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1. f11UJl'la~f)1'a

W,h..j'Vl~fftllJ'j:;;ilJJWll(l'l'W!~tI~ (Blood Glucose Strip) ~1'W1'W 250,000 test ~'l'lf'f1'lHflitl~I'l'j1'iJ

J 11'l1(l'U'W11'l!~flihllJl'lll'ltli 'l 'Wi1 ffllJ1'jfl'Vlfl'Vlll~mJ l! u'l '*i'W~fl~lhtJU(l:;;f11'jI'l'j 1'iJ'Wen fffll'W ~!~

"_I • 1j12. 1I'1tJlJ'a:;;tf~f1f)1'a 'lfHhI

l~tI '1'If'1'l'j1'iJ'I11tIhJ1wJlI'l1(lfl~ lflff'l 'WI~tI~'iJlfl'Yi(ltl~l~tI~NtltJ 'Yi(ltl~l~tI~~l 'Yi(ltl~l~tI~U~-:J

l!(l:;; l~tI~'iJlfl'Vll'j f1!1'jf1fl(ltl~ l~tJ'j:;;lJ '1'Wltlflffl'jtllf1lJJ ltJl~lJ'j'j 'iJ'1'Wflci tI-:JN~I'l.nW cvlmh-:Ji~1 'iJ'W
q q

"3. ilJWtlfl1::lw:;;!'i1vn:;;

3.1 liJ'WU~'W'Vl~fftllJ'j:;;ilJJll'll(l 'l'WI~tI~~'l'lf'f1lJlflitl-:J1'l 'j1'iJ l~tJmrrtJ'Yi~flf11'j Biosensor l~tJ'1 'If'
ltl'W!CJfl1'Glucose dehydrogenase (GDH)

3.2 ffllJ1'jfl'l'lf'f1lJi1mh-:Jl~tlmf-:J 4 'lfUI'l !~uri liitl~'iJlfl'Yi(ltl~l~tI~~l (Venous Blood), 'Yi(ltl~
~ "I ... 1 ~ ~ ~
l(ltl~Ji'ltltJ'iJlfllJmtJ'W1 (Capillary Blood), 'Yi(ltl~l(ltl~UI'l~ (Arterial Blood) U(l:;;!(ltll'l'UtI-:J'Vll'jf1!l'jflfl(ltll'l

(Neonatal Blood) 1I'ltJ~'h:;;1J '1'W!tIflffl'jtllf1lJ ~'Wfi'l '1'Wflcitl-:JN~ I'l.nWcvlmh-:Jil'l! 'iJ'W

3.3 ~l'WlJ1m~l'W'j:;;ilJfflfl(l ISO 15197:20 13 U(l:;; CE mark 1I'ltJ~!tIflffl'jtllf1lJ'j:;;1J'l 'Wflcitl-:J

" "3.4 (l'11J1'jflll'l'j:;;i1J'l.hI'l1(l'l'W!~tll'l i~ll~ 10 ~ 600 mg/dl 'Yi~tlfll1-:Jfl11

"'li]jI'1 I do i ~ ~ I ~ 3J I
3.6 ffllJ1'jfl11'l!~ 'W'lf1-:J~nJ1 !l'lfl'j'Vl I'l-:JUI'l10% - 65% 'Yi'jtlf111-:Jf111

'" ,
3.7 UfllJ'Vll'lfftllJ'j:;;i1J'Wl\9l1(l 'l'Wl~tll'lflWm'VlVi~ ~U'j -:J1'l1'l1~tll'llllJlJ51'l1'Wml 'Yi~-:J'iJlflVi!UI'l'l'lf'-:Jl'W

q '"

jI jI '1 jI Ii] jI I .<!! ~ Ii]_ I.<!! <!l '" d Ii] jI jI
11(l1I!f1lJ'Vll'lfftllJ'iJ:;;l'ltl-:JffllJ1'jfl 'If-:Jl'W!l'llJlflf111 6 Il'ltl'W'U'WllJ 'Yi'jtl'iJ'WfI-:J1'W'YilJl'ltll~'Vl'j:;;1J n'Ul-:JlJ'j'j~

r1Wcvl 1 ~ tJ~'j:;;1J '1'WltIflm'j tllf1lJ~'W fi'l '1'Wflcitl-:JN~I'l.nW cvltl~l-:Jil'l 1'iJ'W

3.8 ell'WN(lf11'j1'l'j1'iJUlJlJ plasma calibration 'Yi~tI plasma equivalent 1'l1lJlJ1l'l'j~1'W IFCC 11'ltJ

'j:;;1J! fl'WltIflffl'j tl lf1lJ~'Wffl '1'Wflcitl-:JN~I'l.nWcvltl~l~il'll 'iJ'W

3,9 nfl1'jUflJfhlJw]'j~l'W 1~m)1'l1'WlJ1l1I'ltJ1JJl'i'tI~'l'lf'lff~~yJ (No Coding)

3.10 (l'11J1'j'Vl1'W(l'tllJfl~lJ!~ ( Traceability) ~1tJ'Yi~flf11'j Hexokinase !UeJ-:J(l'l'jlJ1l'l'j~l'W NIST

(National Institute of Standard and Technology) 1I'ltJih:;;1J'l'WltIflTI1'jfllf1m.j~I'l.nwcvl ~~

~~
~~=au................ " th":::51'Ufl'S'j'lJn'1'

d ~~ t~IC'?_~.:J'llu n":i":i:lJfl1'j

fl.:J~el _ k f1'.i'illm'i



~ ~ ~~ GJ.et 9) .c::::\Q.I
3.11 lmtl'lI'l';i'HI1l'fl'jl~'I1'WWll~ !'Wmtll'll'ltl'llJLYtytylW BluetoothINFC

';itl'l~ m euuil U'lJ1iflU'IJ tl'l1 ';i'll"Wl'lJ1~ l~tlri 'llLY~lJfll';i'lJ ~ rns fl'WloU'fIl tJ1 'W1H'YHJ1'1.J1tl

I jJ I , ,

4.1 ~'IJltJ~tl'l~l'Imlfl~tl'll'l ';j1'il11'1';j~i'lJ'lJll'11~ 1 'Wl~tlI'l11'V'1~tllJ1~'l1'W ~1'W1'W 150 lfl~tl'l !Vitl

';it)'l~'lJ' ~fIltJ1 'W1H'V'ItJl'lJ1~U~~ h 'l'V'ltJl'lJl~ri'llLY~m"'IJfIl'V'll'll'lJ~ U~~ LYtT'lJLY'W'Wu'lJl'Ill'ltli 1MrYltJ'l'V'ltl~tl• •
rns 1~'l1'W !!~dj!fl1tl'lffl';itl'lmh'lutltJ 20 !fl1 tl'l In'lfl'Wmw!fl1tl'l'lil'loU'tl'l'Qfl!ii'W'I1~tlihjtym Iums 1~

'l1'W

<:J ,.. ""
l'IJlJl'ill~mtll'llJ'IJ'Wll'1 28G

4.3 'lJ~1I'Yl~ 1~i''lJfll';i-W'ilUW lf1I'1!~tlfl~ tl'lLYtT'lJLY'W'WJ ltJlfl1'lJfllJflWfIl'V'ltlVl'lU tltJ 2 ';j~1Pl'lJ11'1tJ• • •
fl';jtl'lJfl~lJfh~lU~~filLY 'l !~tl1MHiJ nm'll'W 1t'YlI'ILYtl'lJflWfIl'V'll~tl'W~~ 1 flf 'l 1l'1tJhj~l'IlJmllq qJ <u ~ q qJ

, " "
4.4 ~';i euu ~l'Ifll su ~'I11';i l fl~ tl'll'l ';i1'ilUlI'11~iJClltJiJ 1 (QC

... eI 'J) ::1 II]n 1management) U'lJ'lJ Internet web program LYl111H)'lJ'W'Ylfl'IJtl~Cl !u'W !ul'lllJllll'I';i!l'W LA, HA UCl~ ISO

4.5 'lJ~1I'Yl~ l~i' 'lJfll';i-W'ill';iWlf1I'1!~tlfl~tl'lLYtT'lJLY'I;I'W rn ';j'Yl1'ILYtl'lJfjWfIl'V'l EQA 'I1~tl1 iJ';i umlJ

, " "
'Yl1'Irrnu fl11lJ'lfl'W ltylfl~tl'lI'l';i1'ilUlI'11~iJClltJiJ 1 '11~tllm tJ'lJll1tJ'lJ I>lm ~W;il'lM tl'liJU'lJ1ifll';j (Proficiency

"Testing 'I1~tl Inter-Lab) tlVNUtltJ 3 fl~'l~tltJ

4.6 ffllll';itlri 'loU'tl~Cl'illfl!fl1 tl'lI'l';i1'ilJll'11~iJmtJd1 'lilV'l1 iJ';jumlJffl'11~'lJ~l'Ifll';j hfl!'lJ1'1111'W~

tl~1'WfltllJ-W1ll'ltl{ 11'1tJ1tffltJ USB u~~ Bluetooth ~~l'Illltl'lJ\911!fl1tl'l !~tlri'loU'tl~"liJV'l Application 'lJ'W

ijtl~tll~ l~tl';itl'l~'lJfll';i~mJ1vh'W';i~'lJ'lJ 1 'Yl';jfllJ'WlfllJ (Tele-health)

4.7 lfl1 tl'lU~~Utl'lJ'Yll'lfftl'lJ~l ff'Wtl~tl'l~fl1';i 1~'l1'W 1 'W1 ';j'l'V'ltJl'lJ1~'IJ'W11'11'I1q1 !'If'W 1 ';j'l'V'ltJl'lJ1~

lJm1'YltJ1rl'tJ'I1~tl1 H'V'Itll'lJ1Clfl''WV 'I1~tl1 H'V'Itll'lJ1~~'l'l111'1 tlVNUtltJ 4 1 H'V'Itll'lJ1Cl !~'W!1m 3 tJ~tl!~tl'lOJ

fj) CJJ Q.I f $I 9Jdo 0 ~ G)91 .A , 9)
4. 8 ~'IJ1 tll'I tl'l 'ill'lLY'l!'ill '11'W1'Yl'l11'Wlty'll'W lll'Yllfll ';iffl1i I'Ifll ';j !'l1'l1 'W!'fl'jtl'l tl tll'l \l fll'l tl'l UCl~fll ';j~U~

~fl'l:Jl!fl1tl'lun!,rl'11Ul~ 'il'WLYllJl';itl 'It'll'W 1~!~'WtlVl'l~

4.9 ~~ijtlfll';i 1~'l1'WfIl1:l11 'YltlU~~fIl1:l1t)'lflq1:l

~ Q.J rig) ..:::tG) ~ Jt..::!:l rI ~ G) 0 <J) .dt ~ !ld G) 'j)

4.1 0 N~I'IflWCVII'1tl 'llJ !'lJtl'l;l tyll'1l>l~ I'I!fI ';jtl'llJtlU 'V'I'YltI'I1';itl !'lJtl'l;l tyll'1'W1!'Ill! 'fl'j tl'llJ tlU 'V'I'YltJ'Yltltlfl !'11

11'1tI ffltT fl'll'W flw~m ';ilJfll';itl1'111';i U~~tll

.';;8 tiii:. lh"'U""UOl'
<>,.i", 'rrf"" I~ .u:ry-, ..t....
"'1 u<J ; n';j';jl.Jnl'~

~~~tl -4 f1'5"i1Jn1'5



o ~

4.12 H'\J1fJ'il~ 1Pi'~~!~h-Ai'm 'I'l'U~llnl1fJiii()T1IPi'~~~111J T1f'1l'I1J1fJhwiimr~ff~!!~~i~I'1'H!'I'l'U ~1l1U1fJ~ ~ ~

'J} "" '1 'J} 'J} J{ "" OJ , OJ "" OJ 0' , IIJ 'IIJ 'J}
4.13 ~'\J1fJfJ'UfJ~1J l1~'il~C)1tlfJm'flT1Lltyqj1"1 T1tl'U111J'PlLltyty1 l11T1I'l'fll9lflO!CV1!!I'l'U'I'l'PlfftllJ~1J!'Pl

1J119l'nl1'U l1~tl 1ii!~'U 1tJI9l11J.,r~I9lT1'fl~~'j~lJ 1 n'U!i~'U 1 '\Jmvn~~ .
4.14fl O!~ T1'j 'j1JT11'j '\JtlLl ~1'U ~'I'l ~ 1 iii' us 1fl1~ 1Ll~111 T1iij:-.ji'i19lfiO! en~ii flO! Ll1Jllil~T111!!'fl~! l11J1~Ll1J• •

Q.I ~ J 9/91 0 d .e!t tid ~ Q.I ~

mmm 'I'l~'U'l11()tlfJfl11'fl11'j~tJ'j~ 1fJ'I1'U!tJ'U1tJI9l11Jflru~m'j1Jm'j'W'il1'jrull9l~Ll'U

•• 'il" ~ \J'"fi1um"Jn"
d (Vr.Io"-&:\ , .... ~'''~ ...."~'1l€J ; •••••••••••••••• '" •••••••••••• f1'j 'jlJ f11'j
..I

(l\l'll€l _ •.l4 f)':i'i:un1'5



" "G 1!II .., ~ 0 _I ... !II ..
!flwcnfl1~ '1Ul~uu'U!m~flVln'tlfl'VVI~11;)'U1~1t1ut1UJ'Ul'Vt1tllU'lJlU;)1~

'1 l' .., ..,.., _I "" ""
A1..:!'Vttll'l.Jlt1!'\) 1'Vt1~tIl tl.flt.l{! !'Uft1 ;)..:!'I11V1u11;)'U \11

t1'JoU'V'jlfll~V'Y!tl';ltJU~~ 2 dTWflWm~~~lh~ 1rJ'lftf~V'jl'lffl1'j
q

v
fl~U'W'W'j'JlJ 100 fl~U'W'W 1~tlijfflPHhmrrw

, ,
1. 'j lfl1l'1 V'Y!'W'JtI

2. lh~it'Vlnm~~~ll'j~ 1rJ'lftf~tl'jl'lffl1'j

mj~t~'W

30

70

,
'lfl~11f11 fI~U'U'U

, ' ,o d

'jlflll'ltlUtl1J'Vl~ffV1J 1'l1'Vlff~ 30 fl~!!'W'Wq

'jlfll~mttl1J'Vl~fftl1JlJ1f1f111 ~1 ff~U~!JJtfi'W 10% 25 fl~!!'W'Wq

'jlfl1~tlUtl1J'Vl~fftl1JlJ1f1f111 'jlfll~lff~J'~U~ 10% ~'W!1l 20 fl~U'W'Wq

!J) '" !J)
~l'WfJWml'm~~lJ1I'l'j~l'Wff'Wfl1

~1'W!'Vlfl1'W1~v
50

20

1. .fr10!'iifllt11V1U t1~fll1'1.h0!ilfI~1tl'U

'vh~'JrJ 1 ~'Y!~'VlV~ 'Y!~v ~1'Jlt~rJlJ ~~ !JJUI'lf1t1f1~lV!~Vfl'JllJ 10 fl~!!'W'W

5 fl~U'W'W

OQJ~CJJ' QJ

fll fl'Ut1"'U flUltJ 1..:1 'If VI!'il 'U

1J'Wchain ~~ Hexokinase !!~~t'Vlfl1'W 1~V~UJJ'WfJlff~f111
OJ

ID-GCMS method
aid

1J'Wchain nu Hexokinase !!~~ YSI

!JJ~'j~'l.J i'WWf1~l 'j tlltl1Jit'W f'llmh~im~ 'W

10 fl~U'W'W

5 fl~U'W'W

o fl~!!'W'W

. g'L-
fI~"ija···········..· tJi;;51'Um':ilJm,

.J <:
fI\l'U,,", l'rr-'-0",", 'V'~ \ ", '"u<.J·· • .. •.. ••••• .. • .. ••• f1':i';i:l.Jnl'l
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'U1"Htl'IJ 'n" tHl 'IJ
., ::"1 'l~ 11]~'" dI .,

rH'l-:J'i)lfl!u~UmJ'V1~~H)lJffnJ1'H) !'If-:J1'W!~'i)';j-:Jm1'Wl1lJ~tJ1~

mr-:J'i)1fl!tJ~U(llJ'V1~ffeJlJff1lJ1';j(lli'-:J1'W '~~11t1t1f)';h 6

!~eJ 'W1~tlih~1J 1'W!eJf1ff1';jrl 1nlJ~'W~1

jJ "' ....4. tfl~·nJfll'J.mtl~fll1tltHl"fltlij~'nNiUI'Ufl

~!eJf1ff1';jl'lf1f11';j Uff~ -:JU'i),rtl~~ N~ ';jlJf11'W ~eJ~ 1'lJeJ-:Jf11';j

\9l';j1'i)1!fI';j1~rilJ1f1f111 24 'If'W~~'W'U ~tJ1'i)ri-:JN~~eJf11';j

\9l';j1'i)J1\9l1~fl'W ,,rflltll'W 1H'Wtl11J1~'~

~!tIf1 ff1 ';jl'lf1f11';j Uff~~ U 'i),rtl~ ~ N~';juf11'W~ eJ~l'lJeJ~f11';j
~ 0'9) I ~ 'Q.J .c=::t. d I I

\9l';j1'i)1!fl';j1~11'Wtltlf11111';jtl!'V11f1lJ 24 'If'W~ 'V1tJ1'i)ff-:JN~\9leJ

f11';j\9l';j1'i)J1\9l1~fl'W ,.,j'flltll'W 1H'Wtl11J1~'~

'~~!eJf1ff1';jl'lf1f11';j Uff~-:JU'i) ,rtl~~N~';jlJf11'W~ eJ~l'lJ eJ-:Jf11';j

,
5. ijl'Ufo.Itlfll~\'l~lllU'IJ'IJ'Yttlltfm

l~tlfl'Nu-:J IFCC ~~';j~lJl 'W!eJf1ff1';jrl1tllJ~'Wfi1t1~1-:Ji~!'i)'W•
l~tlfl'N V-:JlJ1\9l';j! 1'Wg'W '1~~ ';j~1J1'W!eJf1ffn rl1tllJ ~'Wfi1

mh-:Ji~!'i)'W

'~';j~1Jf11';jfl'1-:JV-:JlJ1\9l';j!1'W 1~'11'W!eJf1ff1';jrl1tllJ~'W~leJdN

i~!'i)'W

10 fl~U'W'W

5 fl~U'W'W

10 fl~U'W'W

5 fl~U'W'W

o fl~U'W'W

10 fl~U'W'W

5 fl~U'W'W

o fl~U'W'W

.,"o f..? )j""un"~n"
~ ~,Q"'" ''V''lS"Jo<''''V ,"''I d8 f1';i,lJf11':i

~ li.t'I'l'lJe:J _ n':i"ltln1':i



,
, .::I
trlU'YI 1

'" ., 'JI 'I'
m~'U'Ul1~fll'j'\J~~{lUtl'U\9l'jJl1 !~fJ'Yll~ Internet web program

(~lltfl 'I1{l~) ~(1'llJl'jtlLiJ~'U~m'j i ,r'I'Jfl~~ i ,r'U~fll'j mu'l 'U

1'j ~'VW1'U1rl Itrl~ (1'l1hi'l'U l'UHtl'U'Yl~(1'~'U~i ~~1'U11~ ~i'U1t~q

v
rl~'I1'l.hfJ~ l'UIt{l~fll'Vl'j 111'\J~~l'1~h ~'VlfJl'U1{l1~ 1~fJU(1'~~

., i'JI '" ''JI 1'I1rlfl~l'Ufll'j 'lf~1'U11'j~~fJl~'U~fJ 10 'j~'VlfJl'U1rl

1li~'j~'U'U~~fll'j'1f~llrlUtl'U\9l'jll1 l~fJ'YlN Internet web
'"

program ~(1'llJl'jmiJ~'U~m'j i ,r'I'Jfl~~ i ,r'U~flllfllfJi'U

1'j ~'VlfJl'U1rl It{l~(1'111~1'Ul'UUtl'U'Yl~(1'~'U~ i ~~1'U11~ ~i 'Uu~
, " 'I' Ii) 'JI

rl~'I1'UJfJ.:Jl'WIt{l~fll'Vl'jl11'\J~.:Jl'1~!H'VlfJl'U1{l !~
, ..j
trlU'YI 2

'" .,
m~'U'Ul1~fll'jfll'UfJllfJWfll'Vl (QC management) uuu

"1 ., ~ 'JIInternet web program (~lJ'U 'I1rl~) (1'llJl'jtl'U'U'Ylfl'\J~J,jrl

material i'U'j~'U'U L'lf'ULot strip, Lot control, User training

due L~'U111\9l111lJl\9l'j~1'U'\J~~LA, HA It{l~ ISO

1li~'j~'U'U ~~fll'j'1f ~J,jrl~'j ~'U'U~~ rm fI1'UfJllfJWfll'Vl (QC
., ~

management) u'U'U Internet web program (1'llJl'jtl'U'U'Ylfl

'JI i ''IJ~J,j{lmaterial 'U'j~'U'U L'lf'ULot strip, Lot control, User

training due L~'U111\9l111lJl\9l'j~1'U'\J~.:JLA, HA Url~ ISO
,

, .::I

trlU'YI 3

~1111Umll'U~m'j:ij~fll'jfhJl\9l1{l'\J~~fI'U 1'1fl~fJi~(1'lfJ

USB '11~~ Bluetooth ~~~lJln'U1'11LfI~~~ L~~ri.:J'1f~llrl111rJ.:J
'"

Application 'U'Uij~(i~ 1~ L~~'j~.:Ji''Ufll'ji'ml1~l'U 'j~'U'U

1'Yl'jflll'Ulf111 (Tele-health)
1li~ 111'jumll'U~m'j ~~fll'jfilJl\9l1rl'\J~~fI'U 1'1f

o fI~U'U'U

5 fI~It'U'U

o fI~U'U'U

5 fI~U'U'U

o fI~U'U'U

- {:L
rWiJB tJ~;;;ul'Wm1l.1m1

,,~~€l··..···~.~~ '.:;-::.!.?:.: m~lJfll'j

Cl.:l~'il ~ f1')'):uf1'1'l


