill water 0.5 ml
Main Albumin 0.5 mg'ml
Control 2 Pressnvation Proclin 300 0.4 mgml 1l mlx 1 wial
Peaction aid Distsll water 0.5 ml
Signature  pyarer 2015. 7. 7
QA manager
S 3L O o (o] H o
O AAERR} : &g AT FAAPE AR AEH, HidEF,
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Certificate of Analysis

Product Code:

Description: Mouse Anti-Human Troponin |
Grown in 10% Fetal Boving Serum depleted of Bovine (90

Lt Number:

Site of Manufacture:

Dabe of Mamulacture:

Antibody Purification

Dislogical Source:

EC 1774/2002 Approval;
Fos Vendor CoA:
Specificity: Human Candac Troponin |

Presorvatives:

Thaw Date:

Product Form: !
Filtration: 0. 2pm

Storage Conditions: 4*C (range 2 - B°C)

Maue, USA, Hybridoma ool culliury supematant

r'_m- _‘_fr_ﬁ_'_ T Methed: | specification: | Results;
oein Concentration | AJSD ‘ ' ' -

" T —
pl Test v Heferdnde luoeledtrc Forunang

lsatype L Il
Berrine Jg G Bewvis BrCh ELISA
concentraticn (Cygnun Tachnologhes,
catalog # ¥.070) e

dm
o,
ftlo

M AFe] dARE FAHAZ@>A) 719 =

e AR A=

_l (

0,
A

4
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Manufacturing Process Specification

Tila:

Bateh No._
Oligenucleotide Information

Section A (Oligonucieotide Description)

Cligonucleotide Name:
Purification Halb Number
{ Batch Humber;

2«5--::!

Oligonuclaotida Expiration Date:
ltom Number:

0.2751 L/ (pemel * em)
5!

Extinction Coelficient:

Oliganuchsotide Sequence:

mmhﬁw:
Batch Mumber; o

" Numberof Tubes:__ 1
__| Velume Shipped:_1'4.'] mi

" Number of Tubes Shipped |
| Volume Shipped :

Sectlon Hﬂulm Control Results)

—

QC Reforence IT &;

Tost Results

p——

L— — e — —

!

w By: .l-:.-u..n.l...'.:.nh-._..-. ﬂ.' S
a

Information Verified By:____
;'ﬁ'

I

L

O AAAF . T AF dAE FAEY EXA(IVIMYE)S E<

g A=

P
T

&

o
A

-
-
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English

Intended use
Immunoassay for the in vitro gquantitative determination of

in human serum and plasma.
The electrochemiluminescence immunoassay “ECLIA” is intended for
use on immunoassay analyzers.

O AAAT AT AF ALY [AANY, AAER, AATE, 24U
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Product namao: ‘

REPORT
_ Title: Cutoff

[ = |
Namuw Function Dato Signature
! 1
Rasponsible M. N
/
Approver ! " =
!
Sonribwling
Name Dopartmont
Infermed
Noml Name Departmaont
TABLE DE MODIFICATION | REVISION HISTORY:
| Rovisian Pageis), Dato l)u;:l:ﬂw 1|;:Iq:;':‘- ;;uanualun
of ] cRor
= o
00
o1 3 |

Product name:

REPORT

Titlo : Cut off

TABLE OF CONTENTS
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6.1 ROC Curve Analysis.........cooenemmissions [
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[6_CONCLUSION xy
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4 MATERIAL AND METHOD
4.1 Samples and roagants

= i systema:
-t Iot:
+ rradia ot axpiration date

= Frozen samplas slorad at UK. All Ina samples Includad are
patient submitbed to the tesling laboratory 1o rule oul suspected
i . The samples were characlerized with parfarmed with |

positive samplas (i Jand'  negalive samples ( ).

4.2  Protocol

I Mg atucly was pertormed for ol Al Samplos wors tealed In singlo replicaté and it & randomized

wrder over & pariod of & for i lesls,

Far the standard { ) waa lealed in duplicate every  days and tho Jontrola {  and
Jwara tested in a singla raplicate In each run o validate the callbration.

Hepaat teshing was parformed in the avent of an invalid control. In this case the compléle senas must be

re-loslod,

§ RESULTS

Analysiz wers parformad 1minn saftwara and % calculalions werne
parfarmed using the
according to the EP12-AZ quidsine,

81 Analysis

53 Sensitity and specificlty for

Sensitivity and specificity and thelr  confidance wara caloulatod wilh the determined cul-off
waluo. Tha results ara prosentod in tha tablo balow :

Tabled 2 : Summary of performances :::""""" a cutolf sl i A CONCLUSION

i : Thowtofvakesl | was basedonhe 0 dfed o

Sensivity | 4GI]

| ST R The nlfpretaien
Performances reached | J [ ..Eﬂl o concanlfalion

[ Spodificlty | %01
Bpedficly [ WO |

| Parformances reached YES

i E

O AAAN - A AA gk A Sl= Ao A, AldAe, AdEH

rr

2 oAPAT, AgAHe] dF H R 2B FAT 5 9
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4. Results and Interpretation

41 Assay Results

414 Liquid Amies

Dwtaded resulls for each slorage condiion are presented in appendices 1 and 2. Summary of
results are reported in Table 10.
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	체외진단의료기기 허가신고심사 등에 관한 규정 해설서
	개요
	1. 전기를 사용하는 체외진단장비의 경우에 제출하여야 하며, 다음 중 어느 하나에 해당되는 자료로서 해당 제품과 모델명이 동일하여야 한다. 다만, 개발 시 명칭 등으로 자료상의 모델명과 해당 제품의 모델명이 동일하지 않은 경우에는 이를 입증하는 자료를 제출하여야 한다.



