
Process Run Record
Summary

STERIS AST CZ ..I.a.
Prdmyslova zona  Ko§i.kov 80

595 01  Volk6  Bites, Czech  F}epublic

Tel   +420566562145

Fax.

Run`D:                             311311                                                          Palletcount.       18

Customer.                     routlne_MIX cycle-15°/o                                                                                       Batch  No. :                                        22240205

Speclfication:               1.0                                                              Checksum.          5998                            Method:                                              MIX cycle-1§%

1.Precondjtionir!g

Equlpment:                   VB  precond  G                                                                                                                                             Config   Rev.:                  Pendlng

Date  started:                04.02.2024    5:2e:4e                    Date  completed:             04.02.202417:01 :59                 Duratlon                             11 :35:13

1.1.Preconditioning                                                                                                                                                                      ph6so IVo  1

Device summary Summary Value Speclfled Range /X

Total Phase Time Flnal  -P104 11 I.35   13 11.00:cO  -1 d   00 00:00 /
Time-lnspoc Flnal  -P104 11  20.00 1100:00 -1d   00:00:00

TE-Min-ln-Spec Mln  -P101 46,4 OC 45,0 -55,o oc /
TempAve Max  -P101 52,6 OC 45,0 -55,o °c /
RH-Min-In-Spec Min  - P22 49,6 % 45,0 -95,0 % /
AT-RH-Avg Max -  P22 69,7 % 45,0 -95,0 % /

1.2.Transfer to vessel                                                                                                                                           phase rvo  2

Stage Summary

Ste ps                                    Devlat]ons Date started                                     Date Ended                               ,     Tctal Duratlon:

2                                                    0                                                    04.02,2024    5 26:46                         04.02.202417:15:43                        1135.13

Prlnted on                                oS 02 2024                  a 0914 Page  1  Of 6 AccusoLO"   Hqun



Process Run  Record                 Summary                                                                                                                                        Run lD          311311

2.Vessel Processing

Equipment                   VB chamber 22                                                                                                                                       Config.  Rev. :                 Pending

Date  started:                04.02.202417:15:43                   Date  completed.             05.02.2024    5:07:31                   Duration:                            11 :51 :4e

Z.1.Start-up  pllase                                                                                                                                                                phase rvo  1

Device                                                              Summary                                Summary value                                           S pecifled Flange                     //X

TE-CH-Hi                                                                 Final -P3                                               48,5.C                                                               48,0 -54,0 °C                                /

TE-CH-Lo                                                                Final -P3                                              48,5 °C                                                              48,0 -54,0 °C                                /

2.2.Vacuum                                                                                                                                                                                 phase rvo  2

Device summary Summary Value Speclfled  Range /I
ln-Spec  Phase Time Final  -  Pll 00  13:34 00:10 00 -00:45:00

Total Phase Time F'nal -  Pll cro  13:34 00.10.00 -00:45:00

TE-CH-Lo Min  -P3 48,3 OC 40,0 -55,0 OC /
TE-CH-HI Max - P3 48,7 OC 40,0 -55,o oc

Pcurr Flnal  -P14 22,0 kpa 12,0 -32,0 kpa /
2.3.Leak check                                                                                                                                                                  phase rvo  3

Device Sumnrary SLlmmary Value Specmed Range lY`

ln-Spec Phase Time F'nal -  Pll Cro.05:01 00 01 :00 -   00:20 00 /
Total Phase Time Final -  Pll cO 05:01 cO:01:00 -00:20:00

TE-CH-Lo Mln  -P3 48,6  OC 40,0 -55,0 OC

TE-CH-Hi Max - P3 49,1   OC 40,0 -55,0 OC

Pcurr Min  -P14 22,0 kpa 12,0 -33,0  kpa /
Pcurr Max - P1 4 22,6 kpa 12,0 -33,0 kpa

2.4.Vacuum                                                                                                                                                                              phose rvo  4

Device                                                              Su mma ry                                 Sumrma ry value                                            S peclrfed Range                     //x

ln-Spec Phase Time

Total Phase Time

TE-CH-Lo

TE-CH-Hi

Pcurr

Flnal  -  Pll

Final  -  Pll

M'n -P3

Max -  P3

Flna'  -P14

2.5.Steam Inject by Pressure

00 00.20

00 cO.20

49,1   OC

49,1  `C

22,0 kpa

00-cO:01  -   00 05 00

cO.00:01  -   00-05 00

40,0 -55,0 OC

40,0 -55,0 OC

21,0 -22,2 kpa

Phase No. 5

Device                                                            Su mma ry                                Su mma ry value                                          S pecified Range                     //x

ln-Spec Phase Time

Total Phase Time

TE-CH-Lo

TE-CH-HI

Pcurr

F'nal -  Pll

Final  -  Pll

Mln  -  P3

Max -  P3

Final  -P14

cO:02 24

cO:02.24

49,1   OC

49,3  OC

23,1  kpa

00:01 :00  -   00: 12:00

00:01 -cO  -   00` 12.00

45,0 -55,o oc

45,0 -55,o oc

23,0 -26,6 kpa

Pro. 2 0' 6



ProcessRun  Record                 Summary                                                                                                                                       RunlD          311311

Stage I        Vessel processlng

2.6.Conditioning  Dwell  by pressure                                                                                                                 phoso rvo  6
Dev]ce Summary Summary Value Spec]fled  Flange /X

ln-Spec Phase Tlme Flnal -Pll 01  25 01 01 :10  00  -   01 :40:00

Total Phase Time Final  -Pll 01.25:01 01:10;00 -0140.00 `
TE-CH-Lo Min  -P3 49,2  OC 45,0 -55,o °c

TE-CH-Hi Max -  P3 50,2  OC 45,0 -55,o oc /
Pcurr Min  -P14 22,9 kpa 22,0 -26,6 kpa

Pcurr Max -  P14 23,6 kpa 22,0 -26,6 kpa /
RH  Reported Min  -P22 66,0 % N/A - N/A %

RH  Reported Max -  P22 87,9 % N/A -N/A %

2.7.Vacuum                                                                                                                                                                                  phase rvo  7

Devlce summary Summaryvalue Specified Range /X

ln-Spec Phase Tlme Flnal  -  Pll 00:cO 43 cO:cro:01 -  00 05 00 /
Total Phase Time Final -Pll cO:00 43 00:00:01 -  00:05.00

TE-CH-Lo M'n -  P3 50,1   OC 40,0 -55,0 OC

TE-CH-Hi Max - P3 50,2  OC 40,0 -55,0 OC

Pcurr Final  -P14 22,0 kpa 21,0 -22,2 kpa

2.8.Eo Inject by pressure                                                                                                                                    phase rvo  8
Device summary Summary Value Specif]ed  Range //X
ln-Spec Phase Tlme Final  -  Pll 01  04 47 cro:45.00  -   01 .30.00

Total Phase Time Final -  Pll 01 :04 47 cO:45.00 -  01  30.00

TE-CH-Lo Mjn  -  P3 50,1   OC 46,0 -54,o °c /
TE-CH-H' Max -  P3 51,1   OC 46,0 -54,o oc /
Pcurr Final  -P1028 215,0  kpa n/a - N/A kpa

Pcurr Flnal  -P14 215,0 kpa 2cO,0 -225,0 kpa /
EO Conc   Reported Final -  P33 414,0 mg/I N/A - N/A mgn

EO Cone  Calculated Final -P33 473,7 mgn N/A - N/A mgA

Pao® 3 Of 6



ProcessRun  Record                 Summary                                                                                                                                       RunlD          311311

Staae»        Vessel processing

2.9.Super-Atmospheric EO Dwell                                                                                                                    phase rvo  g
Dev]ce                                                             Sumrmary                                Su mmary value                                           Speclfled Range                     //x

ln-Spec Phase Time

Total Phase Time

TE-CH-Lo

TE-CH-Hi

Pcurr

Pcurr
Pcurr

Pcurr
RH  Reporfed

RH  Reporfed

EO  Cone.  Reporfed

EO Cone.  Reported

EO Cone   Calculated

EO Cone   Calculated

Final  -Pll

Final  -Pll

Min -P3

Max - P3

Min  -P14

Min  -P1028

Max - P1028

Max -P14

M'n -P22

Max - P22

Min -P33

Max -  P33

M'n  -P33

Max - P33

06.cO:01

06:00 01

49,7  OC

50,7  OC

209,7 kpa

209,7 kpa

215,0  kpa

215,0  kpa

0,0%
0,0%

289,1  mg/I

414,0 mg/I

473,7 mg/I

475,1  mgfl

05:55:cO -  07 00.00

05:55:00 -  07:00:00

46,0 -54,o oc

46,0 -54,o oc

200,0 -225,0 kpa

N/A - N/A  kpa

N/A - N/A  kpa

2cO,0 -225,0 kpa

N/A -N/A  %

N/A - N/A  %

N/A -  N/A mgn

N/A - N/A  mgtl

N/A - N/A mgfl

N;A -NtA nofl

2.10.Vacuum                                                                                                                                                                                  phase rvo  lo

Device SIJmmary Sumrmary Value Speemed Range /X

In-Spec Phase Time Final  -  Pll 00 23:30 cO.15 00 -00 45:00

Total Phase Time Final  -  Pll 00:23:30 00:15 cO -00.45:00 /
TE-CH-Lo Min  -P3 48,1   OC 40,0 -55,0 OC /
TE-CH-HI Max - P3 50,0 OC 40,0 -55,0 'C

Pcurr Flnal -P14 26,0 kpa 16,0 -36,0 kpa /
2.11.Air lnbleed                                                                                                                                                                                         phase rvo. 11

Device Summary Summary Value Speclfled Range //r
ln-Spec Phase "me Flna' -  Pll 00:07:26 00 03:cO -00:17:00

Total Phase Time Flna' -Pll 00:07:26 00:03-00 -00:17:00 /
TE-CH-Lo M'n  -P3 48,6  OC 40,0 -55,0 OC /
TE-CH-Hl Max -  P3 50,7  OC 40,0 -55,0 OC

Pcurr Final  -P14 93,0 kpa 90,0 - 103,0 kpa

2.12.Vacuum                                                                                                                                                                                       phase IVo  12

lLevlce Summary Summaryvalue Spceilied Range //X

ln-Spec Phase Time Final -Pll 00:12.01 0012.cO -00 28.00

Total Phase Tlme Final  -Pll 00:12.01 00.12:cO -00:28.00 /
TE-CH-Lo Min -P3 48,7  OC 40,0 -55,0 OC

TE-CH-Hi Max -  P3 50,5 OC 40.0 -55,0 OC

Pcurr Final  -P14 27'0 kpa 17,0 -37,0 kpa

Pao® 4 0' a



ProcessRun  Record                 Summary                                                                                                                                       RunlD          311311

Stage »        Vessel processlng

2.13.Air lnbleed                                                                                                                                                                                phase rvo, 13

Devlce summary Summary Value Speelfled Range /X

ln-Spec Phase Time F'nal -  Pll cO.07-20 00:03 00 -  00:17:00

Total Phase Time Final  -  Pll CXJ.07:20 00:03 00 -0017.00

TE-CH-Lo Min  -P3 48,7 'C 40,0 -55,0 OC /
TE-CH-Hi Max -  P3 50,8 'C 40,0 -55,0 OC /
Pcurr Final  -  P14 93,0 kpa 90,0 - 103,0 kpa

2.14.Vacuum                                                                                                                                                                                        Phase IVo,14

device Summary Summary Value Specified Range /I
ln-Spec Phase Time Final  -  Pll 00,12 . 01 0012:00 -00:28:00

Total Phase "me Flna' -Pll 00:12;01 00:12:cO -00.28 00

TE-CH-Lo Min  -  P3 48,9  OC 40,0 -55,0 °C /
TE-CH-Hi Max -  P3 50,7 OC 40,0 -55,0 OC

Pcurr Final  -P14 27,0 kpa 17.0 -37,0  kpa

2.15.Air lnbleed                                                                                                                                                                                     phase rvo. 15

Devlce Summary Sumrmary Value Specified  Range /X

In-Spec Phase Tlme F'nal -  Pll 00 07.20 cO 03 00 -00:17:00 /
Total Phase Time F'nal -  Pll 00.07:20 cO-03-00 -00:17:00 /
TE-CH-Lo Min  -P3 49,0 OC 40,0 -55,0 oc

TE-CH-Hl Max - P3 51,3  OC 40,0 -55,o oc

Pcurr Final  -P14 93,0 kpa 90,0 - 103,0 kpa

2.16.Vacuum                                                                                                                                                                                    phase rvo,16

Devlce Sumlmary Summaryvalue Specified Range JIX

ln-Spec Phase Ttmo Final  -Pll 00-12  01 00.12-00 -  00,28.00

Total Phase Time Final -Pll 00:12:01 00:12:00 -  00:28.00 /
TE-CH-Lo Min  -P3 49,2  OC 4o,o -55,o ac /
TE-CH-HI Max - P3 51,1   OC 40,0 -55,0 OC /
Pcurr Final  -  P14 27'0 kpa 17,0 -37,0 kpa

2.17.Air lnbleed                                                                                                                                                                                       phase IVo.17

Devlce summary Summary Value Specified Range /X

ln-Spec Phase Time Flnal  -  Pll cO 07 21 00.03:cO -   00:17 00 `
Total Phase Time I           Flnal-Pll 00.07-21 00 03:00 -00:17:00 /
TE-CH-Lo Mm -P3 49,2 OC 40,0 -55,o oc

TE-CH-Hi Max. -  P3 51,5  OC 40,0 -55,0 ac

Pcurr Flnal  -P14 93,1  kpa 90,0 - 103,0 kpa /

Page 5 0' 0



ProcessRun  Record                 Summary                                                                                                                                        RunlD          311311

Stage a        Vessel processlng

2.18.End  phase                                                                                                                                                                           phase rvo,18

Devlce summary Summary Value Speeilied  Range /X
I  In-Spec  F'hase flme

Final  -F'11 ol .3o:51 di ch 01  -  05:00:00 /
Total Phase Time Final  -  Pll 01,30:51 00:00:01  -  05.00:00

TE-CH-Lo Min  - P3 49,9  OC 40,0 -55,0 OC /
TE-CH-Hj Max - P3 51,4  OC 40,0 -55,0 OC /
Pcurr Min  -P14 93,0 kpa 90,0 -103,0 kpa /
Pcurr Max -P14 94,7 kpa 90,0 -103.0  kpa

Stage Summary

Steps                                   Devlatlons                      I    Date started Date Ended                                ,     Total Duration:

18                                             I     0                                                I     04022024171543                  I       05022024    5`07.31                           11:51:48

CONFORMING
Krezek,A|es;;:,:toa;,52S;go¥85b#;:z;,kAies

All dates are expressed in the tlmezone- (UTC+01:cO)  Praha,  Bratislava.  Budapest,  E                 /  =  Pass         I  =  Fail

Page 6 0' 0



STERIS: Certificate Of Processing
Prepared for STIRILAB

Ethylene Oxide Run lD   2002-1663

Product Code
STIRILAB 03  EQ-15%

Lot Number

202400548

Product meets Customer specifications; zero nonconformities occurred during this run.

Other Information

Sterilization Batch  Number 22240205

Customer specification lD:     37

Quentitv f pLl

18

Sianature Manifest
Reviewed and E-Signed By: Sarka Mejzlikova  (Quality Analyst)

Date/Time ESgned: 05-Feb-2024 9:34 AM

Document Content Revision:  1

Operating facilities are in compliance with applicable state and federal ingulations (FDA, NRC, ERA, and OSIIA) and
pprovide services under a qLiality system which meets the requirements Of FDA QSR, ENIIS013485, and  in alignrnent
with  EN ANSI/AAMl/lso 11135.

This Certificate becomes valid only with the Process Run Record Summary and Biological Indicators Incubation
Ccertificate referring to applicable sterilization Batch Number.

Process ina Location

STERIS AST CZ s.ro.
Prdmyslova z6na Ko§rkov 80
LrdkaBfte§
595 01

"* End of Ethylene Oxide Certificate of Processing Dooument "*

PROC-99999 Last Revised  in Rel 1.0.0.0 Rel Date:   01-Apr-2017

Document  lD   8995

Page 1  Of 1
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A (i?a il U.S.  FOOD  &  DRUG
A D M I N I S T R AT I a N

STIRILAB s.r.a.   a c/om/n/que Dutscher company
Textilna  23
034 01
Ruzomberok
VAT No. SK2021729545

Tel  +42144 432 27 20 Fax +42144 432 2717
www.stirilab.com,   email ekonom@stirilab.com

lBAN  :  SK 311111000000102498 0028,  SWIFT :  UNCRSKBX

Transport  Documem     !'q[[!'''!'fllEL[ELngEL['' 'H[']'''`'!

CUSTOMEFI

STERIS AST CZ a.r.a,

Prdmyslova z6na Ko§ikov 80

595 ol  veika BIte§,  eR

SHIPTO

STERIS AST CZ 8.r.o.

Prdmyslowi z6na Ko§lkov 80

59501   Velka   Bfte§   Ceska republika

DESCENFrrloN

Fortl1ltycol1ector

lotto 23P20013D4                                                                       oap 30112Ci27

Ow p®r Box
40

Nlu                              QIJANTIT\l

co.ooo                               co,co

BSC740                                             Fortlllty collector

order                                                                                     lotto 24P2co4300                                                               oxp 31  ol  2o28

BBC740                                            Fertllfty cal]ector

order                                                                                         lotto 24P2004sol                                                                   exp 3101.2028

BSV120                                            ANSA IO uL, PP,  peel  peck 20 pee,8terno

order                                                                                          lotto 23P2020703                                                                   oxp 3o.112o27

BSvtae                                            ANSA IO uL, PP,  peel  pack 20 pee.8torllo

order                                                                                         lotto 23P2020704                                                                   exp 91,12 2027

BSV120                                             ANSA IO uL, PP,  pool  pack 20 pcs,sterlle

order                                                                                         lctto 24P2003400                                                                  oxp 3101.2028

BSV1 20

order

ANSA 10 uL. PP,  peel  pack 20 pcs,storllo

Iota 24F~01 ap 31  01  2028

BSV1200                                           ANSA IO uL, PP. peel  pack 10 pcs,8torllo

order                                                                                        lotto 24P2003300                                                                  oxp 31012028

BSV1201                                              ANSA IO ul  , 8terllo

order                                                                                         lotto 24P20037cO                                                                  exp 31012028

BSV1201                                                ANSA  IO  ul  ,  8tenl®

order                                                                                           lotto 24P2cO3701                                                                    exp 31012028

BSV1205                                         Anse jednofazov6,1 oul

order                                                                                        lotto 24P2003200                                                                  oxp 31012028

BSV121                                              ANSA 1  uL. PP, peel  pack 20 peg,sterlle

order                                                                                         lotto 23P2020603                                                                   exp 3112 2027

BSV121                                             ANSA 1  uL,  PP, peel  pack 20 peg,denle

order                                                                                         lotto 24P20030cO                                                                  exp 31012028

BSV1210                                             Anse slngle-use;. volultie 1  ul

order                                                                                        lotto 24P2003500                                                                 oxp 31012028

BSV1211                                             ANSA 1  uL,  PP,peel  peck 1  pc§. sterile

order                                                                                       lotto 24P2003600                                                                exp 31012o28



Transport Beeurnent

S        g3   E;u;:
STIRILAB s.I.o.
T®"ln6  23
034 01
Ru2omborok
VAT ro. sK2o2i720548
Tol +421  44 432 27 20 Fax th2144 432 2717
\^ww. strilab.com,   email ekonom@stirilab. com

iBAN  :  sK 31 1 1 1 1  oooooo  io24ee oo28,  s\^/iFT :  uNCRSKBx

cusTcrm

STERIS A8T CZ a.r.o.

Prrimyslowi z6na Ko§ikov 80

595 01  Velk£ Bfte§.  eR
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STERIS AST CZ a.I.o.

Prdmyalov6 z6na Kosrkov 80

59501   Volka  Bfte§   CeBk6 republlka
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