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1. dolo] 5439 v H (m)
2. Agge] SAHEL A= 19(kg)
3. A7kl SA4ELQ 2(s)

1. AR FHEAA ol (A)

B =773 A8E B3 1] <B4 2019. 5. 145

7|2kl A (A8xANIY )

L "2()"s AN @92, Ag-133 429 vleade e do] Fuk (R ES)
dreE Hz @992 vebd ol 919263177001 ©uh. 7|4 Hze '3
e =

2. "E (m)"= Aol @9 ZA, RFexe] "lo] &2 o5 m s WHeE yERd o
299 792 458¢] Ht}.

3. "2 (ke)"S A EREA, EFI AT AE T s @92 UEd U

6.626 07015 x 107%o] Bt 3714 J si= kg m? s '3 72 wholo|t}.

&

4. "dHl)(A)"= AR ERRA, 72 At eE

C
176 634 x 107'9] Ht}, J7]4 C:= A s9} 2o whegjo|t},
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AN (K" &xe @9 EA, Bxu A4 k5 ] KT @R yehd
1.380649 x 10720] #At}. o714 ] K'& ke m? s2 Klzp

cheloltt.

rlo

"B (mol)"S EFF w@ZA, 6.02214076 X 10%7M9 FAHLLE

¥ gsit) o] xlE olHIUIER A MaE mol ! G E YERd ) FEA =

FA2A olRIlERSla REG, of| A EAL(]E: ne WA 57
TH QA £2 Yy Axolth 54 Aol A}, B4 ol

Azb, 2 99 A B a9 Y= EAS JEFA 2
"R (ed) "= FEY] GHEA, Fag 540 X 10" Hzo @A A E
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EX™oiA FEChe W3 (7|%EF-I?|£9P ch2 7| 2Cte 2
FECH2 EA)
7 M E oA Zb X Pa s kgm' s
L. Elof RHE =& ol N m kg m* s
(moment of force)
ch Mz wHE of ol Nm™ kg s
2t Z5E, s | 2lEleh of = rad s™' s
o, ZIIEE 2iE| ok of ME= rad s s?
HE, Q&R SARE | 2FE of X SolE W m® kg s
Ab EEY, JdE=2n|E of Adl J K kg m? s2 K™’
(entropy)
of, HREEY tpiE=| |Z of Zgl of Z23Y  |J K kg m s K™
Xt. dlof| LA x| Z of 223 J kg™ m’ s
A GMER StE of o|g of Zul Wm' K" kg ms® K™
7t olH4x] 2= Z of MAZolE Jm? kg m' s?
Eb. MI|E M7 EE of o|H Vo' kg ms® AT
o, MsldE 2 of M= ZolE Cms Asm?®
5. EH Msldx 28 of ®ZolE Cm? Asm?
7. pMERE R |28 of MZolE Cm? Asm?
H. RMS(FEX) |[HA of olH Fm' kg m? st A
o. SXs(EmE) |8zl of olH Hm' kg ms? A?
2. 2o 4X| E0f = J mol™ kg m? s mol™"
H. DE=m| 23 (= of Al of =2 J K" mol™ kg m* s mol™ K
H, (x8 %Mo) |Z2E o 2= C kg™ A s kg™
TAE

M. ETUEE Jgo| of = Gy s m? s~
of. SAE IE off AH|Z2iC|ot W sr kg m* s
XN, SARE Q= o AHEERFIH MEZE!  [W sr' m? kg s
. ZHEME 5T | FIE of MM ZolE kat m? mol s m?
HlD: 2o AHE |FEole IRst W3 I 75 IR RECRE ZESHe

CHEZX Al olct.
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O =AEEILYA B (1)
B Nz SIS 2 LR 2f
= min | min = B0s
M h 1 h=60min=3600s
E d ld=24dh=086400s
HESHH au | au= 149597 §70 700 m
= * 1#= {=/180) rad
= 1" = (1/60)° = (x/10800) rad
ki 1"=(1/80} = (=/B48000) rad
HELS ha 1 ha=1hm*= 10°m*
2l I. L 1l=1L=1dm®= 10%cm® = 107%m®
= t 1t=107ka
= Da 1 Da = 1.660 539040 (200 = 107 kg
HIEE = leV=1EB02176634 = 1077%)
& M
" B
Gl Al db
izl M 1 k= 1852 m
TE kr Tkn= 18021 O Al = (185236000 m/s
Hi bar 1 har= 01 MPa=100kPz = 1000 hPa = 1 0°Pa
ZTAEE A 1 A=01nm=100pm=10"m
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- Alkal ine phosphate of [ ]
FITC  conjugated conjucated mouse
Mouse  monoclonal monoclonal
anti-human CA anti-human CA
8 M=
15-3 antibody | 15-3(Clone:  SP3) | oj e [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 . - LoD: 3.23 pg/ml - LoD: 4.0 pg/ml
- - LoQ: 3.23 pg/nl - LoQ: 4.2 pg/ml ol (4]
- SXHR[: 3.23+40 po/ml | - SEHL: 4.2~50 pg/ml
2ol #o| SSE=S Eelsi¥ =z
2020 4 00 & 00 &
MEHX (MY = 2l
K AHEEA ) BEolne Y ALLECAHEERE) Z) ARG, BA,
AARHS A LAY 2-8de, 2439 dgWY S)ol 7| 7HAF
H AEFY AFEEAHY Hluste] 55 ARE AHAHA R FTILAD) o]
Hetsto] o] A=A}
o) AgEA o] FESA e A9 (A AREA LA )
71 H7HE) HE A Z E50i72
Altel iy 3 HEME T2l | AlZtel dFd 2 HZKE | TEloA ™
. . , 0
o od sstekat 7| (Immunometric | & stst&E 27 #H (Immunometric f L]
|mmu oassay) 2 AMZAEZZ immunoassay) Sz AMF¥EZIU|
Hi(cTn)E HMakstod AZZM | (cTnl) ¥ T(cTnT)E AHZHsto] A2 ol (V]
(Myocardial Infarction) ZIcthof| %‘*—h‘(l\/lyocarmal Infarction) ZI¢Hofl = -
T2 Fc MAZXHLZYT| | S F= MATEL|ZT|7|
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are selected as a largel gene.

asa Cancer Biomarker

the product of is a non-cading, . RNA.
15 present at low levels in’ , and is highly over-expressed in of
evaluated, with a median  -fold up-regulation compared 1o
15 undetectable in normal and malignam tssue from other organs, including

bladder and testis. Thus over-expression is highly specific for . These
findings enabled the development of a noninvasive ‘or predicting
biopsy oulcome. The Assay directly detects from
cells shed into following
Score: | normalized to evels in
cells, it is also expressed an low

Although 15 highly expressed in
levels in benign | N contains a mixture of cancerous and benign

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

is determined by measuring the level of | the sample. In contrast w
RMA levels are simalar in bemign and cancerous cells, levels in the wnne
sample are therefore directly related to the number of :Als present. In addition 1o

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 copies/mL), multiplied by to obtain a whole number.

The correlation of cancer with

As described above, levels are median  fold higher in cancer cells vs, benign
cells. In contrast evels are similar in cancerous and benign | cells,

and can be used 1o normahze for the amount of ; cells recovered in the

unne sample. Uhe i5 the ratio o1 (poth i copies/imlL),

multiplied by 1o oblain a whole number.

Data from the pivotal clinical study and other publications show that the quantitative
Score is associated with the likelihood that a subseguent biopsy will detect cancer.
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Fel: Fax: Ewmail:
Monitoring System
Test Principle

use a timed-endpoint melthod o measune Lhe

oF plasnd, The conceniraton of

and The systerm montors the change In absorbance at
The change in absortance is directly propartional to the concentration of

: I the reacticn
The free

ant 18 praduse a cokred

SHD

+0k

H2O2 dindicuter — dye & HID

Tha n
leaving n the specimen., The
enzymabicilly, the $ame as

somcentrations in whole Do, serum
i ealeulated by the values of

the specimen,

hydrolyzes 5] und
is oxidized 1o and by
e reaction or myanogen peroxios wan

+RCOOH
+H202

tha st device precipitales the ard
concentration of this i then determinod

asma

SHED

|+ 0%

202 vindicater — dye ¢ [20

> depleted Flasma

+RCOOH
+ H202

SRR EE

131




O 77 ¢l

B3 ZAH

-

I. Product Name

I1. Product Launch Date

1 I, Regions Where Marketed or Intended fo Market

s currently mnborized 1o market in the
folbowmg countries and regions: Europe, Latin America, Canada, Middle Easy’ Africa,

Asia-Pacific,

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

IV, Number of tests sold to date

* has been distributed July to June

with the total of sales of

V. Field Actions

+had no recall (Field Safety Comective Action, FSCA)
from July to June

V1. Mumber of Adverse Events

No mcidents leading 1o public health threats (reportable within 2 days accordmg 1o
Medical Devices Guiddine MEDDEY 2.12/1) and one incident related to death or
serious injury {reportable wathin 10 days according to Medical Devices Guideline

MEDDEY 2.12/1 yhave occurred for the

for the time range from July until June

NE
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MFDS Medical Device, Co.

Product Composition

Product name

Cat. No : HP01234469

Date completed : 07/07/2015

: Abumin ELEA kit

AAS A AE

T AP

e Axd A5 A=

QA manager

dAz dEd, Wgd=4,

Components Purpose Ingredients Concentration Note
Latex bead
corjuzated
Mouse
Main monoclonal 0.3 mg'ml ml x 1 wial
anti-human
Reagent albumin 126G
(done : MTT-5)
Preservation Proclin 300 0.4 mgml ml x 1 wvial
. . Bovine Serum ]
Feaction aid . 0.1 mg'ml ml x 1 wial
Albumin
Reaction aid Distill water 0.2 ml
MMan Albumin 0.1 mgml
Contral 1 Freservation Proclin 300 0.4 mgml ml x 1 wial
Feaction aid Distill water 0.5 ml
Main Albumin 0.5 mg'ml
Control 2 Preservation Proclin 300 0.4 mg'ml ml x 1 wvial
Reaction aid Distill water 0.5 ml
Signature  pare: 2015. 7. 7

=]
RLe

[e]
TS
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Certificate of Analysis

Product Code:
Description: House Anti-Human Troponin |
Grown in 10% Fetal Bovine Serum depleted of Bovine 196
Lot Nummiber:
Site of Manufacture:
Date of Manulacture:
Antibedy Purification
Biclogical Source: Moute, USA. Hybrdoma ool cullurs supematant
EC 1774/ 2002 Approval:
Fos Vendor CoA:
Spediicity: Human Candiac Troponin |
Prosorvatives:
Thaw Date:
Product Formg t
Filtration: 0. 2pm
Storage Conditions: 4*C (range 2 - B°C)
Test: Mathad: _Specification: | Results:
_Prokein Concentration | AMO0 o - .
Purity HAL
pl Test v, Referéndd |  [eodlectric Fotusing
. edype __1505tip™
Bervine Ig G Berinet Bigs ELISA
concentration (Cygras Technologies,
Catalog # F-070) . b
.
I AFo dAs FAE@A)Y 714 2 54

135

o
[-40
nlSL'
+

_l (




FAEEYHIH) 71d 2 5o A3 AE
Manufacturing Process Specification
Tie:
Batch No._ S
Dligonucleotide Information
R Section A :ounmmﬁdq hurlpﬁon]
Olgnlm H-Inw
mmum
1 Batch Mumber: - |
Oiligonuclectide Expiration Date; 26043 - nf - 8]
Item Numiber.
Extinctios 1 Coefficient: 02751 Lifpmel®em)
Oligonuclectide Sequence: g ¥
M Synihesis Halb Number /
mmuotrm suppod.t = Number of Tubes:__1_________ |
| Volume i Volume Shipped: 4.4 ml
Soction B (Quality Control Results)
QC Reference IT &:
Concontration:
TestResuts | | —
Purity:
)
Completed By s .-.-u.-.---...* ;.T,- e Date:__ e e
Information Verified By:____ R 1S T -
"; b
AANAT AT AEY AR FAEY EH@NNDS B

s A=

&
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English

Intended use

Immunoassay for the in vitro quantitative determination of

in human serum and plasma.

The electrochemiluminescence immunoassay “ECLIA" is intended for

use on immunoassay analyzers.
O AAA : i AFo AHEEA [HAE, AASR/, AAEE, 49
P AAFAAH (B D) ]S AT T+ A= ALEAHA A=
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1) CLSI EP25-A : Evaluation of Stability of /n Vitro Diagnostic Reagents Approved Guideline
2) WHO PQ TGS-2 : Establishing stability of /n vitro diagnostic medical devices

3) ASTM D4169 : Standard Practice for Performance Testing of Shipping Containers and Systems, section 12
4) ISTA 2 series(2A, 2B) : Partial Simulation Performance Test Procedure

5) ISTA 3 series(3A, 3B, 3E) : General Simulation Performance Test Procedure
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Product nama:
REPORT
__ Title : Cut off
[ 1
Hame Function Dato Signature
/ ' C
Rasponsible M. N
Approver | . .
!
Gondhting
Name Departmont
Informed
Nom! Name Departmant
TABLE DE MODIFICATION | REVISION HISTORY:
| Ravisinn Pagaia), Date : n-rw dela :;nanmdhn
N ription of change
hediftas macifiod
00
[ 3 |

Product name:

REPORT

Title : Cut off

TABLE OF CONTCNTS
1 INTRODUCTION ..oooisinise sissianssnssassinsissssssisssssssssassasaussasmasnenss erssnsape s mannasmsnti kbt kbt sonsag O
2 REFERENCE DOCUMEMNTATION ...ooonmmrmnsnrmsismens
3 PERFORMANCE REQUIREMENT
[4 MATERIAL AND METHOD oo oeeeseeecsarse

4.1 Samples and reagents

[5 RESULTS ..ocoreoveenee e A s e RO RO R A PR R ER YR AR SRR R RRR R R R RR SRR P
) 5.1 ROC Curve Analysis...........ccocmmmiianieiaiians
8.2 Deleminabon of e Gul=0f .. menmmamm e s

53  Sensltivity and specificity o 5 A A A i e R A
|E GEHEW_ SION
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4 MATERIAL AND METHOD
41

Samples and reagonts

- i ayslema:
lot:

+ rvadia ot
- Frozen sampiles slored at

patient
i . The samples were characterized with
positive samples (i Jand ' negative samples {

4.2 Protoool

Ihis sticdy was performed for ot

wrder over @ period of 8 for i lests,

For the slandard { | waa loaled in duplicale every
) ward tested in a singla raplicate In each run o validate the callbration.

axpiration date

Sontrols (

LK. Al the samples Included are

submitbed to the tesling laboratory to rule out suspected
serformed with -

All sampilad wera tasied in singlo replicate and n A randomized

days and the

and

Hepaat tashng was parformead in the avent of an invalid control. In this case the complela senas must be

re-tesled,
8 RE3SULTS
Analysis waera performad 1=ina softwara and % calculations were
parfarmed Using the
according to the EP12-A2 guideline,
54 Analysis
5.3 Sensitnity and specificly for
Senslivity and specifcity and their  confidance were calculalod with the determined cul-off
value. The results are proconted in e tablo below :
Tablo# 3 ; Summary of performancas oblainod with a cutoff sel ﬁ BDNELUHUN
Lots o 4
e ] Thocuoffvaiosol | was based o he and defned
Sensitmvty [ %Cl)
Sy | %G1 | Th inlarpratalion of ot folow,
[ Portomences coached . Indé of concanlration
" Specificlly | %C1) 7
“Somiiciy| WG| 1 o
__ Performances reached VS
O AAES - AIFAA Al dizt A A= Ao A, AdHe, A3EH
R AFAA, AFdAF g A B HAES FAY F U=

NEHAM A=
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VERIFICATION REPORT = Preservation of DNA in Sample Buffer Tube for the
Project / pmducl
Projectphase : ]
i Date 2011-07-21
] Attribute Target Test method

Preservation of Posive Lamgle Ul positve ' b

{ith spbn cag) beast 36 howrs ol 2-25°C i

Andior [

Posire tampin o posine and| ;

i

negatve ampla si8 negative at
[least 120 bows at 28°%C |

4. Results and Interpretation
41 Assay Results

444 Liquid Amles

Detaded results for each storage condition are presented in appendices 1 and 2. Summary of
resulls are reported in Table 10.

As shown in Tabbe 10, the ampilfiablity of DA | criteria of af beast

+ 3 hours a 25°C
& &5 howrs ol 25°C

& 120 hours at 2-8'C
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	체외진단의료기기 허가·신고·심사 등에 관한 규정 해설서(개정20210917)
	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.



