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Dokument 6. oocul,nenr No 4094 / 00

Datum zah5jeni

Datum ukondeni

Spolednost coupnNvSTlRILAB S.R.O.

Popis nakl6dky LoAoDEscRTpIouZDMVOTNICKY MATERIAL

Krabice BoxES N" 360

Sarie enrcH 18P2025100, 18P2006907, 18P2006204,18P2028101,18P2032100, 18P2028000, 18P2028001, 18P2030100,
1 8P20301 01

V65 dokument d. eNrRaruce ooc. N" 201805487,201805782
N6i dokument 6. oeuveRyooc, No 4797140

z 29.11.,13.12.18

FAcrLrry VELKA BITES

22 srARrNG oarc1611212018 Hodina zahiijeni srARrtNG roun 17,00

ENDTNG DArE 1711212018 Hodina ukondeni ENDING HouR 03,45

Metoda rllerxoo STIRILAB 03 EQ - 15%

18 PALET

C. l6hve cYuruoeR N'

e . tdnve cvuroeR N"

e . Iarrve cvunorR N"

e . tanve cvunoen N'

e . lafrve cvuruoeR N'
e . tanve cvuroeR N"

Hrub5 v5ha

HrubS v5ha

Hrubd vdha

Hrub6 v5ha

Hrub6 v5ha

Hrub5 vdha

6785

463

316

961

cRoss wErcHr kg77 ,4

cRosswErGHr k974,6

cRoss wErcHr k974,9

GRoss wErGHr kg 75,5

onoss weronr kg

cnoss weroHr kg

TAra rlrae kg 47 ,4

TAra rnne kg 44,6

Tdta rnne kg 44,8

fdra rnnr kg 45,5

TAra rnne kg

Tdra rnne kg

Netto vdha NErwEtGHr k930,0

Netto v6ha NErwEtGHr k930,0

Netto vSha NEr wErcHr kg 30,1

Netto v5ha NEr wErcHr kg 30,0

Netto vdha Nerwetonr kg

Netto v5ha nerwerorr kg

Kondicionov6ni HEAnNG

Bez ETO w[Hour Ero Limity uuce
doba rtue xouns hod. hours od 1 :15 do 1 :45

vALUE Limity RANGE

Teplota b6hem TEMeERATURE "C od 45 do 55
Hodnota

1:30
Hodnota vALUE

49

Sterilizadni cyklus

Tlak pied vakuem pREvAcuuM pREssuRE

eas pied vakuem PREVAcuuMnME

V6ha sm6si MlxruRE wElGHr

Doba piiv5d6ni plynu cAS TNLETrtME

Teplota b6hem cyklu cvcr-ereMpERAruRE

Relativn i vlhkost cycLE R.H.

Tlakov! rozdil b6hem cyklu oelra cvcLE pREssuRE

.i(Koncentrace ETO bez nakl6dky Ero coNcENrRArloN

Doba expozice plynem GAsExposuRErME

Tlak po vakuu posrvecuuM pREssuRE

eas po vakuu PosrvAcuuMnME

Podet cyklft po vakuu PosrvAcuuM cYcLE NUMBER

Limity naruce

kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 do 122,4

min. od 45 do 90

'C od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod noursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-80

15

120,1

75

49

70

200

507

6:00

-70

20

4

Externi test dozimetrem

Typ rvpe GIL-250

PouZit6 dozimetry

SarZe BArcH

usED DosTMETERs N'

EXTERNAL DOSIMETERS TEST

NA
Datum splatnosti EXP.DATE

Z5v6r: Gyklus dle interni prov6rky Sterisu. Nelze pouiit na certifikSt pro uvoln6ni zboii.
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Podpis pracovnika (,/_
SIGNATURE OFTH'Opr,T

Schv6leni STERIS

STERIS APPROVAL

OdpovEdn6 osoba

AREA OFFICER

This document certifies that treatment is in compliance with technical specifications defined by the customer. This document doesn t certify
sterilization if sterilization pr0cess validation, r0utine analysis and c0ntr0ls, quality c0ntract drawing up haven't been performed.
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Datum DArE 1711212018

STERILIZATION CYCLE

=srERls VelkaBites(cZ)

Batch221 81217
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Tunnel- 9 -G Duration 20
Batch 22L81,2L7

16-12-2018

STERIS

0001_PRE_g-G _30-O20_22181217.PDF

CONFORMING
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Page 7/7

Irp"r",rr" / Time graph

Relative humidity / Time graph

H time scale = 30 min
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Batch 22t8L2t7
Autoclave 0022

16-12-2018

Start L6-L2-2018 17:00
Page 7/7

H time scale = '15 min

End 1-7-L2-201-8 03:45
Operator 222

17-12-2018
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Temperature / Time graph - Temperature during exposure time : min 47,5 / MAX 49,9 "C

OFNC?OFN
f'l C'l f! Oll O O O

Pressure / Time graph - Pressure during exposure time : min 1 14 / MAX 120 kPa

air recirculator working
K;ffifi::IX;.;*ffi.5l #?Smffi1:i;;i*3$i

ll ll ttttttlttn

Gas pre-heater min temperature during gas inlet period : 51,8 'C 0001-AUT-0022-22181217.PDF

STERIS treatment verification is based on reading of parameters from graphs lines

Relalive humidity / Time graph - RH at the end of condltioning : 70 %, RH during exposure lime: min 72 ok

CONFORMING
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STERIS STERIS AST CZ s.r.o.

Registered offlce; Pr0myslovii z6na Ko5ikov 80, 595 01 Velk6 Bite5, Czech republic

lab_ebstercz@steris.com - www.steris-labs,comLaboratories

TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

4N4LYS/S CERTFTCATE #667_2 - 8t2551 - 12/27/2018

clslo GERT|FIKATU ANALYZY6672- 812551 _ 27t12t2018 Strana
1/ 1

1t 1

Our Laboratory Reference Register # Bt / 1Ol - p. 69

Evidendnl Cislo: Bl I 102 - s. 69

TITLE. WLAGICAL /A/DiCAIORS --SPORE STRtc - BACILLUS ATROPHAEUS fB. subtl/6 yar Nlo er) ATCC #g372
NAZEV: BloloclcKY lNDlKAroR - sPoRE srRlP - BACILLUS AinopHerus (B. subtitis var Niger)ATC6 #9372
METHOD: ISO 11138-1

METODA: ISO 11138-1
INTERNAL PROCEDURES: PLoo6

VNITRNI PROCEDURA: PLOO6

REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCR/PTION:ZDRAVOTNTCKE pROSTREDKV - tN VTTRO DTAGNOSTIKA
POPIS VZORKO: ZDRAVOTNICKE PROSTREDKY - II'IVITNO DIAGNOSTIKA
REFERENCE: STIRILAB S,R,O,

JMENO ZAKAZNIKA: STIRILAB S.R.O
WITHDRAWINj MADE Byi SIER/S
ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVED BY LABORATORY AT 12/17/2018

DODANO DO LABORATORT: ,1 711212018
PRODUCTION BATCH: Pl LL OF. DELTVERY; 201 BO5782,201 BOS4B7

PRODUKe NisnnZe : BtLL oF OrlrVeny: 201805782,201805487
STERILIZATION BATCH : 221 81 21 7 dtd 1 Z/1 f/201 I
STERtLtZAe rui sRRzr: 22181217 dne 17t12t2018
Bl BATCH: BATR 446
gI SnRZr: BATR 446
PO PU LATI ON ( ufc/stri p) : 2. 4 . 1 0^6

POPULACE (cfu / strip): 2.4 * 10^6
D-value (min): 3.2

D - hodnota (min): 3.2

ANALYS/S PARAMEIERS

PARAMETRY ANALYZY
POSITIVE CONTROLS N,: 1

POEET POZITIVNiCH KONTROL: 1
BIOLOGICAL INDICAfORS N.: 32

POEET BIOLOGICKYCH II.IOIKRTORU: 32

BI PO SEDMI DNECH
POSITIVE CON TROL BI

Conclusions

Zdv6ry

'd8'r.i'ftV'#'i'fliiifiilr r cyK L u s

The certification reporl concerns only the tested samples, the document can be partially reproduced only upon writter approval by STERIS AST CZ s.r.o.

Certifikat se tika pouze testovanich vzorkc], dokument miZe bit kopirovdn pouze s pisemnim souhlasem STERIS AST CZ s.r.o.

LABARATORY RESPON SIBLE

ODPOVEDNA OSOBA

negati
positive



STERIS STERIS AST CZ s.r.b.
STERTLIZATION AND' LABORATORY FACILITTES

Fr0mylbv6 z6na Ko5fkov 80 - 595 0l Velkd Bite5 - Cesk6 republika

Prod. ph. 00420 56-6531046 - Lab, ph. 00420 566531341- Fax 00420 566531047

www.steris-ast.com - veronika-prilepkova@steris.com

STERIS AST CZ s.r.o., i6ia koBikov 80, 595 01Velk6 B Czech republic
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STIRItAB S.r.o. a dominique Dubcher company

Textilni 23
034 0t
Ruiomberok

vAT No. SK2021729545

Tel+421 4449227 20Fax+421 444322? 17
ranr*i.stirilab;com,'6maiJ ekonom@stiriiab.com

IBAN : SK 311111 OOOOOO $24980028, SWIFT: UNCRSKBX

rransport Document 
I llllll llllllllll lllll llill lllll Nl lllll lllllilll llll

CUSTOMER

EBSTER CZs.r.o.

Pr0myslov6 z6na Ko5lkov 80

595 01 Velk6 tsltes, CR

SHIPTO

STERIS AST CZ s.r.o.

Pnimyslovd z6na Ko$lkov 80

59501 Velk6 Bite$ Cesk6 rePublika

VAT COOE

cz27159621

DATE

29.11.2018

rssuED 8vcus]" No.

CODE

esvrzo , li
t!,4

order

DESCR'PT'O','

ANSA 10 uL, PP, pool pack 20 pcs,dtodls
' lotto 18P2025100

ANSA 10 uL, FP, psol pack 20 pcs'Etsrlle

lotto 18P2028000 .

' OTY Per BOX

10000

exp91.1O.2O22

exp30.1'1.2022

MU

1 o00,ooo

1 000,000
_, BSV.I20

2 1 00,000
Bsv1201

order

ANSA l0 ul, sterll6

. lotto 18P2006907 exp 30.11.2022

1 000,000 24,00 i ,

BSV1205

order

An6e Jednorazov6r 10ul

lotro '1 8P2006204 exp 30.11.2022

BSVI 21

order

ANSA I uL, PP' peei pack 20 pcs,sterlle

touo 18P2028101

1 000,000

exp 30.11.2022

a*q 41 .4k
SHIPPING BY

EXW

Iextiln6

,SSUED BYJ

Bolekova

BOXES

200

TRANSPORT START DATE

2s.11.2018

VOLUME m3

10,90

DRIVER'S S/GNA TURE

RECIPIENI'S SICNATIJR

ihArvsPoRr

bnle

DEL'VERYTERM

EXW

,arrrri
10

GROSSWEIGHT'<G NETTO WEIGHT

1 668,66 1 545'57

ANNOTATIONS

juisdiction of lhe coutts ol Slovak republic

rC

Tb NUMBER

20180!t487

QUAI'ITI)

10,00 !

860,00 \,

910,00 i
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TransPortDocument 201805782

STIRItAB s.r.o. a dominique Dutscher company

Textiln6 23
034 01
RuZomberok

VAT No. SK202t729545

lsl +421 44 492 27 20 Fax +421 44.432 27 17

**.ttitit"U.com, email ekonom@stiritab'com

CUSTOMER

STIRILAB s.r.o.

Textiln6 23

034 01 RuZomberok, SK

SHIPTO

STERIS AST CZ s.r'o.

Pr0myslov6 z6na Ko$ikov 80

59501 Vdtk6 Bite$ Cesk6 rePublika

Q7.Y per BOX

40

Gt EtsFooD&DRUG-3/ 
-SfiE 

R6r5il'rox HuMurI 301o273r3d

CODE
t,

BSC740 {, i
order

DESCRIPTION
MU

40,0oo

QUANTITY ,
ro,oouir-l/

Fertlllty colloctot /
1otto18P2032100 y )\. exp31.12,2022

IBAN : SK 911111OOO0OO 102498 0028, SWIFT: UNCRSKBX

1 000,000 260,00

ANSA 1o uL, PP, p6ol paok 20 pca,storilo
BSV120

@o,a.,
exp 30.11.2022totto 18P2028000

ANSA to uL, PP, peol pack 20 pcs,storlle

lotto 18P2028001

1 o0o,oo0 370,00

BSVl20

order
sxp91.12.2022

1 000,000 310;oo

ANSA 1 uL, PP, Peol P.ck 20 P$,stsrllo
lotto 18P2030'100

BSV121

order
exg 31j22022

{ 000,000 58o,oo

ANSA 1 uL, PP, Poel Pack 20 Pc8,8terll8
exp 91.12.2022loto.18P2030101

order

'.
Qi;t

SHIPPING BY

EXW

DEUVERYTERM

EXW

Iextilna

,SSUEO AY,

Boiekova

Tf,AIVSPORT

SALE

rRA'VSPORTSIART DATE

13.12.2018

1..

l

I

l

BOXES PALLErS

160 I
GROSS WrcHT XA NETTO WEIGHT VOLUME M3

I 400,74 1289J4 9,47

DR'VER,S S'GI'ATURE

RECIPIENTS SIGNATURE

ANNOTATIONS

iuisdiction ot the cr,uds of Slovak rePublic

re

VAT CODE

c727159621

STIRIL

-Tel.l


