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'l1mHa~V~flru~ni!lru::1.o-w1:: 

'll~J1t11Vl'l1 "1lJ::L.~.:itl1m.Jvi~n 1~v1fi Liquid Based Cytology (LBC) 

LLa::oq~J1t11\Jl'l1"1\11L~a~11 ::L~.:J"11m~1'lJ11~v1fi Liquid Based Cytology (LBC) 
11 d d '1 f'U 'f UQ II o I { 'f 0 o I 
WWLmu.:J~\Jl'ltllJ'1 ~a~u\Jl ~iJlJ\Jl -w·rn11~uff'IN'lliN ~ 'l.:JVW1tJ1aa1u1.:i 

1. m1119i't1.:im'l 

-q~nl1fl1\Jl'l1'1\11L'll,Hll.J ::L ~.:itl1m.JV1'jn (GYN) 1vifl1G liquid base cytology 1.m::-qviJ1fJ1m1'1\11L"lla"l.J::L ~~ 
1uaTnl1 (Non GYN) hrni5 liquid based cytology 1vimfil~fl~L\Jl~Vl.Ja1a~'iJ(;l1u~w{ul.J~tlmru 

., .1 .. 
2. 1\Jl ~u'l::'1.:Jfl 

.J 1~ d OJ ' O 1 ',J Al , d Al I ( ) ' d LW'1 'll~iJn1'Hnt1\1l1'1 EJ1.:iv11a a!i1'11WaJm1"1\11L"llaal.J::L'l~'110'11V'J::V'l1~1 Non GYN LLa::L"llaal.J::L'l~ 

thnl.l!i1'Jn (GYN) 'l'll.J~~~~mT'1\11L;fubi'mmJYl1 
. 3. flruini!lru::Lo'rl1:: J,v1 LLa::1a~~tlmruvrl'li11lJnrnR~u~r1vi Li.JWI 

3.1 J1mLnui'm!11Ml1WL'lla" (PreseNe Solution) 

L tlua1'lmm 1m Y1ti1-A"lu n1'lLnu uad'n'1!11amvn'lla"'!lu\Jl Ethyl Alcohol (Ethanol based) ii~1u~.mlJ 

formalin 0.1 % ua:: mucolytic agent L~'1oU1fJL\Jm'li'n'1!11afl!WL"lla"LLa::mnfll;jnLiiuV1 
3.1.1 tl~lJ1rum'l-;iuhi'm.1n-i1 11 iiaaavi'l/m::\Ju~ 'U'l'l'l1una't1~wa1a~mLvn'!it1~LLi;ia::'l.l1Vl~1u1u 

16 '1.11\Jl/na'ti.:i mrut'li'ui u GYN specimen 

3.1.2 tl~lJ1ru'U'l'l'j 'Wtim.1n-)1 12 jjaaam/m::\Jti~ 'U'I'l'l1umfo~wa1aliimLfln'llt1~u~a::'l.l1~~1u1tJ 

16 '1.11\Jl/mfo~ mrul'li'Lnt1 NON-GYN specimen 

3.1.3 tl~lJ1 rut1 'l 'l'l 'Wut1fln-i1 1 o iiaaam/n'l::llti~'U'l'l'l 1 tJna't1~vm1a~mwn,Jt1~LL~a::'1l1V1~1u1u 
~., d 

25 'll1\Jl mru~'!lLn'\.J NON-GYN (FNA) specimen 

3.1.4 iim~m'l1-il~1tJ 2 tJ '1u~~LL~1'u~eJaV'lLLa::L~mnu~1t1~1~1~LLf\'1 Lnui'ni!11 ru ~ru'11Jii 15-30 

tl~l"tW1mL:&fJa L11~U1 \J 4 ~tl\Jl1~ LL~n1Ln'U LL'ilL~\J 2-10 '1~1'11 '1::'11lJ1'lmnu11iltJ1\J 3 L~tl\J 

3.1.5 tl1 fJ1 L nu1mnall1WL'lla "a1l.J1'l~ Lnui'ni!11an1w L'llfl"L v1tim'l'1.:ililn'1t-t1 L ~'1 L1 i'aL.ti'llYi1 (HPV) 

~' vi6Ll.J La ~a1{ ;~m1'1mLLa::~1 u tJm11fl~tJt5L ~ti 11i'mC1'!lYi1'1liiVIFl111JL~ fl~~~ 1~ 18 '11fl 

W\J~ L~LLrl HPV 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 68, 69, 73 

LLa::'11fJ'i[tJ~~ijFl11lJ L~fJ.:J~18n 'Wli'CJfJ n11 14 '11fJW\J~ 
3.2 ~tln'lruLntJL'lla'1 (CeNical collection devices) 

CeNical brush L llmitlmru~1"1i''ULn'UL'lla~11:: L ~~tl1n1.1Vl~n 1Vlmovn::a'ni!lru::L U\JLL vi~~a1a~nfJ11 
ri1utla1fJ~n'l!lru::F1f\'1fJ 1,Jm1V1 1 -tl1.nu1.~a"11::L ~~tl1n1.1V1~ n 1~-X~ri1tJuC1nL.La::ri1tJ 1 tJ tJ'l'l'jLLfJ·n;rtJ~1tJ1tJ 1 o iu1 

· ~Cl~ 

3.3 ~tlmruua::tl1m~tJ 1 ITT-ff~11.1nt1LFl~B~'1vi1 tJ~1 um'lLV'l~fJ1.1a1a(I) 
3.3.1 m::\l na1a~ (Glass Slides) LU\JLLeJULLn11m.1u1V1 25.4 x 76.2 ijaaLl.J(ll'lLV1fJtl'l::lJ1ruu~L1ru 

1·m al.J 'U 'U LLe.itJ LLrl1'1La Vl1a~lli'CJ~ 1 'li' ~1 l.I n'\.J Lfil~CJ.:i LFl~CJ'\.J~1 fJU'l~~'\.J1 n 'll\J 1\Jl L~ueJ1~\J V na1~ 
15 lja~ LlJm 

fl ru ::n lW 0110111t10 n t1":: Lil t1 0f.l ru a o'=!ru ::rnvn:: --~ I ... ..,. . 
.. . .. . . . 'JJ.~.1~ D.~ .:?.}~ .S-4~ ......... . 

ti - 1.. (\JI~ 'l1')~\J1 '1'l1'1Qa) 

........... ~~ ....................... . 
.f .. 

(\J1Em~m L'!ltl'4'lJtlU) (tJ1fJUfJW~Pl zjtJi:)qJ 1r~) 

\J1fJLLW'VlVid'1u1cym'l - , . '1VR 1'VlfJ 'll1 \J1qj~1\J 
, . "' \J1fJLLYl'VlfJ'IJ1\J1qjn1WH\l'l i!I 



.. 
:--

3.3.2 Chamber LthJWfl1ft~n'!J'U11ilL~'U~1~'Uvmn.:i 15 ijflfo1J111·mm: 9 ija~LlJIJl'j ~\1::1..U~11Jnu 
a1"'~ L ~mi 11 "1~1arJ1.:iL"l1aa~1ila.:inua1fl~u~L1ru 111,-.:i~1 LL "',J.:i~~a.:i m,-

1.,... "" "" ... I :: d ~ 1..J 
3.3.3 Tip '!J'U11il 5 ml LLa:: Centrifuge tube 12 ml '!IOULfl')rJ.:JLWB~lilmmn.:i\11n'U1V1YILOUlJ1 n 

a.:i Cent rifuge tubeLLa::~lil111::na'UL"l1fla~lil'r11Erna.:i~'U 1aa.m'Ua1a~ 
~I :;' "'1 ~ ..I ., ,- .,,. .. " .Joi " 0 

., ~ tJ .J ... 
3.3.4 Rinse solutionL u'U'U1EJ1Yl '!I L'ULfl'HNtl111 L'U1J1111J'\.1'U1Vl L'Un1')fl1.:JLLfl::n1\lliln.:Jftn 'iOYl(;tlil 

probe il'll'U11ilm'i'l 1,000 ml ifo1~m')H.:i1'U 2 \) 

3.3.5 Gradient density solution LU'UJ1inYnm'ULfl~a.:itY111fo~'Llilvvi1'l1n!1ffilXL~aa~~1fi'qi~u 
n~1J111na.:il.J1 ~~u'Uft1a~il'll'U11ilm'i'l 1,000 ml ilm~m")1-n'.:i1'U 2 lJ 

3.3.6 Suspension buffer L tJ'UJ1mvtl "!!L 'ULfl~t1.:itY111 L 'U~Llilvyi1m!1vtl l-1~1 vm::\11VLLfl::L~tl\l1.:J 
L"l1fla~WU1LLU'U1"1iitl~lJ1ruWB~1110fl.:JlJ1~1ilU'Uft1a~ i1'11'U11il\J")'i'l 1,000 ml iim~n1')1i.:J1'U 
2 ;j 

4. fl rut11JU~Lfl~ti.:ieJ'111'i:'U~~ 1u01'iLl1l~tJ1Jt1La~ 
4.1 LU'ULfl~tl.:JL\Jl~EJl.l ft1a~t11111'Umi11ilv1 'li'"1anm'i 11111J1J1111'S!1'U ~a Centrifuge Subsidence method 

L!ilEJ111tJ L 'ULf'l~a.:iilLf'l~tl.:J~'U'!J'U1 1il 1 Vlajtl tjmv 1 'UL vfovi101")~'\J 1 m~L"l1flfl1 'Utl~1J1ru~ilf1 rumw 

4.2 ~1 Lf'I ~t1.:ivi1.:i 1'U tJ(;1 L 'Ul1~vin~'U111t1'U L~lJ~.:iu !il1'1'll1lilJ1EJ1~.:i L U'U'i::uutllil (~tlfiu~.:i1'U1lJ\Jla.:iL tllil 
9i'1mh.:i) \l'Uti.:iL111~EJ1J L U'Uft 1a~Lft ~\lftlJ\j"Huaa n1J1 

4.3 ~1Lfl~a.:ia11JTrn L111~tJ1J~1arJ1.:ivi1a1alil1~~.:i'11il 64 9i'1arJ1.:i L!ilEJ01'iL '\.1fllilmv1'Uf'l~.:iL~v111ilv1iL1fl1 
bJLn'U. 1 i1 LlJ.:J 

4.4 Lfl~B.:Jft11J1'im~a n L '\.11Jlili.:i111')1\IL"l1fl~\110~1arJ1.:i1~"1fl1n'\.1fl1tJ.X.:i L'\.11Jlil Gynecology specimen 

(GYN) LLfl:: Non Gynecology specimen (NON GYN) mV1'Uf'l~.:JL~V1tl'U~.:J'11il 64 'i1fJ 

""ii"" ~"'(' 4.5 Lfl'iCJ.:Jn.:J.:J1'UmEJ'\.1'U1 \lm::uun1Ji:.Jft Touch screen) 

4.6 Lfl~CJ.:Jii')::UU n1"f rJ 1'U LLCIUUTflflYl\11n'!J1!il~1rl V1.:J L ~el 1 lXm.:i nua1a~9i'1a V1.:JJ'U 1 

., "" 5. f"'lNfln~ru:: tiu 'l 
!'. "" ~ .,., 1 0 " "" .. ,..,, ,. ,3 ... 5.1 LU'ULf'l")fl.:JVl Lm\.J 't.J'1'1qj11il'U1L '!J1Lfl")fl.:J1JCJLLWVlEJVlrJCJn LlilEJn1'UO.:J1'Ufl ru:: 0'i")1Jn1")CJ1'\.11")LLfl::EJ1 

5.2 LlJ'ULf'l~a.:ivtl~~\.J ") rJ .:JlJ1111")!1'Uft10fl 1~i'LLn CE Marked LLfl:: ISO 13485 

5.3J1m~m!f1ft111Vi L'1l fl a1~~U1J11il')\i1'U USFDA ,CE Marked·ua:: ISO 13485 .. 
5.4 u~\;'Y1'1a.:iLU'UcJ!il LLflUfl::~u~lil'ijfl\J111")1\lft111W'\.1a.:J~lil~.:JLLfl::U1").:Jfo"l!J1LU'U")::tJ:: CJV1.:JUCJEJ 3 fl~.:J~BU 

"" ' 
1 i.1 Lf'l~a.:iiltl"I::ih1fiJ11 Vi1i.:i 1 'U 1~ 111flfl lilL 1fl 1 Llil fJ ~lilvi11111")1.:JL 1fl 1 rl1'\.1'Ulil01 "IU1~.:J ~0~1111 flfllil m ~ ftqj qj1LLfl:: 

~1 L u'Um -s11111J n 1'\.1'U lila v1.:i Lfl 1 .:i fl ~Iii 
... ., " .. ":I 0 1" "" ... ,. -- :; ~ .¥ "1~" 1" 5.5 U"i~Yl\1::111a.:i1J 01"i r..J nua::u 'U::'U1n1'i '!l.:J1'U'!JCJ.:JLf'l")fl.:Jfl(Jl L 'UlJ\Jl"i11JYl.:JftCJ'U01"iLLO L '!IL UCJ.:JIJl'U VIL"!! n1"i Iii 

1"1LLnL'11'\.1u1~\l'Utlijtl~.:i1'U 1vl't!ilEJ b.iilP11t'll~1v11il 1nu L ").:ivw1u1a 

flN::0111J01101VIY!il11tJfl ::LDE)!ilfltUinl:tru::Ml"ti1~ 

---~ 
('U1Vtlvw.:if'1 ~'U\J qi 'lqJ) 

'U1fJU WYIV'li1'U1qj01"i ~ ~f'l °l!J 

........ ... ~h.lJ.m:~ .. ~.tl tl);). .... .. 
.. .. i 

('U1.:itl"i1"IC1'U1 \l"i1"IQfl) 
, 0 

'U1VLL WV1EJ'!l1'U1qjn1"i 

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

('U1EJCJ~n"i L'Vtl\~qjEJ'U) 

\IW.:J.1V1V 'li1'U1qi.:i1u 
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