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fb t@~pt-~kl@ffeW,Q;tllll~::gl),~@M, 

t-lil ~ 1 fbt~11 tt~W ~rl.kJ.'lt~@~li\,@~W ,Q;tlllft U. 1.::gi!>~rbt1 tt~W,Q;tlll rl.k:?tfbt Wkli\,t-~ (®) 

J.'ltfbtW~li\,t-,Q;Llll!> ~W1.lillli\,lil~1l~ 
n, 

t-B_f Ulil~ rnl!>@n.~m,G-n~lJ~lilWl :?1,Pfb t@~tpwn. 1. BffeW~tlllll ~1Lllil!zlll!::gtfbi!>l@W kli\,t-,Q; c.· o® 

rt~111~1 ~W1.lill~]91.l~t-@_flllil~1 
n. \, ~ 0. 

g!A.~~fbt@rb~1@ ~n, ~l1::g!J11 W~ ~rbQ 1@~)(61.tl ~Llt-~lil~l!>t}~l~ W kli\,t-,Q;t-@ll.fi!~~t}~l~rtlW ~,(1\;! fbt-@}iJ::g~@rb~1 BJ:ft~~ 

n,_v t-~11@~11\,W_Q.rtltkl~ _p~u t}@t\A.Ll ~1 ~lklltW l,L!::gtfbtl~Ll@1lillJil.rl.ft11 tl~l.!@1~n:iwn,1. J)'O® 

(~l~) W~t-~tllllil~rblt-Ll,!bl~t-@ll.rb~ 111llk\rtlWfb t ftQ 1)(61. @~t-,!bli\,ftf,} 1@~ 
" 

t-!JL!W@~@~li\,lfufu~n.n.1m 1. Wftli\,l,\-1@]-@~li\, ll. t r\,@~1rt~m~1 ll. UJ11::gl!>~g!A.~rbl'.,t-~W~li\,t-,Q; ~· O® 
I 1 I/} 

n, • 

l);m~t-,tt111,u@@lJLlll!>t-ts£Lllil~m~111, @n~1@,G-n.~tlun._v::gt11u~111,n.&::gl!>w~111,t-.Q; jlB @,G-n. 1.n n.::gtt-~ wn.111,L,.1-1~l!Jun.1. lillll' " ' ' 
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ct OJ 

"a1ar;:i~b£1a~fllnmn"Mru~bncw1~ 
' 

bflliv.:i~~brn~mvm~~n 1~a1-iifll~'Llbila.:ifll11:u~a.:i 
~ ~ 

1.f1rua:uu~~11tl 
1.v11.:i1'U~1CJ"a~'U'Ufl~'Ub~CJ'lf111:1J~6'1.:i (Ultrasonic) 1:Wbn'U 22.5 b~1~61! (HZ) 6'11:1J1"af;1~VJm~vin 1~ 

~ . ~ 

1vi CJ 1:Wv11mCJ b 11'a b~a1a'U-ll1.:i 
2.611:1J'i1f;11oUn'U1'JllJ~1 220 bd'1vl (V) 50 b~"a~"ll (HZ) 1~ 

3.611:1J1"af;1Vh1Vftli;iavib~a~1CJ15a'UU.:i~hb~a11f1 (Autoclave)1~ 

2.fllrua:1Ju~'Vl1.:it'Vlfllilfll 
' 

tl"a~fleJ'U~1CJ 
. . 
2.1 bfl~eJ'lfl1'Ufl:!.Jfl1Tvl1'11'U ~1'U1'U 1 bfl~eJ'I 

' 
- ~1'U'V!U1 ii'limb~CJ'Ul9ian'U?i1'U61JeJ'l~1:!.J~'U iiu:J.J~1'V!'ruu-r'U1~\9l'U61JeJ'I Pulse control, 

' 
Power, Flow rate fn'Ufl:J.Jm1Vl1.:i1'U~1mvh 

' ' 
- 6'11:1J1"af;1tl~'Ufl11:!.Jfll1'161JeJ'l'li1'1~Vl 1~ 50-100 

- 611:1J1"af;1tlfofl11:!.Jbb"a'l 1'Ufl1"avl1'11'U1~ 1-10 1~\9l'U 

- 6'11:1.JTrntl~'UB'~11m11'Vl'161Ja.:i6'111i;i~mCJ1~ 20-100 btla{b~'U~ 

- A1'UA:J.Jm1Vi1.:i1'U1 'Um1~vi bm~mam~vin~1CJbbu'Uvlt off b vhb'Vl~CJ'U ' ~ 

- ffi'JllJ'Uafl6'1m'U~ m1v11.:i1'U61JB'lbfl~m 
-'V!U1"ilamm "af;1bb4 .:i.LJ a fl11:J.J b~ au'V'J~a:J.J~ qi qi1 rub~ CJ'! dJa bn vi.LJ a~ vi'V'lm VJ°lJa .:i m1v1' 1.:i1'U 1~ 
b"li'U bda 1oUbb"a.:i~vimmn'U1 tl'Vl~a:Um1'Vlm:J.J61Ja.:i-Ual9ia"iJ~:Ufl1-.i1" LIMIT" 

bb6'1vi.:i~'V!u1"iJa b ll'U~'U 
r rv o.i 

2.2.6'11'U61JeJ'IV11:!.J"il'U "ll1'U1'U 1 "IJ\Pl 
' 

- 6'11m1f;1\9lan'Uatlmru?i1tltlmCJ61Ja.:i 1'll:Wvi1~ 
' 

- :UtJ6lanm~~1:1.J-;ij''U b ~a6'1\Plfl11:1.J~ei'Ubb6l~m1i'U6'1~ b Yia'U"il1nmwT1nu 

- :Uatlmru~1'Vl~'U-rr'Ubb tl'U 1 Vil 'UiJVJ~Vl~\Pl n'U~1:!.J~'U 
' 

- :Uatlmrubb vi'W11.:icl1'Vl-r'll-rrmb tl'U 
' 

2.3. ?i1'U61Ja.:i 1 'll:Uvi bb6l~Vf1 ma 

- ffi'lliJ\P16lJ'U1VJ 10 ii6l~b:J.Jm 'Vl~a:J.J.LJ'al9ia 
,., 

1il1'U1'U 1 ~'U 

- ffi'llii\P161J'U1\Pl 20 ii6l~b:J.Jm 'V'l~a:J.J.LJ'a~a 
,, 

~1'U1'U 1 ~'U 
~ Q,I ~ 21' ii I 

- :J.J'Vl1fld'e:im~\Plfl61J'U1\Plbc;Jfl 'Vl"JB:J.J°lJa~a 

,, 
~1'U1'U 1 ~'U 

~ 

2.4.:1'16'11CJ~1'Vl-r'U5VJ~1'1 
,, 

' "ll1'U1'U 1 ~'U 

~ ~ ~ 
('U'Vl.a'W1'~1 'Vl'l~flu.nm) 

' ' 
('U'Vl. "ll6l'Vl1'U b~CJ:1Jcl1m.:ifi) ('U'V'J.\al~'V'J'I~ ~~1-:i) . "" • 0 "" • 0 

'U 1 mb 'Vl'Vl CJ'Vl"J'I fl ru1 ~ 
' ' 

'U1 CJ bb 'V'l'VlCJ"ll1'U1qjfl1'J'V'l bl31'M m mb 'V'l'VlCJ"1J1mqim"J 



- -"::~ 

,· 

.::::j 0 2.1 Q..J 

2.5.11611~VJ11"11111?1~m~ mm1u 
' 

- 'll'U1~b~f1 (,]1'U1'U 3 ~'U/611~) 
' 

,)1'U1'U 1 'lH'l 
' 

- 'll'U1~ 1 vmJ (-:il1'U1'U 3 <ff'U/611~) 
., ' -:il1'U1'U 1 611~ 

' 
2.6. 8'\Jmruth~miu 

' c:;;; ..d ~ 0 Q.J 

- 1m'lJ'U11\lbl"118\1118 "il1'U1'U 1 l"l'U 

2. 7. bl"1~8\l:ti81~1111'1)~1'U81'1?11Vff1)1ml"l~B\l:timb 'WVl~ ISO 13485: 2016 
"' ' 

b~B'Ub'llb~'W1~ 
1. :W~:tieim11i\11'Ubb'1~t111\lrn"M-1flTt~n 1vimb'1~m"M-1B\lf1f1"M- 8~1\1'1~ 1 611~ 'U q gl q 

2. b-lJ'LI'llm 1vr~~hlbl"ltJ1 oif\11'Uvr~8m61'1111riei'U 
3. u~,;'vi"il~r:i\lb~1vr'Ll1~111?1161'li~m11 oif \11'Ubm~m1t111-:irmrn1"1~ei-:i 1~tJ1~¥1~~11-tl~1tJ 1~1 ~-:ii'LI 
4. 1 'LI1~tJ~'l.J1~n'U~ei\lr:i-:t b ~1vr'Ll1~ti'll'1mru\11'U1111'111"il b ~1"11~uu m1v'l1-:t1'U'll8-:t bl"l~ei-:i8 ~1\l'Llei tJ 4 

'\J ., 

0 b~8'U~8vr'i'i\ll"lf\I vr1ml"l~m:W1'1rumti'll1tJl?i'ei\l~u~1b'Ll'Lim1bbm 'll 1m-tl-:i1'U 1~~fl1tJ 1 'LI 7 1'LI 
., 'U 

-Wu~\lbb~1'Um~rrnb~\I vr1mbm'llbb~1(i\I 2 1"1~\I ti'-:i1~?111111fl1-il\11'U1~m11'\Jn~ ti'lJ1tJ"il~~8\lb'l.J~tJ'U . 'U . 

~'Ur:i1'U 1vr~ Vl~m'\J~tJ'Ubl"1~8\11vr111~ 1~tJ1~¥1~~11i~1tJ 1~1 ~\li'U 
5. ~1b1"1~ei\lruLJ1~n'U'l'r~'8:w8'\Jmrubb'1~ei~1Vl'1'1111tJ1~¥1111f11u~m1 bb'1~~1ei~ 1 vr~ 2 tJ 

' 
6. :Wbein?111ru1ei\111:W8~ 1vr~'lJ1tJ1'UVfei\ll'lm1111~'Ll8tJn11 5 tJ 
7. ti b?l'Um11"11~ei-:i:WV1u\l~eiru1m'\J1~n8um1tl1b .LJ1 bl"l~ei\li'.lei bb 'WVl~~ei8n 1111tJG'l'1-Wrn1'U 

'U 

i.I CV I 2.1 

l"ltl.1~[1))1Jf11)eJ1Vf1)bb6'l~tJ1 'W)eJ1Jbb'Utlb8f1i:J1) ~\lf1'111111\111tJ 

. 8.ti b?l'Um11"11~ei\I b 1J'U~1 bb VJ'U,)1vril1tJ 1111 tJ\911\l'lleJ\ltJ~i;'viti t:-i~l'l vr~ei 1~-ru m1bb~\l~\I b ll'U !?i1 bb Vl'U 
'U 'U 

,)1vril1tJ u~,;'vitit:-i~ l'l"il1f1 ~1 bb Vl'U-:il1vril1tJ 1111tJ 1'11\l'lleJ\ltJ~i;'viti t:-i~ l'l 
'U 'U 

.0 

~ ~ ~Iv 
('U'W.8'LI11'11 'W\1-Ml"lunm) 

' ' 
('U'W.6116'lvi1'U bBtJ11G'\'1m\ll°i) ('U'W.Pl~'W\1-M ~~1\1) 

.. = .. 0 = .. 0 

'U1tlbb 'WVltJVl)\lfltl.11~ 
' ' 

'U1 tJ bb 'WVl tJ6111'U1tyf111'W bl"l'M- 'U1tlbb'WVltJ6111'U1tyf11) 



bb'UU 'Uf1.ob 

~1"a1'3bb61~'3'Nb~u.:iuth~a.i1ru~1~~u~~a-a-abb~~-a1~~~bB~fl~11~'iii1v 
,, ' 

1 un1i:ij ~SlieJ :ij !?l~1-:iiiii'.l1 otl-:i1u rier6t~1-!l 

(9). ~ei1A'j.:Jf)1'jf)1'j~\91~€1 bA~e:J.:J~\9lbb61~meinw\9lf1b\9ltJbollA~'Ub~CMA11iJ~G'l.:J °'111'U1'U (9) 'IJ\91 
'IJ 'IJ ' 

®· vtu1tJ.:i1m~1'1Jei.:ilri'j.:Jf11'j b.:i'v'ltl1'U161r;11u1.:i 

m. 1.:Jb~'U.:J'UU';i~mru~1~fo~\91G'\';i';i ®,cfoo,000.00 'U1'Vl 

c[. l'U~n1vt'U\9l':i1ri1nm.:i (':i1ri1el'1.:i~.:i) ru 1'U~ 1€1 ri 1~.?;, ki'bb 
~I = bu'Ub.:J'U ®,ctoo,000.00 'U1'Vl 

er. bbvt~.:i~m'1Jei.:i':i1ri1nm.:i (':i1ri1el'1.:i~.:i) 
~ Q..1 et .::.. 0 O.J 

ct.(9).(9) '\J'j~'l/l b"'il'v'lbbe:J61 bil\9lfl"€l61 "'il1f1\91 

0 
cr.(9).® 'U~~'Vl Vl.b~'U.Vi.n~u bbe:J'U~ b'lfei~1G'I (u':i~b'Vlf'lb'VltJ) ""11n\91 ' . 

' .Q, Q..1 .::.I .::.I Q..1 0 Q.I 

cr.(9).m m~'Yl beimei'v'l A';ibe:J'IJ'U -;;i1n\91 

d i/Q.I .:;:,. 0 

b. ':i1tJ'IJe:Je..! 'j'l.Je..J\9l'IJeJ'U f11Vl'U\9l';i1A1f1m.:i 
'IJ 

b.(9) ~ 
('U1tJe:i'U1'~'j 'v'l.:J,;Aru1m) 

' ' 
'U1tlbb'v'l'Yltl'Vl':i.:!At1.!1~ 

' ' 

b.® ~ 
( d 0 ') 'U1 tJ'IJ61'Yl1'U beJ tJilG'lle:Jl.:Jfl 

<o = 
'U1 tlbb 'v'l'YltJ'1J1'U1 ~f)l'j'\f'l bl'!~ 

b.m rL 
0 ('U1tJf.li~'v'l.:i,; ~~1.:i) 

< 0 

'U1tJbb'v'l'VltJ'IJ1'U1~f11'j 


