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C. lahve cyunper N° 48569 Hrubé vaha eross weisht kg 78,0 Tara 1are kg|48,0 Netto vaha ney wesH kg 30,0
C. lahve cvunper N¢ 3967 Hruba vaha cross weicir kg 76,7 Tara 71are kg|46,7 Netto véha nefweicHT kg30,0
C. lahve cvumper N 4701 Hruba vaha eross weishr kg 75,5 Téra 1are kg (45,5 Netto vaha net weicht kg 30,0
C. lahve CYLINDER N® 3479 Hruba vaha eross wesHt kg 76,1 Téra vare kg |46, 1 Netto vaha neyweisHt kg30,0
C. lahve evLinper N° Hruba véha cross weient kg Téra 71are kg Netto véha net weiony kg
C. lahve cYLiNpER N¥ Hruba véha cross weienr kg Tara 71aRE kg Netto vaha net weieHT kg
Kondicionovani HEATING
Bez ETO WITHOUTETO  { imity pance Hodnota  vaLue Limity Rrance |Hodnota  vaiue
doba ymenourshod. hours od 1:15 do 1:45 1:30 Teplota béhem Temmerature °C od 45 do 55 51
Sterilizatni cyklus STERILIZATION CYCLE Limity rance Hodnota  vaLuge
Tlak pted vakuem  re vacuum PRESSURE kPa od -80 do -70 -70
Cas pfed vakuem  pre vACUUM TiME min, od 15 do 45 15
Vaha smési  MIXTURE WEIGHT kg. od 117,86 do 122 4 120,0
Doba pfivadéni plynu  easiner Tive min. od 45 do 80 75
Teplota b&hem cykiu cyeLe TEMPERATURE C od 46 do 54 51
Relativni vihkost eveie R, % RH. »50 67
Tlakovy rozdil béhem cykiu peLva cveLe pressuRE kPa od 175 do 205 180
% Koncentrace ETO bez nakladky ETO CONCENTRATION g/mc  od 497 do 517 507
Doba expozice plynem  cas exposure time hod hours 0d 5:55 do 7:0 6:00
Tlak po vakuu post vacuum PrEsSURE kPa od -90 do -70 -70
Cas PO vakuu POST VACUUM TIME min. od 15 do 45 30
Pocet cykil po vakuu  POST VACUUM CYCLE NUMBER minimum 4 4
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ  rvee GIL-250 Sarfe Batcw Datum splatnosti exe|pate
Pouzité dozimetry USED DOSIMETERS  N°
Zavér: Cyklus die interni provérky Sterisu, Nelze pouZit na certifikat pro uvolnéni zbozi,
Podpis pracovnika — ) Schvaleni STERIS
SIGNATURE OF THE OPERATOR 71 STERS APPROVAL jp P
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Batch 22180121 Start 20-01-2018 18:26 End 21-01-2018 05:14
Autoclave 0022 Page 1/1 Operator 222
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Temperature / Time graph - Temperature during exposure time : min 49,3 / MAX 51,1 °C
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Pressure / Time graph - Pressure during exposure time : min 121 / MAX 125 kPa
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Relative humidity / Time graph - RH at the end of conditioning : 67 %, RH during|exposure time : min 76 %

air reciroulator working
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Gas pre-heater min temperature during gas inlet period * 50,5 °C 0001_AUT_0022_22180121.PDF

STERIS treatment verification is based on reading of parameters from graphs lines
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CODE DESCRIPTION QTY per BOX My QUANTITY
BSC740 Fertifity collactor 40 40,000 33.00
arder iolto 17P2004811 axp 31.12.2021
BSC740 Fertility collector 40 40,001 20,00
arder Iotto 18P2008400 asp 31,1.2022
BSC740 Fertility collector 40 46,00 100,00 -
i lotlo 18P2005401 sxp $1.1.2027
B3C740 Fertility collector 40 40,000 15,00
arder lotte 18P 2005402 sup 31.1.2022
BEV120 ANSA 10 ut, PP, peel pack 20 pes,sterile 10000 1 000,000 80.00
order iotto 47P2037000 B 31.12.2021
B8Vi20 ANSA 10 4L, PP, peet Pack 20 pes,storile 10000 1 000,000 320,00
order Jollo 17P2037004 g 3112029
BSvizo ANSA 10 ul, PP, peel pack 20 pes,sterile 10060 1 000,000 80,00
S latto 17P2037002 exp B1.1.2022
Bavi201 ANSA 10 ul , sterile 0 2 100,000 1,00
arder lotio 18P2006900 exp 31 1.2022
BSV1205 Anse jednordzovs, 10ul o 1 000,000 8,00
iy fotio 18P2006200 axp 319,200
BSVi21 ANSA 1 uL, PP, peol pack 20 pes,storile 10000 1 000,000 10,00
order folto 15P2048801 exp 31.1.2020
BSVi21 ANSA 1 ul, PP, pesl pack 20 pes sterite 10000 1 000,000 490,00
Gedan fotte 18R2060000 exp 31.1.2022
BSVi211 ANSBA 1 uL, PP, peel pack 1 pes, steriie ] 2 160,000 10,00
Sitlop lotto 18P2001 160 exp 31,1.2022
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CUBT. NO. VAT CODE DATE T WUMBER ISSUED BY PAGE ;
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CODE DESCRIPTION QTY per BOX My QUANTITY
SHIPPING BY ISSUED BY: TRANSPORT TRANSPORT START DATE
EXw Murédiova SALE 18.01.2018
DELIVERY TERM BOXES PALLETS GROSS WEIGHTKG  NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURE
Exw 280 14 1 505,00 1408,90 16,06
ANNOTATIONS PECIPIENT'S SIGNATURE
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=STERIS | STERIS AST CZ s.r.o.

S Registered office: Pramyslova zdna Kosikov 80, 595 ¢
Labhor atories lab_ebstercz@sters.com - www steris-labs.com

1 Velka Bites, Czech republic
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ANALYSIS CERTIFICATE 3423 - BUAY - 03/29/2018

CISLO CERTIFIKATU ANALYZY423 - BI143 - 29/01/2018

STIRILAB S.R.0.
TEXTILNA 23

03401 RUZOMBEROK SLOVENSKA REPUBLIKA

Fage i/
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Qur Laharatory Fefgrence Register # 81/82 - p. 61

Evidenéni Cislo: BI/92 - s. 61

THTLE BIOLOGICAL INDICATORE - BRPORE STRIP ~ BACHLLUS ATROPHAEUS (8 subtiis var Migary ATOC #3372

NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEU!

METHOD: IS0 111361
METODA: I1SO 11138-1
INTERNAL PROCEDURES: PLODG

VNITRNI PROCEDURA: PLO0S

REFERENCE DATA

REFERENCNI UDAJE

SAMPLES DEECRIPTION. ZDRAVOTNICKE PROSTRERBKY - N VITRO DIASKOSTHA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

REFERENCE. STIRILAB S RO
JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHDORAWING MADE BY: STERIS

ODPOVEDNOST ZA VYBER VZORKU: STERIS

RECEIVED 8Y LABORATORY AT 01/22/2018
DODANO DO LABORATORE: 22/01/2018

PRODUCTION SATCH: BILL OF DELIVERY: 209800267

PRODUKCNI SARZE: BILL OF DELIVERY: 201800267

STERILIZATION BATOH: 32180127 gt Q12172018

STERILIZACNI SARZE: 22180121 dne 21/01/2018

B BATCH: BATR 442

Bl SARZE: BATR 442

POPULATION (ufeistrgy. 2.2 % 1078

POPULACE (cfu / strip): 2.2 * 1076
O-vwialug (rom- 3.1

D - hodnota (min): 3.1

ANALYSIS PARAMETERS ,

PARAMETRY ANALYZY

POSITIVE CONTROLSN. 2

POCET POZITIVNICH KONTROL: 2
BIOLOGICAL INDICATORS N.. 23

POCET BIOLOGICKYCH INDIKATORU: 23

5 (B. Subtilis var Niger) ATCC #9372

GROWTH EVIDENCE AT THE END OF INCUBATION PERIOD

EVIDENCE RUSTU NA KONCI INKUBACNI DOBY

PLES AFTER 7 DAYS

8i §A neqative

BI PO SEDMI DNECH negativni

BOSITIVE CONTROL BI nosiive
OZITIVNI KONTROLA B} pozitivii

Conclusions
Zavéry
EFFECTIVE STERIIZATION CYOLE

UCINNY STERILIZACNI CYKLUS

The ¢ s report Concems
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