
~w~m~W::bbt-J'U'V1~~eJ'UJ1\'11~n~ lfl~1'Ub~a~ (Blood glucose strip) 'W~mJb~:Ub"iJl::

~1'U'J'U mlt:lo,ooo Test

1'a.:j'W~l'Ul~ b:5'l'W'a::~la.n~m'UA'a :5'.:j'Vl1~'lhl~'U'U~V ,

...
Gl. fl'Jl:u~a.:jn1'a

bb~'W'Vl~?la'U1~~'UJ1~16'11'Wb~a~ (Blood Glucose Strip) ~l'WTU m~o,ooo test vhoffn'Ubf1~e:J'l~11'<iJ

J1~16'1'lJ'W1~b~nilbb'U~b~e:J~ 'W1?11?l1:lJ11[)~n~lb~e:Jth 1 tl1 oUt 'W~n~thCJ bb6'1~n11~11'<iJ'We:Jn?lm'W~1ti1
'U

It:l. 1\9l~tl'a::I;1.:jf'1n1'a1"ll.:jl'U,
b~ e:J1off~11'<iJVllt1~:lJ1ruJ1~16'1 n6'11f1?11 'Ub~ a~'<iJ1nVl6'1 e:J~ b~ e:J~~e:JCJ Vl6'1e:J~b~ e:J~vh 'Vl6'1e:J~b~e:J~bb~'l bb6'1~

'U

b~e:J~'<iJ1n'Vl11n u 1nf16'1e:J~ 1~CJ1~'U 1 'Ube:Jn?l11fhn'UJ1CJ1~'U11'<iJ 1 'Wn~e:J'le..J~\9l.nrusv1e:J~l'l-1T~b'<iJ'W, ,
sn. flw~n'etw::bQ'Wl::,

m.<9I bU 'Wbbe..J''W'Vl~?I e:J'U1~ l'1'Utll (i'l1 (;11'Wb~ e:J~vi1 'Ii'nu bf11' e:J'l(i'I11 '<iJ1~ CJe:J11"1mJjfl n m 1 Biosensor 1~ CJ1 off

be:J'Wl"IJl1Glucose dehydrogenase (GDH)

m.~ ?l1:U11[)1offnuI?11e:J~1.:Jb~e:J~~'l cs:' '/jij~ lti1bbrl b~e:J~'<iJ1mJj(;1e:J~b~e:J~vh (Venous Blood), VI(;1e:J~b~e:J~

~e:JCJ'<iJlntl6'11mi1 (Capillary Blood), VI(;1e:J~b~e:J~bb~.:J (Arterial Blood) bb6'1~b~e:J~'lJe:J'l'Vl11nbb1nf16'1e:J~

(Neonatal Blood) 1~CJil1~u 1 'Wbe:Jn?l11n1nU~'WY'l11 'Wn~me..J~(i'I.nrusv1e:J ~1.:J-1T~b'<iJ'W,

e..J~(i'I.nruevle:J~l.:J-1T~b'<iJ'W

m.cs:' ?l1:U11'rr~1~~uJ1\9l1(;11'Wb~e:J~ ~.:Jbb~ <910 - boo mg/dl VI~e:Jnl1.:Jnl1
, "I oC:I...c:::.I 0 Q.J I .c:::.I d .c:::.I ~ iI I

m.cf '/j1'le:JruVl.f1:U'V1Vnn11~11'<iJ?le:J'U ~.:Jbb~ ~ e:J'lP11b"IJ6'1b"IJCJ?Im cs:'cs:'e:J.:JPllb"IJ6'1b"IJCJ?IVl1e:Jm1.:Jm1
, 'U

m.b ?l1:U11[)1~1ti11'W'1h'l ~:lJ11~f1~'Vl ~'lbb~ <910% - bcf% VI~e:Jnl1'lnll

m.b")) bb[)U'Vl~?le:JU1~I'1UJ1~1(;11 'Wb~ e:J~f1 ru.f1l~~~ il u 1.:J~~ b~e:J~ u UUel~ 1 'W~~ Vlfl.:J'<iJ1n~ bU~1off'l1'Wbb6'11
, 'U

bb[)U'Vl~?le:JU'<iJ~~ e:J.:J?ll:U11l.l1off.:J1'Wlti1:U1n nll b b~ e:J'W~'W1 il VI~e:J'<iJ'Wil'l1'WVI:U~e:J1CJ~1~u H.u1.:JU11'<iJ.nruevi" ,
1~ CJil1~U 1 'Wbe:Jn?l11fhnu~'WY'l11 'Wn~e:J.:Je..J~~.n ruevle:J~l.:J-1T~b'<iJ'W,

m.~ e)1'We..J6'1n11~11'<iJbb'tJ'U plasma calibration VI~e:J plasma equivalent m:U:U1mJil'W IFCC1~CJ1~~

lib 'Wbe:Jn?l11n1nu~'WY'l11 'Wn~e:J'le..J~~.nrusv1e:J ~1'l-1T~ b'<iJ'W

m.G'( iln11tl-rU~1:U1~1Jil'W l~CJel~ 1 'W~~ 1~CJ1~~e:J'l1 mY'l~:SvJ (No Coding)

m.<9Io ?ll:lJ11'Vl1'W?le:Junfl'Ulv1 (Traceability) v11CJVlflnm1 Hexokinase lt1tJ.:J?l11:U1~1Ji1'W NIST

(National Institute of Standard and Technology) 1~CJil1~~1'Wbe:Jn?l11nlnue..J~~.nrusv1

m.<9I<9Ibf1~e:J.:J~11'<iJibf111~~J1m6'11 'Wb~e:J~il61'lJ'lJ1ru Bluetooth/NFC .f1lCJ1 'W1?11bf1~e:J'l

cr. bia'Ul-IJbQ'Wl::

cs:'.<91~'lJ1CJ~e:J.:J~~Vl1bf1~e:J.:J(i'l11'<iJl~1~I'1UJ1~16'11'Wb~e:J~~~~e:J:u1off.:J1'W ~l'Wl'W ~o bf1~e:J.:J b~me:J.:J-ru1off
'U

.f1lCJ1'W1 1.:J~CJ1U1mb6'1~ 11.:J'VHJ1U1mi.:Jb?l~d..J?I'U.f1l~1?11U(;1 bb(;1~?li!U?I'W'WbbU~ b(i'le:J~ 1 '\ii\.yjCJ.:J~e:J~e:Jn111off.:J1'W, ,
bb(;1~ilbf1~e:J.:J6'111e:J.:Je:J~1.:J.ue:JCJ~o bf1~e:J.:Jlib oUt 'Wmrubf1~e:J.:J-1T~.ue:J.:J~ m\3'WVI~e:JiluruVl11 'Wn111off.:J1'W, v

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

----------------------------------------------------------------------------- _. - - ---



~.lv ~'1Jl (Jr;)eJ'I bb1l1.JeJtJ n1 rub"iJ1::; b~ eJ~"iJl rnla 1 (J.Q"Jbvi lqJl'W"J'Wbb1l'U'Vl~61eJ'U~ i'lt eJ ~'IeJtJ n 1ru b"iJl::;b~ eJ~" , ,
r;)eJ'IbD'W~tJmru~61ll.J11111 'WA~'Ib~ (J"Jbb~"J~'I bb~::;1:W61ll.Jl111'tllniK'U1.J11 oVsJl1~ (disposable use) l~m~l.J

b"iJl::;b~eJ~ij'1J'Wl~ lv~G 1~mD'W~1Xm~(J"Jfl'Ubbtl'U(il1"J"iJJlm~tJm(Jd"J

~.bf1 'U~ ';'Vl'vl1~f'U nl1~ "iJl1blJ1 A ~ b~ eJn MeJ'I 61l1'U (,'I'U'tnIl (J1A"J'UA 1.JA ruJllV1 eJd 1'111 eJ(J lv 1::;~'U 1~ (J, , ,
A1eJ'UA~1.Jr11~lbb~::;fh61'l b~eJ11X~tJf1U~'11'W 1oV'Vl~61eJ'UArumV1b~eJ'W~::; (9) A~'1 1~(J 1:Wfi~1.J~r11, 'U" d.J 'I 'U

~.<t 'U~,;r'Vl~1~:r'Uf111~"iJ l1rulA ~b~ eJnr;) eJ'I61l1'U61'W'Wf111'Vl~(,'IeJ'UA ruJllV1 EQA ~~eJ 1 tJ1bbml.J'Vl~61eJ'U, ,
mll.J'lJ1'W1b1:JbA~eJ'I(il1"J"iJJ1(il1~tJm(Jd"J ~~mtJ~(J'UbV1(J'U(;.Jm::;~11'11XeJ'ItJ5U~f111 (Proficiency Testing

"~~eJ Inter-Lab) eJ~l'1ti'eJ(J sn A:r'll'leJU

~. tJ bA~ eJ'I bb~::;bbtl'U'Vl~61eJ'U~ b61'UeJMeJ'Iil f1111 oV'11'U1 'Uh'lV1 (Jl'Ul~'1J'Ul~ 1~b1i b'1l'Wh'lV1 (Jl'Ul~vr "J1tl
11'1V1(Jl'Ul~1.J~11'VlmiK(J~~eJ 11'1V1m'Ul~I"1'Wcl''1JeJ'If:u eJ~l'111eJ(J ~ 11'1V1(Jl'Ul~ bD'WbJm sn ul'lm~eJ'Il1'Uii'l" ..
UD"iJ"iJU'W b~eJA"Jll.Jb~mt'W'1JeJ'IArumV1bbtl'U'Vl~61eJ'U l~(Jr;)eJ'Ibb61~'1~iKn:Ul'W~i~b"iJ'W, , ""

~.b'll i11 ::;'U'U "il~ n rsu ~~11 bA~' eJ 'I (il1"J "iJtil (ill ~tJ~ 1 (JtJ "J ~~ eJ1::;'U 'U "iJ'"~ nl1 A"J 'UA l.JA ruJll V1, ,
(QC management) bb'U'U Internet web program 61ll.Jl111U'WVinimj~ material1'W1::;'U'U b'l1'WLot strip

, Lot control, User training due, Strip consumption bD'WhJ(illl.Jl.Jl(il1~1'U LA, HA bb~::; ISO

~.~ ~'1Jl (Jr;)eJ'I~~ ~ 'I b~ 1~ti'1~'1l' l'U 1 ru'll'Wl.JTVll f111 (,'115(ilf1111 oVnw bA~ eJ'I eJ~ 1'1 11n r;)eJ'I bb~::;f111 ~ bb~:rmn
\J Q.I 'U III

bA~eJ'Ibbrib~1~ti'1~"iJ'W61ll.J11111 oV'Il'W1~b D'WeJ~l'1~

~.ci ij~ijeJf1111i'l1'Wm'l~n 1 'Vlmb~::;m~Te)'1n~~

~.(9)O (;.J~(ilJl ru~ r;)eJ'IiJ1 'UeJ'Wrul (il(;.J~(ilbA~ eJ'IiJ eJbbV1'Vlcl'~~ eJ1 'UeJ'Urul (il'tll bi1 bA~ eJ'IiJ mb V1'Vlcl'~ eJeJn 1~'1~(J
'I Q.I 'I Q.I

~111n'l1'WAru::;m11.Jf111m~11bb~::;(Jl

~.(9)(9) ij f111:r'UtJ1::; fl 'WA ruJllV1'1J eJ'I(;.J~(ilJl ru~l1 'U"iJ1 nl'W (il1"J "iJ:r'UeJd 1'111 eJ(J (9) U ~1 nij f111b~ eJl.J61JllV1,

QJ 6" i.I QJ I

~.(9)lv 'U11~JlruBVl(ileJ'I1::;'lp'W~1.J~m~, Lot No. '1JeJ'Ibb(;.J'W'Vl~61eJ'U

<t.(9)bf1 ~ '1Jl (J"iJ::;r;)eJ'I bD 'WI,l"Jbb'Vl'U"ill~1J 1 (J~ 11nr;) eJ'I(illl.J nll~lJ1 tJ1~ (Jil ~l1'1~eJ bbl'l'I ~ 'I \9l"Jbb'Vl'W"ill~1J 1 tJ"iJl n" ,,~
v =(;.J(;.J~(il
"

~.(9)~ ~'1Jl(J~'W(JeJl.J 11X~ "iJ::;teJ(Jm~ n~ruru1'1 rieJ'W~l.J~~rurul ~ln(;.J~(ilJl ru~bb~'W'Vl~61eJ'U 1:w1~lJ1(il1:Ul'W
'U 'U QJ QJ V V ~

~~eJ 1:WbD'W1tJ(illl.JieJ(iln~'I~1::;'U 1n 'Wb~eJ'W1'1lbUV11::;,
~.(9)<t Aru::; m11.Jf111'1J eJ61'l"J'W~'Vlt1:w :r'U11 A1~ 161~~1 nil (;.J~(ilJl ru~~il A ru61l.J'l.'J~~ n11 bb~::;b~l.Jl::;61l.J fl'U, ,

11Al ~'1m 1XlleJ(Jfll "J~ ~~eJtJ1::; l(J'lJljw'W 1tJ(ill:WAru::;mTIjf111~"iJldrul\9l~~'W

....................\:£. .



~ 6fil QI .c::t
bnruennT'J b'VIfl:::bb'U'Ubb":::fI~ b"vn

'lJ'j~neJU~1 tJ Vh-rrmlf11~m'l1.11 tJ bb~~~1'Ufirurn'V1~~'lJ'j~ ltJ'lll1~ml'llf11'j,
fI~bb'U'U'j1jj (9)00 fI~bb'U'U 1I?1tJ~~1?1~1'U(9)'1.Q

, ,
(9). 'jlf11~eJVI'U1tJ

\v. 'lj'j~~'Vl5rn'V1~:lh.h~ ltJ'lll1~enl'tJf11'j

mJ'I dJ'U
~ l'U flrurn'V1 bb~~jjl\91'j\il'U~'U r'h, ~

rno

b'lJo

b'lJo

.,
fI:::bb 'U'U~1'Uilf11 mo fI:::bb 'U'U

sno fI~bb'U'U

.; ...
OJ ., ""1"'VI'J"llv fI:::U'U'U'Vl ~

i'J~h~fI b'Vli~bb":::n1i'thBb~fI\91iv'U
- v1'1~ 'W l~V1~'VleJ'I V1~eJ 'V11'jl b~ tJjj ~ '11jj\b~ n~ n~ 1 tJb~ eJfi1 lm?l~ tJ'j'tJeJ'I ct fI~ u'U'U

fI rum 'V1f11'j \91'j 1 'OJ,
- Vh~1tJfll'~UeJ'UVI~eJ 1~V1~~'U 1~'1bb~n~n~ltJ Iv fI~bb'U'U

n1i'VlTU~v'U~v'Umi''U (Tracr;;abilit~) 1:~f.Jiii:::'U1'Ubvnmifhn'U~'Ufi'lmh-!Ji~blil'U,
- ?lljjl'jfl?leJU'Vl1'Un61U 1~ (Traceability) ~1tJ Hexokinase (9)0 fI:::u 'U'U

- ?lljjl'jfl?leJU'Vl1'Un61U 1~ (Traceability) ~1 tJ YSI ct fI~bb'U'U

- 1:W~'j~LJ1 'UbeJn?ll'jfll nu~'U fll eJ~l'1il?1 b'OJ'U o fI:::bb'U'U

co
fI'Jl3Jb~t;1f.Ji"llv-!J enz~me

fI11jj?llm'jfl1 'Uf11'j 1-li'l1'UVl61'l bUI?1'1Jll?1bbblU'VlI?1?1eJU

- V161'l'OJ1 f1bU 1?1bbflU'VlI?1?1eJU?lljjl'jfl1-li '11'U1~ 'OJ~ 'I ~ '11 'UVljjl?1eJ1tJv1'j~u-rr 1'1'1J11?1 (9)0 fI:::u 'U'U, ,
1l?1tJih:::u 1 'UbeJn?ll'jfhlU~'Ufll,

- V161'l'OJlf1bUI?1bbflU'VlI?1?1eJU?llm'jfl1-li'l1'U 1~:wil eJtJnl1 b b~eJ'U 11?1tJih~u 1 'U ct fI:::u 'U'U,
o v '" "beJn?l1 'j f11flU?I'U fll

., "''''~lii'Un'J'Ubb~:::fI'Jljj~v~fI~v-!J'Vll-!JfI"'Un

- iJbeJn?ll 'ji 'tJl fll'j bb?lI?1'11J'OJ~ tJv1 iJ~~ 'jU fl1'U~' eJA l'1Jel'l fll'j~ 'j1 'OJibfl'jl ~~ (9)0 fI~ bb'U'U

jjl n m' 1 Ivoo 'll11I?1~ 'UhJ Vi'ell'OJ?I''I ~ ~ \91'el fll'j ~ 'j1 'OJJl \911~ fI'U1-rr[11 tJ1 'U

1:'j'l'V1tJ1Ul~ 1~ ct fI~bb'U'U

- ~ belfl?ll'ji'lll fll'j bb?lI?1'1U'OJ~tJ~ iJ ~mu fl1'U ~ elAl'1JeJ'I fll'j m1'OJ1 bfl'jl~~il eJtJ

m' lV1~ m Vll flU \&J()C) 'll111?1Vi' eJ1'OJ?I''I ~~ \91'eJfll1~ 11 'OJJl \911~ fI'U1oU'ill tJ1 'U

11'1'V1CJ1'U1~1~ o fI~bb'U'U

- hJiJ belfl ?I111'tJl fll1 bb?lI?1'1U'OJ~ tJ~iJ ~ ~ 1U fll'U ~ elf11'1JeJ'If111~ 11'OJ1bfl11 ~~

...................k .

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



- 1~mh:l~'1lJl\?l'Hjl'W~'W 0) ~i1".i~U1'Wb'e.Jn~l".inlnu~'WrllPJ~l'1-1l~b'<iJ'W"" I ,

- hh~'l!m".ie)l'1~'1lJl\?l".i~l'W 1~ 11 'WbPJn~l".inlnu~'WrllPJ~l'1-1l~b'<iJ'W

ct fl~bb'W'W

® fl~bb'W'W

o fl~bb'W'W

blfl11'Wm".i\?l".il'<iJl~11mJnl1 c( 1'W1Vl

blfl11'Wfll".i\?l".il'<iJl~ ct 1'W1Vl

(9)0 fl~bb'W'W

ct fl~bb'W'W

o fl~bb'W'W

U~~~.nru~ (byjeJ 1"l11lJb~"tl~"I.IeJ~rau 16l1~bb6i~m~1"l1Ul"llJl"lrufl1'V'l)
.. .. i

U".i".i'<iJ.nru6f'htJ'W'ln~ i1e-htJ~iJ~~~ U".i".i'<iJbb~'Wml'<iJJ1\?llrt1'W'Vl~b~tnn'W bbrt~i1, ,

U".i".i~.nruo/ibtJ'WbbUU uu n~'Wb~cn 'VI~m~m~tn bbrt~i1~1'~n'Wfl11lJ~'W

U".i".i'<iJ.nru6f'l'1lJi1a1".in 'Wfll1lJ~'W,

(9)0 fl~ u'W'W

ct fl~bb'W'W

o fl~bb'W'W

- ih~uu"il~n1".ifllUfllJflru.nl'V'l (QC management) uuu Internet web

program ~lm".iflU'WVinim;lrt material1'W".i~uu b"1i'WLot strip, Lot control,

User training due btJ'WhJ\?lllJm\?l".i~l'W'VPJ'ILA, HA bbf1~ISO

- llJih~uu<5'~fl1".i-Um"rtih~uu<5'~fl1".iA1UI"l:Wl"lrum'V'l (QC management)

uuu Internet web program ~lm".imr'WVinieJlJrt matenal Iusuuu b"1i'WLot
'\J

strip, Lot control, User training due btJ'WhJ\?lllJlJl\?l".i~l'W'VeJ'ILA, HA uae ISO

(9)0 fl~bb'W'W

o fl~bb'W'W

.....................& . ~ .


