
.. ., 
'l1a~::Le:ia~~ru~n~ru::Lov.1:: • 

L 111firu6tim 'tia1LL~::1~~m'lbL v.'VI~ '11'Ll1'LI @@ 'l1am'l • 
.:i1'UL111firu6tim'tia1 mfaN1'L!-W'~~ h.:iv.mu1~11h::mn1J1 

• • 'II 

@. ~1111Lll'L!111 

b~e:i-:i~1vh-:i'V'lcnu1m~1~rnn~ ijrn11J~1LlJ'Ul'i'e:i-:i~vi~m161J.flru'fli11'1iv1 ~1'W1'W @)@) 11vm1 
'IJ 

~1m~'Wi111-:ih-:i'V'lv1u1G'l1~1~rnn~ LJ1~~1tJ-:iu\h~mru ivctb~ b~eJ1~ijn61J.fi'rus;1i11"1iv1 bYlv-:i'V'leJ~e:im1 
• 'IJ 

1 ~'IJ~fl11 bbG'l~b ~eJ 1 m 'U m11 ~'IJ~fl11f n~1eriJ1 V"ll eJ'I h-:i'V'l ~1'1J1G'l "1 zj,:iijbU'U '1°1'U1'U:l.J1n bbG'l~ b~eJ 1 tXm1 
'U 

~vi~m 1611.fi' ru6t'lii1 '1iv1 ijriruJl1'V'l~~ 11m~ b VllJ 1~~lJ LbG'l ~ijLb 'W1vn-:i1 'W m1vi°1b'i!'Um1~vi~m U'W 1 LJ1 'W • 
bb 'U1'\111-:ib~v1n'U~-:ii!'U '\111-:i 11-:i'V'l~1u1m~1~Jl bn~ ~-:iijm11J~1bll'Ul'i'e:i-:i~vi~m161J.flru'fli11'1im~-:id 

'IJ 

@). \911u.:i~V1~mL~'W~11\l~eJ'IJ'V11-:i Lrinmv 1 'W~'IJ~eJ Type ct 

6{1V1-rum1~-:i~1L~eJ~1v1ml1 
iv . \911u-:i~'V11-:iLrin6{1V1fo 1ij 1vi1L\l'WLLJeJ1eJeJn 16111'1 

Qi. Steth Scope \1~.:i0Vlaj 
.":1 ~ ~ 

C9:'.. Steth Scope \11''i-:JLV!rnG'ln 

ct. Steth Scope \1~'1L~n1~ 

b . VIG'lBVILbnmeJ'Vlfi~'WeJeJn 16111'1 @loo% 

...i. ~86{1L~\l1LJ'\111.:i:U1m'V'l/Lrine11'U~m ~1lJ1 n 
'IJ 

6{1Vl-r'IJ m1~.:i 1ml1 

~ . VIG'leJV\~11\l~eJ'IJ'\111-:J:fi1Jl1'V'l6{1~\!1DUUUB1'U~G'l 
'U 

1~eJ~1-:J11Vl b ~1 

~. b '\11D~11\l~eJU'V11-:JbflijJl1V'UeJn~1'1fl1V Qi/ C9:'. -d'1 

@lo. \911m1\l~eJ'IJ'\111-:iLrinil1v 1 'W6{1V1fom1eJ'IJ~1L~eJ 
~1mbn~ Eo 

@)@) . \911u-:i~'V11-:ibrinil1v 1 'U~1V1-r'IJm1eJ'IJ~1b~eJ 
~1mbn~ Eo 
1£1. 1'1P1'1th::~.:ifl • 

D1~lJ1t1Jfl11\l~~eJ lrloo ncie:i-:i 
.% 

LJ1~1J1rum1\!~6118 C9:'.ivo m • 
LJwmrum1\l~~eJ C9:'.o ncieJ-:i 

LJ1~mrum1\l~~eJ C9:'.o mieJ-:i 

LJwmrum1\l~~e:i C9:'.o ncie:i-:i ,, 
LJwmrum1\l~~eJ ...iiv ncie:i-:i 

., 
LJ1~mrum1\l~~eJ @)ivo ncieJ-:i 

iv.@) \911u-:i~V1~eJ\911~11\l~eJ'IJ'V11'1Lflijil1V1 'W"1li1viij-J~vi~vi~ vi'1i1V1 'W fl11Ln'IJU'WVi n~G'l fl11 • 
-r'IJLJ1~n'U fl11vl1D11Pl\!1rn ~eJ H LlJ'UVl~rnn'W \911u-:i~'V11-:Jbfln61Ji1vi~ ct 1 m 'Ufl11~11\l~eJ'IJ'V'l111fa~eJ1'Vln 

~ . 
D\l~V~ij~G'l~e:im1v111~LJ11PJ\!1rn~eJ~1v1ml1 (steam sterilization) mv 1 mb~G'l~~U~eJ 

iv.iv \911'1.i-:i~Vl~eJ\911~11\l~eJ'IJ'\111-:Jbflnmv 1m~eJ1 m 'Ufl11~11\l~eJ'IJ'V'l111iJ b~ e:i1~n~G'l~eJfl11vl1 
1 ~LJ11Pl\!1rn;ff e:i~1v 1e:i1~LVIV1ij1V11L'1'Ubtl€l'foe:in 16111'1 (Vaporized Hydrogen Peroxide) U11~bb~G'l~mv 1 'W 

~U~B 

iv.Qi ~Vl\1~.:i0 VlajL ~eJ H'm1\lli1\loV~thv0 Vlaj bLG'l~ b~n L ~Bfl11~'1 b~V'I (Auscultation) 

bbG'l~D1~ LiJ'U~Jl11 ~fl11vl1'11'U"1J €l'l~11\J bbG'l ~LJ eJV\ 

iv.C9:'. Vl~'ILL'V'l'VlEJ L ~eJ H'~11\!1i1\loveriJ1v 1 'Wm1~-:iL~v-:i (Auscultation) bLG'l~LJ1~biJ'U~Jl11~ 
'U 'U 

fl11vl1-:J1'U"lleJ'1~11\1 LLG'l~DeJVl"lJB-:JL~n (C9:'.-ct) 

'U1'1~11'V'l\l'U1 lJl1lJ1Pl 

LJ1~51'Wn111Jfl11"1 

·········r ··· ···· ····· ·············· 
'U1-:i~'U''U'V11 1~1111ru 

' 

(! 

'U1'1611~1'V'l1 L"ll~iiiJm 

n11lJfl11 



-b -

hct' 1-tl~1Vtfoel'U~1L~el 11A LA~el.:iijmL~~1'1vim1LL'W'Vl~ , 
b. b ~1Vtfom1m1:u'1el'Ulh~~'VIB.fl1'Wm1v111-Mtb1l"!:u1n L ~el~1tJ 1mh~~'U'Ufl111~mml"! 

elelmL'll'U1vi'LI1iln (dynamic-air-removal) '11:W11tleJ1'Ut:.J~1~mtJ1'U bes:' 'UTVi 

b .1111 Vt~elVl\9111'1'1el'U'Vl1.:J:fi1m'W~1L ~:u1·1.JLL 'U'UB1'Ut:.J~ 1~mh.:i11viL ~11 m 'Ufl11tb~n'UAtu.fl1'W .., ' 
W'U'Ufl11vi'11-Mth11"1'11m ~el~1tJ 1el1~ L V!tJ 1ftLV11L:U'UL 'Wel{eleln 161lt'l (vaporized hydrogen peroxide 

sterilization) eJ1'Ut:.J~ 1'Ufl11\9111'1'1el'U.fl1tJ1 'U bes:' 'U1Vi 

b.~ L 'Vlt.J\9!11:u'1el'U'Vl1.:i LAnn 1tJ'U el n L ~mJ.:i'Uel n m1~:wer '1 n'U m1vi' 11-Mt.J11l"!:u 1nL~el~1tJ1mJ1 
LL~~ 1 m 'U fl111J V!t:.Ji! nih.J't.fa elt.J mWLA~el.:JijmL 'W'\11 ~ , 

b .~ ~el'VIV1'1el'U'Vl1.:J:fi1m'WLL 'U'U~1L ~:u~t.J (Process Challenge Devices (PC Os)) 1-ITT 'Ufl11 

t.J1~ n'UAtu.fl1'W m1v111-Mt.J11l"!:u1m ~el~1 tJ LLfl'1Lel'Vl5~'U elel n 161lt'l 
' 

b.@o LL~'Um1:u'1el'U'V11.:iLAnmtJ 1 'UL ~el 1-ITT'Um1m'UA:wn1tJ1 'ULLl9i~~~'U~el~1Vtfo1~'U'Ufl11v11 
' 

1-Mt.J11l"!:u1m ~el~1mLfl'1Lel'Vl5~'Ueleln 161lt'l 
Glc:t. 11.d II 

m. flWmJUIJl"IJv.:J~V'U"IJtH~'Uv 

(;11.(9) nm1:W'11l.J11tl\911:Wn!JV!:W1tJ 

rn .b 1lJLU'U'UAA~~:w~~~1tJ , 
rn.rn 1l.Jel~1~V!l1.:JL~nn:Ufl11 .., 

rn .cs:' 1l.J LU 'U 'U f11°1~ zj .:J el~ 1~V!l 1.:J ti m~fo fl11 ~ 'U.LJ' el L'1'U el'V!~elvl' 1~fll f1'1 tl'U V!tJ1 tJ .:J1'U'1J el.:J-r~ 11 , \J \J o~ o~ dJI 

-ti'11°1111 L ~ el.:J:U 1nLU'Uer~1l.J~1'ULn tu 6f'i n11t.J 1~ Lil'U t:.J ~ n11'\.J n U~ .:J1'U '1J el .:ier tJd ~ n el'U n11\911:W1~ L D tJ'U ~ .., ':..J .., 

-r~:W'U\91~l 1 fl11m~'Vl11.:J fl111°1~.:J n1Vt'UVl\9!1:W~t.J1~ fl11"1 Le-I tJ LL 'W1L 'U1~'U'U Lf1~el~1 tJ'111'1'U L 'Vll3!'1Jei.:J m:wu ru:fi n~1.:i 
~ v 

rn.ct' 1l.J L U'U'U f)f)~zj.:Jtl n 1~'Uzj el 111 'Uu ru:U11 tJzjeler~.:i.:J1'U LL~~ 1~ LL ~.:i L 1tJ'Uzjel1-M L U'Uer~.:i.:J1'U'1Jel.:J 
, '\J , v '\J '\J 

~i.11 tJ.:J1'U'1J el.:J-r~ 1 'U d~'U'U LA ~el~1tJ '111'1'U L 'Vll"l'1Jel.:J m:wu ru ~ nm.:i zj,:i11:wei.:iii ~'U 1°11°1~~ er~.:i.:J1'U L U'U-M'U~1'U 
dJI "' .. \J , 

er~Vlfl11 m1:wm1er~vim1 er'U~V!11 erna1'U1'11 'Ufl11~1L ii'U.:J1'U 1 'Un:Ufl11'1Jel.:Jii~'Uf11°1~J'U~1 tJ 
\J \J \J \J , 

rn. b nf1tu'1:WU~ LL~~ 1l.Jn~n~tu~ ~el.:i-M1:wm:w~f1 tu~nd1:Wfl11'U LtJ'U1tJ fl11~Vl~el~ V1~1.:JLL~ ~fl11 
' 

'U~V111~'1vimA-r~n1Vt'Uvi 1 'U11'lln:u:u1m'llrn~n 
' ~ ' 

rn.1111 LU'U'Uf11°1~Li11:WV11V!~elii~'Uf11°1~ernm:U'W"LJ1tJ~'1VJ~t.J1~mvi11m8L~n'Vl1eJ'Un~~.:in~11 
, , \J , 

rn.~ 1l.JLU'Uernt:.Jmh~ LtJ'llU~1:Wtl'Utl'Uer~'U.LJ'm'1'Ueld1tJ5'U~L.LJ'1~'U.LJ'm'1'Uel 1-MLLn ~.:JV!lVI tu l'U .., .., 

t.J1~ ml"!t.J1~mm1A18 L~ n'Vl1elii n~ Vt~el hJ Lu'Uer m~vl'1m1eYm lJ'Um1oLJ'vi"LJ11.:im1 LL ~.:ioLJ'Uel ~1.:i L U'Uli11:w 1 'U .., 

m1t.J1~mvi11m8L~n'Vl1eliin~A~.:i-d 
rn.~ 1l.J L U'Urn~-r'ULeln~'Vl~V!~elf111:WA:W tl'U zj,:im:ut.J n L'1Li 1lJ tJel:W~'Ul3!1~ 1 'Vl tJ L 1mLM-r~'U1~'1Jel.:Jer 

'\J , ~ dJI \J 

~'UoLJ el L'1'U el 1~iM1i.:i 1-M'1~~ Lel n~'\11~ LL~ ~f111:WA:W nm-d'U11tf 'U 
' 

rn.@o er~'U.LJ'm'1'Uel~~'U.LJ'm'1'Uel 1 'U1t.JLL'U'U'1Jel.:i "n:um1~1:wA1" ~el.:iiif1tu'1:w'U1i~.:id .., .., , 
mru~oLJel\91 n~.:i i tl1V!'U VI 1-Mer L oLJ1~1:WA111tJ1vi 11 tJV!~.:J L U'Uer L oLJ1~1:W A1V!~ n oLJel\91 n~.:i i .., .., 

:u~~el.:iiim1n1Vt'Uvi~vi~1'UVtiJ'1~ LL~~m1:w-r'U ~vi'llel'll1 'Ut.J~mtu.:i1'U ~.:i"LJel.:i Vt~el:w~Fi1\9!1:w~ru rn1'1Jel.:J 
.., v ·~ 

iJ' lJ I iJ' CLJ I I.I ii I I.I di 

t:.J L "LJ111:wmV1~ nm n m1t:.J L "LJ111:wA111 tJ el'U'Vlm1 tJ .., .., , 
mru~oLJel\91 n~.:i i n1Vt'UVI 1-Mer L oLJ1~1:WA111tJ 1vi11 tJV!~.:J LU'Uer LoLJ1~1:WA1V!~ nn:u fl11~1:W .., .., 

A1t!'U~el.:i 1 -tlt:.J~.:i1'U'1Jel.:ier L .LJ1~1:wA1Vt~ m1tJ L~m L U'Ut:.J~.:i1'U'1Jel.:i n:u m1~1:wA1~~'U.LJ'el L'1'Uel .., 

'U1.:J'111'Wlil'U1 lfl1:W113! 

t.J1~Li1'Un11:Wfl11i 

············r-·· · ·· ~· · ······ "· ·· · ·· 
'U1.:J'1'U'U'\111 1~1111tu 

' 
'U1.:J'll!)1'W1 L'1l\91iiiJm 

m1:wm1 
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~1V!-ru-LJ'el\Jln'1'1"1 ~hJ1~tl1Vl'U~ 1 ~~ LoLJ1~1l.lfl111tJ1~LD'U~ LoLJ1~1l.lfl1Vl'1 n ~ LoLJ1~1l.Jfl1 
'U 'U 'U 

Vln11ff'1~1'i'el'l:\jflru~l.J'U~fl1'Utl1'U\Jl1l.JL~el'U 161J~tl1Vl'U~ 111 'ULeln~11L "firu"lll'U 
' ' ... 

rn.<9l<9l ~~'UoLJeJL~'U ell9i'el-:J'1'1Vl~L 'Li t.J'U L 'U1~'U'U~ ~~el~~~1-:i.n 1f1-r~~1 t.JB L~ nV11el'W n~ (Electronic 
'U "' 

Government Procurement : e-GP) 6/Jel'lml.luty:anm-:i 

a:'.. 11t1~::Lilt1~f'l rui;r m~m.1::'tlv.:i L 11u1ru'1m 'lim~1i1::~1 Lih.im-a~~~v 
' 

(9). ~1'li\l~V11-:iLfln1u~LVl~t.1lJ~'U~1n61J'U1~1:Wi!elt.1n-i1 (n1'1-:ixm1) cf.<9l "Ill.I . x (9) .~ "Ill.I . 
'U 

(Vl~el ID '61 x o .Q'Jlcf '61) 

<9l .<9l ~1'UV!U1LL~~\111t.1'1:::LBt.1~LL'1::: 1 ~oLJell.lmrl off ~\l.Q' 
'U 'U 

d .q v ' 
(9).(9) .(9) '1lelt:.J'1\Jl.flf;\.!6f1 

,, 
I CV I .::it q 

<9l.<9l . ID 'llel\I LL~~\lt:.J '1 \Jl1'U\1'1lV11\I Lfll.J 

(9) .(9) .rn IDD-Barcode ~1Vlfo 1-tlutJYim'161Jn11fl1t:.J~\Jli1ru,.J L'161J~t:.J~\Jl (Lot) bb'1:::1'U 

Vll.l~mt.1 L 'U1U LL uuaL~nV11el'Wn~ 
' 'U 

(9).(9).~ ~ryi;i'm~ruLL~~\l L m .ff t:.J~\Jl.f1ru,.Jnu15m1v11u11Pi"il1m ~el~lt.J 1ml1 

<9l.<9l .cf ~ry'1m~ruLL~~\1~1'li\l~V11\ILflnu1:::b.nVl cf (Type cf) 

®. ~1'li\l~Vl1\1Lflnn~1'Uu1:::nelu~\l~el 1 u-d' 

®.<9l LLflU"ll'1'U11"ilt:.J~mfln (chemical pallets) ~nfl11l.l 11~el 1ml1LL'1~elruV1.niJ 
\I , , \I 

ID.® LLrium:::~T1~~61J11~elelmL uu 1 ~nm1l.ln1'1'11 ~t:.J~ n Lfln'Vl'1ell.1'1:::mmL'1:::Lfl~el'W~1 u 

ID.~ 1.ffel~'1faiJt.1l.l'VJelt.1~LU'Ul~~1 el \l-ru~1'UlJ1:::nel'U~\IV!l.l~ (Backino) 
'U ' :::, 

®.cf ~1'W'Vl'1\ILD'W1~~~~~~ ~1l.l11mLn:::m:::~1~1el\ll~~~~~~elelm~el~el\lm1~~Lnu ' , 
utJYin~1'li\l~V11\I Lflffi 1 L D'W'Vl'1 n~1'Um1fou1::: n'W m1v11u11P1"il1m ~el 

"' 
rn. t:.J~ mfl:\j:\jm1Vl'1ell.J'1:::mm~el~l.Jer~n'U 1ml1~:\jf111l.J~l.1~1 ru elruV!.fllJLL'1:::L1~1~tl1Vl'U~ 

' 'U 

1:::t.J~61Jel\ln11Lfl~el'U~61Jel\I LLfl'U~11Lfl:lj:ljfl1 1lJ~lJ~'U6nu flf;\J.fl1~ 1ml1 L1'11 Lb'1~elf;\JV!.fllJ 
' ' 'U 

~. m1LL V11n~l.161Jel \l 1m11f111l.l~el'W~\1~1'U LL~'UYJ~l.l~m~ ~ nv111 ~t:.J~ n~11 bfln'Vl'1 ell.I b Vlm LL'1~ 
'U 

'1:::mt.11~m nV!~elUelt.J \Jl1l.lfl rum~61J el\l 1ml1 
' 

cf. ~1'Un11Vl~~el'U L 'ULfl~el\I Resistometer (ISO (9)~~Q'JllD) m\l\Jl1l.JoLJelfl1Vl'U~mJl1~'U 1 n 'U 
' 

mm~1'U ISO (9)(9)(9)~0 -<9l :®o<9l~ L~elfl1'Ufll.1~111lJL\Jlel1ffi-tli. 'Um1Vl~~el'U 1~el~1\ILL:IJ'U~1 Lrn:::~1m1ri 
"' ' 

v11sff11Jl ru rl1~tl1Vl'U~ (stated value) ~1l.l"il~ ~ elru'Vl.niJ <9llD<9l ° C, <>llD~ ° C ,<9lrncf ° C 1'Wm1LL~~\I 
' ' 'U 

m1l.l~l.l~tJ61:::wi1\lm1LlJ~t.1'ULLU'1\161Jel\1~1~1'~V11\ILflnnueY\Jl11m1mt.161Jel\I Geobacillus 

stearothermophilus \Jlll.loLJelfl1Vl'U~~1:::u 1 'Wmm~1'U ISO <9l<9l<9lrn~ -rn : IDo<9lQ'JI , "' 

'U1\1~11~"il'U1 1.n1l.J1Pl 

u1:::n1tJm1l.lm1., 

· · ···· · · ····-r:·· ··~ · ····· ·· ·· ···· · · 
'W1\l~'W'UV11 1:::1111ru 

' 
'U1\1'1l~1~1 L61J\JlijiJ\Jl1 

n11l.ln11 
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b . ri1~n1Vl'U~ (stated value) ru eJruVl.nil flm:::'lJ'lJ'U61leJ\l'lJ';i';i"iJ~~l'1.tlru'11~ciri1~mir)1V1'U~~ 
q '\J 'U ci 'I 'U 

~t:UV!JJiJ C9l~C9l °C 2 C9lb.ct 'UTVi bb6l::: C9lbflct °C 2 C9l .~ 'U1Vl b~tlbb?f~\11~'Vl';i1'lJ'J1~1~1~'Vl1\lbf1ffilJ 
b tl~ Cl'Ubb tli;i\l()°\l"il~CJ&ib ~1ff°l1~tl1Vl'U~ 1 mnl'1';i'11'U ISO @)@l@l<i'.o-(9) 

' ' ... 
t"J. cJ1'Ufl1';i'Vl~?feJ'lJ~1ci Dry heat ~~t:UVliJil ®<i'.o °C ± ~ °C bll'Unm brio ± ® 'U1Vl ~1~1~ 

'Vl1\I bf1ffilJij fl1';i b tl~ Cl'U bb U6l\l"il'U()°\l"il~ ci&i cJ1'U fl1';i\11';i1"il?f eJ'lJl'11l.loLJeJn1Vl'U~'lleJ\I ISO @)@"l@"l<i'.o-(9) 
' ' 

G:i. 1offm1"il?feJ'Ufl1';i'Vh1 ~U';i1Pl"il1m ~eJ~1ci 1ml1'Vlm:::'U'U 1 'Ll'li1\leJruVl.nil~\lbb~ @)~@") °C-C9lbnct°C 
' ' "' 

~. ei1mbi;i::: bb tJi;i~i;i"iJ1nrn';ibf1~eJ'U~'lJeJ\l~~rw11';ibf1n bb'U'U bf1~eJ'U 1 u.LJ1\IV1i!1 bb6l:::';i:::'lJ'li1\1'1JeJ\l~i;i 
' ti q q q 

~1Cl?fb'lJCl1bb6l:::?fbb~\I 

m-aei1mbi;i::: bb'lli;im~ 
' ' ' 

~Tu ~~ mf1nV1Vli;i eJl.l b Vl'11 bf1~eJuV1 b oLJ'1()°\l'lieJ\I Accept ~ b ~ m 
liJ~TLJ ~~mf1n~Vl'1eJl.lbVl'11~\leJ~1u'lieJ\I Reject ~bb~\I 
~1fl1';iel1'Ubb6l:::bbui;i~i;i 1'Ubb~6l:::~'Uv1eJ1lJcJ1'U ~1l.J 1 -ffv1mf1~eJ\li'.lmr'Un'Ueru1 ci 1 ~tl1v1eJ 

bf1~eNi'.lmb ~'Vl~:inv11rn';ibl'1~C1l.lbb6l:::~'Uv1eJv11tl';i1Pl"il1m ~eJ 1 VllJ 

b~v'LI 1-lnovn:: 

"' 

@). ~~ 1'1.tl ru'1tJi'eJ\lcJ 1'Ufl1';i~rne:i\lm1l.ltl6le:i~.tl CJ"il1neJ\lflmmm';ibb'1:::mtl';i:::b'VlP11 'Vlci bb'1::: tlJVll.l~mci 
' 

1~ ci ~'UbeJ n?f 1';il.l11 'Ll1'U~'Ub?f'U eJ';i1f11 

~. ~~1'1"il1nb\l\11'Uffi~~'lJfl1';i~'lJ';i€l\l:l.J1\11';i'11'U ISO ®bfl<i'.G:ict :~oC9lb bb6l::: ISO ~oo®:~o®ct ... 
1~ci~'UbeJn?f1';il.l11 'Ll1'U~'Ub?f'Um1m 

bfl . 'lJ';i';i"iJ.flru'1tJi'eJ\11lJij?f.fl1~i1';i~ b~CIVl1CIVl~eJOn'lJ1~ b~eJ~\ll.JeJ'lJ 1 m ';i\l~Cl1'U16l 
' ' 

Ci'.. ~~1'1nru'1nmci bfl tJ 'U''Ucr~"il1n1'Ll~~\)1 ?11:in';iflm1"il?te:i'tJ1'UVl:1.J~mci'lJ'UVli!161leJ\l'lJ';j';j"i).flrusn 
' ' ' ~ d ti d 

Vl';ieJ?f1:1.l1';ifl?fbbn'Ub~eJ~'lJ€ll.l6l';i1Ci6l:::be:iCJ~'lJ'U ~D Barcode 
"' "' 

., 
flWt'ln'~W::buVn:: • 

@). ~1D\l~'Vl1\lbf1ij?t1:in';iflm1"il?feJ'lJ'Vln~1';i1ilb1'1eJ{ (Multivariable Chemical Indicator) ~ij 
' 

~'1~eJtl';i:::~'Vl6.n1~ 1 u fl1';ivl11 ~U';i1Pl"il1m ~e:i~1ci 1e:i';i:::bVlCJ 1~fa';ib"il'Ubtle:i{eJeJn 16/l~ AeJ e:iru'Vl.nil b1m bb'1::: 
' "' 

m1:1.J b oLJ:l.loLJ'U 1~1~';ib"il'Ub tleJ{e:ieJn 161l~ 

~. ~1D\l~'Vl1\lbflnbn~fl1';ibU~Cl'Ubb U6l\lb~eJ 1~~'lJ'U"il..ijCI 1 'Llfl1';ivl11 ~U';i1Pl"il1m ~eJ\111:1.J~tl1Vl'U~ 
(State Values) fie:i 

~ .~ ri11:1.JboLJ:1.JoLJ'U 1~1~';ib"il'UbtleJ{eJeJn 161l~ ct.@l ili;i~n~:l.l/~m 

~.bfl nmv\'11~U';i1Pl"il1m~eJ (9) mVi 
hei'. eJf.'UVl.fliJ cto €l\IP11b61l6lb~Cl?f 

' "' 
bfl . fl1';ibU~CJ'UbbU'1\1~1iJ\l~'Vl1\lbflffioffV1~nrn';ifl1';ibU~CJ'Ubb'll'1\l'lleJ\I~ (Color changing) ~1l.ln'U 

b'Vlfl b 'U 1i;i ~ fl1';jbfl~ e:iuffi tJ.LJ1\IV1i!1 (Moving front) 0 off ei1'U~6l"il1mbfl'U~zj\lbll'Llihi1b~'L!ne:iu~nv111 ~U';i1Pl"il1n 
b ~eJ b~eJ b .LJ1~ m:::'U1'U fl1';ibbfl'Uihh b~'Ll"il::: b~l.l b tl~ CJ'Ub lluiht3.J'V-l"il1n~1ueff1ci1 U'll111'11l.lf111:1.JCJ11'lleJ\I bbfl'U~ "' ~ 

'U1\l?f11~"il'U1 l.fl1l.J1P1 

U';i:::n1'Um';i:1.Jfl1';i"1 

· ····· · ····· ··~· ··· ·· · · · ········· · · 
'U1\l?l'Ll'U'Vl1 ';i:::l1';i';if,'U 

' 
'U1\161l!)1~';i b'lJl'1tJill'1';i 

f11';j:l.Jfl1';j 



-b-

(;Yl.(9) ~TU b~a~J1b1'LmJ~mJblJ'U~"ll:l.JYlb-U'1~-d1-:i ACCEPT ~1::'Un1n'U 11'1.J'U~TU'l:ffllii' 
~ ~ ' 

rn.\v hJ~1'U b~a~J1b1'Ubtl~~'Ubll'U~"ll:i.JYl bb~~-:ia~1'U-d1-:i REJECT ~1::'Un1n'UH'U'U~TU'l~ 
~ ~ ' 

IS'.. lii'1mlfif1'lJB'l~1U'l~'Vl1'lbfli1bbMl'l \vD Barcode moUG11:i.J11ti'Vl11'\Jb~'lJ~~~nruen (Global 
~ 

Trade Identification No; GTIN) b~'LJ~~~~ (Lot No) bb~::1'UVl:i.Jl1lm~ bb~::u'UVim.U1n'U1::'U'Ufl11fl11~11lfl11 
' 

bb~::m1~111bn'UbanG111bb 'U'U~~~B~'LJB'!Vli.11~'11'U11ii'~1n fl11B1'U \vD Barcode .ct' 

c.t.1illii'n'U~u1m~nffi~-r'Um1~1~111 Colostomy Vl~a lleostomy 

b. ~1U'l~V1~mb~'U~11~'1B'U ~~~m:i.J-U'an1V1'U111~1::'U11l'Um~1'51'U~1m1~ffv'U'Vl1-:ibfli1 1so ' ... 
C9lC9lC9l!S'.o-C9l:lvoC9l!S'. Steam Chemical Integrating Indicators type ct BSI Kitemark 1111~tl1V1~n!1'Ubb'111l'l 

l1~1'Ufl11~11~'1B'Um:i.Jm~1'51'U ISO (9}(9}(9}1S'.0-(9} :\vo(9}1S'. ... 
~- ~1U'l~'Vl1'1bfli1~~~1~m:i.JoLJBtl1Vl'U\11~1::'U 1 'Um~1'51'U~1 ~11~G1B'U'Vl1'1 bfli1 ISO (9}(9)(9)cg:'.Q -

' "" 
C9l :lvoC9l!S'. Multivariable Indicators Type IS'. (Category i!S'.) 

~- ~1U'l~'11m1mb'1111-:i~~fl'lb~:i.J 1~'U1'U b b~B'UV1~-:i~1nt1n 1 i-:i1'U m:i.Jm~1'51'U 
~ ... 

d d CV d 0 

ISOC9lC9lC9l!S'.o-(9}:\voC9l!S'. b:i.Jmn'U1m~1~1:1.J'1.fl11::'Vlbb'U::'U1 

L~vuL'tlbo~1:: 
(9) . ~ ~~nru<fl11ii'fo m1fo1a-:ifl11:1.Jtl~ a111.n ~ bb~ ::m1J11'51'U bfl~a,:iija m1 bb vi'Vltl ~1 n a-:i l"lm1 ... 

mV111bb~::mtJ1~b 'Vll"lb 'Vl~ bb~:: bBn'1111lJV1:1.J111m~ 
' 

Iv. ~~~~1n 11-:i-:i1'Uffilii'fom1-r'U1a-:imm'51'U ISO C9lrn!S'.~c.t:lvoC9lb 1::'\J'U'U~'\1!11~111m1 ... 
flill.fl1YleJ\Jl'11Vlm1:i.Jbfl~B'lijmbYl'Vltl bb~:: ISO ciooC9l:lvoC9lct 1111~~manG111:1.J11 'U1'U~'Ub'1'UB11fl1 
' ' 

rn. ~~~.f1rueni1m~fl111i'l1'U C9lct'. b~B'U1J'U"inn1'U~~~\Jl '11m1tlm1~'1B'U1'UVl:l.J\1leJ1~'U'UVlif1 
' ' 

ct. '11m1mn'U 111 'Uaru'Vl.flil C9lct a-:il"l1b6t!~b~~'1 5-:imu'Vlflil ivc.t a-:il"l1b6t!m~~'1 
, \J , \J 

b. ~~~.nru'1i1m~m11i-:i1'U C9lct b~a'U1!'U~1n1'U~~~\Jl 
' 

m. Stetho Scope 'rrh~'YI~ 'lh::111w011v::ifv <Co miv'l 
f1W~n~w::~11 tl 

(9). V1~ ,mvi~tl~G11m1t1~.:ib~~.:i11ii' iv 1ii'1'U a~1.:i~m~a.:i1111~1JJ~a.:ibtl~~'U~1bb'V!tl.:iV1~mtJ~~'U 
~ 

1ii'1'UG11m1t1~.:i1~~.:i~1'UrJlV1qjbb~::b~n~-:im1:1.J~~1bb~::~-:i1111~1i Tunable Diaphragm Technology ~1~ 
m1tJ-rrnb 1-:invi bb 1-:invi b'U1b ~a~.:ib~~.:iri11:1.J~ bb~:: bb 1-:i nviV11!n b ~a~.:ib~~.:im1:1.J~G1.:i 

~ 

iv. ~1'LJB.:JV1~.:i'1a.:ilii'1'U (Double sided Chestpiece) '1°1V1-r'UmV1rubb~~b~n '1°1V1fob~n 
~ ~ v 

G11:1.J11tltleJ\11Vl~B1~ Diaphragm ~1'U Bell 1~ 

\v . (9) v11~1mV1~nn~1HG1'Ll:i.J (Stainless Steel) i1m1aamb'U'U1~'11~.:i1mtl'Vl1.:ibV1m~G1:1.J 
~ 

n'Ufl11vl1.:J1'U (Ergonomic) ~\1loLJB~Bbb~::~:i.J~1.:J1 b~B 1 ~-r'U~.:Jb~~.:J~~~'U ~\11 Lafl1'1fl11'1::'1:i.J'LJB.:J~.:J 
'1 ntl1mb~~'11:1.J11t1vi'1m1:1.J '1:: mvi 1~~1 ~ 

Iv.Iv lii'1'U Bell (Pediatric) bi;1'U~1'Ul"l'Utln~1.:i C9l .IS'. D1 (rn.IS'. b6t!'U~b:i.J~1) '11:1.J11tilll1l-bll\11 
~ 

~1~ Diaphragm b~a~a.:im11i-:i1'U 
\v.rn lii'1'U Diaphragm (Adult) bi;1'U~1'U~'Utlnm.:i C9l.~ D1 (!S'..rn b6t!'U~b:i.J\Jl1) 
Iv.IS'. ~1~.:iJ1V11!n bet n-r:i.J 

M.,,,... 

'U1.:J'111Yl~'U1 1fl1:1.J11"1 

tJ1::51'Un11:1.Jfl11'1 

........ ..... r ........... ........ . 
'U1.:i'111''U'Vl1 1::1111ru 

' 

..................... U. ............ . 
'U1.:J"ll~1vi1 b 'LJ~'Llilm 

n11:1.Jfl11 



-rri-

m. Diaphragm bU'IJ Tunable Type vl1"il1fl Epoxy/Fiberglass bU'Ubb'U'U~'Ub~tn (Single 

Piece) ?f~V11fl~Elfl1'H'lJ~tJ'IJ bbrt~vl1fl11:\.J?f~mvi 
Ci'.. fl11:\.JtJ11'1JEJ\IVl~\I lvrri '61 (b~ blr/l'IJ~b:\.Jt111) 

'IJ 

ct. J1wum1:1.J'lJEJ\IV1~\I C9lcto n1':1.J 
'IJ 

b. tl1'1JVl~\lvl1"il1fll?fVl~bb~\I bb 1\lbfl~El'U 1~'Vl'IJ'Vl1'1J~1tJEJ~1'IJ1vi61fo~rtiib t1ti:l.J (Anodized 
'IJ ' 'IJ 

Aluminum) bbrt~nJ1V11.'TmtJ1 
rrl. ?f1tJVl~\lvl1"il1fl t ~~b:l.JEJ{'lJtivi t ~~btirtflrtEl hii (Polyvinyl Chloride Vl~El PVC) bbtJ'U'liEJ\I 

'IJ 

b~tJ1 (Single lumen) Vl'IJ'Vl1'1J~Elfl11:\.J~'IJ"il1fl~1Vlir\lbbrt~ bbElrtflEJ~El~ ~vim~fl111i'l1'1J1 ~'U1'1J:\.J1fl~'IJ 
~. tJ1\11El\IVI (Eartips) bU'IJ'lJtiviti:l.J ?f1:\.J11(1?f1:\.J 1 ~boLJ1~bb 'IJ'U?fti'Vl1~~n'U'liEJ\IVI f!Vlfl111'\Jfl1'1J 

'IJ 'IJ 

"il1 m~ ti\lm ti'IJ El n bbrt~ b ~:1.J'lJ1~~Y16n1~ m1~\I b~ti\I 
~ . nm\11El\IVIG111El\I C9l fl mti1'1Jfl~El\I 

'IJ 'IJ 

C9lo. 1:iJi1'11m.b~flEJ'U'lJEJ\ltJ1\li511:\.J'lJ1~ (Latex free) bbrt~?f11~rtl?f~fl~1'Vl1brtt11 (Phthalate 

Plasticizers) 

bi e:J'IJ 1 '!mn-n:: 
C9l. e.J~t11.ilru'11~1'um1fo1EJ\1:1.J1m~1'1J ISO C9lmei'.~ct:lvoe9l b 1viti~'UbEJfl?f11m 1 'Ll1'1J~'Ub?f'IJEJ .... 

m. i111tirt~b8tivim1bntJ1'm~n bbrt~15n111.ff \11'1JEJ~mti 1 'UtJ11"iJ.ilrusn 
'IJ , 

Ci'.. ~'lJ1ti"il~~Ei\11'tJ'lJ1~n'Uflrum~'llEJ\l~'Uf11bbrt~v'UtiEJ:\.J1 ~bbrtm i.J~ti'IJ tviti 1:iJf1vifi11 i~1ti 
'IJ , 

ct. e..i~t11.ilru"fi'i1mti1:iJ'li'EJtin11 ct u V1~\l"il1n1'1Je..i~t11 
' -~ d d .1 .r ' 

"· Stetho Scope '1n'lbf!OLi'O u1::111ru01·rn::6lle cCo mrn.;i 

ftW~O'*W::bu\'i1:: • 
@). V1~\lbb~'Vl~~?11m1ci~\lb~m 1~ iv ~1'1J 1viti15V1:1.J'IJ'U~b1ru~1~\lb ~EJ~\I b~tJ\lfl11:1.J~~1~1'1J 

'IJ , 

Bell bbrt~fl11:\.J~~\1~1'1J Diaphragm 

tv . ~1~\lvl1"il 1 flbVl~flfl~1 H?lti:l.J (Stainless Steel) 

lv .C9l ~1'1J Bell b~'IJ~1'1Jial'IJ~flrt1\I o .rrl '61 (C9l.rri blr/l'IJ~b:\.Jt111) i1ti1\l'lJUvi'Wbia!13b~tJfl11 
'IJ 

non-chill fl1EltJElti 1viti1EJtJb ~El 1:1.J 1 ~bnvifl11:1.J b~'Ubn'IJ 1 i.Jb~EJ'1:1.J~?f ntJ~lJ1ti 
'IJ 'IJ 

Iv.Iv ~1'1J Diaphragm b~'IJ~1'1J~'IJ~flrt1\I C9l.C9l '61 (lv.~ blr/l'IJ~b:\.Jm) 
\v.m ~1~\ltl1V11.'Tm1:1.J mo fl1':1.J 

m. Diaphragm vl1"il1fl Epoxy/Fiberglass 

Ci'.. fl11:\.JtJ11'1JeNVl~\I lv~ '61 
'IJ 

ct. tl1V11.'Tm1:1.J'llEJ\IV1~\I <.;<;'.ct n1':1.J 
'IJ 

b. tl1'1JVl~\lvl1"il1 fll?fVl~bb ~\lbb 1\lbfl~El'U 1~'Vl'IJ'Vl1'1J~1tJEJ~fo1vi61!EJ~rtiib '1ti:l.J (Anodized bv 
'IJ ' 'IJ 

Aluminum) bbrt~i1tl1V11.'TmtJ1 
rrl. ?f1tJ~~\lvl1"il1fl t ~~b:l.JEJ{'lJtivi t ~~btirtflrtEl hii (Polyvinyl Chloride Vl~El PVC) bb'UtJ'liEJ \I 

b~tJ1 (Single lumen) zj\l'Vl'IJ'Vl1'1J~Elfl11:\.J~'IJ"il1 fl~1Vlir\lbbrt~ bbElrt flEJ~El~ ~vim~m11i'l1'1J1 ~'IJ1'1J:\.J1fl~'IJ 

'IJ1\l?f11~"il'IJ1 1il1:\.J1ial 

'lJ1~51'1Jfl11:\.Jfl11°1 

... .. .. ..... .. r.. ........ ... ... ... . 
'IJ1\l?fiJ'U'Vl1 1~1111ru 

' 
'IJ1\1"1.1~1~1 b'llt11DiJm 

fl11:\.Jfl11 



-c;i-

c:i. tn\11B\lvt (Eartips) bU'U'll'U~til.l 6'11l.l1'rn?11l.l1 Vfb-V1~bb'U'U?l'W'V11Ji'~n'U-da\lvt i;i~rn11'Um'U 
~ ~ 

"'il1m~~J\l.fl1t.J'UBf1 bbi;1~ b ~mh~~'V15.fl1Y-lf11TW\lb~t.J\I 
~. 1lJii~1mh~nB'U'1JB\lt.11\1511l.l'll1~ (Latex rubber free) ~v\'11 Vfbi1~f111bbv-l'1Ji' 
(9)0 . i'.itn\11B\lvtG1'11a\I (9) ri mt.11umta\I 

~ ~ 

b~v'Ul'tlbu'W1~ 
(9). ~~\Jl.tlrusn1Ji'-r'Urn1fo1a\lmm\i1'U ISO (9)rncs:'.c:i~:~o(9) b 1~t.1~man?111m 1 u1\.i~'Ub6'1'UB ... 

rn. ii11t.Ji;1~b~t.J~f111brl'U-rmn bbi;1~15rn11otl\11'UB~.fl1t.J1 'W'U11"'il.ti'tusrl 
~ . 

cs:'.. er'1J1t.J"'il~~B\l-ru1.h~tl'Ufltu.fl1Y-l'1JB\l~'Ufl1bbi;1~~'Ut.1Bl.J 1 Vlbbi;1f)b U~t.J'U 1~t.11lJf1~ri11 otl~1t.J 
~ . 

~. ~~\Jl.tlru'1iimt.11lJiJat.1ffh rn tJ vt~\l"'il1ffJ'U~~\Jl • 
&:. Stetho Scope '1W'lb~o1~ th~3.11ru01·rn~~v <l'.o miv.;i 
FIW~O~W~btl'W1~ • 

(9). vt'4\lbbv-l'V1V~6'11m1'1'4\lb~t.1\11Ji' ~ Jl1u 1~t.115vtl.l'U'U~nru~1'4\lb~a'4\lb~t.1\lm1l.l~~1Jl1u 
~ , 

Bell bbi;1~fl11l.l~~\1~1'U Diaphragm 

~. ~1'4\lvl1"'il1mvt~nn~1H?l'Wl.l (Stainless Steel) 
" ~ . (9) Jl1u Bell bG1'U~1'UPl'UVnm\I (9) .(9) '11 (~.t'ii b'l!'U~bl.l\Jl1) i'.itn'l'll'W~V1bPi~b~t.JffJ1 

~ 

non-chill fl1B'UBt.J l~t.11B'Ub ~B 1l.J L Vlbfl~f0111l.lb~'Ubfl'U 1 tJbi1m1l.l~6'1tl'UertJ1t.1 
~ ~ 

~ .~ Ji'1'U Diaphragm bG1'U~1'U~'UVnm\I (9).cs:'. D1 (rn .cs:'. b'l!'U~bl.lm) 
~.rn ~1'4\ltl1wum1l.l cs:'.o n-rl.l 

rn. Diaphragm vl1"'il1f1 Epoxy/Fiberglass 

cs:'.. fl11l.ltJ11'1JB\IVli4\I ~c:i D1 
~ ' 

~. tl1vt'11m1l.l'1JB\lvt-W\I (9)0~ n-rl.l 
~ 

b. n1uvt'4\lvl1"'il1ffJ6'1~~bb ~\lbb 1\lbfl~B'U 1Vl'Vl'U'V11'UJi'1t.JB~L'U1~'1la~i;iihtit.1l.J (Anodized 
~ . ~ 

Aluminum) bbi;i~iitl1vt'11m'U1 
t'ii . 6'11t.l\1'4'1vl1"'il1f1LY-l~bl.IB{'ll'W~1v-l~b'Wi;if01i;iah~ (Polyvinyl Chloride Vl~B PVC) bb'U'U-dB\I 

b~t.11 (Single lumen) zj\l'Vl'U'V11'U~Bfl11l.lir'U"'il1f1e,j1vt'l1\I bbi;1~bbBi;1f1B~ff~ ~~m~m11otl\11'U1 Vl'U1'Ul.l1f1~'U 
c:i. t.11\11B\lvt (Eartips) bU'LI'll'W~til.l ?11m1'1?11l.l1VfboLJ1~bb'U'U?l'W'V11Ji'~n'U-da\lvt i;i~rn11'Um'U 

~ ~ 

"'il1nb~t.l\l.fl1t.l'UBf1 bbi;1~b~l.JUW~'V15.fl1Y-lf111'4\lb~t.l\I 
~. 1lJii~1'UU1~f1B'U'1JB\lt.11\1511l.l'll1~ (Latex rubber free) ~v\'11 Vfbn~f111bb Y-lL~ 
(9)0 . i'.itn\11B\lvtG1'11a\I (9) ri mt.11 'Uncia\I 

~1\16'111Y-l"'il'U1 1il1l.J1Pl 

tJ1~61'Lim1l.lrn1"1 

~ ~ 

· ········· ··~~· ·~· · · ··· ··· ··· ···· 
'U1\16'1'U'U'V11 1~1111ru • 'LI1\l'll!)1Y-l1 b'l.l\Jl'U~m 

f111l.lf111 
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bi e:iu 1 "lml'Vn:: 

<9l. t:-J~\91Jlru~l~~'Ufl11fo'HJ\l111\91'Hi1'U ISO <9lrncs:'.~ct:lvo<9l b 1111ti~'UbBf1?l111111 tJ1'U~'Ub?l'UB 
"" 

11fl1 

rn. ih1tia~bBtJ111fl11bn'U~n~1 bba~i6m11i.:i1tJa~mti1 tJ'U11'1.ti'ru'1 " , 
cs::. ~6/J1tJ'1~~a.:i~'Utb~ntJflrum'Vi6/JB\l~tJ~1brn~~'UtJBlJ 1 ~bba m tJ~ti'U 1111ti 1~~111rh 1 i~1ti " , 

@). 'VlaBl11'U11'1bbn?lbB'Vl6~'UBBf1161!11i' @JOO % bb'U'U1-tifl#\lb~tJ1bb~1v1.:i '1f1BBf1bb'U'Ubba~~1'Ufl11 , " 
\9111'1?lB'Ufl11lJ'1f1~B'l 1oITTm~tl'Ubfl~B\l'Vh1 ~U11111'11f1b~B~1tJbbn?lbB'Vl6~'UBBf1161!{1) <9loo% 

" 
Iv. V1aa111iJfl11lJ?l\l ~.olv ± o .cs::: D1 bba~~1Vim?l~n~b'Vl~B\lfl1B'UUl11B~~1'U'U'U6/JB\lV1aa111 

" " ., 
rn. i.11V1iJ'nV1aBl11bbn?l <9l~o ± b f1~lJ 

CS::. 'U11'11 'U'VlaBl11Bafa-LltilJ 6/J'U1111ViB~tl'U'liB\l'U11'11 'Ubfl~B\lB'LJtgJ1b ~B 
' " ' 

ct. 'U'UV1aa111iJm1bbf1~?l~n~1mab6i!B1 'Vl1B ~111omn lvD barcode ci'1V1~'Ufl11?lbbf1'Ub~B 

~.:i~1tJoLJ'alJa61Ja.:iV1aa111bbn?11~bbri ~'Ubbfl\91\911~an6/Ja.:iV1aa111bbn?l, V1lJ1ma6/J lot (1tJ~V1lJ111mti) bba~ tl1V1'Lln " ' , .d ~ I-' 

'Vl'1f11~'U biJ'U\91'\.J " , 
bivu1"1lbu'rl1:: 

@). t:-J~ (91Jlru"1~a.:i 1~~'U1B\llJ1 (911~1'Ut:-J~(91Jl ru'1B(91?11'Vlf111lJ (lJB n) 'Vl1B mrub U'U1?1111i.11 b oLJ1'11f1 "" , , 
~1.:itJ1~ b 'Vl 111~ a.:i 1~~'U m1fo 1a.:i'11 nflru~ m1lJ m1mV111 bba~m 1111 tiiJ rn n?111111bb?1111.:i1 tJ1tJ~'U b?l'U m1 m 

Iv. t:-J~(91'11f1 h.:i.:i1tJffi~ff'Ufl11fo1B\llJ1\911~1'Ut:-J~\91Jlru'1a\91?l1'Vlf111lJ 'Vl1B GMP 1111tii1rnn?111 
"" ' 

lJ1bb?ll11'11 tJ1'U~'Ub?l'UB11fl1 
rn . t:-J~(91Jlru'1~a.:ii1mti ct tJ 'Ll'U'11f11'U~t:-J~(91 , 
CS::. V1aBl11bbn?11~'1111'Vl~blJtJ'Utl'Uci'1'Lln.:i1'UUf1DB\l~\lbbll11~BlJ (EPA Reg. No. ~@)~\!'.)-@)) fl1tl'U 

'U'U'Vlf1'Vla B 111 bbn?l 1111tiiJ bB f1?111111 bb?l til'l 1 'U1'U~'Ub?l'U B11fl1 
' 

Cl. Q.I ' I I 

ct. t:-Ja(91.f1ru~'U11'1 (9)\v V1aBl11(91Bnam 
' 

b. t:-.1~(91Ji'ru'1~~\llJB'UV11niJn11'll11111b~tJ'Vl1tJ ~b?l'UB11fl1~'UtJBlJ 1 ~b tJ~ tJ'U 1 'VllJLl11m ~1~?1111 
' " ' . 0" u .. ... " 0., d1 l;' u JI • w. 'VIBmb'fill \111{1"tf1.0TVi/bf)11BTY~iH1'11110 f!J'V11U011'1.H B'Y11::3J1W011v::'llv moo Of!B{I 

Rruim~tru::bu'rl1:: • 
<9l. vlB'Vll11?lB'U'Vl1\l~1.f11'Vibb 'U'Uci'1b ~'11UlJflru?llJD~b Viti'Ub vl1tl'UvlB'Vl111?lB'U AAMI <9l b towel " . 

pack fl1'Vl'Ul111111ti The Association for the Advancement of Medical Instrumentation (AAMI) 1tJ 

lJ1\911~1'U AAMI ST ~~ 
"" 

Iv. Via a 111 \9111'1?laU'Vl1\l~1.f11'Vi6llii111 self-contained ci' 1V1~'U m 1 \9111'1?lB'UtJ1 ~ ~'VlB .fl1'Vifl11'vl1 

1 ~U11111'11f1b ~B~ltJ 1atl11~'U'U m11'1a1m111aan bb 'U'U 1111miln (dynamic-air-removal) 1~bbri Prevacuum 

bba~ Steam-flush-pressure-pulse (SFPP) Vi~ruVIIJil1~'Vll1\l <9lrnlv B\lf111b6ilab~tJ?l .z cs:: 'U1Vi fi.:i <9lrnct 
4:li Cli O CV I .Jq I Cl. 

B\ll111b6ilab6iltJ?l L_rn 'U1'Vl ?l1'V11'U6lJB\lB'U'VllJ6/J'U1111111f1f111 bo a\911 

'U1 \l ~11'Vi\l'U1 l.f11lJ1111 

tJ1~u1tJm1lJm1"1 

······ · ·····F····· ~ · · ··· · ···· · ··· · · 
'U1\l~'U'U'Vl1 w1111ru 

' 
'U1\l6ll!)1Yi1 b 6/J\91-Uil(911 

f111lJfl11 



-~-

rn . '!Ae:ivw1~B'U'Vl1'1"1i1.fl1'Wbb'U'U~1b ~'11'l.J 
\J 

rn.(9) Vl'1B~l'l11'1~B'U'Vl1'1"111m-w ~~1ii11riri1tJe.m 1~mvlu ~Ci'. mVi mv 1 'LIVl'1B~ 
'l.J1:::ne:iu~1m~B Geobacillus stearothermophilus ATCC® (ri~errn "il1'LI1'\.J ~'l.Je:ifhJ~1n11 <91 .o x <9loti 

CFU bb'1:::B1Vl11b~V'lb~Bzj'lb U'\.J 1 'lJl'l1iJ.Ue:i n1Vl'\.J~b~V1tl'Ul°l11il~1il11fl 1 tJm1'1.:i b~~iln11b'l~qjb~'U ll'l"lffi'I b~B 
~1:::u 1 'Wii1m;j'1'\.J ISO <9l<9l<9lrn~ , "" 

rn.~ ~1m1'1~B'U'Vl1'1bl°li1 ~B~fl1V 1'LI'iAB'Vl~~B'U"li1V1 'Wn11B1'\.Jt:J'11~~'\.Jm 'Wmrih ~'1~1'\.J~ 
\J 

l'i'e:i.:ii1m1'l.J'1e:ivt:J~1>1.!lru"1e:ie:in1 'lJ1 ine:i'LI'Vl11'\Jt:J'1n11'Vl~~e:iu~1v~1tJ.:i~'Vl1.:i6111m-w ri1'Wt:J'11~~1v 1~v~'11n 
\J 

n11bl°l~B'LI~"1JB'lt:J~n~11bl°li1b.U1-d1.:i Accept Vl~BB~L'LI"li1.:i Reject 

rn.rn bb~'LIU'LIVin.Ue:iii'1~1m1i;ime:im1v'1:::bBV~1'Wn11m1'1~B'U b"li'LI l'LI~ bbt:J'Wn bl°l~B.:JtgJ1 
\J 

b~B bbG'l::: 1B'U1'Wn11B'U b~B1otlL'Un11'Vl1'\.J~B'Un~'U 
m<i'. bb~'\.Jm:::~1~.fl1V 1 'LI'iAB "iJ1'1B'l~fl11::: 1'Wn11'Vl~~B'U1~i1~n~ru:::1n~b~V'ltl'U'\Aml°l~B'I 

~1 <9lb towel pack zj.:in1Vl'LI~111~v The Association for the Advancement of Medical 

Instrumentation (AAMI) 

Ci'.. umnutJ'IAe:i1:::u lot number bbG'l::: l'LIVliJ~mv 'W~Bil~'lbb~'LI1'1n'1ii~b'Vl~B'l'U1'1b~B1ibll'LI , , 
process indicator 1'Wm1tl.:i~111Ae:i'Vl~~B'U1~~1'\.Jn11'Vl~~B'Uil1bb~1 

er. ri1'Wt:JG'lm1m1'1~e:iu1~11~b~1mv1'LI ~Ci'. tJ1Vi 

b. fl11°111iJU1bzjB~B1'Wn11B1'\.Jt:J'1 ~ ~1.'11 % mii.Ue:in1Vl'\.J~"1JB'I FDA er<9lo (k) b~B'ln11'1~ 
1:::v:::nm1tJm1rim~mb'1:::ri1tJt:J'1 , 

1.'11. mv 1 tJn'1e:i.:iu11~ Quality Assurance Certificate 1:::1._J11VG'l:::bBV~"1JB'l"il1'U1'\.J~'l.Je:i{ 

SurvivaVKill time D-Value bU'Ul'i''LI 

bieiu L "ll btlvn:: 
<91. t:J~1>1'11nb.:i.:i1'\.Jffi~fom1-ru1e:i.:iii1m;j1'\.J ISO <9lrn<i'.~er:~o<9lb bbG'l::: ~oo<9l:~o<9ler 1~vi1 

"' 
bBn~11il1bb~~'l 1 'Wl'\.J~'Ub~'\.JB111°11 

h 1~-ru FDA er(9)o K '11nB'IAn11B1Vl11bbG'l:::m'lJ1:::b'Vll'l~Vl-r~mii~m 1~vi1bBn~11i11bb~~.:i1'LI ... 
l'\.J~'\.Jb~'\.JB111°11 

rn. Vl'1B~m1'1~B'U'Vl1'1"1i1.fl1'W t:J~l'l1~1>11ii.Ue:in1V1'\.J~l'l1ilmm~1'\.J ISO <9l<9l<9lrn~ -<9l :~o@l.'1! 
"' 

bbG'l::: ISO <9l<9l<9lrn~-rn : ~o<9ll.'1! l~Vi1bBn~11mbb~~.:i1 'LI1'LI~'Ub~'\.JB111°11 
Ci'.. ~11'111'1~B'U'Vl1'1bl°li1 t:J~1>11~1>11ii.Ue:in1Vl'\.J~\>11ilil11'11~1'\.J ISO (9)(9)<9l<i'.0-(9):~o<9l<i'. bbG'l::: 

"' 
'll'W~ Type er 1~vi1be:in~11i11bb~~.:i1'LI1'LI~'Wb~'LIB111°11 

er. t:J~l'l.!lru"11'i'e:i.:i 1~-ru1e:i.:imm~1'\.Jt:J~ l'lnru"1e:i1>1~1V1m1ii (iie:in) Vl~e:imrub ll'Wi'~~i.11 b.U1'11n ... , , 
~ 1.:i'l.J1::: b 'Vll'll'i' e:i.:i 1~-ru m1-ru1e:i.:i'11nl°lru:::m1iim1mV111 bb'1::: m 1~vi1 LBn~11m LL~~.:i 1 'Wi''LI~'LI L~'LIB111°11 

b . "1J'\.J1~'\J11'1 ~Ci'. 'iAB'Vl~~B'U~Bn'1e:i.:i 'W~Bi!Vl'1B~l°l1'\Jl°liJ"iJ1'U1'\.J ~Ci'. VlG'JB~ , , 
1.'11. bU'LI~tJr111VllJ ffilJ~1tJm11i.:i1tJii1ne:itJ 

'\.J1'1~11'W'1'\.J1 l.fl1il11'1 

'lJ1:::u1tJm1iim1., 

············P..·····~ ·· · · ········ · ··· 
'LI1'1~'\.J'LI'Vl1 1:::1111ru , '\.J1'1'1l!)1'W1 L"Ul'l'Wijm 

m1iim1 



-(9)Q-

"" 
0 

" ti ' 111 
' " ti .r c:;;, 'Viijvfl1Pl11'1~vu'Vl1.:iit1f!TYHI1L1vl LLUUv1'lJ~ij flvt11.:i11flL111::mw011v::eav @i:!o Q'l 

flW~n~w::LtJ~1:: • 
(9). 'Vl~B~l'l11"'il'1Bu~1~~1v1~tl1~nau~1v 

C9l.C9l bb~'Wm~~1~bfl~B'U'1tla1 Geobacillus stearothermophilus ~1'U1'U'1tlafl:iJ~1n11 
C9l.o x ®o"' CFU bb~~a1'V!11bi v~b~azj~bth.1hJml.l-if an°1'Vl'U~bMv1nufl11l.l'11l.l11ti 1'W011~~b'1~l.l 011 

b"'il~rub~'U l1'1"1JB'lb~B~1~'U 1 'Wl.J11'mi1'U ISO C9lC9lC9lrn~-®:bo®lnl 
v ' ~ 

®.b 'Vl~B~bbn1u11"'ilm'V!11biv~b~Btlj::nau~1v 
' 

®.b.® '111~~1'i''U~1:iJb~B~bb'1~vJ~am1m611'Wii (non-fluorescent substrate), 
" 

ct -methylumbelliferyl-alpha-0-glucoside (MUG) b ~a"li1v 1'W011m1"'il'1B'Utl1~~~6f!1~ 1'W011vh 1 Vf 

tl111"1511nb~a511n011m1"'il~'U011vi'1~1'U"tJB~ bB'U 1611~ alpha-glucosidase ~ bn~~'U bB~l'l1l.lli11l.l"111~1 'W 

1~'Vll1~011b "'il~t"lJ b~'U l1'1"1JB~'1tla1 Geobacillus stearothermophilus bdam::u1'U 011vi'11 Vft111!"1"'il1m ~a 
G'J iKm'Vl~1 zj@ f1u5 n~tJ1tl'U'111~1:iJ b~B~ bb'1~vJ~ Bab 1m611'Uii bb~~tl~Btl'111b~B~ bb'1~vJ~am 1m611'Uii ~B 

ct-methylumbelliferone (MU) ~~'11l.l11t11'111"'il'1B'Ubb~~81m.rn1~~11:.lbfl~B~1'U ct~o H 'Vl~B cs:'.~o 

611avJvlbb11b1a1i'W'1~n-i1 ct.b .o 011btl~1:.J'Ubbtl~~"tJB~'111vJ~am1m611'Wiimv1m1m8m~a~1~u 51~LJ~~11 
\J \J " " 

m~u1'U 011vh 1 Vft1111"15!1 n b ~aiKl.l b 'Vl~1 
®.b.b B'U~bflbl'la1 Bromocresol purple ~iJm1l.l1a~bl'iam1btl~1:.J'Ubbtl~~~~ari1 

fl11l.lbU'Wm~-~1~ btl~v'W1tl 1~mn~511nm1~1t15n~mbl.J1'11l~~~l.l"1JB~ Geobacillus stearothermophilus nu 

mm1biv~b~a ~am~u1'Um1~11Vft1111"1"'il1m~a~lKl.lb'V!~1zj~51~'1~1~m~aanm bb~~bn~m1btl~v'W~"1la~ 
mm1bi mb~a511n~:iJ1~bU'U~ b'Vl~ a~ 

®.rn l'l'TU'U'Vl~B~bbtl1~'U11~B1'Vl11biv~b~B 1 Vlbbl'ln (ampoule crusher) 

®.ct 1'1~"1i1v 1 'W011~~61lu bb'1~'\<'Jr;iam 1'1b611'Uii bb~~B1'Vl11biV~b ~B'vl1"'il1n non-woven 
' " " 

®.ct "lia~b~ 1~b~B (growth chamber) 

C9l . b ~1'Utl1~nau~~'Vll.l~"'il~tinu1151mv 1'W'Vl~a~~m'1~n1'1~ll~~1 veJ1ll~"'iln~"1Jl.l~ 
\I 't , \J 

~~Bl.l bb~'U 1'11 ma~ b ~au a~ n'U011tl'Ub ~B'U "'il1nb~av1 V'U a n~tl~ a ~lK al.J1au-if 1~ eJ1'V!r;i a~l'l 11"'il'1B'U 
" 

®.In! 1'11m1"'il'1B'Ubb'U'U process indicator ~~atj~1'U'U'U"tlB~eJTv1~a~ ~11:.Jl'ia011'1~bnl'll1 

'Vl~a~ 1'Vl'W1~~1'U011~~'1aum bblK1 ~511nm1btl~1:.J'U~"'il1ntl1b~'UbU'U"1Jl.l'V'lbda'1l.l~'1nu 1m~b 'VltJ 1~1~1b"'il'U 
" " 

btla1aan 1611~ 

(9).~ Qmm~'Ul'U'Vll.J~B11:.J ~~Bl.J"liB~b~tJ'\.Jj11:.J~~b~JtJ~ 1 'l.J01jlJlj1"'iJ'1B'U b"li'U jtJ'LJ~B'U 
' ' 

(load) bfl~B~~1b~B~ (ster) bb~~1'W~Vh0111'111"'il'1B'U (date) bU'Wl'i''W 

b. ri101181'Uc.i~~tl1bzjB~B .L ~In! % 1~tJ~~'1B'Ul'lll.llB011~rl1'Vl'U~l~tJ FDA Validation 

of Biological Indicator Reduce Incubation B1'Uc.J~1~mv1'W bet 'UTVl bdav11011zjm~mb~~81'Uc.i~1'W 

rn . 1 utl1~n'Uflrum~ (quality assurance certificate) 'U11"'ilBl:.lb 'Ubbl'i'1~611B~"tlB~c.J~l'lJlru.fizj~ , , " 
1~'U111:.l '1~b~l:.l~~1'U1'W'1tla{ Survival/Kill time, D-Value bU'Wl'i''W ml.l-ifan1'V!'U~ml.ll.l1m~1'U ISO , ~ 

'U1~'111~"'il'U1 lfl1l.J11"1 

tl1~li1'\.Jnjjl.Jn1j"1 

········ · ···~ ··~· ~·· · ·· · ·········· 
'U1~'1'UJ~1 1~1111ru 

' 
'U1~"1J!)1'V'lj b "tJl'l'UlJIJlj 

m1l.l011 



b~ v'LI hnovn:: 

(9). ~~~"il1nh-:i .nuffi~-rtm11fo'ff1-:im~·rn1'U ISO (9)m(("~ct:l!:>oC9lb bb'1~ ~ooC9l:l!:>oC9lct 1~wn 
"' 

Le:imn1mLL'1vi-:i1'U1'U~'Ub'1'Um1m 
l!:>. 1~-r'U FDA ctC9lo K "il1ne:i-:iri'm1m'Vll1bb'1~cnth~b'Vll"l'1Vl-r;iml.l~m 1viviiLe:in'111l.llbb'1vi-:i1'U .. 

l'U~'Ub'1'U tl11A1 

m. ~~~.nru'1~~~ 1~~1l.JoLJeJrll'Vl'Uvi~1l.lm~1;il'U ISO C9>C9>C9lm~-C9l:l!:>oC9>'11viviiLe:in'111l.J1bb'1vi-:i .. 
1 'U1'U~'Ub61'Ue:i11m 

<(°. ~~~.n ru'1~ m 1~-r'U 1e:i-:im~1;i1'U~~ ~.nru'1e:i ~ G11'Vl m1l.J (l.Je:i n) Vl~e:i mrub u'U1'1vitl 1 b .V1"il1 n .. , , 
~ 1-:iu1~ b 'VII"!~ e:i-:i 1~-r'U m1fo1e:i-:i"il1 n Aru~ m1l.l m1mV111 bb'1~v1 1vivii rnn'111l.J1LL'1vi-:i1 'U1'U~'U b'1'Um1A1 

,ci O I .ci. Q.I f' I I 

ct. "ll'Ulvi'U11"ill.J"ill'Ul'U mo 'Vl'1e:Jvi ~e:i C9l 6/leJ'I 'U11"il~'1~.flru'1 <(" 6/leJ'I ~e:i C9l n'1eJ'I , , 
b . b u'U~'Uff 11 'Vlli ffil1~1'Um11 i-:i1'Umne:i'U 

tl Cl ' ~ tl J/ II 
~. b'VI ~Dv~vu'V11.:iuu1111vyeion.:i01t1 m/<( y11::111w011v::"lfv 1£!.ct:oo 111y 

flwi;lo~w::Lovn:: • 
(9) . b V1'1.Jm1"il'1eJ'U'Vll'ILAiifl1v'Ue:im ~mJ-:i'Ue:inm11!1l.ler'1n'U m1v111 ~u111"l"il1m :ff e:i~1v 1ml1 

l!:>. Ldm'VIUvll"illn crepe paper iim1l.l~vi'Vlaj'U~~b~m:Je:i-:in'U1l.l"l~b'VIU'Vl~vie:ie:in"illn'~'Uvfo1~ 
~lv L 'U1~'Vl11-:im1v111 ~u11l"l"il1m:ff e:i 

m. "lJ'U1vim1l.ln-11-:i"lJeJ'l~l'Ub'VIU C9>~ jj'1~bl.lm fllll.JCJ11 ctct bl.J~1 

<(". 'U'Ub d m 'Vl'l.Jii m1Til.l~~1 v'Vli1mAii~"ll11'U1'1 L 'U Lb 'Ul'Vl bbV'll.ll.Jbb U'U"lllvi~e:i'U b lJ'U 1~ v~ 'Vli1 n , 
Til.J~LAii"il~ Ltl~ V'U"il1n~ "lJ11'U1'1 LlJ'U ~J1~1m -U'l.l/~~1L~e:i~1'Um11!1l.Jer'1n'U 1ml1~L lJ'U~1m1v111 ~u11l"l"il1n 

ct. bdm'VIUbA~eJ'U~1V011bb'U'U pressure sensitive adhesive "1hVL'U011~vi~vi"lleJ'lb'VIU'U'U 
vie:i1 '1vie:i'l.J mru bA~e:i-:i:Umb 'W'Vl v1~'Vl'11VU1~ bfl'Vl b -d'U ~1 , m~vil'l~Hmvi'Vll'I011bb 'W'Vl ~ ,1 '1vii!1-:i bfl11~~ (non-,, , 
woven), 6/le:J'I peel pouches bU'U~'U 1vim'Vlu111'1e:invt~vie:ie:in 1~~1VL'U1~'Vl11-:im1v111 ~u11l"l"illm:ffe:i 

b. '1ll.J11 '1'1 e:i n L 'Vltl e:i e:i n "il 1 nvie:i1'1vie:iun1ru1~ ~1 v Lb'1~111~-:iA 11'U n11'U 'U vie:ii' '1 vi e:itl n1ru 
'\" q '\ 

vm 1'U'U'U~1~'1l.J 1 "Wfoe:im 'Vle:i1~~1'U 011u-r'Uu1-:iAru'1l.J'U°1i"lle:i-:i~1~1 v'111LAiith~ Lfl'Vl'V.J'1e:ie:i 11m1'U e:i'U , , u 

'1. 1llih11'U'l.J1~ne:i'U"lle:i-:icn-:i511l.l"lll~bb'1~6111~~~1 
L~v'LIL"lJLov.1:: 

(9) . ~~~"illn h-:i-:i1'Uffi~-r'Um1-r'U1e:i-:imm;il'U ISO C9lm(("~ct:l!:>oom bb'1~ ~ooC9l :l!:>oo~ 1vivii .. 
beJ n'111m LL'1vi-:i 1 'Ui''U~'U b'1'U mlm 

l!:>. 1~-r'U FDA ctC9lo K "iJ1ne:i-:iri'011mV111bb'1~cntJ1~b'Vll"l'1vt-r;iml.l~m 1vivihe:in'111l.llbb61vi-:i1'U .. 
i''U~'Ub'1'Um1m 

m. ~~~.nru'1~~~ 1~~1l.JoLJeJrll'Vl'UWl~ll.Jl.J1~1;il'U ISO C9>C9>C9l((°o-C9l:l!:>oC9>((" b U'U~lml"il'1eJ'U .. 
Type (9) 1vivi1Le:i n'111m bb'1vi-:i 1 'U1'U~'Ub'1'Um1m 

<(°. ~ ~~.n ru'1~e:i-:i 1~ -r'U 1 e:i-:im~1;i1'U~~ ~.n ru'1 e:i ~ G11'Vlm1l.J (l.J e:i n) Vl~e:i mru b u'Ui' G1 vitl1 b .U1"iJ1 n .. , , 
~ 1-:ith~ b 'Vll"l~e:i-:i 1~-r'U 011fo1e:i-:i"il1n Aru~ m1l.l m1mV111 bb'1~ en 1vi vii Lt1n'111m bb'1vi-:i 1 'U1'U~'Ub'1'U mlm 

ct. "ll'Ulvi'U11"il l!:>~ ih'U~e:imfo-:i , 
b . b u'U~'Uff 11 'Vlli ffil1~1'Um11 i -:i1'Umne:i'U 

'U1'1'111'W"il'U1 lflll.Jll"l 

tJ1~51'Um1l.ln1141 

............. r.. .. ... ~· · · ··· ··· ··· ·· ·· 
'Ul'l~'U'Vll w1111ru , 

(j 
'Ul'l"ll!Jl'W) b"lJ~tljJ~) 

n11l.Jn11 



-(9)®-

.... ""1°"" ,,.r.,"' ti A' ' @o. IPl11Pl'?15Jflvu'Vl1.:iLf11!.01t1 'Yfl1'V11'U01'HlUil1L'tlvfl1mLnfl E01::111rum151::6Vv cro o~v.:i 

fllruiilo~ru::Luvn:: • 
(9). viBVlfl ~B'UVl 1.:i;a1.fl 1V'I Lb 'U'U '11b~'11tJ~iim111Vl 1Vl1 tJ \;) B m1v111~tJ11131'11 m ~B~1 tJ bbrfo 

'U 

bBV15~'UBBf1161!~ b ~B 1otlf111'1.h~n'UflUJ.fl1V'l1 'Uf111B'U~1b ~B 1 mb\;\'1~1B'U 
' 

®. viBVl~~B'Utlf1BB nLb 'U'U 1~"if1'1B\lBtJmru~iim111Vf 1VJ1tJ\;\a m1v111 ~tJ11131'11nL~B 1~ tJ 
'U , 

bbn~ bBV16~'UBBf1161l~bb'1~fl1111~'U ~11111tl Li11~Vl1.:J-lia.:itJft1tJ bU~"lJB\lvlB~1'U'U'U "lJB\lviBVl~~B'U b vi1t!'U b ~ B 

~ 1'Ub .LJ11 tJ~1~tJa{ mtJ 1 'W'Vl'1 B~V111'1 ~B'UV11\l;g1fl1V'l~tlf1'U11'1B ~~1'U~1\l~~"lJB\ltJ'11 tJvlB 
\I 1 \I , 

bfl. e.J~Vlbi11~n'UiBn1Vl'U~Vl111111m\i1'U ANSl/AAMI ST <s:'.<9l ... 
cs:'.. viBVl~~B'UtJ1~f1B'U~1tJ 

<s:'..<9l bbt:l'UV111'1~B'UV11\lbflii process indicator 1'Wm1'\.J.:i~11viaVl~~B'U 1~~1'Uf111Vl\Pl~B'U 
111bb'11 

cs:'..® Vlf!B\PJ{9111'1~B'UV11\l;g1.fl1V'I Rapid Readout Biological Indicator ~'111111t1B1'U 
bbft~~'UEJ'Ue.Jft 1 'Wfl11(9111'1~B'U11~1'U (negative) .fl1tJ 1 'W cs:'. .ff1111.:i b~Bfl1111~'W1'11 'Wm1tJ1~n'UfJW.fl1V'lbb\;\ft~ ., 

' .. 
1B'U"IJB\lf111B'U*il1b "IJB 

<s:'..rn Vl'1B~m1'1~B'UV11\l;g1.flTWtJ1~f1eJ'U~1tJ 
' " 

<s:'..rn .<9l bb~'Um~m~Viiim1bfl~B'U~1m~B Bacillus atrophaeus 

(formerly known Bacillus Subtilis) ATCC ~rn~® 

<s:'..rn.® '11'U1'U~tJa~~~1n11 (9) .0 x (9)0b (<9l,OOO,OOO) C.F.U/bb~'U 
<s:'..rn.rn fi1 0-Value 1~-UatJn11 ®.ct 'W1Vi 

<s:'..rn .<s:'. B1Vl11b~tJ\lb~Bvl1'11f1 Modify Tryptic Soy Broth 'U11~1'W'Vl'1B~bbn1~ 
tJ11131'11f1 b ~B bb'1~iim1e.J~1IB'U~ bfl b(91B{~ B'l"ll'WIPl 

- B'U~ bfl bvia{~iim1111 a.:i b\;\am1 b tJ~ tJ'Ubb tJfl.:ifi1m1m U'Um~- ~1\l 
Bromthymol blue indicator 

- B'U~bflbvia1~-d1tJ 1'Wm1B1'Ue.Jft'11nm1b~B\lbb~\l"IJB.:J~11'Wftam1m61l'W~ 
'U 

cs:'. -methylumbelliferyl-beta-0-glucopyranoside zj\l'1~vhtJ5n~tJ1n'UbB'U 161ltl beta-glucosidase ~ii 
atjm11u1111"ll1~1 'U'1tJB1"llmb ~B Bacillus atrophaeus bbft~tJ~BtJ~11b~B\lbb~\lBBf1111b ~Bf111el1'Ue.Jft 1~ 

' ~ 
BtJ1\l11~b 11 

L~tl'IJL'l.ILU'Vn:: 
(9) . e.i~vi'11n 11.:i.:i1'Um~fom1-r'U1a.:i111m\i1'U 1so <9lrn<s:'.~ct:®o<9lb Lbfl~ ~oo<9l:lvo<9lct 1~tJii ... 

bBf1~11111bb~~'l1 'U.!J'U~'U b~'U B11fl1 

iv. 1~fo FDA ct<9lo K '11na.:il"im1mV111bb'1~mtJ1~bV1Pl~Vl-r\im11~m 1~tJiiLan~11111bb~1P1.:i 1 'U ... 
1'W~'Ub~'UB11fl1 

rn . e.i~vi.r1ru'1e.i~(911~m11ian1V!'U1P1m11111vi1\i1'U ISO (9)(9)(9)bfl~:tvoo ti 1~tJiiLan~11111bb~~.:i 1 'U ... 

I I I I.I 0 

cs:'.. "1J'U1~'U11'1 ®ct V!BV1\Pl~B'U(91Bf1'1B\l V'l1B11Vlf!B\Plfl1'Ufl11'11'U1'U ®ct Vlf!B\Pl 
' ' 

ct. blJ'U~'U~11Vl~ m~~1'Um11i.:i1'U111ne:i'U 

'U1\l~11V'l'1'U1 i.fl1111131 

tJ1~61'Uf11111f111i 

· · ····· ··· · ·(- ···· ·· · ~· · · ·· ···· · · · · · ·· 
'U1\l~'U'UV11 w1111ru 

' 
'U1\l"ll~1V'l1 b"lJ(91-UiJvi1 

f11111f111 



-(i)Q'l-

Cl.l 1~ .tr:lll ~OCl.I 1.fll '11 tl JI ' 
@@. ~1U.:i'VY11.:ibf)t!l11t!J\Jil1'Yl"5\JOTW\Jil1!.'tltlf'l'UJbbO~ E01::ii1w011v::'lfv @IE!o mHN 

f!W~O'~W::bu'V'l1:: • 
(9). bb~'U1J111'1'1t1'\J'Vl1.:ibfliimtJ 1m~e:ifl1'Ufll.lfl1tJ1 'Ubb~'1~~uv1e:ie:i'\.Jmrubfl~e:i.:iije:i bb vm~ 611V1-ru ' , 

fl11'Vh 1VftJ11Pl"iJ1nb~€l~ldtJbbn?lbt1'Vl6~'U€1€lfl 1'1l~h~'U'U <9)00% EO bb'1~ 1~'U'Ubbn'1~'1l.!1~Vll1.:J EO/HCFC 

ID. bb~'U\Jl11"iJG'1€l'Ubfl~e:iu~1tJG'111bflii~bbfl.:i ~n011bu~tJ'Ubbu'1.:i"il1n i'lbb~i.:i bU'U i'lb;ia1 b~e:in 
fl11'1l.!~'1 tl'U bbn'1bt1'Vl6~'U€1€lfl1'1lii~ bb 'V11fl"lil.!~1'Ub .LJ11umtJ1mb~'1~~'U"1€lil1tJ1~'V'l111ii b\Jl e:i{~ n1Vl'Ufl 1 'U fl11 

'Vlfl'1€l'U 

Ci'.. bb~'Um1"il'1€l'U n11.:i ®.ct b'll'U~bl.lm m1 !Do b'll'U~bl.lm bb'1~i11e:itJtJ1m.:in'11\l"ll€l\lbb~'U • 
b ~e:im1l.!'1~mn 1 'Urn1ornb u.:ib ll'U tD ~'U 611V1fo 1cib.U11 tJ1 'Uv1mfl~e:i.:iijmb 'V'l'Vl~~ii"llmflb~n 

ct. ri1'U~'1 rn11J111"il'1€l'U"il1fl rn1b '\.J~ t!'Ubb '\.J'1.:i"LJe:i.:i bbt1'U'111 bfli'i b VitJu nu 1 '\.Jm1J1 e:i{ffi m 'U rn1 ri1'U 

b~v'UL'llbu'V'11:: 
(9) . ~lii\Jl"il1fl h.:i.:i1'Um~forn1-ru1e:i.:imm~1'U ~oo®:!Do®ct Lb'1~ ISO ®mcs:'.~ct:!Do®b 1fltJi1 ... 

btl fl'111l.!1bb'1fl.:J1 'Ui''U~'U b'1'U 811fl1 

ID. 1~fo FDA ct®o K "il1flt1\lfi'rn1t11Vl11bb'1~t11U1~b'VlP1'1Vl-r~ml.l~fl11fltJi'ibt1fl'111l.!1bb'1fl.:i1'U ... 
l'U~'Ub'1'U€111fl1 

m. ~iii1J1.ti'ru'1~iii1J11~\Jl1l.loLJ€ln1Vl'Ufl\Jl1l.ll.!1\Jl1~1'U ISO ®®®m~:!Doob 1flt!i'ibe:ifl'111l.!1bb'1fl\l1 'U 

,, 
Ci'.. "ll'U1fl'U11"il \Dcs:'.o ~'U~€lfl~€l\I , 
ct. bll'U~'Ufi'11 Vll.l m11~1'Urn11-li\11'Ul.!1ne:i'U 

er. n1Y1'Uflb 16'11~.:iiie:n..1-W'~fl • 

... 

n1Vl'Ufl1~tJ~ 1 'Urn1v11btl'Ufl11 .fl1tJ 1 'Wi''U~ mo tl'UtJ1tJ'U \Dctb~ l!ut1fl"il1fll'U'1\l'U1l.J 1'U'1t1)t1J1 

"il~eae:i"iJ~"lJ1tJ"1 bb'1~ci\ll.!€l'U\Jl1l.J 1 ui\leff mb~'1~fl111 mt11 'U mo l'U l!ui1fl"il1fll'U~1~-ru1 ui\leff ei 

b. 'Yl~OLOW91L'U011-W'111W1~flb~vn'tim~'UV 

1 'W rn1V1'111ru1~'1 rn1~'UoLJt1b'1'Ue:i1 'Urn1'\.J1~mfl11fl1~ b~fl'Vl1t1il n'1fl~\l.Q' :5'.:iV11'fl"il~i'1'111ru1"iJ1n 
11f1111l.l 1flt11-tl'Lnru'111m~1M1 • 
ui1. 1.:i b~'U.:iutl1::ii1w11.:i b~'Um~i'u'1fl~11 

~1m~'Ui111-:i h'l'V'lmu1m~1~mn1J1 tJ1~~1ll\lutJ1~mru tDctD~ 1.:ib~'U.:iu'\.J1~l.!1ru~"i1~:5'fleff e:i 
, 'U 

~ ,\Dmcs:'.,~~~. ~o 'U1'Vl (btl1~1'UG'1€l.:J bb'1'U'11l.l'Vl~'U~TI'Ubtl1~€ltJ btl1~'U bb tJ fl'U1'Vl bb Ufl~'UG'1\Jl1\lfi) 
w: . .:i1fl.:i1'Ubb6'1::011bumhm~'U 

e.J"LJ1 tJ ~€1\lci .:Jl.!€l'UTI'1fl1 Vf fl'U e.J~e:iil 1tJ1 'W mo l'U lJ'U t1fl"i11fll'U~1~-rui\1~€l 1 Vlfl1'U i;11'U bb'1 ~ b~tl 
'U • 'U 

1J111"ilfot1 n~e:i\11J11m~ bu tJ'U n n'Vlm tJ:5'fleff t1"il~zj1tJb~'U1Vfnue.J"LJ1tJ1Vfmui;11'UmtJ1 'U ®ct i''Uv11 m1 
'U ';,J 'U 

'U1\1'111'V'l"il'U1 lil1l.!1Pl 

'\.J1~u1'Um1t!rn1., 

····· ·· ··· · ·r· ·· ··· ~· · · · ·· · · ··· · ·· ·· 
'U1\1'1'U'U'Vl1 1~1111ru • 'U1\161l!)1'V'l1 b"ll1J1ilii1J11 

n11l.Jfl11 



~- ell91';i1fl1tl~'U 

er~ 11~eiCJ6'l~ o.tvo ~ ei1'U '1lv\1111'11~\1'1lv\l~v\l 1~hi'1'u~ei'U L!'U~~'11nl''UF11'U n1V1'U~~1~~'ll'll 1 

'1'UCi'l1'U~t:r'1J1CJ1~il1~\1'1J8\lm~\l~B'U 1 ~bbnt:r~e:i'1'U'1n~8\11'11'\J frm~1~~fl 1fl 11 
\I '\J \I g~g~ 

@o. m';in1V1'Ufl';i::a::n~1~uth::n'UF11111"!11';ifl'Un-w~ei.:i cti1ij) • 
t:r'1J1 CJ'1~~ ei'l1'rn.h~ntJl'lru.n1Y-le:i~1\liJ eiCJ bo 1tJ L!u'11n1tJ~\l~ei'U'1JB\11'11'U 1~CJ.n1CJ1 tJ n1V1tJ~ 
~ , 

1~CJ~b 1m~\ln~11 V11n~\1'1lv\lm~~ruru1-dbn~'l111~ 'Un~~e:i\leYm~e:i\lm'11nm11 off \11tJ~1~'ll n~ t:r'1J1 CJ'1~~ ei\I 
Cl.I v , \I 

~~n11'1ieimb'll~Vl~mbm '1l1 ~eiCJi.'U~.n1Y-lm off m11~~~\lb~~mCJ 1 tJ ~ 1tJ ir'U5~'11n1tJ~1~-r'Ubb~\1'11nt:r~a 1~CJ 
1~~~Fi11off~1CJ1~ l~\l~'U 

'U1\1~11~'1'U1 1.n1~1~ 

'\.J1~u1tJm1~m1., 

~ ~ 

···· ··· ····· ·· T ······ ·· ····· ·· ··· ··· 

m'l~irtJ'Vl1 1~1111ru 
' 

tJ1\161!~1~1 b'll~imm 

fl11~fl11 


