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Iquv'l-or:iurornrarirf,oYr:oqiru6r-l-ur.lrn trirfru 90 iuriou{uduqiorauo Inudorfiuiudrnnruu6o lulirufiournr:a

rfluuarir t lu + rouarirturirJr",*oooln:rnr:uto:runr:fi6u{ouauo"Luusiavn:&r uavurnr{Jufr'cluvnr:{n6'06'Fr!UU
9 1 dt UYu v 4 y u
{'rlraiorilufr'tri':-rnr:noraon0vrro.iraowru6riurlrnfifi:rarirrYrnrim6nnirrafiqlui'uaruruluahcurU U U g9

(q) n:rfivr'ridudorauohifilariravrBtorfronr:u6oyruoovrvufiuu raiofiurihiufiuwofiov r{rduUUtI
vvdvaoa'
totauo ruuurloLauoff'rrr1:01J0?rrruauudo loufrorfirrriuf;uu6o 1 "Lu 4 rouarirruil:vrrcuror1n:rnr:uBoUU

iJ v o u v d . d a u a d d) t
:runr:frEuqiouauo'Lunirriu (f,uufiofiournr:nru'[ur,J:vuurt yiorS#yriuyuutorirlmuiuuuraa'nvrird vr'16':-uqt

ousurn'lri'il:snorfionr:fiuyrurfionr:nrfird uravr]:vnoro:fioriirJ:vn-urtrril:vn1flro.:ou1nr:uilrrJ:vruntyaqu i !
tr -- u v d ov < a

nril:rufrouirlvrriulufiturnr:urr,iuJ:vruntua116'rrr'uu"Lri'vr:ru Iquy'lo'r:rul0rnuonrtu:rlrolxrtuf,uu6ofi
riru-nmulrar!iu:or v6ofirirrinuuartriu:os (n:nit6'iuroueiruroorn;irrinrrulraqj) d.:oon"L#uri{dudouauo fii
< - ! v r ra
0{'ruuuroLauo Lilrnu 90 iu)

(5) n:ninu (1) - (4) tl'ldrirri'uffun:nid'rriotr]fi
(5. 1 ) n:6fi fi ,i6udorauo rfl uuil'r umuror:-oUd

(5.2) fifir1nuadt'r;otf,rnrlrnflillrlutvrufioqj:vra'jrrnr:filu{fionr:nrrrll:v:rtrjry{fidravaru
(oriufi 10) il.fi. 2561

4. :raavr6aonrudnr*rusrayns
I

dd
lJ:1u au rou onrua fl uilc raur v rYlriohjfiI

4.1 qru6'nuruvrirhJ fiqrJn:nirirllu,unoonrflu z eiru eirn,rgd1fi
Ai4.1.1 tniorfluunal{non1ltn1:urrruro.rri"ltovrio:r:vuuiudrriouauruutiaru (wire[ess t-Rtrt) niolUU
J-lyye!4o

tn:o{Tr}J1\r.,lato}Jafl ? u:uuu ta !fl 0:yt:utFl0: olu?u 1 qo

4.1.2 rniorr-ouasfirrnru#ryqlrrudnror(,r-lruTquarilr:n'l-prrirrirr 1 mfl6' ndulv,{firri':to dm:rnr:yruto

oruranfi'Luir,n'.r, ur*ri'rlufrruui.,n'.luuon nrud'ulafisruuunrulu uavrirrJirrrufrrrJU
(

nr:uoutqoontrd"Luarrara"Looon (Etco2) rfiorariroo:vuua'uriaturqhirioun'ir ts fir vliol:vlu
ireildo4aurut{aru(wireless LAN) siruru 8 rnior

4.2 nrudilu-fiil1trmnfiaI

4.2.1 nru#nurusray{1ulJo{rnioroutinar.:6onriln'r:rir.:ruro.:#alonfal:vuuiuri.:douarruut$aruCUU-

(wi re l.ess mN) niou rndotfi uvflaradouade u:suu ra rtaiuiu rno{ siruru 1 toU9

4.2.1.1 r,flutnnudnaxfiaur:nuflruavmrrmrrnr:ltxrutorrniollrofrrrroidrr rn'urrithukThiriouIUU

ndt lz ro'ur Inutrj6'o.r upgrade raiour,l'lqr-ln:nilo1 6n

4.2.1,.2 tn6ol6onuanrrvtotfir-i?u ttlun'runrfirutinar{ a1}J'ri6'rn?unr Bedside lvlonitor trfrrfrruU1U1

:sutlYaru ( Wirel.ess LAN)



4.2.1..7

- Dose Calculations

- Oxygenation Calculations

- Ventitation CaLculations

- Hemodynamic Ca|.culations

- Renal Calcutations

4.2.1.13 a1il1:nrfiildrio4arioura#.: Waveform rau Vital Sign rixl trivrrrtnior Laser Printer
U

4.2.1..1.4 aur:n' {r,nrud'ulafisrnutliLrriavugr'ur16'ornfr'r CentraI A/onitor lpi

4.2.1.1.5 rofludnal.ialllr:n:o{iunr:rfiorrioirrirriolari'runio.rn:vmnfi'rtrdrioro'urnluteiIUUJ

4.2.2 q6udnu6usraillcro{ratoriouav6onru#q;q;rrufiuuarqi.rhuTnudlill:ninrirsir.: f ;.rdtdI qo u

ndutuflrrffa'lo dsr:rnr:u1uta orurnnfi'lui1{n1u nrtrdulafiauuunluuon nerufiulafisrruuu9U

nru"lu uavrirGurrufrrqnriuoutnoonlrsi"luauilru"[aaon (Etco2) tfiorariroo:suu#un.ra

turohirioun'jT ts da yriou:ruuiuei.:riouauuutiaru(wirel.ess t-AN) qiruru 8 rn6otq

4.2.2.r nru#nuruvrayrrvri'r}.Jt,

1. arrr:nsr^omrlndulv'lflrri'rlt dn:rnr:r6'urotri'rto o-n:rnr:r,tralo nrudrsr-rtor

o o nf roulu 16 o o rir rn uqlulafi mr o r fr'r,h u o r nn r a u o n nr u rYuTa fi n ur u r ulu ua v rir
U

rl3ilrruff'rsnriraulnoonlrrl'lualrarutooon (Etco2) urnvnirqrura4:r^"[uirrnru Iourirfi

r-e16'q v elo r a'r rlr : fl Lra fl { u u o o n r vr kin f o r ri'u #r r,t l o

2. oonrnfirurntrimtrn'jr ts fi finrrriavr6uotririoun'irtz8ox800 pixel rarirool{]utfrn

Capacitive touch screen

3. 41il1:0nrunrnr:lirrrutorvfirootfluuu A/ultitouch Gesture controI aur:ntl6au
' u qF avX o u t

:ilur:unr:uaq{zuaro{l4rirrotdLrrunr:Ldfrrn'oaorfi'ralar.ir6outrJnioll riu
U

4. fi 4ll or nrrilnil{'qr o.iuriro otrTh"irio u n'ir 1 70 or nr r{o d;lu
4 6' "Uu5. aur:ntaonLtrruLovt.r Adu[t, Pediatric utav Neonate

, A uv v u v tv6. 41il1:nuao.r:rJnfiuldnioln-utilriounr'r 8 grJnduuavaur:nrJirurJa'uuriosa''q1q1rilto{

:r-Jna'utri
U

7 . au r: nil il rarir o ol#ua o r d'r ra rrur nlra4jfi u n'j rrJ n m1fr ( Bi g N u m e rics )

4.2.t.3

4.2.t.4

4.2.t.5

4.2.1.6

4.2.1.8

4.2.1..9

4.2.1.10

4.2.1.11

4.2.1..1.2

-3-
ufiroouarxzuarLurnhirioun'ir tg dr qiruru 2 0on'r1\

nlin?unilnr:lirmu aur:nld Keyboard raio tvtouse fitri
q

ftJ : u n :r n r :ldr r u dr r r uTnr u : v u r rJ fl r-r-m^ n 1 : ttu 1J wi n d ows
Y A i J - 6Y 4 \u tY ' J

uurtoyruuralrJl:flrLaardryryrrunrrl 0rnrn5o.ilJoilLno:fl'r{Lnu{LaLiluou fl'l'r 16 tn:o{
v--4v-{,

uaveonlv!{vmorrranr ECG ReaI Time trorvnrnar n5ornuvnuloraro
vAutad,^J44Y,,qvdyula0ua0{41il1:0rrffo{aru6u1rurl1{1 Lay{rurrlu.iruu?\rfl19 tl\0tilrQteru{uu61 0u'r{LnatFl

To uaur:n traor;rl ndutor rm'u.:rfu 1 tdhirio u n'ir 6 waveforms vriouniT N u meric tro.r
!

Vital Signs rirll
au r :n ri a n o Ala rm Eve nt t or rir-h alu uqia v uo' u rtrihifio u n'i r 720 uam nr : ai!ul

ff 'rxr 1 :n Lrao { Tre n d Data r o r fr'r,h u"[u uria v ufi u rtd'lririo u n h 240 rirT:r r
!

aur:crrffrzuanr:{nnrru6'ulafisrror{r-hatuuriavrfiurld'tririo ua'n zqo t-rhr
au r :n ui u n qldo4a riouraa".: t o r qjrJr u d Di s c h a rgeo o o ntrJ rudrld'hjrio a n'il 20 0 : 1 u!UU

fiTr.J : un :l n r : rirur ru qi r r 1 Li'rYrd



4.2.2.2

-4-
8. allJl:oriundo4arir vital Signs rirl 1 rtiu rirnrrld'ulafin rJ3urrunrru6rqr-:ro.rs

oonfuouluua'on lrndoura#rtril-ririoun'ir tzo d"rTlr #otrrrluursr-rraturavn:rv{UU
(Trend graph and trend tabte)

g, fi:vr:u A[arm Event Recall aur:nrBunornamnr:nirirrr fizurrrinfitiour,talld'Lririoun'irUt

1000 runnl:ni uiu nrun-ulafin r.J3rrrunrudrpfttoroon€rqu"lutfioq do:rnr:uruloI
4 d ,lo

a{uionrn?1vrnrr,tunli

10. alil1:ntfiutom ECG Ltuu Ful'l. disclosure td'hirioun'ir +a t'r1l,o
U

t t. fi:vuu#rumrurm'ouuruurf,ur lvia*rururrurrsnf,nrr:sn-unrru;ir6'ru uavcionrrilniouriu

rz. rfiofi#ryrgrrurm'ou oTrrnBoraul:nLrao{n1fln:rv{frlnlfiotri{'rlfrrifirruvr:rrtfrloairu'ir

ufi o n: u #ry ryr ru rn' ou r,fi o { 0 1 n qil n : niln

tg. fihJ:urn:rairuiurirurruriT rws (Earl.y warning score)hirioun'ir 3 rirurm:gru ttiu

NIEWS, NEWS, NEWS2 ttav GCS (Glasgow Coma Scal.e) rfiorfi:rr.]:vf,uBnulunr:outa

frr-hug

14. fitorvrr:rfirnoirl:rol-errLl.Ju lvloduLe 6raur:crad'urirtr.J"ldn-u monitor iuudurri'urntor
i9

lnfrtd rfiuuir modut.e hJra'uurrirrYuunior monitor rniouiul trilnutriri'orrfiutov'{ruri
o d A a v qv u 4
1n16n rnio.:fiovufolL{rruvriufi uav:orirflrrinu F[oTrac lvlodute Ltav EEG A/odule

t6'Luournn

15. a1ilr:nrtlqqi6nr:"Ldrru nr:rioorjn:ni tpifiuriroornior Iouuarx"Lri'r#ur{lunrvrn:rv,lfilnUq
J o sy ,o * o \ v t v

r1\0 t1441Jfl 1J n{luvner1}r Ler0 u'r{ 0nn0.i
16. m-rrniortriiurrn:gru US FDA 510 K

tz.ldn-rtvlfl1n:urfiadu zzO\tad nrufi 50 HZ uavfiutwtnoitfin Li-ion odnrutug
v A qe \a4 tv , -sn?rn:o{a1il'r:0Lt{luLaLxJuoun?l 1 t?LtJ{

VA
nfuanuilsYtl{ttilnun

I

1. nrnion6ulY,lflrr[a"lo (EcG)

- J r ,r
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sr se g m e n t trfl er u ry"Ldrnd o r rnt olri'tl4lr 1 v fl illu n ul{uri a s : r uki

t . o fi : v u u fl o r rYu#ru ru r ru : u n'r u a 1 n tni o r n : s m n fi'rto eir ulvl fr r

1.7 fi:vuu nrrfrytf,mn analysis 41il1:0m:?Qd'u Orrnr,nria 16[ririoun'jr Z4 tfro Toa

rt:rot-ltd'odrlrioud'ldAsysto[e, VFIB, AFIB, Tachycardia, Bradycardia, SW uav
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1.8 fi :vuu Arrhythm ia Reca l.t atilt:n u:'unq1;il nduri'rto fi fi nrJ n fi flouv#lt6'
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2. nlnion?'lrJ6uderolaonfi uouturdao (Spoz)

2.1 a1l1:ni'neirn'ru6ltgl-?roroonfrrou"lur6ootii'#.:uri t fu too %o raion{xn'ir ilioilyrs.i

uaol Plethysmogram

2.2 alullauapxrirdn:rnr:tr1utorfirtolucrruvfir-nn':ruorn-rroroonfirou"[ura'oo!i'ri.:urri

25 dl 240 n#lqiourfi r,rion{rln'ir

2.3 ff 1ill:n rrao{n?'ur [L:l n r:tya riuu 16o o ( pt ) ufl urir m"r rauki

3. nrniotnmudulafinrfioflluuon (NtBp)

3. t "ldrvrnfi nnr:r"null Oscittometric

3.2 a1l.t1:nr-orir Systolic, Diastolic ltav lr4ean td
3. 3 au r: a"Ld.r rutrivrv.l rrlu Auto, tvla n ua I ua v STAT Tyun

a.4 t':vr:ufl ol nlual rfi u (Over press ure protection)

3.5 atlt:nl-prrirn:un1u Systolic trinelttri 40 fir 270 fiafinrrr:rJ:0il nrrilrr'u Diastolic ld
msluei t0 fir 210 fiaf,rrn:rJ:ou ulavrir tvtean #ruri 20 fil 230 l^aauln:r]:oyr raton{rl
n'ir

3.6 aur:n{rr6no:trfnslrst +o fi.: goo ni.iriourfi raion{rln'ir
4. n r a{orjB u r ru fi r q n r {u o uln o o nlr rio r n a u rar uto oo n

+. t "ldrvrnfi n nr:'r"et !L! u Sidestrea m

4.2 arlr:l-nrir EtCOz 16'[utir.:kjrjoun':'r 0-99 mmHg u:'on{rrn'jr

5. nrnionrudulafinruunrs"lu (tBp)

5. 1 a u r : ni'rr n r rlr o''uTa fr mbTl"ri rio u n'i r z ti o I #ru ru r ru n io I rYu

5.2 arilr:ni'nnrru6'uTafirrtrTluti:l -50 - 300 rnrnn, raion{rln'ir
5.3 a'uJ1:nt-n Arterial bl.ood pressure , Central venous pressure tri
s.qfi #ilrurrurn'ourfi orirfi i'o16'aIy:'osirn'irrirfi rirraunt{

6. n.'#rq*r4n^ludr.rnru tr".pl9U

6. 1 au r: nioq rura4fi irr n r ukin ior riu trhio u n'ir z do.: #rg ryr ru

6.2 arilr:nrtaorriroruvnn^ld'lrfouriuvrrraorrirrrurilytiolri'.:uuarxrirnrrurrnnrirrrorrir
,tu

o ru r,rn fi ri'r a o r rir uv rirtri
6.3 arlr:nfnoruranfiirlnratri[utix 0-50 olnrrrardaatU

0.4 fi nruavro'unlunr:io O. t olfi rrrarfi ua

4.3 rtaulsranrc
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