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END1NG DArE 1410712018 Hodina ukondeni ENDTNG HouR 16,07

Metoda METHoD STIRILAB 03 EQ - 15%
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22 Datum zahSjenf

Datum ukonEeni

d. lehve cvuruoeR N"

e , tahve cvunoER N"

C, lahve cvLruoeR N'

C. tSnve cvLrruorR No

C. l6hve cvursoeR N'
e . tehve cvLrruoeR No

7016

533

6691

7111

Hrub6 v6ha

Hrubd v5ha

Hrub6 vdha

Hrubd vdha

Hrubd v6ha

Hrubd vdha

cRoss wErGHr kg 75,1

cRoss wErGHr k974,7

GRoss wErGHr kg 78,0

GRoss wErcHT kg 75,9

cRoss wercur kg

GRoss wercnr kg

T6ra rrnr kg 45,1

Tbra rnnr kg 44,6

T6ra rnne kg 48,1

TAra rnne kg 45,9

TAra renu kg

TAra rene kg

Netto v6ha

Netto v6ha

Netto v6ha

Netto v6ha

Netto vSha

Netto vSha

NETWETGHT k930,0

NETWETGHT k930,1

NEr wErcHr k929,9

NEr wErcHT k930,0

Ner wercnr kg

Ner wercrr kg

KondicionovSni HEAING

Bez ETO wtrHourEro Limity RANGE

doba rME HouRs hod. nour" od 1 :1 5 do 1 :45
Hodnota vALUE Limity RANGE Hodnota

1:30 Teplota b6hem rEMpEMruRe 'C od 45 do 55 48

Sterilizadnl cyklus
Tlak pied vakuem pRE vAcuum pRESsuRE

eas pied vakuem PREvAcuuMrrME

Viiha sm6si MlxruRE wEtcHr

Doba piiv6d6ni plynu GAS rNLEr IME

Teplota b6hem cyklu cvcr-e TEMeERATuRE

Relativni vlhkost cycLE R.H.

Tlakovf rozdll br5hem cyklu DELTAcycLE eRESSURE

, 
(}Koncentrace ETO bez naklSdky ero coNcENrMrloN

Doba expozice plynem cAS ExposuRE rME

Tlak po vakuu posrvAcuum eRESSURE

Cas po vakuu PosrvAcuuMrME

Podet cyklft po vakuu Posr vAcuum cYcLE NUMBER

Limity RANGE

kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 do 122,4

min. od 45 do 90
oC od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod hor'*od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-70

15

120,0

60

49

72

190

507

6:00

-74

30

4

Typ wpe GIL-250

PouZit6 dozimetry

SarZe BArcH

UsED DoSIMETERS N"

EXTERNAL DOSTMETERS TEST

NA
Datum splatnosti EXP,DATE

Z|vdr: Cyklus dle interni provdrky Sterisu. Nelze pou2lt na certifikit pro uvoln6nI zbo]i.

Podpis pracovnika

Odpov6dn6 osoba

AREA OFFICER

Datum DArE 16|O7PA18

This document certilies that trealment is in compliance with lechnical specifications delined by the customer. This document doesn't cerlily

sterilization if sterilization process validation, routine analysis and conkols, quality contract drawing up haven't been performed.
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Batch 22AL8071-4
Autocl-ave 0422

14-07-2018

Start 14-07-20LA 05:39
Page L/7

H time scale = 15 min

End L4-07'20L9 15:07
Operator 222

14-07-2018
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Temperature I Time graph 'Temperature during exposure time : min 48,4 / MAX 50,1 'C

bOO
Retativehumidity/Timegraph-RHattheendof conditioning:72%,RHduringexposuretime:min77%
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Pressure / Time graph - Pressure during exposure time : min 120 / MAX 120 kPa

Gas pie-neater min temperature during gas inlet period :48,7 "Q
o0o 1 _AUT-00 22-22A1 BO7 1 4 PDF

min temperature during gas inlet period i 48,1 -c

STERIS treatment verification is based on reading of parameters from graphs lines
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STlRll-AB S.f.O. a domlnique Dutscher campany

TextilnS 23
034 0{
RuZomberok

VAT No. SK2AU729545

Tel+421 4443227 20Fax+421 4443227 17
wuvw.sti rilab,com, email ekonom@sti rilab.com

DESCR'PI'O'"

Anee elngle-ueo, packed in envolopos

lotto 18P2023100

rra ns port Docu menr I llilll llllt ill$lllllll[l]lllllllll ]|il llll

CUSTQMER

EBSTER CZ S.r.O.

Pr0myslov A zbna Ko5ikov 80

595 01 Velk6 BiteS, eR

SHIPTO

STERIS AST CZ s.r.o.

Pr0myslov6 z6na Ko5ikov B0

59501 Velkd Blte5 Cesk5 rePublika

U.S. FOOD & DRUG
A D M IN ISTRAIIO N

crslSTEfl lda rultdl! $0{ir2rl}3rG

QTY per BOX

10000

MU

1 000,000

QUANTITY

120,00
C.PDE

I I 31403
i ..:
qrq.ar exp 30,05.2022

IBAN : SK 311111 000000 102498 0028, SWIFT: UNCRSKBX

VAT CODE

c227159621

DATE

12.07,2018

TD NUMBER

201803372

PAGE

1to2

1 000,000
tr1.?tror
ordor

Anao alngle-ure,l0 ul, ln onveloPos

lotlo 18P2023200 exp 30.06,2022

1131404

:'d:l.

Anse alngle.uee,10 ul, ln envoloPea

lotto 18P2023201 ex?31.07.2022

1 000,000

Bsc740

',iiair.

Fonlllty collector

Iotto 18P2005410 oxp 06 06 2022

BsV.l20

ord€r

ANSA 10 uL, PP, pool pack 20 pcs,sterlle

lotto 18P2019900 oxp3l ,Ol 2022

1 000,000

1 000,000 E4o,od -

BSVr20

ordsr

ANSA 10 uL' PP, pool pack 20 pc8'8t6rile

lotto 18P2019901 exg31.O7.2022

2 100,000
201 ANSA 10 ul , sterllo

lotto 18P2006904 exp 30 06.2O22

88V1210

Siir;r

Anoo clngle-uoo' volume 1 ul

lotto 18P2019501

1 000,000 24,00

exg30 A6.2022

Bsvr211

6idai

ANSA 1 uL, PP,pool Pack 1 Pcs, otorilo

lotto 1 8P2001 102 exp 30,06 2022

2 100,000 6,00

qsyj216

brd6r

ANSA 1 uL, PP,pael pack 6 Pca, otorilo

lotio 18P2015202 exp 30 06 2022

1 000,000 24,OO

l*csEpTn-rubr
ERIEIC4TION

10000 790,00

10000 80,00

40 4O,000 18,00

cldar
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Transport Document

CUSTOMER

EBSTER CZ s.r.o.

Pr[myslovA z6na Ko5ikov 80

595 01 Velkd Bite5, eR

SH/P TA

STERIS AST CZ s.r.o.

Pr0myslovA z6na Ko5ikov 80

59501 Velkd Bite5 Ceskd republika

VAT CODE

e227159621

DATE

12.07,2018

TDNUMBER /SSUEOEY

241803372

PAGE

2lo2

DESCR'PI/O/V

lssuED ay..

Bo2ekov6

BOXES

238

ANNOTATIONS

Any compliant must by mada within I days aflet goods toc€ipt,

fsxtiln6

GROSS WEIGIIT KG NETTO WEIGHT

1 992,42 1 839,65

QTY perBOX QUANT'TY

I

rRAirsPoRr

SALE

TRAI'TSPORI START DATE

12,07.20't8

VOLUME mg

13,41

PALLETS

12

Goods ore considered of customer proporly only alter futl payment raceip!. Any disputas between the are subject to lhe oxctusive
iurisdiction of the courls of Slovak ropublic

, s'r.



ffi STERIS
Laboratories

STERIS AST CZ

Registered office: Pr&myslov6 z6na Ko$ikov 80, 5SS 01 Velk6 Bite$, Czech republic

lab_ebstercz@steris com - www steris-labs com

Komu: I Tq ST|RIIAB S;R.O.--
TEXTILN A ZI
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

4J4LySrS CERT|F|CATE#s66p - BtI3e4 - 07/2sp01B

ctsLo GERT|F|KATU ANALYZY3660 - 8t1394 - 23t07t2018
Pagelrl

Strana 1 I 1

Our Laboratory Refgrence Regis ter t Bl / 100 . p 32

Eviden6nl Clslo: Bl / 100 - s. 32

,r,I{E fi,CtOGrCAt ,rVD,CA7O,?S . $PORE SIRIP - LACTILUS AfROPHAEUS lA sub{is va, n set t nrCC &ttz
NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACTLLUS ATROPHAEUS (8. Subtilis var Niger) ATCC #9372

t ETHOO: tSO 11130-1

METODA: ISO 11138-1
IN IERNAL PROCEDURES : P LOO 6

VNITRNI PROCEDURA: PLOO6

REFERENCE DATA

REFERENETi UOR;E
$I,,1,IPI.I:Ii I],{:5CR/PIION . ZDRAVOTNICKE PROSTRED-KY Ii'! '.'!fR(,1 L'IAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - lN VITRO DIAGNOSTIKA
REFERENCETSflR/LABSRO

JMENO ZAXNZTiKA: STIRILAB S.R.O.
WTTHDRAWING MADE BY: SIERIS

ODPOVEDNOST ZA VYBER VZORKO: STERIS
RECEIVED BY LABORATORY AT O7N6/2018

DODANO DO LABORATORE: rcN7NOrc
PRADUCTIQN BATCH: BILL OF DELIVERY: 201803372

PRODUKCUI SNNZE: BILL OF DELIVERY: 2018A3372
STERILIZATIQN BATCH: 22A | fil;'t.t dld 07/14/2018

STERI LlZAcrut snnzF, 22A1 BA7 I 4 dne Mfi7 t2018
Bl BATCH: AATR 446

BI SARZE: BATR 446
POPULATION (ufc/strip): 2 4'1A^6
POPULACE (cfu i strip): 2.4 * 1A^6
D-value (mtn): 3 2

D - hodnota (min): 3.2

ANALYSIS PARAMETERS

PARAMETRY ANAIfZV
POSITIVE CONTROLSN,:1

POCET POZITIVNICH TONTROL: 1

BIALOGICAL INDICATORS N : 22

POCET BIOLOGICKYCH TNDIKATORU: 22
AT THE END OF INCUBATICN

8/SAMPIESAFTERT DAYS

BI PO SEDMI DNECH negativni
poslrve

pozitivni
POSITIVE CONTROLBI

POZITIVNI KONTROLA BI

Conclusions

ZAv6ry
E F F ECTI VE STERI LI ZAT I O N C YCLE

ue rruruV srERrLrzACrrrI cyxr-us
LAEO R AT QRY RE$PO^/S/BLE

ODPOVEDNA OSOBA

The certification reporl concerns oniy the t€sted samples; the document can be partially reproduced only upon writter approval by STERIS AST CZ s r o

Certifikdt se tVkd pouze testovanich vzork0; dokument mirie btit kopirovAn pouze s pisemntim souhlasem STERIS AST CZ s r o

tt)


