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irvrvrd tsotg+as ratorfiuurvir vto6n'jr *-a-v,6'-o--rEuLo-nariouiu.:ojCuiurauo:rnrdru

/4.2 qrudrrd6...

tJivfi'r"tr"t:T:Jfl't:

...........n::IJi '.l5

............... n:::-r [r5
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q.z qrua:rfi6ri1r,rfl :eoi un:rsfiALJTnaliu roiufflurdan
q.z.t itu'tvtoaou lfl uiBi urr:rvflrm:oruuiBdr.r6l
q.2.2 tiJuts.a#rurdrrsogrJ (Ready to lr")
q.Z.S 1iludnH1: enzymatic method

q.2.4 drlrirn?1ila1!.1:0n:mirn:rvri ( AnatyticaI range )

- HbAlc tfidtruri 3.0 - 16.0 q6 uton{rrn.ir

+.2.s ufluqmlru'.riir.irunr:ir.r:o!:ir:flts11.1?{1fl6 USFDA ra3o ce rnark uravrirunr:iutororn

nilun::iln1:01141:uauur il:vtvfilvlu uto:rrm:grudul 'R'rfiur{ol uasfrolduronat:fluiuloflluiu
rauo:rnr6'ru

q.z. o itutfrei ui o u fr'o d o r q n r :hft r utri rio u n'i r o 16 o ufiu o r niufr ei r rc u

s. ndoul,utayrrs

s.r 4lfirdrovolotd'rrvrtntolr uauqotlurdtti'iunr:iu:or4zun1vrel1u6r1le6g1ua1na usron rato cr
mark uavairunr:iu:ololnnilen::iln'r:0114'r:lravur il:vryntvre yio:ln:grudul firfiur{ol uav6'otJ-
0uronar:nr:Yu:or r luiurauo:rnrd: u

s.z {lrirdrfroldnvruoiorfiodfiqrua:rffimril:raavrdaorfirirrauntriT:rflururaa:vqiuir oun.jlvtt
drurulnuacfioliufintounl:rtnn{ nr:ur:l5nur nr:ciouLrt:J :rurfirirortrarirmvuinr:vf.:rauorTnuhiFer

qarir naoerdrgrpr urir r
s.s 41#rdtdol6urirturtona'r:firijuurirf,oiu:o{nr:rrurn6orfiouyryrd (Certificate of Free sate)

vio cr certificate raioeirrurrarirf,orrsitgt'rrl':rryrusiruilra luiurauo:rnrfirU

s.+ fltri'rrir6'ol6uairturuonar:ir:ornr:firaiorjrrrirrrrtorr raioiaqqrJn:niyto;ilueiruutoovtrari
qv,
tu?uLau0:1n1n?u

,6lv t u -----.-4 < Ja u6 a j.5.5 tlL14tt19l0{{nurtn5otfofrIqruaulGmu:ruavuduqfiriryuol#T:{yrururaa:vqirdr uasfror
v a a o o v ' & , u ,y < x,a:utra?Jounl:fi0d1 nr:rir:linur nr:dorttur :uri'lrirovlradri'lraln lerahifinrXarirmaoo#ryrpr

s.o 4hirrir6'olrflu{iufiersourirrijo:rsiounio{m:roirn:rvfir,lnrndorti'ftviui.rrir:rrfir,#ol,in'u
f !t 94 6lI u u : '[:.lv{u']u1a LoEllritruttirflu:vuu tts uau HIS fiI:lvlururat{oqj vrfoliufintoudrt{drulunr:4ua
inur:suunaoo#ryrgr

s.z {lri'rrirovfr'oluarrt{o{adouvt?il (vatidation) orn{o.r6n uavrfiou'nt:fierfi'rrntolirrr:rsri
dmTun-m'{"tri'rrirtvd'ol:-ufintoulunr: vatidation to.:i6irn:rvdo.rn{ar6nrirurn:rairrr:rvviuav

i ad- Z,
!n:0.ixJOilFlnn.l

s.a 4lrirdrtsoio.rhi'nr:ariuaquiaqqiln:aiuavrirur6uliit{rYuintorn:roirn:rvr,i rdu catibrator ,

Control material, Accessories 6u1 rflud'u lorutrifin4arir maood'ryryr

/5.9 4lriurlr...

tJ:,yorun::lnr:

.....n:'tiifl1T

n:;:JnlT



-4-

s. e {lriuir fror afiu alu n r : n ?u qil q run rilIo u o.i rin : n r uu o n ( Eenl m u ii 4ltr l u: u u

s.to qjlfiudrovfi'oldrdrrillm:xoaouarr::nn1v!rniorn:rooeirraa'rraro un 1 16au uavudorndorfiofig-r

flqrarrinrior ffLfi'rdrovfro{airufiunr:cio:rursillftdmulpinrulu zq drT!r 1un:firniouf,u hiaur:orjou
16nTu"[u I iu 4lfirdr6orrjrtnBo.re{r:ordfifinonuufiuurviryiorrnndur1#I:.rvrurural{lnatrifier

rqrr O 4 I u a t6yt o 'nrldorulnl u5o6o.tiufrotlourir lrisjru'Lunr:drm:rosiofiuilrulrunruuonl:{flu1u1a

s.rr {lritdrfrortvrtutrriorfioraiouJduurndorfior'fi6'nunrvr6rdutrifful:rrururalun:ridl:rflaruraU

lradg{trdililSlrrurrutvlurnn*uuSohitvl-uriloriunr:'[rirru1nalil6prrirl,ffiirutrrl maoo#rgrgrr

s.rz 4lri'rrirovfroti'ovrqrtLu.r'',, ila q.z'Lriifiarvrouavfi'urionr:n:roirn:rvr,flluusiav16oulorunr:
t qgt 4 .A ;., ,

tJ:vlrrun r:'[{rio 16oumtrilSurrur ruror {ldr ura, r,ufi{u"rirrJ:vrr runr: rfil (n:rfifim:ro4rnrvryto

^ 
o' . tl,l ra o a o a v

rl:101fll\1un0 tytr.J) ttgt trJ tnux Nuff riruurLludrprgr

s.tg nr:dneilrlrurlnunr:di#rgryrovduoro',uuur:rnrnrfitri,trrYrrrJs:rrru ovdolflun:m1tU nrs'Lu

: v u v L?a 1 s fl r,rnv aiw olnr ulu +5 iudr nr:vf,ior nlfriutl d\;f,oor nl:.il\ u1u1 a

s.14 T:liluru1aa1xr1:nunr,6nd'ryrgrlfrmaorrrrar rarnrlrurytorn6orn:roirn:ryvid'mluffi:r:rvYrnr:

13nr:trirflulilnrilriruuer*avtfiouonrfinudrfiSvrdGoniorrirrf,uraruornglrinirtri

5.rs 41rIrdtfrolfi{fionr:hirnrdoruav{fionr:rir:rfnurvY.:nrurtuuuravnrurdrnquodrrav 1rn uay
14yq&e.-.j-.!

dfi o nr: ufifl ryrar rfi or fru ( guide t i ne) t rrr t#rjr:r r Euluium:roir rnri or r
s.t6 ffLvirtirfrol6'nou::rr,,iltvrirfiffl'UtniorrorT:ryrururahiaur:nt{rndo,:16'uavfinr:ou:urfj:rrG:rS !---'-

--t- y d; & a i_s ru y dq t t e0Bl.iu0uilaunilu5oFon riruirfr"lun (rr{l uavfrrulrunraudlium:roiu)

- - - -.^-&- o a , 46. n1:nan{[[a&:eusr?a101rilun1:rtita5odluouli'dq

o.r (lrirdrfr'oliufintoutunr:firrdrrnriotr uauflnao!Lniorr tri'niout.il.rruteifiuraveiruourniorr

lfi:wrurura nratu oo iu riuuriiualuru'Lu#ryryr frl#itirfrotiufinrourirt{sirutunr:fiprsYlraior.Jiur1x
gf,
1\UVtL0{

6.21vilvnar a il riurrriiufi{uitdn:roiurntorr fifirrm'ruavvrforltmuornrylfiuirr3ouiorrrdr

- --9-.-- C a &t a s az. ua'nrnrur4uavdyrdlunl:fr oI:rurnnrEonriarauo

lunr:vl'or:rurzuanr:6uriomuo!:vnrrr:T nrdrsnyr:ofiniinrird ov,fr'or:rur6'of,ulnu1{radnrnru*{:rnr

8. a t rtulurJ :v u r ruyr'ldiu nr :doa::

rtudr1.rl:lllu1u1aa:uut r.J:v,irfl':urJ:v:J1ru \.A.2567 firiJrurJ:vr n) Tt.fr.2569

,l"ru:uriu 5,527,!34.- uu (ri'rdruriruauaouafiur6nn'urad,:iouar:rf,udurvrfiru)

.rt:, o'r/&g11nluutu

nx: ]Jnt:

iln1T
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9. nr:sirurtu

1:rilur!raa:vutovsirurirrrirdlt6:uarrSqarilfir naoerounrGorn:6u1 uavrirt{6ruvY.iilr{ud.l
trirrrifflrirdr rdofflf'udrt6'ai.rloudrtorl6'n:rd'runrrdryrgrrdrrn6orr yiorjomnarrfluvrirf,o Lrau
f dt,l:{ilururaa:vu316'n:roiu:rourruidrt{riaufouudr Ina{rdrmna,rdr:srirrdrhiurri{lrini.rrflu:rarer'ou

rrviuJfr fi u Iora n'ouoo nr:ltnr :yr rr aou oir

10. a'n:rrirtjiu

ry"(rirtir6'olrir:vrirrJiuuflu:raiuluo'n:rfouav o.20 (qutiyraor4uti) tor:rnruniorr riuryprorniu
n:lrirvunnr:fin6'.:r'nrdo.rr mu#ryryrtdrr oufir{ufifltri'ulrrjrrnrtolr lrfirrdluard111outriouqnd'o.r
rr:rfirunu#ruru..t

1 1. nr:dtauo:ce,srrariurJ:vfi'unrrurirErrunuio.:

flri'rdrfroliutJ:vri'unrudrlrrunniottordrtorfiudrrflurrar a ufiou riurYqorniuii{rdrl,i'iuLou
; Y uFfrltolri'tulrrlilouqn6'oln:lfirunu#rycyrr Iqunru"[uri114un:uuuL.]ard'rnd1 urnf,.:uormrl#rgryrfi
iflnrir:ouvlio'rvtor7nrioldutfioltrrornnr:"[rirrurrr:rrJnfi 

f,lfi'rdrov6'oli'qnr:do:J uqlraioufflrtrioglu
anrniitrin, :1fi66'rr6rnrol u 7 iu riufiororniuvrld'iuur6'rorn{;f,0 lrrutrl6rrriflrisirutrfiodu

r z. riorirrun rdaduqndqrytdrr

4lrirtirrfrolrirtniofl vliolqrJn:ni oonuondufirorl:rnururaudrr]iur]qranrufitrioqjluan.rvr16,

d'rurirtricirutor4lriulrror nrulu ts iu riuursi{un:uritauomr:r#ryryrrdrr

..-...t l' vorr., r't :'l).t 1''l:

6.: -- !rr^-ll. c.;-,itl ll

dc -o.^- 
-rir rr.|i l)


