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. . . Calibrator
1 FIT Transferrin NS—Prime Calibrator . .
Calibrator Solution
Control L
2 FIT NS—Prime Control Control H
Control Solution
3 FIT NS—Prime Specimen Diluent e
A9l 4l 13-1451
4 Specimen Collection Container A 9 Axs A E
Y
3. 849
¥ A% (FIT Transferrin NS—Prime)& & FZo|= nlAy 2 vjehy
& AT welsen e o) galel Al Bul Fo] EAl: EasAR
o ¥EE Zeh FEelth ¥ F Emol= ujay w wEe §-
At EdAE oFEE &4 (anti—human hemoglobin polyclonal
antibody) &} AFgF W Foll EAsHE EWRAH AL g —ahA] nkg-
o7 Qg SRoR Qg FIHH M7 WMEE FHFste] ERAAY
FEE gFw
4, AHEE3
Aol ErelA EWAS A (Transferrin) & & FEoO|= H]/““ﬂ el
el o r ARsta, 25| @e ¥ Mdd RS FE A
5717)
5. 3%
W5 Aean 2%
%49 |5-500 ng/mL
W]
1 3;; AeAE 4.8 ng/mL
TR A T
244 |up to 474 ng/mL
7 dgss sEdd e 2AEe
27 90-110% W2 7&*.3% e
2 Eo|x HEEA Conjugated and unconjugated bilirubin:
0-20,000 ng/mL
Ascorbic acid: 0—100,000 ng/mL
NAHE 4
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oF A o (5 FIT Transferrin NS—Prime 1 209006955
BEEREEEEY
1. 248 Glucose: 0—100,000 ng/mL
Bovine s albumin: 0—100,000 L
TS| P TI
SR B3 25 7 AFA| oF o ’
E—vj 2 _ FHA AR S Barium sulfate: 0—1,000,000 ng/mL
ERE (eR) 712020.01 (2) A4, T} =7 @ g9 EasAd
woE vy FIT Transferrin NS—Prime e - o N
SEATES) a7 =9 IS Zx. WARES i?i%_OA%)O“ st wAREES EE A
AT 571 52| AT B ot -
PEXE] 7] 9 AT T 1) Within—run reproducibility test
P o]—/\L}xﬂ]Q}(-,—) 3 g . n=5(20times/4sets), CV: 0.00—-2.40%
ho) = 2 | ASEEN SR YAAR 485 ) 2) Between—run reproducibility test
A3pA T 02-3290-5700 n=9(days), CV: 1.2-4.8%
Fax 02-3290-5750 1004 A1 (0-500ng/mL) & o] &3fo]  FIT
T = . . . .
Az e = Alfresa Pharma Corporation (9 ) Transferrin. NS—Primes Fatdist vl
i7h A HPAARNES Foko] ofa) AoE
Lol
© owwy |TETET
2. T4 . x! FIT Transferrin NS—Prime
2.1 ﬂlﬂx]?_}giy]y] . v: Reference method
= = . ri 0.999
W5 | 9% AT /=1.022x-0.479
1 FIT Transferrin NS—Prime Reagent 1 @ R AL
2 FIT Transferrin NS—Prime Reagent 2 w4 6. Ay

6.1 AA F9] B A

Aoz FHAY mdS Fo AAE AF s} AAG AT
Specimen Collection Container A2l A AWM E Fadkch AW
FORRE HAVE SHEHES AAETE TR EE0] Frh 30+
ol AAE7E ZUE FokwErh AFAT A= HAAF A7bA 2~8T
oA AR AT whok 79 o] AL A Aol odE A, —207Ce]
st Al ®gstolol dtrh. W e WHEshA oketh
Specimen Collection Container Aol R#E 7 A9 <ty AS H7st
Aok sE7F o 4719 BAE -40, 7, 25, 37CelA 6, 13, 359
Rash & EdAAAL doAn) &2 o3 Ao
-407C, for 7T, for 25T, for | 377, for
35days 35days 13days 6 days
39 ng/mL =90% =90% =80% =70%
66 ng/mL =90% =90% =80% =70%
157 ng/mL =90% =90% =80% =70%
296 ng/mL =>90% =90% =80% =70%

6.2 AAL A EWHA
D &l e =ulsby

AAF A FH)E NS—Prime (& A9 $41 14-2679 &) 4

A A E Frasch
2) ANAEE 28717 (F g Aleh)

(1) FIT Transferrin NS—Prime Reagent 1
TR ARE-gtrt

(2) FIT Transferrin NS—Prime Reagent 2
ZFEROE ZE W Fo IXE F JomE AR F
W3] Alo] Foh AFol AVIRA UEE ZAAHA SotdlE
slolErh, mkok Afo]l AZA =W, AulAA vt ZxE &%
o7 ¢lo] Ajeko]l #H71d 4 Qlvk Aulel Fstr] del A
F HEE=A] A A g
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(1) FIT Transferrin NS—Prime Calibrator
Calibrator®} Calibrator Solutiong A-290] HEZE EolFE
o}, 5d7x% Calibratorg Calibrator Solution(1mL) . &
225},
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FIT NS—Prime Control (A% &
”H ‘Il oF

Control L, Control H, Control Solutiong A&°] HEZ

FolEy. Hd7x%¥ Control L Control HE Control
Solution(2mL) &2 - 3tc},
(3) FIT NS—-Prime Specimen Diluent (H£ ¢ 15-1207
SO ey 4%
IR ARE-Shot
(4) Specimen Collection Container A (A2 ¢ 13-1451
T e FAF)
o2 ARE-gE
(5) Wash Solution (A& 28 4 14-2679 9] &%)
AbE el FRSE 108 845t AFg-gtrt.
6.3 AAH A
NS—Prime (A& A9 A 14-2679 &) v APAS Fagich
- Specimen collection container AR F8]3F AAFo]l 7A] : 124l
- Reagent 1 @ 12010
- Reagent 2 : 40ul
471 Al %0“% 37CAAN & st FHE WHaES AAsr] §
st AAA S o 2o
(Am1—-Asl)—(Am2—-As2)
Aml: _%zi Eo]Eloﬂ/q 0] _Z,_E}XL %.1%,,‘:_
Asl: 573 ZRIELA S Fad F3FE
Am2: F74 EQE264 9 Fa7 FF=
As2: F74 ElE2004 9 B3 FRE
F34: 540 nm
#3173 660 nm
%74 E<9IE1: 0.2 minute
=7 EQE2: 4.4 minute
#AA iAol FIT Hemoglobin NS—Prime Calibrator® o]g3ato] 7

olgsto]l AA

3 (Calibration curve)& A4gtch & HAYFAHS

o EdANE FEE 9

6.4 2493

Az} gk Ao o8] AAtg

BHEAOF 50ng/mL ol 73 FPoE FAe (1g9 W F
10pge] EAdXFR g3} T

*AFRF 4 F9

flo] HA7IEXNE AAF B, ZAE didel ok 2k A Qo o

gt 7t AAbdelA #A7IEAE AP S At

6.5 F=#e
2y AAA oM = EEdu A< FIT NS—Prime Control¥ 22
AeBgE54E AHEste] ZAEE WM (Control range) & AA3E
Agsth. AR E AAE w= des AEES AHgSorsith. 4
EHEEAS o4 42 Edavd F2 HEE HYE viEHow
Hojupa = ¢ "t vkl Ande e gro]l 24 AEE MYE W
EAoz glojdrd, v Aes FAstAY HZFA (calibration
curve) & TFA] A4 gttt
7. M8 A FYAHE
7.1 A¥tEQ FAMG
AL R o wmrE ALESeh SRE HARARE AREsllof b, AP AT
g]7]Eel F-gstofof gt

MMz @ 4
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7.2 A FAHY

1) oz FAgsA et
2) 4% FAAFS 0.1%7 %2 Sodium Azide®E $Hfabal Utk
e IR =EEAY AT Ae, u#e E2 Aous
T SHAHAE AAlstolor stk Haod Aol HAS WE
Ela=
3) A HAY 7ES NS TR E FholAe F4, 4
= A, 33E A gtk
4) Adgt WpES Zgete] wdl, Y T 9 E4E G
st
5) A7} A (self inoculation), AleFo] Hute] Fi= A3} ooj2%
o] kAol Fo)gttt.
6) #xto] HAZ gFEAY 1A T AA H7ES AP ue=
AE s AL
7) A FAgA S g do] ¢l Bovine Serum Albuming &
got, sk Rk, B A AP o R A Ete] el o)
8) EE A AAe AL Addor ASte] FHFwth BE
AA = HBV, HCV, HIVLP e mdEY ddAel e AR
el HFIo HAY RE FAE 2 EH 2a3AA
g H71E & we AdA BRE HFsok st
9) NS-Prime Wash Solution2 #7144 &9o|tt. o]& HHF ?Joﬂ
QoA T 9 BHE A S FAggitt wolut Jfe xFol
Hd e 2 “‘01 s A9 22 $FEAE ﬂ%lo}‘q e
Q% AS, Srksl dEsih
Arz AT A, grke] s et
7.3 H71E A A FIAF
1) FIT Transferrin NS—Prime Reagent2® 0.22g/L2 Cu
(II) -EDTA2Na(30mg/Le] &g FU)& Fhach. #7] Al
e s e
2) ¥ ﬁ“é"]"#% 0.1% "% Sodium AzideZ ¥Hf3ht}.
Sodium Azidei= F+Elu g3} Wbg3te] ZubA F&54 O}X]E:i
P A7l Al A ﬁ”ﬂ% etk whel d e =&
th kel E2 Aol
3) Ak E UE T E T ]/]ﬂ e #E s S5
7.4 ATALZ
1) Aok £7]2 U2 2Ao7 ApgstA] obrh
2) FIT Transferrin NS—Prime Reagent1¥ Reagent2: &4+ &
Al AREgtE T2 Al okF AR o] Abg-EA] okt
3) 7} AlkgTle] 28 wtREE Y3 AW &A1 St
4) F2A kS ASAY AlA ARESHA] ket
5) ZEZ} tE Aleks AlolA 23] Skt
6) AZAZFE T Ak Ud3E&F Ex du|FFolee AME
> AxE A94E 9 5 g
8. AZEH d A7
|71 T 71AAE .
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