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Gapodl calall clws (SRM) allai Guph e dlagllitllg dlololl gay a6)pny alpddl sy 7
(SRM) g4ugi pliai @b e vlaloll gayl - (umjgall Olaglen duwelioll

o a5l ayjgill aie dagaiuwwedl cilaall eo Gl Llage quupall aBpaull (ple winy .V
44094 dpnn daa B (2] dragiall paaill go dilojliwall asiliho

aulnillg dlslowidl jpagy e QT el paso (nle vy (ol adiall) Gla agidl A
6 dhyipall Medical Device Importation License MDIL Laviors (og aly J5 (na dalcioll
Alpiidl s sugarell alaiiedl

Jlngaall alady dojlll GBlaiwollg algollg spaaill dal pagiy alpddl aygodl (nle (ueiy .9
o J3a4g dicoill 303l bl alla Loy a%gallg annlly @usall Jil alliisdlg
Loua Loy spaaill dilundl Jlocly dojlll spleodl cildpal pnadl guilg Jiadl Juuw (e ella
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(o (Proficiency Testing) dunjlall 6agall g (Internal Quality Control) sulalall 6agadl duélpo
aalhll pagi dpmal clladq Lawlasiwl ole wjaillg .adgally ddaodl aloied! cilaa
Clopliunall gron yuagil ygoll gjilig & cyiall allsylg Alwlud! cows) aiuuall
Guleally 6ngadli afaill aljial  Jocr dslciodl wadiloblly Jullaallg alaiweodlg
.Ep Evaluator na yasy pagiy ojily Las | (Calibration , QC)

aualall ducqill 6agadl hur dilineg dunladl sagall Giliuce paqi lhcll paso apis I-
gagoiuadl dlaadl ol dagall poly cilblpudl clws (QC (+ve/-ve): Low, Medium, High)
Sudlnall

cagll ddlaiwod! algally catilgll alasiwl @uaall huall Alwla dal pisedl agay I
ke ool Juedss (o peitl adulf (e )i d 620y (il (piall ansill agloc jlaid ekl
adpidl aaks

wdl (287 (nidlg sl (na Bl cuuy S loiwell na )o@ gT J< dgduo ajgall g4y .IT
.Gpleollg ducgill dagall aljuaal 4y

daxloll wlinill gron Joulli ade gualy 2y Bl ddnaio doils allhe go yjgoll Gayy I
anallg jloadl g éojddl ciljlquuusidlg

EC 61010 aloicl cuwa duibipaAll o dudl Glanlgod §anico dpaaill (jgAi QT ajgoll gjily 1€

clanlgoll asilho ;94T Jlg dojlll spmail ciaal saraiuwmedl claall aigji ajgodl (le wag .10
syl aslhll pagh pitlig ol dasl spasill paiwell cyasill ary Jlg auall
dulcoll Alladl Olingi cowng jlpoiuls Lapghig Ladiling (UPS) Lad dpaiuwucdl dublixdl
Jeall Joe gia alyb clasd (ple aaki (il gga claall =]

oacdll (na nblisl jlas gng 2o duwalioll na diglholl gioaill gros pagiy sygall pjidy .17
Jocl alipell Juuyls sygoll gjily Los acln TE olndl 620 (no jloall padn| jo aibad
Juag sl Aleall (e aaki LpJaT 092 dandco dreypo dnn dlan (na dlngrall
(TAT) Julaidl Lyl 6a0icoll dojldl 5aall

o Jodl (8o jpanig pghi ella (na Loy Laliadiig sioadl hyg wusyig Jai yygoll gy IV
Lowle aalii (ninl jgo dloadl (ol dyicoll dlladl g0 @Glailly dasiall dywaiall ansll
Gageiuodl aleall (al (rgacll 6anako g dodudl ailblpudl cuuag

gl (o (Third Party) culi waph4 ducqill dagall dudlor dnlall algall pagiy ajgall ajtds LIA
&o (Quality Data Management Tool) afliill gjla] deilio polipy jrogig daaicall Gl
dpnyall dlegonally dilaollg aibladl ALl auanig (L.J.C) daln] ayitiol

gagaiwoll dloall (na unisall o galnllg dojlll Alingill gros dlelo aygall (nle wing .19
Loule dualn] aaki (nial Gg9a Lanilaalog simaill yady Logs
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&oad) dclw M€ jlao (ale anlgill alaciull go dloKll doarll jlor (e dgguuo yjgall yg4s T
gha dlolt alauhill Jlhel waibis donsg duiwngllly duiall doasll pagil (ajlhll bl
aulnillg dojlll Al gros Jlofiuul go ausiuell Alaall (ale draln] aaki gl Gga el
saaiuedl aleadl alpso gacr (1] Jgaall

a6k 1 g2 doariuuall @lgillg Laigiae go cilalhll sioadl gros hyjg pagiy sjgedl ajily T
Jlaall agag gpta Jua ellag alaall (e dualnl

sl xoly eronlg dandll qu’:lJI; anspoll aolpll dilinll doas yagy ol yjgedl (nle cany . TT
20 cuwlily Loug dauaiued! dmall cilblpidl cuws &asi ol Jacr o (4o (ull dnspall alil
gagaiwoll dloallg ghugi (al (pilpuudl ol cillalyidl

,024)gl agay jlan Bl oy Jaw adal aloall al sweodl allagl go @il sygoll gjy TH
.aadag dyanill Ladlgang dilunlly dnladl yylaill grans oayjgig

:ailunll JLlocl .TE
sulgguo (nT aslsg e ghd g0 Layle i Log LalKiil aak, ailall Jlocl ygell ajily
s PPM duilagllg dyjgall alibnll aac (jg4ig claadl (nle dralnl aaki Lﬂ 092 djgoll
adbndl ajly sareitedl Aol piro Jua (o glha] g deilnll adpidl Alungs
Jué o ddilagll aibinll (no doasiuall dodelly ol Gnlo ol dalhy pagiy yygedl gjily (o
ailunll i, guaieedl aul Laylesig @pidl aul (nle (pgint ol wiaig (PPM Sticker) apiull
alaoll aulagll ailunll sy li  auilagll
Slwludly allagly gieaill ailsgl abnll ahs pilar go asui Lach ygoll gjil (o
Gagaiuadl dmall sl duwaiall aws (] gasiall

all (nle ahalyollg aygill elitllly dlaadl (al ggjreadl dalio dulgguuo yjgall (nlgi.FO
gt Jacll of wiglball anll @9 Ggiall 93l (o giou (pall il ggjaell axs (o (iaul
ool yagi ancl aagii cllisdl | (na palill of Gojsoll aniln Lai

wlnill ;d) aleadl @aya aiwuwyi ai Loc dcilnll 648pdadl aly gT acilnll aspidl cadial Jls (na .11
.6ajgall

s dpwliodl gl dya (o - Lawods (o Log - wablgbllg Jullsodl basy sjgall gjily TV
adiul ad) @ Alaall gla clla dsllso Js (nag aujgilly Jaill Lifl deilnll adpidl alungs
arblg 4l Ll

Lendlaiawl of e ill Gl pici gl slusyall agidl asl ayjgi (e ali of @asl Jis (na yygall gjidy .TA
Al B0 (o Julaill Ky gony ojilig delw TE Jua ells g Joell pun (nle jigy qall Jaidly
Ldga aoico d4jbivall saaimedl claall ol deriodl dodaiill coua

Joutiy gl cinag bl al Lo apta alybs spaadll (nle Joeaall lu loadl gg4y ol win 1
Jiguolll dléslog dlmopdl ailinll el ehé ol guulg Jitadl Juw (nle

Page 29 of 31



Q
O .
QY

Data Management System ilogleall gjlal allaiy spamadl by Jloclg aakiy sjgoll ajidy 1
Loua Loy (HIS \ LIS/ Data Center) ¢auaimall claall ol Loy Jgocall cilbligil laag
a2lga o clal dojll spoadl pagly gy ,alngaall Jocl afli (pill daoplly Alopdl
(Bar-Code Readers, Servers, PCs) (nigpidlul ¢plallg gujaillg dalleall dilangg diliiguoAll

wgsc gl dub Albaule gl dlenlgallg bgpildl wllso win (fl gady saraiuall dmall @y . FI
092 Ladlapuulg gaal syl o ol V Jda dngapell wlinill cisw sygoll (nleg ,ducino
amallg Loic e jhal l daki ulwisl go ayjgill 6330l 6aall Jus arele] aaks
il (ndi gl ada gl ali go dngapall wlinill Jns loc dlgguio pe audiuwoll

Alaadl J1é go doadall agill (o (ff alasiwl pacr dleoungi gl dloger (ff lan] Jls (o .H1
sl (nle pllo alil (T g2 2kl ayjgill cills walay) atuw i il llga ol Lo dnisol
il (nle Ly Loioys Jaler sgin Ladlauuwlg adlaiue pell duosll glylg sasaiuall

aionio dlobll Ganill dlaiiuuoy anlall auiall Glaiiwell gros aimai aygall gy K
adlgillg spaadll

o adll e
go quuaiall aslhll go T aacg quilnal of guda T aadl (uylall cupail ygodl gjidy d
Jreddl @i daraiag 6ajgall spanil sannll Jlocwdl (nle sapoiuadl dloadl uguuio
dualn| caylKi qf U9 dcilnll a8pidl Giloulei 68k (e amcdblg dpoaill duoqull dilinllg
Gagaiwoll dleall al deiioll dldiadlg dakiill cows (pdalall cuyjaill alig dleadl (nle

Equipment) siaadl anat gang Loy gudlnadll g guiall ajlll cujaidl aineir yygodl gjidy (G
dagall aldhio g pulco cuwa (Method Validation) dilngaallg Jullaill auaig (Validation
9 Jlily Juai (nle acluy poolip ainsi go cllal dojlll Jullsollg aibloiwell gros juagi g
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