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1063 Release criteria for implants

As with all cycles, an experienced, knowledgeable person should review the sterilizer chart or printout at the end
of the sterilization cycle, as well as the resuts of other indicators that have been used to monitor the steriization
process. The load should be quarantined untl the results of the Bl testing are available (COC, 2008)

Tl ko a5 o)lw 0g2g el (pl 35150 31 (g ke 53 9 310 31 (GHlemn jo wild oo a5 Hghilenr -F
buwgi (gylow (miliygl s 50 gy pliwslom SO 50 JUo job & puiil JBGSodam sl SG il
Jos jgiuwd 9 00905 Cu g Iy slany w8yl b olacl g jro 2152 09 (50 00 )5T ¢yl jlows 41 11O il 59
Unstable coxdg )0 5 jlom 9ab ooliiw! ciduos] b Sy gy slom gl ol 03¥ 025 (o0 (il s
O 50 Wit low gl Gl eobel Zhiz 9 Jos GUT s 0,10 (oamilfysl Jos plxl 4 5L 9 ol
190" 00 lisus! g | 31 iyl (03 9 ot aeiien UG Sl gms 59 ol g lis S lg8 (o0 LT (sl s
BT lw jlow jo suio Oledd 4y a5 wlive 1B Lyl (6 bl 9 Camdg (] 4o Tumns Jo ol )
(o J> ol o jgaml (39031 gl o o8 (03 9 bl (o0
BB Lyl b oniliygl 21y2 Jlos] yaad o5 3,l90,0 ANSI/AAMI ST79 ¥ usE wlul 5 -V
Jleel (lgi (oo il JIG 599 »oi Q! (2 led Gy Jliio (g (oo (Mdd 2 & a5 (sl b (S (sl
@) HB Wl (oo cidpn] b il oo (x5 S g0 ool cidpas] 51 g S1s plmil jlow slp 1y (215>
0929 Mgy Wl piaren 0gai (g lwidime Wl 1) (6 KB ) i 9 S el g 9T il s g bl
9 Lo o)y sl GidlS JBlas 4y B g (i g bl ool 0010 i T30 3lg0 epl 45 bl adls

S olisiwl 8,y laibiwl gly21 58 1) S ) dnilys oo s LS 5 Sy ot proko g1y

@CSSD1
Sterilization & Infection Control & SGE Company
For Contact-us: Please send massage this @CSSD2



N CSSD (A JUIS e
SGel

@CSSD1  Sterilization & Infection Control & SGE Company | s '
Contact-us: Please send massage this @CSSD2

duxsy + JUGSelam e Wil suasy cilpm] (g9l S 2 (gl b eoliiwl 590 cidpes] 2 (glp —A

PO Ely (390 puile) 4 azgi b awdd 518 (DU, 5 (6 5B) pw ST0S + B WS el

O W el il s 4 SIS Se g (g0 ol ©dl ;o U )lgf (oo ol ceclus FA B YF a5 JISG 5ol5m

b w5 1) G ol Gilwassun g ansS (GOL Hlew odigy 50 Wb 1) mls als dge 1SS!
WSS AL 0 Aoldl jo wilel o A5 il 00 ged

Wil yge gl HEl loy JSuho Jo 50 Wilgh (o0 aiel ¥ (JIY @y Zly slo)gilouil 51 ooliiwl -4

b plowslonr gl Conl (S g Wil (o0 iy glgl 51 015 Lygilul (nl cldls azgi Wb oS

A oo 0udlice 1) &g puw Frwly HeilO Wil diged 5 pguad o il (golasdl

@CSSD1
Sterilization & Infection Control & SGE Company
For Contact-us: Please send massage this @CSSD2



CSSD (il Juils .
SGel

@CSSD1  Sterilization & Infection Control & SGE Company | s '
Contact-us: Please send massage this @CSSD2

58 5 02310 b gl 5l 591 3390 5 o yabo & ¥ 9 ¥ a3 a4zl b5 & 51 )

S ygilo (6l 9 hlizko sl i Sa il aldgi 5o Wil Wluoguas g £95 4 dium ilisio 5l ygaml 31 45
O Sy 9l (50 il )1 (3T oo guas 4 dunsly (9] 45 Wigid (0 o0linsl il iz 5l o9
D9y 2 b 90 il sl sael Pl 4eF SO (B g 99 il W ygul AigS (1 5 polile 39l (o0
wialed (oo ooliiwl Heilauil Sy ans lp o2 L1y Hgewl digS 90 Lo (635150 53 9 9,08 0,0, o il
s9ssl 3 BACIIUS ALTOPNACUS (yogisiy 5T bty spml 31 ol (50 JUio yob & &5 aidS (roicron
331 )15 Wbt 1 oS g1 Ky yumilo 40 90 y» a5 o oU Bacillus subtilis wdicyguw welamls
330,15 3 598 Ky ygle 4o Bacillus atrophaeus weigds il wolmwl ygmw! 5590 B,k 31 .05,k
Geobacillus Stearothermophilus wglidge 59 Lol welamwbigh) youm! o ;8 35b Jtwo .3yls
20,183 7)1 sl Sl 3 9 (33998 ST 1 SlowsBly Byl (5l ) 520 il ST yeiilo 50 A5 ol
9 03ged alixdo |y Cuwl ¥ guly Ygoro a5 y15 (gods aiwd Glpdgl (o o3l g SLad g plagl 285 !

S 8 Sl

Geobacillus Stearothermophilus .slise g, leenl oglowbss) jomml «— ylw g5 ol

Bacillus atrophaeus .gssg 5l wghosl jgmnl «— b ol 935 631

Geobacillus Stearothermophilus uslége gkl ugkawlsss guml < 39 johd S| 9 slows D §5

Bacillus atrophaeus _.gisss 51 wsbowls jsenl «— Dry Heat 48

Geobacillus Stearothermophilus _slégs 5o ,liul wslosliss; joml < Sadlo 48

@CSSD1
Sterilization & Infection Control & SGE Company
For Contact-us: Please send massage this @CSSD2



. CSSD samadi JUlS P
S =

@CSSD1  Sterilization & Infection Control & SGE Company | s e Gom

Contact-us: Please send massage this @CSSD2

ptled ol FDA b j1 1) o il 53 Flrwsdsi 3 J3azr e aldl 5 -}

Guidance for Industry and FDA Staff Biological Indicator (Bl) Premarket Notification [510(k)] Submissions

Table 2 — Recommended Spores for Sterilization Process

STERILIZATION PROCESS SPORE (INDICATOR ORGANISM)

Steam Geobacilius stearothermophilus
(formerly Bacillus stearothermophilus)

Dry Heat Bacillus atrophaeus
(formerly Bacilius subfilis var. niger)

Ethylene Oxide Bacillus atrophaesus
(formerly Bacillus sublilis var. nigen

Hydrogen Pemoxide Geobacilius stearothermophilus
(formerly Bacilius stearothermophilus)

For Blzs used in sterilization methods other than those listed, you should demonstrate that the Bl used for validation
is the most resistant to the process. Alternatively, you should reference published scientific studies indicating that
the subject Bl is the most resistant to the process. If you use an organism for a sterilization process that is not
specified in Table 2, you should provide test data to demonstrate that the subject microorganism is at least as or
more resistant than that listed in Table 2.
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