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qru6'nuarl[ay{1!ra{ri,lu1 Gtucose

a'rlna!

1.n?1!eia{n1l rirurfildairfiiun:roirn:rvrirarUilrru Gtucose luilfiailn:ro
2. r"orqrJ:rarr{'[unr:'ld.rru rfiotflunr:n:roilljilrruar:rnffLuuxrua6or Inui6rfiuuf,
a. qrualrjhrfrh.t

3. t rfl uar6orniru,fluvrirlql:r.t

3.2 ru.rou:to 10X60 mt
4. nrualthurlrunfin

q.t rflurhurfildr':ror-orrjirrru Gtucose Ioultfidnnl: Gtucose oxidase l-qdnlu
5001 20 nm

v
4.2 dreltJ:vno!dru

4.2.1 Phosphate

4.2.2 phenol

4.2.3 gtucose oxidase

4.2.4 peroxidase

4.2.5 4-aminoantipyrine

4.2.6 pH 7.5
q.l r{Juirurfiilioildlruldriufi (Ready to use)
q.q rflufrurdifionluaur:nlunr:ioar: Gtucose (Linearity t-imit) ld'd,ruri o.za-

100 mmoVl

5 mmoVl
> 10 U/mL

> 1 U/mL

0.4 mmot/L

500 mg/dL
q.s rfl uflurfiatn:nufi rlfluq'rduiiqrura4i z-a.c
q.o rfluirerrfi aur:nldkiryudiairn:rofi ,ttu serum ra:-o pLasma
-- d, "" J -

. . .4.7 ruudrurfiu::loulutroii*50:rjnior barcode fiarr.:olaiuirrniortd'r,r'ufi
r,r'rfi rnSoraur:o:s!tot;uu!qoruuassiqrJoruxlurldloruo,nlurl5

4.8 drunr:rir Method Vatidation n1!nlfi!1ul,o{ CLtA rj:ym Non_waived
Test Approved by FDA rtayfi nlrRaonr.JanliytoaorLlu;rJ performance Report
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q6u6'nurustafl lsra{d.lg,l Chol.esteroL

c. nruaurihurlrunfin

a. t rflurirurvr'l.fim:ro.l-orjirLrru Chotesterot Iouldua-nnr: Chotesterol
Oxidase/Peroxidase iofin.lrrLentndu 500t 20 nm

4.2 drenrJ:snoud'ru

35 mmoyl
0.5 mmoUL

28 mmoVl
>0.2U/mL

>0.1 U/mL

>0.8 U/mL

0.5 mmoVL

q.r rijuflurfiilieildlrutdri'ufi (Ready to use)
q.q rflufrurdfi6onlrrLaur:nlunr:ioLarr Chotesterot (Linearity Limit) trisrv.iuei

0.3-1000 mg,zdl

q.s rfl ud1urfi arrrr:nrfi llflud'rdufi oma4fi z-e.c
q.6 rfl urirurfi artr:nldtdrYuf, lrilsr:?ofi rflu Serum uio p[asma

(Heparin,EDTA,Oxatate,Ftuoride)

. q.z rfludlurfir::loglutrod*SogrJvrior barcode fiarrLr:o1drn6orli'ri'ufir,rs{d
rnioraur:n:yu Lot iul,r!oo1u ltayrfi orroqlsrurki1nerdnlu!-fi

q.8 airunr:lir Method Vatidation 0|1!nl !.l1uljo.t CLIA l:vmyt Non-waived
Test Approved by FDA rtavfi nr:uacrlnanr:yoraouh:! performance Report

'/4

1.n,uela'rnr: rirurfildd*.rirn:roiln:rsr{ra'Jillru chor.esterol lufirfiiio,:ro
z. inqrJ:va':d'lun1:1d{1u rfial.i'lunr:n:rorarrJilrzuar:rnfil,urirna6o.: Irrui6rfier!a-

qnralrihrirhJ

a. t rtjunrFnniruciluvrir]ql:rl

3.2 l,uletuito 10X60 mL

4.2.I Pipes

4.2.2 sodium cholate

4.2.3 phenol

4.2.4 chotesterotesterase

4.2.5 chotesteroIoxidase

4.2.6 peroxidase

4.2.7 4-aminoantipyrine

4.2.8 pH 7.0

6n^ AI&V ntt&n'lt



ey
n[uafl ufuu[ail1UtO{u1U'.t H DL_Chol.esterol.

l.nruoiornr: rirurffldai',rfuq:roirn:rvrivruir-rru HDL-chotesteror luf,rfidw:ro
z. iorqrJ:valflunr:ltnu rfio'lflrrnr:n:'lor,rr ilrruar:rnf,tu#ruador lqui6rfiu!f,
:. qruauffirfihJ

l. t rfl u2f, ori'rusfl uuirjal:rJ
3.2 1JUlnU::A

4. nrualffiur,: rvrnfin

q.s r{hdrurfi arrlr:orFrtfllq'rEudqrur.r4i z-a"c
4.0 rilurir0rfr arrlr:ntdldn-lSlaiw:rofi lfl I Serum
+ z rilurirurfi r',,::noq"l'troeiriio;rJnior barcode fi aur:nleirdrrniortdfrufi

vr-1fi rnioraur:n:vl lot iuutnoreJ uavrioro.rlil€rrtdloeJo-erlu!-fi
4.8 rirlnr:lir Method Vatidation sr1r.rnfu luro.i cLrA !isLn Non waived

Test Approved by FDA ttavfinr: rraolrua nr:yna ol'hi! performance Report

c.3 rtlurirarfinioltdllrldviufi (Ready to use)
- - c, t ia-
4 4 r'Ju',lulttdOOrrraTLr:n lunl:ioal5 HDL-chotesteror (Linearitv Limit) 16'

^, <, Z "io e4.1 rlir'"rrrfl!{n:roriolirrn: -JDL-c hotesteroi Ioerldva-nnr: Direct Method
l -.j -!LqL'leyFr't'uJu't1Fa1" 6001 20 nm

4.2.I Reagent A

Good's buffer

ChotesteroI oxidase

Peroxidase

N,N-bis(4-sutfobutyllm-toluidine (DSBmT)

AcceIerator

4.2.2 Reagent B

Good's buffer

ChoLesteroI esterase

4-aminoantipyrine

Ascorbate oxidase

detergent

2X60 mt Reagent A

2X20 mt Reagent B

4.2 rirur!:s no!rirU

< 1 U/mL

< 1 U/mL

1mmot/L

1 mmoyl

< 1.5 U/mL

1 mmoyL

< 3.0 KU/L

n{ra 0.5-200 mg/dL
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qildnuil!tavt,ltto,,tri,lrJ,l Trig(yceride

4.2 drur!:yno!dru

45 mmot/L

5 mmo7l
6 mmoVl

> 100U/mL

> 1.5UlmL

>4UlmL

>0.8 U/mL

0.75 mmot/L

0.9 mmotzL

1.6?.,do.rn,t: irurfil{GiriliuFr:roirn:rsrir,,rrJilrru Trigtyceride tudlfi;i.:sr:ro
z. iorqrJ:va.rrilunr:ttmu rfiolflrrnr:n:rourrjilrruar:rnfilur.irua6o.: Ioui6rfiuuf,
a. qrualrihrirtrJ

3. t rflurufi ndrurfluyirlul:!
3.2 tjulnlj::n 10X6 mL

4. qrualdhurrrunfin
q.t rflud1urfi1dn:roiolirLrru TrigLyceride Inuldua'nnr: Gpo/peroxidase Iou?-o

yr'nrrrLulrn6u 500+ 10 nm

4.2.1 Pipes

4.2.2 magnesium chtoride

4.2.3 4-chtorophenot

4.2.4 [ipase

4.2.5 glycerot kinase

4.2.6 gtycerot-3.-phosphate oxidase

4.2.7 peroxidase

4.2.8 4-aminoantipyrine

4.2.9 ArP

4.2.70 pH 7.0
q.a rfludlurfiilfolkTmuld'ri'ufi (Ready to use)
q.q rtjurhurdfifir'nllLaur:olunr:i'ra1: Trigtyceride (Linearity Limit)ldnsruri

1.6-600 mg/dl

a.s rfl ufrurfi ar!r:nrfi ulflud'r6ufi qrura4fi z-a.c
q.o rfluf.rurfi arilr:nl{Li'rirdieirnrrrd,it, Serum ra6o p[asma
-- c, "" ) -

. . .47 riludrurfiu::1oo1u'rocirrSo:unior barcode fia*r:n1ei'irnio.rkiri'ufi
vr"rfi rniorarrLr:n:vl tot iur,rlooru lravtiol,orflurtdTnudnluffi

q.8 drunr:lir Method Vatidation nlunl r.l'lulro.! cLrA !:vm, Non-waived
Test Approved by FDA [avfin1:uao{alanttyoaoulu; performance Report



ov
qfuanuruv[atr1s1Jo{glu,l Hemogtobin A1C (HbA1C_TURI)

1.nr*rfra.lnr: rirerfrltririli!er:roirn:rcdur!i!rru HbAlc luitfi cilorro
z. iorqrJ:varrilunr:'[risru rfioh]1lnr:n:rorarr.Jiurruar:rnitl16oo IsrcriEr-nnrrrdu
a. qrualrifi#rh.t

J.1 tlJLJtJAnn flluyt.]lju L:U

3.2 flu1n!::1
Reagent A

Reagent B

Reagent C

Reagent D

3.3 HbAlc Standard

4. qrualt6urlrvrofio

mrtoirn:rvrir.J:v!tyt turbidimetry method
q.z ?iru!:vno!d1ur

4.2,1 Reagent A

Reagent B

Reagent C

Reagent D

S1.54

ovine btood, TTAB 80g,zl

a.s rijudrarfifinlruarrLr:nlunr:iotd'qlqnfil (Measurement interval) drvrir.r
Total hemoglobin 0.77-40.0 g/dt uaveiT.liu HbAIC ryilfi'! 0.1_2.60 g,/dt

+.q rfl uflurfi arllr:nldlru1dfiifiloobi6'ol1ir nr:rnial (Ready to use) uff v
arrLr:nrfr rtiludr6udqma4fi z-e"c

q.s r{Judl urdar}r r:o1d1drYl drailo:t ofi riju Who[e bt ood lor ul{ E orn raia
Heparin rtJuar:rYu16oo ud I

nrrxn 1:el:x!fl ou longf 168u5ou rrdr

.4 l' 11-...........tJttu''ufl:r nf i
--r-'F:'d{""-''

\wndl;Jgg...n:: n1T

2x95 mL

1x40 mL

1x40 mL

1x10 mL

q. t rtlufiu rfrLdq :ror-o!5lr ru H bn t c lout{udn nr: whote btood louldu#nnr:

TTAB 9 g/L

Phosphate buffer 20 mmoyL,pH 7.4

MES buffer 25 mmoVL, Tris buffer 15

mmoUL, goat anti-HbA1C antibodies,

pH 6.2

MES buffer 25 mmoyl,Tris buffer 15

mmol/L,HbA1C potyhapten >8ug/ml,

pH 6.2

HbAIC Standard,Human blooo ano

gfnu' It.l:!. n!.. -.........tnt1rnrt



qfudnunlu[anlsro{d.]u,t ECRE_2 (Creatinine Enzymatic)

l.nr.,siornr: irurfilt.iriliuer:roirn:rvrirardirLlru creatinine lufirfia'{fl:ro

4x38 mL

4x15.4 mL

Reagent 1 Creatinase

Sarcosine Oxidase

4_aminoantipyrine 6.1 mmoVl
peroxidase 50 U/mL
Sodium azide 0.O95Vo

q s r{iudr0rfiv,rioilrimrl6'vr-rlfi (Ready to use)

+.+ rfluriurdifionluaur:ntlnrtiofl.' Creatinine (Analyticat. range) h
serum/piasma loiludr.r o.to-f0.00 mg/dL urayluflaaris t61lrjr,r t.oo _
245.00 mg/dL

a.s riJunlrarfi atLr:nrfi rlflu{rdufi orurani 2-8"c
q.o rirlrilurfi arur:ntr'tfiriufi ieirsrrrrfi ,tlu Serum, ptasma ([ithium

heparin,K2EDTA) uayfl aamy

z.iorqrJ:va.rri'tunr:ld.rru rfiolflunr:fl:rourr3rrruar:rnllu6ilL/nnrarLr unyflaarlv
!! rn:0{a 510? rn:1ct ADvtA 1900
- .A", r
3. nfudiluFtvt? [u

J. I r!LarAfl ,IUJ?itOlrJ:vulrnauftominr

3.2 tJuiFlu:in

:l ] =4x35otests
4. qruald6vrrlrvrnfin

4.2 drur!:vno!riru

75U/mL

20U/mL

^_ c, 6 ! ,
. _, 0.7 rtJudrurfr r-r::loq lutro;i*50:rlniol barcode fi aur:nleirrirrnio,:1d,ri,lfi

r4.i1l rn: 0.:d1'ti n: y! lot ?iu ro ol q ua vtfi ot o ldr et rtriln uo,olui6

niTil nrra:qDFoil ra r'!nriGuuiau ndr
-/ L-- 

-'.........<(....J... .drvrrunr:ln rr
.-r Vt- l- 0\, f
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q. t uihrjrc,rvr'ldr,:roinrlilrru Creatinine Inuldya'nnr: Enzymatic
(creatininase) irrar:f,firfioduornrJifiiurfiarrr urrnn'r 596 nm lravFr-oar::r..rn.:ufinrtL
UT?nau 694 nm

N{3 sulfopropyt)-3-methoxy-5-methylaniline 0.9 mmoVl
Reagent 2 Creatininase 400 U/mL


