
'" I f tI :t II '" • )f'lrut'lm~tru::LL~'U'VI~~il\J'U1~1t'l t'l1~'U1Vf'H):UL'tI:UL1iI1::(Blood glucose strlp

~1'U1'U Q11i)o,o4i'llo Test 1-a.:l'W~1\J1t'lL:ij1'W~::~1ilJi'~m \JfI~ ~.:I'Vl'r~t1~1~'U\J~~ .
II

@. f111:U~il.:ln1~

bb~'U'Vl~~f)'U1~~'UJ1(J)16'l1'Ub~f)~ (Blood Glucose Strip) "ill'UTU bfl<9l0,0t'liO Test vtloffn'Ubf1~f).:J(J)1'J~

Jl(J)l6'l"1J'Ul~b~n:Wbb'U(J)b(J)f)~'U111'J~llJl1tlYln'Vnb~m<h 1ill-til'U~n~thmb6'l~n11(J)1'J~'Uf)n~m'U~lJi'
'II

Q,/ ~ ~ II
It:J. 1~Cltl~::~.:If1n1~ b"tl.:l1'U•

b~f)1offm'J~'VI1'\J~lJlruJlm6'ln6'l1f1~1 'Ub~f)~~ln'VI6'lf)~b~f)~t-Jf)tJ 'VI6'lf)~b~f)~~i'1 'VI6'lf)~b~f)~bb~.:Jbb6'l~
'II

b~f)~~ln'V111n u 1nf16'lf)~ 1~tl1~'41 'Ubf)n~11fh n'UJltll~'U11~ 1'Un~f).:J~~(J).nru,]f)~l.:J-lr~ b~'U

sn. f'lru~m~ru:ml'rn::

bfl.<9l bU'Ubb~'U'Vl~~f)'U1~~'UJ1(J)16'l1 'Ub~f)~~1offn'U bf1~f).:J(J)1'J~1~ tlfl1Pl tl'VI~n n11 Biosensor 1~ tJ10ff

bf)'U1'1ll1Glucose dehydrogenase (GDH)

bfl.~ ~llJl1tl1in'UI11'Jf)~1.:Jb~f)~~.:J « '1lij~ 1Ji'bbflb~f)~~ln'VI6'lf)~b~f)~~i'1 (Venous Blood), 'VI6'lf)~b~f)~

t-Jf)tl~ln'\J6'lltl.Q'J (Capillary Blood), 'VI6'lf)~b~f)~bb~.:J (Arterial BLood) bb6'l~b~f)~"1Jf).:J'Vll1mb1nf16'lf)~

(NeonataL Blood) 1~tJ:W1~'U1'Ubf)n~11fhn'U~'UA11 'Un~f).:J~~(J).nru,]f)~l.:J-lr~ b~'U,

.r:::Iit. w ~ I Q.I

~6'lI'l.flrusnf)tJ1.:J'1l~b~'U

bfl.« ~llJl1tl1~1~~'UJ1(J)16'l1'Ub~f)~ ~.:Jbb~<9l0 - boo rng/dl 'VI~f)n11.:Jn11
I Qd 0 ~ I QI ct CiI 4 II I

bfl.et '1l'J.:J~ru'VI1JlJ'Vl'Vl1n11(J)1'J~~f)'U(J).:Jbb(J)« f).:JP11b'll6'lb'lltl~tl.:J«et f).:JP11b'll6'lb'lltl~'VI1'¬ lln'Jl.:Jn'Jl

sn.b ~llJl1tll~ 1Ji' 1'U·ti'J.:J~lJl11'lf1~'Vl~.:Jbb~<9l0% - bet% 'VI~'¬ lln11.:Jn11

bfl.t'li bbtl'U'Vl~~'¬ ll'U1~~'UJ1(J)16'l1'Ub~'¬ ll~f1ru.fll'Vi~~:Wbb1.:J~~b~f)~bb'U'U-5(J)1'Ul1~ 'VI~.:J~ln~btJ~ 1i.:Jl'Ubb~'J
• 'II

unun ~~eJ'U~ ~~f).:J~llJl1tl1 off.:Jl'U1Ji'lJl nn11 b b~f)'U~'U1'\J 'VI~f)~'Ui1.:J1'U'VIlJ~f)l~~1~'4 H-Ul.:J'U11~.n ru,]

l~tJih~'U 1'Ubf)n~11nln'U~'UA11 'Un~f).:J~~(J).nrusvif)~l.:Ji~ b~'U,
bfl.~ ~1'U~6'ln11m'J~bb'U'U plasma calibration 'VI~f)plasma equivalent

1~'U111'Ubf)n~11nln'U~'UA11 'Un~f).:J~~(J).nrusvif)~l.:Ji~ b~'U,
bfl.~ :wm1'\J-r'U~llJlI'l1Sil'Ul~tl-51'l1'UWi 1~tJhj~f).:J1mA~~yJ (No Coding)

bfl.<9l0 ~llJl1'Vl'J'U~f)'Un~'U1Ji' (Traceability) Ji''Jtl'VI~nn11 Hexokinase 1'\J~.:J~11lJl(J)1Sil'U NIST

(National Institute of Standard and TechnoLogy) 1~tJ:W1~'41'Ubf)n~11nln'U~~(J).nrusvi

bfl.<9l<9lbf1~f).:J(J)1'J~1bf111~~Jl(J)16'l1 'Ub~f)~~f).:J:W~ryrylru Bluetooth/NFC .flltl 1'U111'Jbf1~f).:Jb~f)1f).:J-r'U

1~'U'U'\J~~n11"1Jf).:J 11.:J'Vitll'U16'lb~m'.:Jb~~lJn11'U~n11f1'U 1-umtJ1 'UL~~'VlltI1U1~

~. b~f)'Ul't1bil'W1::

«.<9l ~"1Jltl~'¬ ll.:J..ij~'VIlbf1~f).:J1'l11~1~1~~'UJ11'l16'l1'Ub~f)~~'Vi~'¬ lllJ1i.:J1'U,)1'U'J'U <9leto bf1~'¬ ll.:Jb~m'¬ ll.:J-r'U1i
'II

m tJ1'U11.:J'VitJl'Ul6'l bb6'l~11.:J'VitJl'Ul6'lci.:Jb~~lJ~"1J.fll'Vi~l'U6'l bb6'l~~,r'U~'U'Ubb'UI'lb(J)f)~1~b Vl tJ.:J'Vif)~'¬ lln111 off.:Jl'U, ,
bb6'l~:Wbf1~f).:J~11f).:Jf)~1.:J,j'f)tl~o bf1~f).:J111-til'Umrubf1~f).:J-rr~-Uf).:J~mQ'U'VI~f):WUqj'VI11'Un111 i.:Jl'U

.............................ti~. '\, \.-...._
I - ........................ :-:-.::-:S: .



II II ~.dI ,: 10 d,vtK .d ~ .diI
<t.\v e.J'1J1 tJ~ €J-:Juau €JtJn'HU b"iJ1~ b~€J~"iJ1 ntJ ~ 1 tJ'U1 b'Vll"iJl'U 1'Uunun ~a €J'U'Vl,W1!€J '1l-:J€JtJn'HU b"iJ1~ b~€I ~

'lJ • •

~€J-:JbU'U~tJmru~6't1lJ1'm t 'U1"l~-:Jb~tJ1bb~1~-:J uaehl6'tllJl'm111n"''U1.J1 totl~11~ (disposabLe use) l~tJb~lJ

b"iJl~b~€J~~'1J'Ul~ \v~G

<t.bf1 'U~';'Vl~1~-r'U nl~~"iJ l'HU 1~~ b~€Jn ~ €J-:J6't'l1'U6't'U'UJltJll"l1'U I"llJl"lru.fllV'1€J~l-:J,j'€JtJ \!) ~~~'U 1~tJ• • •
1"l~€J'UI"l~lJfh~lbb6'l~~l'N b~€J1~~tJfi,:m-:Jl'U 1i'Vl~6't€J'Ul"lrumV'lb~€J'U~~ C9lI"l~-:Jl~tJ hi~~lJ~~l

'I \I 'U d..J 'I \I

<t.<t ~~~'U'U ~ ~ nl~'U~Vll~ bl"l~€J-:J~ ~1 "iJ,Jlm6'ltJ a ltJ.Q1 Vl~€J~~'U 'U~ ~ nl~1"l1'U I"llJl"ltlJ.fllV'1 (QC• •
management) uuu Internet web program 6'tllJl~Cl'IJ'U'Vin-rrmJ6'l btJ'UltJmlJlJl~~~l'U LA, HA uae ISO

<t.ct 'U~';'Vl~lM''U nl~~"iJl~rul f1~b~€I n~ €J-:J6't'l1'U6't'U'Umm ~6't€J'UI"lru.fllV'1 EQA Vl~€Jl tJ ~ bbmlJ'Vl~6't€J'U• •
mllJ'tll'UlqJbl"l~m~~1"iJJlm~tJmtJd1 Vl~mtJ~tJ'UbV1tJ'Ue.J~~~Vll1-:J~€J-:JtJij'IJ~f11~ (Proficiency Testing

Vl~€J Inter-Lab) €J~l-:J,j'€JtJ en1"l~-:J~€JtJ

<t.b ?lllJl~ClG'1-:J-rr€JlJ~"iJlml"l~€J-:J~~1"iJJ1~1~tJ~ltJd11 tJ ~-:J1tJ~bbmlJ"'lVl-r'U~~f11~ 1~I"lb'U1Vl11'U~€JtJ'1 'U
'lJ 'lJ

l"l€JlJ~1b~€J{ 1~tJ1otl6'tltJ USB uae BLuetooth ~~~lJln'U~1bl"l~€J-:J b~€JG'1-:J-rr€JlJ~ltJ~-:JApplication 'U'U1l€J

~€Jl~ b~€J~m-r'Uf11~-rf1'l~n~h'U~~'U'U 1'Vl~l"llJ'Ull"llJ (TeLe-heaLth)
<t.C!lI bl"l~€J-:Jua ~bbCl'U'Vl~ 6't€I 'U~ b6't'U€I ~ €J-:J~f11~1 otl-:Jl'U1'Uh-:JV'ICJl'U 1~ '1J'U1~ t Vl'1i b"li'Uh-:JV'ItJ l'U 1~

lJVlli'VltJ1"'tJVl~€J h-:JV'ltJl'Ul~P1'U~ Vl~€Jh-:JV'ltJl'Ul~~-:JVl1~ €J~l-:J,j'€JtJ <t h-:JV'ltJl'Ul~ bU'Ub1~l bf1u~m~€J-:J
'lJ

'I1'Uii-:Jut:l"iJ"iJ'IJ'Ub~€J1"l11lJ b~€J~'U'1J€J-:Jl"lrumV'lbbCl'U'Vl~6't€J'U1~ tJ~€J-:Jbb6't~-:JVl~mi1'U~-tl~ b"iJ'U. . ""
<t.~ ~'1JltJ~€J-:J~~G'1-:Jb~lVl'Ul~"lll'U lfll-:Jl'UlJlvi'lf11~6'tlfi~ f11~1otl-:Jl'Ubl"l~€J-:J€J~l-:JCln~€J-:Jbb~~f11~~ bb~-rf1'l~l'U o~ 'U \I

bl"l~€J-:Jbbnb~lVl.ul~"iJ'U6'tllJl~Cl1 otl-:Jl'U1~ bU'U€J~1-:J~

<t.~ ~~ll€Jf11~H-:Jl'Um~11'VltJbb~~m~Te)-:Jn'1~

<t.C9l0 e.J~~.Iirusvi~ €J-:Jm'Ue:J'Urul~ e.J~~ bl"l~€J-:J1lmbV'I'Vl~Vl~€J1'U€J'Urul~tJ 1 b-rrl bl"l~€J-:J1lmbV'I'Vl~~ €J€Jntm~tJ
'I v 'I u

"'l'11n-:Jl'Ul"lru~m~lJf11~€l1Vll~bb~~tJ1

<t.C9lC9l~f11~-r'UtJ ~~ n'U I"lru.fllV'1'1J€J-:Je.J~~.Iirusvi'l1'U"iJln1'U~ ~1 "iJ-r'U€I ~l-:J.u €I tJ C9lU Vll n~ f11~b~€JlJ6't.fl1V'1•
~'1Jl tJ~e:J-:J-r'U~ ~"I.f€J'Ubb~~vi'lf11~ btJ~ tJ'UtmVllJ1~tJllJ~~~l t otl~l tJ
'lJ

Q.I f'1I QJ I

<t.C9l\v 'U~~"iJ.flru"~€J-:J~~'U1'UVllJ~€l1CJ, Lot No. '1J€J-:Jbbe.J'U'Vl~6't€J'U• • •
<t.C9l\v ~'1Jl tJ"iJ~~ €J-:JbtJ'U ~1 bb'Vl'U'<illVl1..htJ~ Cln~ €J-:J~llJ n f1VllJl tJ1~ CJ~Vl'l1-:J~€Jbb~-:J~ -:J~1bb'Vl'U'<illVlti1 tJ"iJ1 n

'lJ 'lJ ~

" ..e.Je.J~~
'lJ

<t.C9lbf1~'1JltJ ~'UCJ€JlJt ~~"iJ~~€JtJm~n~qJqJl" n€J'UVllJ~~11!11!l Vllne.J~~.lirusvi bb~'U'Vl~6't€J'Uhn~lJl~~~l'U

Vl~€JllJbu'U1tJmlJ-rr€J~n~-:J~~~'U 1n 'Ub~€J'U1'1JbOV'll~,
<t.C9l<t I"lru~ m~lJ f11~'1J€J6't-:J1'U~'Vl~llJ-r'U~11"l1~ 16't~Vll n~e.J~~.Iirusvi~~ I"lru6'tlJ'IJ~ ~ nl1 bb6'l~bVllJ1~6'tlJn'U, .

';ill"l1 ~-:Jm ~l1€JtJfll 1~ Vl~€JtJ~~ltJ"l.ftibtJ'U1tJmlJl"lru~m~lJf11~~"iJl';irul~~~'U

.........................ff . ,

....................L ..

-. - ---------



• , II .... ""mWCflfll1 'HfI~H'U'UHl1~flVlnU)fl

th~m)t1~';w 'I11,j'fl'I1f11~mn.btlu~~ 2 rb'UfI\lUl1l'l~ihh~ lt1'lnr~fl'I1"lffll'I•..
fI~U'U'IJ'I1lJ 100 fI~U'U'U lf1t1ijfffl~h'U~-!lij

1. 'I1f11~mnbtl

2. 'lh~ff'Vl~ml'l~ijth~ lt1"lftf~fl'I1"lffll'I

mj-!lt~'IJ

30

70 fI~U'U'IJ

'JI '" 'JIfl1'IJflWf11l'lU~~ lJWl'IJ1'IJ ff'IJfl1

~l'IJt'Vlfll 'IJl~v
50

20

fI~U'IJ'IJ

,
"1'111f11 fI~H'U'U..

, 0 '" 30 fI~U'U'IJ'I1f11~flUtltI'Vlflfffltl m'Vl,,!fI

'I1f11~flttf:ltl'Vlflfffltl1J1f1fr;h~lffflU~'],jtn'IJ 10% 25 fI:::U'U'IJ•
'I1f11~flt!tltI'Vlflfffltl1J1tltl11'I1f11~lfffli-!lU~ 10% ~'IJ',j 20 fI~U'IJ'IJ•

.... II
fI:::tt'U'U;ft~'H1'U8

"
1. .u18ti1f11'YI1V1Hl1~fll1'1.h8ti1f1V118'U

o 'j) 1 .a d ~, 1 Q.I I a 10 fI~U'IJ'IJ- 'Vl1f11t1m-Y~'Vlfl-!l'H'Ifl l'l1'I1tfltllJ 9f-!l lJU~tl'l1tl-!llml'lfl

'"fl11lJtfftl tI'I 'Ufl-!lflWf11l'lrns~'I1~
031 rI .a1 a ~ QlI 5 fI~U'IJ'IJ- 'Vl1f11t1f11'Itlfl'IJ'I1'Ifl ~'I1~fl'IJ"l 9f-!lU~tl'l1tl-!llt1

II.... 1"" .....2. f111'Y11'U11'fltltl8'Ufll1'lJ{Traceabilicy} Vltltn:::'lJ 'Ut8fl11'11fllfl'lJq

'" II , ....
11''UfIUltl1'1'IfVIt;)'U

- tI'IJ chain ~ij Hexokinase U~~t'Vlfll 'IJ1~v~u],j'Uth~-!ltl11 10 fI~U'IJ'U

ID-GCMS method.
"'''' 5 fI~U'IJ'IJ- tI'IJ chain nu Hexokinase U~~ YSI

- '],jij'I~'lJ 1'IJien ff1'I n1ntlff'IJ fi'lfl~l-!liflt ~'IJ o fI~U'U'IJ

...................~ . IV-...................................................... . L .

---------- --- --- - - - .



OJ !II
'Hl'Utl

llO'Uf1~ i.ftl'U

'I1~.:J'illfHilflUiliJ'VlflfftJiJffl1.11'Hl '1oN.:Jl'W1~'il1.:Jt1.:J1''W

'I11.1f1tJ1~~ ~~1J,rl.:J'\J1f11fIflij~ ~1J'1'WttJflffl~ til niJ ff'W~l

'I1~.:J'illfHilflUiliJ'VlflfftJiJffl1J1~iI '1oN.:Jl'W1~~UtJflfl';h 6

t~tJ'W 1f1flij~~1J '1'WttJflffl~tilniJff'W~l

!II ......
4. i.fl~~'UflT"m"~fll1tJi.ftl~fnltl~f1HfI"Ufl

ijttJflffl~ l'lflfl1 ~Ufffl.:JU'il~fl~ij H~rumu~tJ~ l'\JtJ.:Jfl1~

~~1'illtml~"r1J1flfl'h 24 'lfiJfI~'W111 ~tJ1'ilri.:JH~~tJfl1~

~~1'ilJl~1~fI'W1,rfllfl'1'W 1H't'WliJ1~ 1~

ijro flffl~ l'lflfll ~Ufffl.:JU'il~fl~ij H~~ 'Ufl1'W~ tJ~ 1'\JtJ.:Jfl1~
Q tI 'J) I t!I I QI .c:t. d , I

~~1'il1tml~'I1'WtJflfl1l'11~mVl1fl'U 24 'If'WfI 'YItJ1'ilff.:JH~~{J

fl1~~~1'ilJl~1~fI'W 1,rfllfl'1'W1~.:JVWliJ1~1~

11jijl{)flffl~ l'lflfl1~ Ufffl.:JU'il~fl~ ij H~~'Ufl1'W~{J~1'\J{J.:Jrrrs

,
5. tllUN"fl1~gJ~l{1H'U'U'W"li.ftJl

- 1f1flV'1.:Ju.:JIFCC ~ij~~1J'1'WWflffl~tiln'Uff'W~lmjNiflt'il'W

- 1f1flV'1.:Ju.:J1J1~~;11'W~'W'1 ~ij~~1J'l'Wt{Jflffl~tiln'Uff'W~l

{J~l.:Jiflt'il'W

- 1~~~1Jfl1~V'1.:JU.:J1J1~~!1'W'lfl '1 'l'Wt{Jflffl~tiln'Uff'W~l

{J~l.:Jiflt'il'W

?~
........................................................, , /~......................................................

10 fI~U'W'W

5 fI~U'W'W

10 fI~U'W'W

5 fI~U'W'W

o fI~U'W'W

10 fI~U'W'W

5 fI~U'W'W

o fI~U'W'W

....................~ .
(Ul.:JL-WCJ\lb~ty I"lU"lJfJU)



,
, .cI
tT1Ufll

,
, .cI
tT1UfI 2

10 fl~U1414
ih~'lJ'lJ,r~fl1'J,rm,Hmfl'lJI9I'J1'il1~tI'Vl1~Internet web program..
(~11lf1 'V"'~) ~'f111Jl'JmTI~'lJ~111'J1,r'Vlfl~~1,r'lJ~fl1'Jflltll 14

1'J~"'Wl'lJ1~U~~'f11,j~l14114UfI'lJ'Vl~'f1fl'lJ~1~~l14'il~~114U~

~~m,htl~llm~~fll~'J11J~tl~J~ 1H~tll'lJ1~ ~~ 1~tlU'f1~~

mrfl~l14fl1'Jl~~l14'il~~ tldl~,rtltl 10 1'J~~tll'lJ1~

~1iih~'lJ'lJ,r~fl1'J,rmj~UfI'lJI9I'J1'il1~tI'Vl1~Internet web..
d ~ "" 'I v 'I v "" 'Iprogram 'Vl'f111Jl'JmlJ~'lJ'Jm'Jtl1'Vlfl~~tl'I'lJ'Jfl1'Jfllti t14

h~~tI1'lJ1~ U~~'f11U~l14114UfI'lJ'Vl~'f1fl'lJ~1~~114'il~~114U~
1 ~ ~~

{l~l1141t1~l14U{l~fll~'J11J~fl~m1'J~~tll'lJ1{l t~

.cI cv1J'J~'lJ'lJ'il~fl1'Jfl1'lJ~1J~Wfll~(QC management) U'lJ'lJ
o''j '" '"I '"Internet web program (~1114tl1{l~) 'f111Jl'JfI'lJ14'Vlfl~tl1J{l..

materiall14'J~'lJ'lJ tGJf14Lot strip, Lot control, User training

due t~14'Ul9ll1J1Jll91'J~l14~fl~LA, HA une ISO

'1iih~'lJ'lJ,r~fl1'J,ymqJ~lh~'lJ'lJ,r~fl1'Jfl1'lJ~1JfJWfI1~ (QC

management) U'lJ'lJInternet web program 'f111Jl'JfI'U14-nfl

,rmqJ{lmaterial i14'J~'lJ'lJtGJf14Lot strip, Lot control, User

training due t~14',j19l11J1Jlm~l14~tl~ LA, HA U{l~ISO
, .cI
tT1UfI 3

inu'J Um1J~ll1 1'lJ,r~fl1'J1'Jflt'lJ1111114~ fldl 14flfllJ-W1tl9lfl!

1~tI'~'f11t1USB U{l~Bluetooth ~~~1Jlnmi1tfl~tl~ ti4flri~
'" 1iJ.1 w '~tllJ{l t lJtI~ Application 'lJ14jjtliifl'~ tWtl'Jtl~1'lJfl1'J1mn

~114'J~'lJ'lJ1'YI'Jfl1J14lfl1J(Tele-health)
'hJij Iil 'JUm1J~ll1 1'lJ\)~fl1'Jhflt'lJ1111114

o fl~U1414

5 fl~U1414

o fl~U1414

5 fl~U1414

(\
'\ i"V-

. :-: .......................... ........................

o fl~U1414

".""." .. " " J4 .


