
fil. f1113J~a~n1'i

bb~'U'V1~~e:ltJ~:::~tJJ1m~1'Ub~e:l~ (Blood Glucose Strip) "i\'1'U'J'UI!?<fo,ooo test mintJbfl~a'H'1~T"JJ1~1~

'lJ'U1~b~nilbbtJ~b~e:l~'U~'J ~1lJ1~mmvnb~ml11t11m'U~n~thE.lbb~:::m~~n'iJ'Ue:ln~m'U~11'i'
"., tI ' '1111rI. 1~q 'i:::fl~f1n1'i L'U~1'U

b~e:ll.u~~'Jlil"'1tl~3J1ruJ1~1~n~ lf1~l 'Ub~e:l~lil1n",~'¬ 11~b~e:l~e..Je:lE.l"'~e:l~ b~e:l~~h "'~'¬ II~b~e:l~bb~~bb~:::b~e:l~lil1n
"

'V11~nu~nfl~e:l~ l~E.l~:::tJ1'Ube:lnG'l1~n1ntJJ1E.l1~m~lill 'Un~e:l~~~~.nru.;j'¬ ll~1~i~ blil'U, ,
m. flW~n'letw:::btl""1:::

m.(9) btJ'Ubb~'U'V1~G'le:ltJ~:::~tJJ1(Jl1~1'Ub~e:l~~lintJbfl~e:l~mT'iJl~E.le:l1P1E.l",~nn1~ BiosensorlMli be:l'Ul'1f:U

Glucose dehydrogenase (GDH)

m.1!?G'l1111~Cl1intJ~'Je:l~1~b~e:lVl~~ et 'lji'lVlll'i'bbn b~e:l~lil1n"'~e:lVlb~e:l~~1 (Venous Blood), "'~e:l~b~e:lVle..Je:lE.l

lil1ntl~1E.l.Q'J (Capillary Blood), "'~e:l~b~e:lVlbbVl~ (Arterial Blood) bb~:::b~e:l~'lJe:l~'V11~nbL~nfl~e:lVl(Neonatal

Blood) l~E.lil~:::tJ1'Ube:lnG'l1~n1ntJ~'Ufh1'Un~e:l~~~~.nru.;je:l~1~iVl blil'U,

e:l~1~i~blil'U

m.et G'l13J1~Cl1~~:::~tJJ1~1~1'Ub~e:lVl~~bL~ (9)0 - '000 mg/dl "'~e:ln-l1~n11
, ...

I QCII 0 QI I q 4 oICII dI 1.1 I

m.<f 'Ij'J~e:lruwlll'V1'V11m~~~'JlilG'le:ltJ~~bb~ ~ e:l~f'11b'1fm'1fE.lG'lCl~etet e:l~f'11b'1f~b'1fE.lG'l"'~e:lm1~m1, "
sn.'0 G'l1111~Cl1~ll'i' 1'U"lh~ij1l1l\9lfl~'V1 ~~ LL~(9)0% - 'o<f% "'~e:ln11~n11

m.b'll bL{ltJ'V1~G'le:ltJ~:::~tJJ1m~1'Ub~e:lVlflru.fl1~~~ ilbL';i~~Vlb~e:l~bbtJtJel\9ll 'Ul!~ "'~~lil1n~btl~li~1'UbL"'JbbCltJ, "
'V1VlG'le:ltJlil:::I'i'e:l~G'l1111';i{lli~1'Ul1'i'lnnn11 '0 b~'¬ II'U~'U1tl "'~e:llil'Ufi~1'UmJVle:l1E.l~';i:::tJH-V1~m';ilil.nru.;j lVl E.lil~:::tJl'U

.. 'I .. ,

Le:lnG'l1~n1ntJ~'UA11'Un~e:l~~~ \9l.nru.;je:l~1~iVlblil'U

m.~ ~1'U~~n1~~~T"JbbtJtJ plasma calibration "'~'¬ IIplasma equivalent

be:lnG'l1~r\'1ntJ~'UA11'Un~e:l~~~~.nru.;je:l~1~i~ blil'U

m.ci ilm~tl1'tJA13J1\9l~-'i1'Ul~E.lel\9ll'Umi lVlE.lllJl'i'e:l~lmAVl;uyj (No Coding)

m.(9)O G'l1111~'V1'J'UG'le:ltJn~tJll'i'( Traceability) l'i''JE.l",~nn1~ Hexokinase ltl~~~1~1I1m~1'U NIST(National

Institute of Standard and Technology) lVlE.lil~:::'l.Jl'Ube:lnG'l1~r\'1ntJ~~\9l.nru.;j

m.(9)(9)bfl~e:l~m'Jlil1 bfl';i1:::~J1 \9l1~1'Ub~e:lVlI'i'e:l~il~'Y'Y1ru Bluetooth/NFC .fl1E.ll'U~'J bfl~e:l~b~e:l';ie:l~1'm:::tJtJ

tl~~m';i'lJe:l~ 1~~~E.l1tJ1~ b~e:l~~bG'l~lIm';itJ~m';ifl'U l-VmE.ll 'Ul 'i~'1'Wl'IJ1Gj

cr. b~a'Ul'tlLtl""1:::

et.(9) ~'lJ1E.l1'i'e:l~~~"'1LfI~e:l~~~'Jlil1Vl~:::~tJJ1\9l1~1'Ub~e:l~~~~e:l3Jli~1'U"i\'1'U'J'U~o bfl~e:l~b~me:l~1'tJ1imE.ll'U
"1~~~E.l1tJ1~bb~:::1~~~E.l1tJ1~~~bG'l~lIG'1'lJ.fl1~(JhtJ~bb~:::G'lUtJG'I'U'UbLtJ\9lb\9le:l~1~L~E.l~~e:l~'¬ IIm~1i~1'U bb~:::nLfI~'¬ II~, ,

~1~e:l~e:l~1~U'¬ llE.lI!?oLfI~e:l~111m 'Umrubfl~e:l~-V~-Ve:l~qmo'U"'~e:lil-U'Y"'11 'Um~l i~1'U

............~ .



.., 1/ f' 4 ~ 10 d"J" .d f' 4 '" Q
ct.\!) ~'lJ1EJ~fJ,mm,J'mJmWL"iJl::L~fJl'I"iJlmJ~lEJ'U1b'VI1"iJ1'U1'UbLCl'U'VII'I6'ffJ'U'VI6'f.:J'IlfJ'Il.:JmJmWb"iJl::b~fJl'I~fJ.:JbiJ'U" , ,

tltln'HU~6'fllJl'm 1'UFI~.:Jb~EJ1LL~1'~'.:Juae1lJ6'fllJ1~ml1mr'U1.J1H~11~ (disposable use) 1I'1m~lJL"iJl::b~fJl'lii

'IJ'Ull'! \!)~G 11'!mu'U~~m~EJ1n'UbbCl'U~~1"iJJ1~1~tlmEJd1

ct.sn 'U~~'VIm~~'Um ~Vi"iJ1~W11"11'1b~fJn~ fJ.:J6'ftJ'U6'f'4'UJ1EJ1FI1'UfllJfl W.fl1~ fJVl.:JtJfJEJ\!) ~::~'U11'1EJFI~fJ'UFi~lJ~1

~lbb~::~l6'f.:J b~fJ1~~tlfim.:Jl'U1~'VII'!6'ffJ'UFlW.fl1~b~fJ'U~:: <9'lFI~.:J1I'1EJ1lJfil'llJ~~1
\I \I d.J ~ 'U

ct.<t 'U~~'VIm~~'Um~Vi"iJl~Wll"1l'1 b~fJn~fJ.:J6'ftJ'U6'f'4'Um~'VII'16'ffJ'UflW.fl1~EQA VI~fJ1tl~LbmlJ'VIl'I6'ffJ'UFI11lJ

'1il'UlqjbFl~fJ.:J~~1"iJJ1~1~tl~lEJ.a1 VI~mtl~EJ'UbVlEJ'U~~~::Vll1.:J,xfJ.:Jtl~mm~ (Proficiency Testing VI~fJ Inter

Lab) fJV1.:JtJfJEJ6!lFI~.:J~fJtJ

ct.0 6'fllJ1~Cl6'i.:JifJlJ~"iJlmFl~fJ.:J~~1"iJJ1~1~tl~lEJd11tleJ.:J1tl~bbmlJG11V1~'U..ijl'lm~1~Flb'U1V111'U~fJEJ1'U
" "

FlfJlJVi1b~fJ{ 11'1EJ1~6'flEJUSBbL~::Bluetooth ~~l'!lJln'U~1bFl~fJ.:J b~fJ6'i.:JifJ~~1tleJ.:JApplication 'U'Ui1fJ~fJ1~

L~fJ~fJ.:J~'Um~~n~l~l'U~::'U'U 1'VI~FllJ'U1F1lJ(Tele-health)

ct.6"JbFl~eNLb~::bbCl'U'VII'I6'ffJ'U~b6'f'UfJ~fJ.:Jiin1~1i.:J1'U1'Uh.:J~EJ1'Ul~'IJ'UlI'11Vlq! b"li'Uh.:J~EJ1'Ul~~11 tl h.:J~EJ1'Ul~

lJVll1'V1EJ1"'EJVI~fJh.:J~EJ1'Ul~P1'U~'lJfJ.:J-r~fJV1.:JUfJEJct h.:J~EJ1'Ul~ bU'Ub1m sn tJ~m~fJ.:JtJ'U~.:Juil"iJ"iJu'Ub~fJFI11lJ
" d.t ,

b~fJ~'U'IJfJ.:JFIW.fl1~ bbCl'U'VII'I6'ffJ'U11'1EJ~fJ.:Jbb6'fI'l.:JVI'"n~l'U~i 1'1b"iJ'U, d.t

ct.~ ii~::'U'U..ijl'lm~'U~Vll~bFl~fJ.:Jm1"iJJ1~1~tlmEJ.a1 VI~m::'U'U..ijl'lm~FI1'UFllJFlW.fl1~ (QC rnanaeernent), , :>

bL'U'UInternet web program 6'fllJl~Clu'U'Vinim;l~ matertat Iureuu b"li'ULot strip, Lot control, User

training due, Strip consumption bu'U1tlmlJlJlm!1'U LA, HA bb~:: ISO

ct.~ ~'lJ1EJ~fJ.:J..ijI'l6'i.:Jb~lV1tJl~'1il'Ulfll.:Jl'UlJlv\'l m~6'f15~m~ 1~.:Jl'UbFl~fJ.:JfJV1.:JCln~fJ.:Jbb~::m~l'Ibb~-rn~l bFl~fJ.:J
\I o~ \I \I

bLnb~1V1Ul~"iJ'U6'fllJl~Cl1~.:Jl'U1~bU'UfJV1.:J~

ct.<9'lOii~i1fJm~1 ~.:Jl'U.fl1~11'VImb~::.fl1~le).:Jn~~

ct.<9'l<9'l~~~JlW';~fJ.:Jm 'UfJ'4qjl~~~~ bFl~fJ.:Ji1fJbb~'VI~VI~fJ1'UfJ'4'1l1~'111bilbFl~fJ.:Ji1fJu~'VI~~fJfJn1Vl11'1EJG11tJn.:Jl'U

Flru::m~lJm~fJ1V11~bb~::EJ1

ct.<9'l\!)iim~-r'Utl~::n'UFlW.fl1~'lJfJ.:J~~~Jlru';tJ'U"iJlnl'U~~1"iJ-r'UfJV1.:JUfJEJ<9'lU Vllniim~b~fJlJ6'f.fl1~ ~'lJ1EJ~fJ.:J, "
-r'U~I'I,!!fJ'Ubb~::v\'lm~ btl~ EJ'U1m VllJbl'!EJ1lJfil'l~11 ~~lEJ

ct.<9'l6!lm~"iJJlru';~fJ.:J~::'Ul'UVllJl'lfJ1EJ, Lot No. 'lJfJ.:Jbb~'U'VII'I6'ffJ'U, , ,
ct.<9'lct~'lJ1EJ"iJ::~fJ.:JLU'U~1 bb'VI'U1il'1V1tJ1EJ~Cln~fJ.:J~llJnf1V1lJ1EJ1l'1EJiiVltJ.:JafJbL~.:J~.:J~1bb'VI'U1il'1V1tJ1EJ"iJln~~~~

\I \I ~ \I

ct.<9'l<t~'lJ1EJ~'UEJfJlJ1~~"iJ::~fJEJm~mrqj'1l1'1nfJ'UVllJl'I"'qjqjl Vlln~~~Jlru';bL~'U'VII'I6'ffJ'U1lJ1~lJ1m!1'U VI~fJ1lJ

bU'U1tl~llJifJ~n~.:J~~::'U11l 'Ub~fJ'U1'IJb\J~1::,
ct.<9'lOFlw::m~lJm~'lJfJ6'f.:J1'U~'VI~1lJ-r'U~lF11~16'fI'lVilnii~~~Jlru';~iiFlW6'flJm;~n11bb~::bVllJl::6'flJnmlF11 ~.:J;f, ,

1~tlfJEJfI'11~ VI~fJtl~::1EJ'!!ubu'U1tl~llJFlru::m~lJm~Vi"iJl~rul~I'I~'U



'_h~ne)'u#l1tJ ~1~€J'l1m~€J'VI'I.htJbb~~ \!) ~Tl.Jl"1ruil1'Y'l~ihh~ltJ'Il,j~€J'l1"llf11'l l"1~bb'\.J'\.J'l1lJ GlOO l'1~bb'\.J'\.J•
1I'1tJil"'I'1~1'\.J~-!I~

Gl. 'l11"11~€J'VItl1tJ

\!). tl'l:!~'V15m'Y'l~iltl'l~ ltJ'Il,j~€J'l1'1lf11'l

bbtl-!lbU'\.J

#l1'\.Jl"1rum'Y'l bb~~lJ11'l'l;j1'\.J~'\.JPl1. ~
#l1'\.Jb'V11"11'\.Jl~~

gjO

G10

cfo

\!)o

l"1:!bb'\.J'\.J

l'1:!bb'\.J'\.J

l"1~bb'\.J'\.J

sno l'1~bb'\.J'\.J

\!)O l"1~bb'\.J'\.J

.... II'WJ'Uel

vh#l1tJl~'VI~'V1eN 'VI~€J 'Y'l1'l1b~tJlJ ~-!lhlbbl'lf1~f1~1m~€J1"111lJb~~tJ'l

'lJ€J.:j~rum'Y'lf11'lm1~

'Vh#l1tJI'111'U€J'\.J'VI~€J 1~'VI~~'\.J 1~.:jbbl'lf1~f1~1tJ

01'j'VI1yaelUVelYOfl'U ITraceability) If)vih::1.(lymoaTnbo\JayftJ

tJeh-!li~LvY

- ~1lJ1'l(1~€J'U'V1d'\.Jf1~'U1#l (Traceability) #l1tJ Hexokinase

- ~1lJ1'l(1~€J'U'V11'\.Jf1~'U1#l (Traceability) #l1tJ YSI

- hlil'l~~b'\.Jb€Jf1~1'lfhi''U~'\.JPl1€J~wijl'1b~'\.J

GlO l"1~bb'\.J'\.J

...
fl113m!Clv1't!el'l enzyme

m1lJ~1lJ1'l(1b '\.Jf11'lb~-!l1'\.J'VI~.:jbUI'1'lJ11'1bb(1'U'V1I'1~€J'U

'VI~-!I~1f1bUI'1bb(1'U'V1I'1~€J'U~1lJ1'l(1b-U.:j1'\.J1#l~~-!lfi-!l1'\.J'VIlJl'1€J1tJ~'l~'U~1-!1'lJ11'1• •
1I'1tJil'l~'U b '\.Jb€Jf1~1'lfhi''U~'\.JPl1

..................~ .

('\.J1tJ'li1'\.J1qJ lJ.:jl"1~bb~'\.J)

GlO l'1:!bb'\.J'\.J



'VI"'..:I~J1miJ(;lLLrl'U'V1(;l?feJ'U?f11.1l'HlboU..:I1'U1~'hJtJewn11 b L~eJ'U1(;lfJ

ih~tJ1'ULeJn?fl'Hl1tl'U~'UI;11

~LeJn?f1~1"1l1n1~LL?fMt1"iJ~fJ~~e..J~~'Um'U~eJ~1'IJeNn1~~~"J"iJ

lLfl~1~~1.l1nn11 \vet "1lij(;l~'UhJ ~eJ1"iJ~..:Ie..J~~eJn1~m"J"iJJ11'11~

fl'U1oUmfJ1'U1HvW1'U1~1vi'

~LeJn?f1~1"1l1n1~Lb?f(;l..:li1"iJ~fJ~~e..J~~'Um'U~eJ~1'IJeJ..:In1~m"J"iJ
Q .. II I d I ILl _.CJ I I

"JLfl~1~'VI'UeJfJm1'V1~eJL'V11n'U\vet "1l'U(;l 'V1eJ1"iJ?f..:lt:-J~~eJm~~~"J"iJ

J1~1~fl'U 1oUmfJb'U1~..:IVW1'U1~1vi'

hJ~LeJn~1~1"1l1m~LL~(;l..:li1"iJ~fJ~iJt:-Jfl~'Um'U~eJ~1'1JeJ..:In1~m"J"iJ

lLfl~1~~

COlO fl~LL'U'U

sn fl~LL'U'U

o fl~LL'U'U

1(;lfJ~1..:1B..:IIFCC ~~~~'U1'ULeJn?f1~fhn'U~'Url1eJ~1..:1-tl(;lL"iJ'U,
1(;lfJ~1..:1B..:Il.l1~~~1'U~'U61 ~~~~'U1'ULeJn?f1~n1n'U~'Url1eJ~1..:1

'" I ,

-tl(;lL"iJ'U

- 1lJ~~tJn1~~1..:1B..:Il.l1~~!1'Ub(;l~ 1'ULeJn?f1~n1n'U~'Url1eJ~1..:1-tl(;lL"iJ'U

COlO fl~ u'U'U

o fl~LL'U'U

o fl~LL'U'U

- mU~Lbml.l~1'V1-r'U~(;ln1~1~flL'U1'V1"J1'U~eJfJ1'UfleJl.l'VhL~d 1(;lfJboU~1fJ
'IJ

USBLL~~ Bluetooth ~~(;l1.l1n'Ul'1"JLfl~eJ..:IL~eJ~..:IoUm;l~1ueJ..:IApplication

'U'U~E1~eJ1v1L~eJ~eJ..:I-r'Un1~-rm~1~1'U~~'U'U1'V1~fll.l'U1fll.l (Tele-health)

COlO fl~LL'U'U

o fl~LL'U'U



ihtUU~(j1f11~1'l1UfllJFlrumV'l (QC management) uuu

Internet web program ~11.mmj''UVinoUeJlJ'' material 1'U~tUU
b'll'U Lot strip, Lot control, User training due btJ'UhJmlJ

lJ1\Jl~~1'U"lJeJ~ LA, HA uae ISO

1~ihtUU~(j1f11~oUeJlJ"ihtUU~(j1f11~I'ldUl'llJl'lrumV'l (QC~ , ,
management) uuu Internet web program ~1lJ1~mj''UVin

oUeJlJ" rnatertal Iussuu b'll'ULot strip, Lot control, User
training due btJ'UhJ\Jl1lJlJ1\Jl~~1'U"lJeJ~ LA, HA bb"t ISO

(9)0 I'ltbb'U'U

o I'ltbb'U'U

.........~ .


