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VERTIMAS I LIETUVIU KALBA

ATITIKTIES DEKLARACIJA

gke-Steri-Record® indikatoriai, skirti kontroliuoti sterilizacijos procesus

gke tiekia tokia produkty variacijas pagal EN ISO 11140-1:

(Art. Nr. | Produkto kodas Pakuotes dydis 1 Sterilizacijos ‘; Indikatoriaus tipas
’ procesas Epagal ENISO 11140-1
“ BDS startiniai paketai
211-110 | C-S-BDS-EU-HPCD-KIT
211-150 C-S-BDS-EUH-RCPCD-KIT | 14100
1211-120 C-S-BDS-EU-RCHPCD-KIT i |
211-130 C-S-BDS-USA-RCPCD-KIT ;
Papildymo pakuotés gke BDS testams
211-111 |C-S-BDS-SVI 100 i
211-112 | 250 Garai i2 tipas
211-115 500
Krovinio kontrolés startiniai paketai ' {
1211-260 C-S-PM-HL-HPCD-KIT 1-100 ]
211-263 ' C-S-PM-HL-RCPCD-KIT | ;'
1211264 ' C-S-PM-HL-OCPCD-KIT | | | |
211253 ' C-S-PM-SHL-RCPCD-KIT ] | |
1211-254 ' C-S-OM-SHL-OCPCD-KIT | |
Papildymo pakuotés gke krovinio kontrolés sistemai ‘ ! \ ‘
211-252 C-S-PM-SV1 250 | | |
211-255 | 500 A |
211-202 C-E-PM 1250 'EO
1213-203 C-F-PM | LTSF
214-203 (C-V-PM ! 'H202 nd. ]
[ Multiparametriniai indikatoriai pakety kontrolei
1211403 | C-S-P-4-SV1 13200 | Garai |4 tipas
1212360 |C-E-P-4-SV3 EO |
214221 C-V-P 1400 H202 n.d. o l
214-222 800 |
1214-223 3200 : | |
| Integruojantys indikatoriai pakety kontrolei
211224 | C-s-P-5-8V1 400 (Garsi  |Stpas
1211225 1 1800 1 : <
211-226 3200 | | |
211:230 | C-S-P-5-78x48-SA-SV 1000 i
j 211-235 | | 500 i 1 |
211-220 | C-8-P-5-58x35-SV1 11000 ﬁ |
211222 | 1200 |
212-206 | C-E-P-5-58x35-W-SV3 200 'EO
213206 | C-F-P-5-58x35-W-SV4 o LTSF |
214-206 | C-V-P-58x35-W o H202 n.d. B
,: Emuliuojantys inljikatoriai pakety kontrolei
211241 | C-5-P-6-8V1 2000 | Garai |6 tipas )
211242 | 1500 |
211243 250 B




211-238 | C-S-P-6-SV2 2000
211-239 | 1500
211-240 ; 1250

Pastaba. Ant visy gke produkty pakuogiy yra pridétas papildomas raidinis kodas prie 3esiaZenklio prekés kodo. Papildoma raidé tai nuoroda j kalba
arba prekés modifikavima. Raidé papildomai rafoma tik ant iSorinés pakuotes, viduje skaitmeniniai kodai tokie patys kaip pateikti auk§&iau. Visi
gaminiai, turintys tuos pacius SeSiazenklius numerius, turi tas pacias specifikacijas.

Siuo mes atsakingai deklaruojame, kad auks¢iau minéti integruojantys indikatoriai buvo testuoti gke laboratorijoje ir
atitinka  Europos ir ISO standarta EN-ISO 11140-1 garyeteleno oksido, formaldehido ir vandenilio peroksido
sterilizacijos procesams. Cheminiy indikatoriy tipai pateikti lenteléje. Auki¢iau i§vandinti indikatoriai buvo testuoti
rezistometre pagal EN ISO 18472.

Pagal ISO 11140-1, 5.9 indikatoriai nepalieka jokiy daleliy ar toksiniy substancijy pakankamos kiekybés, kad sukelty
pavojus sveikatai. Indikatoriy spalva po sekmingos sterilizacijos islieka nekintanti ir licka stabili ne maZiau kaip 5
metai, esant salygoms, kai indikatoriai néra laikomi kontakte su oksiducjanciomis medziagomis (tokiomis kaip H202 ar
kitais chemikalais).

Visi aukS¢iau minéti produktai pagaminti gke-GmbH, pagal Medicinos Prietaisy Direktyvos 93/42/EEC ir Medicinos
Prietaisy Taisykliy 2002:618 reikalavimus.

AuksCiau minéti produktai pagaminti gke-GmbH pagal Medicinos Prietaisy Direktyvos 93/42/EEC ir Medicinos
Prietaisy Taisykliy 2002:618 reikalavimus.

Dokumentas liudija, kad auk3¢iau minéti jvykdymo kriterijai ir gke reikalavimai kokybés kontrolei yra patenkinti.
Nuolatiné kontrolé uztikrina miisy kokybés valdymo sistema, parengta pagal EN-ISO 13485.

(parasas)
Waldems-Esch, 2016-04-08 Dipl. Inz. Dr. Ulrich Kaiser
gke-GmbH
Auf der Lind 10 D-65529 Waldems-Esch
Germany 751-019 EN V15
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Declaration of Conformity

for the
gke Bowie-Dick-Simulation- (BDS) and Hollow load- Test
Art.- Content Product description of the Indicator according to
2 — 0-1

No. * gke description pCD ln:mapt:r- process challenge device (PCD) . lszﬂ‘lx:lng rteyf':ezn:v:h ey

L8 s W 3 = 2 BDS-Test according to
211-150 | C-S-BDS-EUH-RCPCD-KIT 1 100 W— EN 285 and hollow-est

according to EN 867-5, validated with the
211-151 | C-S-BDS-EUH-RCPCD 1 - method in EN ISO 111404
211-111 - 100
¥ & RAG. - Refill pack for all Bowie-Dick- Indicator strips for above

21112 | 6-5-805-8V1 *60 Simulation-Tests mentioned PCD's
211-115 - 500

“Notice: On all gke-packages, an additional letter code has been added to the 6-digit article number. The additional letter code refers to the language and/or
customized version. Itis only added on the outside label, the inside of the pack is identical to the article numbers in the above table. All articles with the same 6-

digit number have the same specifications.

We hereby declare under our sole responsibility that the gke-BDS-Bowie-Dick-Simulation-Tests above
have been tested from a test laboratory accredited according to EN ISO 17025 and are in conformity
with the European Standards EN 285 and EN ISO 11140-4. Also both tests overfulfil the requirements
of the hollow-test according to EN 867-5 “Hollow Load”. Both tests are indicator systems according to
ENISO 11140-1, type 2 and tested in a resistometer according EN ISO 18472.

The PCDs do not release any particles or toxic substances.

Note 1: The trans-atmospheric cycle B2 and the super atmospheric cycle B3 of the above mentioned
norm are unable to remove air from complex hollow instruments and these instruments with those
cycles could lead to an incomplete sterilization process and should be avoided by the user due to
obvious risks. As the gke Bowie-Dick-Simulation tests have been designed especially to test the more
complex and modern minimal invasive surgical (MIS) instrumentation in use today, the test cycles B2
and B3 already fail in the pass cycle, therefore fail cycles are not tested.

Note 2: The indicator systems may be used for all temperature ranges from 115 to 145°C. Therefore no
specific temperature is indicated. The Bowie-Dick-Test cycle as described in EN 285 (134°C — 3.5 min,
125°C -15 min) are suitable for the gke Bowie-Dick-Simulation-Tests, however the gike Bowie-Dick-
Simulation-Test can be used in temperatures of 115 — 145 °C. In comparison to the standard- Bowie-
Dick- Test porous load test according to EN 285 or other porous simulation tests, longer sterilization-
times than 3 min. do not change the sensitivity of the gke Bowie-Dick-Simulation-Tests.

Above mentioned products are tested in an independent accredited laboratory to proof conformity with
above Standards. Test reports are available on request.

The test-results are only valid if the original gke Steri-Record® indicator strips with the original
gke Steri-Record® Process challenge device according to the instructions for use are applied.

This document certifies that the above performance criteria and the gke test requirements for quality

assurance are met. The continuous quality of our products is assured by our quality management
system according to EN 1SO 13485:2012*,

Waldems-Esch, 2015-04-24

Dipl.-Ing. Dr. Ulrich Kaiser
gke-GmbH R&D Manager
Auf der Lind 10
D-65529 Waldems-Esch
Germany

* This certificate is available on the gke-homepage www.gke.eu.

751-003 EN V06




ATITIKTIES DEKLARACIJA

gke Bowie-Dick imitaciniam testui (BDS) ir tustiaviduriy gaminiy krovinio testui

Proceso isbandymo jtaiso Indikatoriy atitinkanc¢iy EN

Sudeétis

Kodas éke pavadim'inas
oA 1o 4. . apraSymas ISO 11140-1 2-tipa
PR Indikai papildomos atitiktys
BDS testas atitinka EN 285

727171-715 i (E-S-E)S-EE{JH-RiCPC]jIIT RIE I " ir tusiaviduriy testa pagal

L Compact-PCD EN 867-5, validuotas pagal

211-151 C-S-BDS-EUH-RCPCD 1 » EN-ISO 11140-4

31 1-111 ! C-SV-BD?SV-Si\Hi - - 77100 o }’abiilidymorpégc;tési Alnﬁa}ﬁi ;ksm; 777777
3“'7” 2 r C;S-BDS—SV] | B 250 ics)tvlv;e-Dmk imitaciniam  i$vardintiems PCD

211-115 C-S-BDS-SV1 -- 500

Pastaba. Ant visy gke produkty pakuotiy yra pridétas papildomas raidinis kodas prie Sesiazenklio 'pi'é@f(oaa Papildoma raidé tai nuoroda j kalba
arba prekés modifikavima. Raidé papildomai raSoma tik ant i%orinés pakuotés, viduje skaitmeniniai kodai tokie patys kaip pateikti lenteléje. Visi
gaminiai su tokiu pat kodu, turi tokias pacias savybes.

Siuo mes atsakingai deklaruojame, kad gke-BDS-Bowie-Dick imitaciniai testai buvo testuotas akreditotoje
pagal EN ISO 17025 laboratorijoje ir atitinka Europos standarta EN 285 ir EN ISO standarta 11140-4. Abu
testai taip pat atitinka tuiCiaviduriy testy reikalavimus pagal standarta EN 867-5 ,,Hollow Load™. Abu testai
yra indikatoriné sistema pagal EN ISO 11140-1, 2 tipas reikalavimus ir testuoti rezistometre pagal EN ISO
18472.

PCD prietaisai neskleidzia jokiy daleliy ar toksiniy substancijy.

[ pastaba: Transatmosferinis ciklas B2 ir superatmosferinis ciklas B3 atitinkantys auks&iau iSvardintus
standartus, yra nepajégiis pasalinti org iS kompleksiniy tuséiaviduriy instrumenty. Sterilizuojant tokius
instrumentus rekomenduojama vengti auk$¢iau minéty cikly, kad dél nepakankamo sterilizacijos ciklo
efektyvumo biity iSvengta akivaizdZios rizikos. gke-Bowie-Dick imitaciniai testai buvo specialiai sukurti
tikrinti sudétingesnius kompleksinius ir modernius minimalios chirurginés invazijos prietaisus naudojamus

$iandieninei medicinai. Ciklai B2 ir B3 netikrinami, nes $iy cikly rezultatai neigiami.

I pastaba. Indikatorinés sistemos gali biti naudojamos cikluose, kuriy temperatiiros nuo 115°C iki 145°C.
Nera fiksuotos specifinés temperatiiros. Bowie-Dick testo ciklas aprasytas EN 285 standarte (134°C —
3,5min, 125°C — 15min) tinka gke Bowie-Dick imitaciniam testui, taiau §is testas gali buti naudojamas
temperattirose nuo 115°C iki 145°C. Priesingai negu standartinio Bowie-Dick testo akytiems kroviniams
pagal EN 285 arba kito poréto imitacinio testo, sterilizacija ilgesné negu 3 min nekeicia gke Bowie-Dick
imitacinio testo jautrumo.

Auks¢iau minéti produktai yra tirti nepriklausomoje akredituotoje laboratorijoje, siekiant jrodyti atitikima
auki¢iau minétiems standartams. Reikalaujant tyrimy ataskaitos gali baiti pateiktos.

Tyrimy rezultatai yra teisingi tik tuo atveju, jeigu naudojami originaliis gke Steri-Record® indikatoriai su
originaliy gke-Steri-Record ® proceso iSbandymo prietaisu, naudojant pagal instrukcijas.

Dokumentas liudija, kad auk$¢iau minéti jvykdymo kriterijai ir gke reikalavimai kokybés kontrolei yra
patenkinti. Nuolatiné kontrolé uztikrina misy kokybés valdymo sistema, parengta pagal EN ISO
13485:2012.

(parasas)
Waldems-Esch, 2015-04-24 Dipl. Inz. Dr. Ulrich Kaiser
gke-GmbH
Auf der Lind 10 D-65529 Waldems-Esch
Germany 751-003 EN V06
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Declaration of Conformity

GKE Steri-Record® Batch Monitoring Systems (BMS) including Refill Packs
for Steam Sterilization Processes

Content Product Description of the Indicator according EN ISO 11140-1 type 2 using
Art.-No. * | GKE Product Name = : .
pcp | Indicator | Process Challenge Device (PCD) the following reference for equivalence
strips

gg;é;g ga:;xf:ci?gpcm(” 1 1(')0 Compact PCD (C-PCD), round version .
211254 CS-PM-SHL-OCPCO.KIT | 1 100 P lower requirements than EN 867-5
200-024 PM-SHL-OCPCD 1 - :
200-150 PM-HPCD-2-150 1 - Helix-PCD
;66;;_? ;,-;::,’r_-,:CLPEBPLU-Nl 1' “_)U Compact PCD, (C- PCD), round version according EN 867-5 for routine monitori'ng*f
211264 CS-PM-HL-OCPCDKIT 1 100 Ry —— and according EN 285 for operational qualification
200-026 PM-HL-OCPCD 1 ;
200-029 PM-HDH-RCPCD 1 - Compact-PCD, round version, red higher requirements than EN 867-5**
200-030 PM-VHDH-RCPCD 1 - Compact-PCD, round version, brown much higher requirements than EN 867-5%*
211-251 - 100 Indicator refill packs
211-252 C-S-PM-SV1 - 250 forall BMS above,
211-255 . 500 SV =134°C; 3 min and 121°C; 15 min Indicator strips for above mentioned
211211 - 100 Indicator refill pack for BMS test devices
211-212 C-S-PM-SV2 - 250 using the prion program
211-215 - 500 SV =134°C; 18 min

(*)On all GKE packages, an additional letter code has been added to the 6-digit article number. The additional letter code refers to the language and/or customized version. Itis only added on the outside
label, the inside of the pack is identical to the article numbers and the above table, All articles with the same 6-digit number have the same specifications.
**Test reports are available on request.

All GKE Steri-Record® batch monitoring systems (BMS) are indicator systems according to EN ISO 11140-1 type 2, consisting of a process challenge device (PCD)
with a capsule hosting a chemical indicator inside and tested in a resistometer according EN SO 18472. The indicator systems are used to monitor the
temperature and time integral as well as the efficacy of the penetration characteristics of steam in a sterilization process.

The above-mentioned chemical indicator systems type 2 are manufactured according to the corresponding standards and therefore conform in general with
the standard requirements, which are not changing from batch to batch. In contrast to biological indicators with batch-related modifications, an individual
batch-related certificate does not make sense because the specifications of chemical indicators and chemical indicator systems do not change batch by batch.

The Compact-PCD®s consist of an external plastic case with an internal stainless-steel tube holding the indicator, available in round and oval design. The PCDs
can be used in small and large sterilizers for solid instruments, porous loads and complex minimal invasive instrumentation. All BMS can be used for routine
batch monitoring in steam sterilization processes. During process validation the information should be provided which BMS should be used for routine
monitoring. Both versions meet the same specification. GKE guarantees a life span of more than 10.000 cycles under the condition the PCD is used according
to the directions for use.

During the sterilization process the main physical parameters, pressure and temperature, can be monitored and are usually recorded by the sterilizers. The
GKE Steri-Record®-batch monitoring systems in addition monitor air removal, potential leaks and the presence of non-condensable gases in steam to assure
the total penetration of steam into packs and into hollow devices and therefore sterility at the worst cases inside the process. The PCDs have been calibrated,
using the minimum sterilization process conditions of 134 °C, 3 minutes or 121°C, 15 minutes are achieved, all bars of the chemical indicator in the PCD change
colour from yellow to black. If some bars of the chemical indicator remain yellow or if the colour changes only to yellow-brown after a longer sterilization
period, non-condensable gases are present inside of the PCD with the consequence of a potential malfunction in part of the process. The sterilization times
may be increased up to 10 minutes at 134 °C or 30 minutes at 121 °C. For 134°C, 18 min (prion program) we recommend to use the specific indicator strip
(refill pack art. no. 211-211; -212; -215, see above).

Above GKE Steri-Record® batch monitoring systems can't be used for sterilization processes which achieve the air removal with single vacuum, gravity
displacement, steam flashing or overpressure air removal cycles. Depending on the load configuration and packaging an individual validation for those
processes is necessary to select a PCD accordingly for batch monitoring purposes.

/ According to EN IS0 11140-1, 5.9 the PCD and indicators do not release any particles or toxic substances in quantities to cause a health hazard. The colour of

the indicators remains constant after the sterilization process has passed successfully and does not fade back to the colour before sterilization for at least 5
years under the condition the indicator is not stored in contact with oxidation agents like H202 or other chemicals.

The test results are only valid if original GKE Steri-Record® indicator strips with original GKE Steri-Record® test devices (PCD's) are used and the instructions
for use are applied.

This document certifies that the above performance criteria and the gke test requirements for quality assurance are met. The continuous quality is of our

products is assured by our quality management system according to EN ISO 13485%,
-

Vialeiems, 2Ral-00-14 Dipl.-Ing. Dr. Ulrich Kaiser

R & D-Manager

*This certificate is available on the GKE homepage www.gke.eu. 751-006-EN V13

GKE-GmbH | Aufder Lind 10 | 65529 Waldems | Germany | tel +49 61

web www . gke.eu &



gke Steri-Record ®
Bowie-Dick Simulation (BDS) / BD #1)list

C-S-BDS-SV1  EN ISO 11140-1 Type 2 10 Streifen / Strips / % / Lamelles / Strisce / Tiras / #% A

Test de simulation / Test di simulazione / Test di simulacion de Bowie-Dick / 7 & A —

N BDS-Test
£ 7 7 VBDVS-Test
£ BDS-Test STEAW
£ BDS-Test
£ BDS-Test
:g 7 BDS-Test
£ BDS-Test
£ BDS-Test
§ ’ o  BDS-Test
£ BDS-Test

T AP TH B

gelb / yellow / # —» schwérz/black/%
# / jaune / amarillo / giallo —» ‘& / noir / negro / nero




Colour reference chart
for all gke Bowie-Dick-Simulation (BDS) Tests

(SV =121°C, 15 min / 132°C, 3.7 min / 134°C, 3.5 min / 137°C, 3.2 min)

WERNRER o ew

BDS-Test

WE NN E o e

BDS-Test
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gke-GmbH « Aufder Lind 10 « D-65529 Waldems-Esch « Germany «



. CLEANING
STERILIZATION

Bowie-Dick-Simulation Test
for steam sterilizers

Application

The GKE Steri-Record® Bowie-Dick-Simulation
(BDS) Test is daily used after start up as a func-
tionality check (type test, no sterility test) for
steam sterilizers. It has to be carried out in an
empty sterilizer chamber. The BDS test is no
substitution for routine monitoring. For rou-
tine monitoring batch/process monitoring sys-
tems or type 5 or 6 indicators in each package
should be used.

Table top sterilizers according to EN 13060
type B do not require a Bowie-Dick Test but a
hollow load type test according to EN 867-5.
However, some sterilizer manufacturers de-
mand the daily use of a BDS-test during start-
up. The Compact-PCD® (colour: blue) combines
the BD- and hollow load test in one test Sys-
tem.

Product Description

All GKE Steri-Record® BDS-Tests are type 2 in-
dicator systems according to EN 1SO 11140-1
consisting of a “specific test load” so-called
Process Challenge Device = PCD and a detec-
tor” (indicator strip) inside.

The PCD consists of an external highly durable
case containing an internal stainless steel tube
connected with a capsule holding the indicator.
The highly durable PCD can be used for several
thousand applications. Only one indicator strip
is required for each test. The same indicator
strip is used in all three BDS versions and is
self-adhesive for daily documentation.

Performance Characteristics
The sterilizer standards EN 285 and AAMI/ANSI
ST79 describe three different type tests:

1. American BD-Test
Air removal test according to AAMI/ANSI
ST79 (4 kg test pack) and validated according
to the test method of ISO 11140-1 + 5.

2. European BD-Test

Air removal and steam penetration test
validated according to the test method of
EN 1SO 11140-1 + 4 with reference to the
7 kg test pack in EN 285.

3. Hollow load test (Helix-Test) described in
EN 867-5 required as an additional type test
in EN 285.

All GKE BDS-tests are type 2 indicators accord-
ing to EN ISO 11140-1."GKE offers three differ-
ent BDS-Tests with the following performance
characteristics. The table below shows the con-
formity of the GKE-BDS Tests.

GKE BD-Test Hollow Load BD-Test
BDS Test EN 285 Test(helix) |AAMIZANSI ST 79
“1€StS |(7kgtestpack)| EN867.5 {4 kg test pack)
Compact-PCD® % 3
blue
Compact-PCD® X
purple
Compact-PCD® ¥
light blue

All above mentioned BDS-Tests can be used in
BD test programs at 132-137°C, 1-3.5 min or
121°C, 15-30 min. If these BD-cycle are not
available, a normal cycle of 134°C for up to
9 min may be used.

GKE-GmbH | Auf der Lind 10 | 65529 Waldems | Germany
mail info@gke.eu | web www.gke.eu

odlly -



HELIX TEST indikatoriai

Helix TEST indikatoriu paskirtis

Testuoti kiekvieng cikla pakrautame autoklave (atitinka EN285, LST EN ISO
13060), norint nustatyti oro pasisalinimg ir gary prasiskverbima autoklave sterilizuojamy
instrumenty. Indikatoriné juostelé ir prietaisas sudaro vieningg sistema.

Sios lipios indikatorinés juostelés lengvai naudojamos ir saugomos, pritaikytos
dokumentavimui.

Siy testy dazai yra besviniai ir netoksigki , o klijy sudétyje néra latekso, dél to
iSvengiama infekcijos, indikatoriaus spalva po sterilizacijos iSlieka stabili ne maziau kaip
5 metus..

Atitinka EN 867-5, ISO 11140-1 2 tipo.

Sudétis

1 lapelyje - 10 Helix indikatoriy juiosteliy-testy

1 dézutéje - 250 Helix indikatoriy juosteliy-testy

Testai naudojami su Helix jrenginiu, kuris gali biiti sékmingai naudojamas ne maziau
2500 karty ir daugiau (kai néra pazeidimy ir defekty).

Kaip dirbti?

1. Patikrinkite jrenginio technine biikle.

2. [dekite 2 tipo Helix indikatoriaus juostele j jrenginio kapsulés vidy. UzZsukite kapsule.
2. Pasirinkite sterilizacijos programa, atitinkan¢ia Helix Test indikatoriaus paskirtj. Tai
gali bati: gary sterilizacija (121C - 15 min.; 134C - 3,5 min. ), EO ir FO sterilizacija.

3. | sterilizatoriy jdékite paketus ir sterilizuokite juos.

4. Po sterilizacijos proceso pabaigos i§imkite jrenginj, atsukite kapsule ir i§imkite Helix
Test juostele.

5. Ivertinkite indikatoriaus spalvos pasikeitima. kai indikatorius parodo sékminga
rezultatg, jo spalva pasikei¢ia i§ rudos j pilkai-zalia, rozinés-melsva (EO). Tai reiskia, kad
sterilizacija sekminga.

4. Kai indikatorius nepasieké galutinio pasikeitimo - pilkai-zalios spalvos arba rozinés-
melsvos, tai reiSkia, kad sterilizacijos ciklas nepavyko ir paketas turi biiti sterilizuojamas
pakartotinai, jdedant naujg indikatoriy.

Pries ir po naudojimo inikatoriai turi biiti laikomi sausai, vésiai, tamsiai.

Gamintojas: Pharma label, Olandija Kilmes $alis: Olandija

Platintojas: L. R. Tamulio firma “Meditalika™, Radvily dvaro g. 4, Kaunas
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LABEL

Declaration of Conformity

In accordance with chemical indicator for sterilization EN ISO 11140, TC-198

We, Pharmalabel BV, hereby declare that the following Non-biological systems for
use in sterilizers comply with the appropriate requirements of EC Directive at
ISO/TC 198 WG6 based on its performance and type. In case of any alternation on
the indicator, not agreed upon by us, this declaration will lose its validity.

Product Description: Helix Steam Strips

Applicable Standard: EN 867 part 5

NAME : Pharmalabel BV

ADDRESS :Vaartveld 15 A, 4704 SE Roosendaal, The Netherlands.
TEL : 0031/(0)165 595 000

FAX :0031/(0)165 399 677

Authorized Signatory: Hans Baartmans
Title of the Signatory : General Manager

Date: 12/03/2010
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PHARMA
LADEL

Vertimas i$ angly kalbos

ATITIKTIES DEKLARACIJA

Remiantis sterilizacijai skirty cheminiy indikatoriy EN ISO 11140, TC-198
nuostatomis

Siuo pazymima, kad Pharmalabel BV, deklaruoja, kad nurodyti nebiologiniai
indikatoriai atitinka EB Direktyvy reikalavimus ISO/TC 198WG6 pagal tipg ir
paskirtj. Esant pakeitimams be miisy Zinios, §i deklaracija netenka galios.

Produkto apibiidinimas: Helix Steam Strips
Atitikimas standartui: EN 867 5 dalis

Pavadinimas: Pharmalabel BV

Adresas: Vaartveld 15A, 4704 SE Roosendaal, Niderlandai
Tel.: 0031/(0)165595000

Fax.: 0031/(0)165399677

Pasirasé: Hans Baartmans

PasiraSiusiojo pareigos: Generalinis direktorius
data: 12/03/2010

L



MANUFACTURER DECLARATION

In Accordance with Chemical Indicator for sterilization ISO 11140, TC 198

We, Pharmalabel BV, hereby declare that the following Non-biological systems for
use in sterilizers complies with the appropriate requirements of EC Directive at
ISO/TC198WG6 based on its performance and type. In case of any alternation on
the indicator, not agreed upon by us, this declaration will lose its validity.

Product Description: * Chemical Indicators for sterilization
* Bowie and Dick testing system Indicators
of Class 1, Class 2, Class 5, Class 6

Harmonized : ISO/11140-1, 1SO/11140-3, 1S0O/11140-4, IS0O/11140-5
Applicable Standards : EN867-1, EN867-2, EN 867-3, etc.

NAME :Pharmalabel BV
ADDRESS :Vaartveld 15 A, 4704 SE Roosendaal, The Netherlands
TEL 1 0031/(0)165 595 000
FAX :0031/(0)165 399 677
\ v \

Authorized Signature

L A
Title of signatory: Opelpt*(oillal irector

4700 BC Roosendaal

felefoon 0165 - 595000
Fax 0165 - 399677

Date: él/'f;? / {00

Pharmalabel is ISO certified and works according GMP guidelines

VY v



Vertimas i$ angly kalbos

DACTTA
GAMINTOJO DEKLARACIJA

Remiantis sterilizacijai skirty cheminiy indikatoriy EN ISO 11140, TC-198
nuostatomis

Siuo pazymima, kad Pharmalabel BV, deklaruoja, kad nurodyti nebiologiniai
indikatoriai atitinka EB Direktyvy reikalavimus 1SO/TC 198WG6 pagal tipg ir
paskirt]. Esant pakeitimams be misy Zinios, §i deklaracija netenka galios.

Produkto apidudunimas: *Cheminiai sterilizacijos indikatoriai

* Bowie ir Dick testavimo sistemos indikatoriai
1 klasés, 2 klasés, 5 klases, 6 klasés

Harmonizuoti: ISO/11140-1, ISO/11140-3, ISO/11140-4, 1SO/11140-5
Atitikimas standartui: EN 867-1, EN 867-2, EN 867-3, ir kt.

Pavadinimas: Pharmalabel BV

Adresas: Vaartveld 15A, 4704 SE Roosendaal, Niderlandai
Tel.: 0031/(0)165595000

Fax.: 0031/(0)165399677

Pasirase: (parasas)
PasiraSiusiojo pareigos: Valdymo diektorius
data: 16/12/2009

Pharmalabel yra ISO sertifikuota jmoné dirbanti vadovaujantis GMP nuostatomis



DECLARATION

To whom it may concern

We, Pharmalabel BY, guarantee a stabile use of Helix Test Tube for at least
2500 cycles, while using only the Pharmalabel Helix Strips.

Carlo Danen <

Pharmalabel B?

Date: 25/09/201 4
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1210, 15 min. [STEAM
[or):s22094  qa4C,a5mn ,.,I-, m;]

EN 867 pat5 121°C, 15 min.
[EoT): 522904 134°C, 35 min. red—gren
EN 87 part5 121C, 15min. [5

Eofezess 040,35 mn. rd—green
ENGW7pats  121C,15min  [STERY]
[orlse208 1340, 35min. redgroen
EN 867 pat§5 121°C, 15 min.  [STERH]
[orl:522004  134°C, a5 min. reg=graen
ENS&7patS  121°C,15min.  [S7e

[oT):62208  134'C, 35 min. redgreen

EN 867 part§ 121°C,, 15 min.

01: 52264 134°C, 35 min. red-»grisn
EN 857 part5 121°C, 15 min.
:m 134°C, 35 min. red—grasn

121°C, 15 min,
134°C, 35 min. red— goan

121°C, 15min.  [77]
134°C, 35 min. red—»grean

S

Helix Steam strips
cheminlal indikatorial_gary
sterilizacijai (EN 867-5)

LOT/REF : nurodyta ant
pakuotés.

Pagaminimo data : nurodyta ant
pakuotes.

Gallojlqo laikas: nurodyta ant

pakuotés.
Klekis pakuotéje: 250 wnt.
Platintojas: L. R. Tamulio firma
“MEDITALIKA”

Gamintojas: Pharmalabel BY
Industrieterrein Borchwerf
Vaartveld 15a

4704 SE Roosendaal
Nyderlandal
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Ikrovai pritaikyta 2 tipo cheminiu specialiyjy tyrimy indikatoriaus sistema (BMS)
(sistema sudaro: kontrolinis jtaisas Compact-PCD® (raudonas)

PM-HDH-RCPCD ir indikatoriné juostelé¢ C-S-PM-SV1/C-S-PM- SV2 /C-E-PM /C-F-PM /C-V-PM ))

Sterilizuojamy vienaly¢iy/misriy labai sudétingy
kompleksiniy instrumenty (akyty gaminiy, labai sudétingy
MIS instrumenty , labai ilgy tusciaviduriy

prietaisy (kurie yra sudeétingesni uz standarte EN ISO 11140-6

nurodytus) nuolatinei jkrovy kontrolei. Atitinka EN ISO 11140-1 (2 tipas)
Jtaisg galima naudoti sterilizuojant sociaisiais vandens garais, FO, EO, H202.
Kroviniui pritaikyto 2 tipo specialiyjy tyrimy cheminio indikatoriaus privalumai:

- nereikia tikrinti kiekvieno paketo;

- rezultatai jvertinami i$ karto sterilizacijai pasibaigus;

- vienaly¢iy/misriy (labai sudétingy kompleksiniy instrumenty, labai ilgy tus¢iaviduriy prietaisy (kurie yra
sudétingesni uz standarte EN ISO 11140-6 nurodytus), akyty gaminiy ir kiety instrumenty) nuolatinei jkrovy
kontrolei;

- jtaisas pasizymi atsparumu ir ilgaamziskumu.

ApraSymas: [taisas sudarytas i§ atsparios plastikinés kapsulés, nertidijancio plieno vamzdelinés
konstrukcijos ir kamstelio su laikikliu cheminiam indikatoriui. [taiso iSoriné kapsulé bei kamstelis, pagaminti
i§ plastiko, atsparaus aukstai temperattirai ir slégiui. [taisas aiskiai identifikuojamas, ant jo yra gamintojo
atliktas zenklinimas (gaminio ir gamintojo pavadinimas, Art. Nr., paskirtis, nuoroda j standarta).

Lipi juostelé sudaryta i§ 4 cheminio indikatoriaus segmenty.

Ispéjimas! Kontrolés rezultatai laikomi teisingais naudojant atitikties deklaracijoje nurodytus indikatorius.
Naudojant kitus indikatorius, gamintojas neatsako uz sistemos ir rezultaty patikimuma.

Naudojimo instrukeija:

1. Sulenkite indikatoring juostele per puse, dazy briik$niais j vidy. [dekite sulenkta indikatoring juostele |
plastikinj jtaiso kamstelio laikiklj, sulenkta puse prie kamstelio.

2. Isitikinkite, kad kamstelio tarpiné nepazeista. Tuomet kamstelj sandariai uzsukite.

3. Padékite jtaisg PIV(proceso iSbandymo vieta) vietoje.

4. ljunkite pasirinktg sterilizacijos programa. Sterilizacijos procesui pasibaigus, iSimkite jtaisg.
5. Itaisui atvésus, atsukite kamstelj ir iSimkite indikatoring juostelg i$ laikiklio.

Indikatoriaus spalvos pasikeitimo rezultatai vertinami pagal gke Steri-Record® spalvos pasikeitimo etalona.

Rezultaty vertinimas

Kai visi keturi cheminio indikatoriaus segmentai pakeicia spalva i§ geltonos j juoda, tai pakankamos gary
skvarbos j iSbandymo jtaisg jrodymas. Rezultatai uztikrina oro pasalinimg ir gary prasiskverbima j visg
krovinj pagal iSbandymo jtaiso atstovaujamos jkrovos konfigliracijos salygas. Spalvy pasikeitimy
isaiskinimai pateikti spalvos pasikeitimy etalone.
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NAUDOJANT MAZUOSIUOSE GARU STERILIZATORIUOSE.

Atliekant kiekvieno sterilizacijos krovinio (jkrovos) kontrolg mazuosiuose gary sterilizatoriuose naudojant
Siam kroviniui pritaikytg 2 tipo specialiyjy tyrimy cheminj indikatoriy , nebitina papildomai atlikti Bowie-

Dick bandymo.

Itaiso priezitra: jtaisas nereikalauja ypatingos prieziiros. Siekiant uztikrinti jtaiso tinkamg

Sfunkcionalumg, biitina stebéti Zieding tarping, jg rekomenduojama keisti kas 500 cikly.

Dokumentavimo informacija

Lipias indikatorines juosteles rekomenduojama klijuoti j dokumentus (krovinio kontrolés registracijos
zurnalg KRK). Kartu su kroviniui pritaikytu 2 tipo specialiyjy tyrimy cheminj indikatoriumi
rekomenduojama naudoti 1 tipo indikatorius, skirtus krovinio numeriui registruoti.

Uzsakymy informacija

[taisas ir indikatorinés juostelés gali buti uzsakomi atskirai. Indikatorinés juostelés uzsakomos atskirai kaip
papildymo pakuoté be jtaiso, kadangi jtaisas skirtas 10000 sterilizacijos cikly. [taiso kapsulés dangtelio
lektuojamos prie kiekvienos 500 vnt. indikatoriniy juosteliy papildymo pakuotés.

atsargines tarpinés kom

Produkto 2 i y i
Art. Nr. o Sudétis Nustatytoji verte Paskirtis
vienaly¢iy/misriy (labai sudétingy
kompleksiniy instrumenty, labai ilgy
tuéiaviduriy prietaisy (kurie yra
200- 029 PM-HDH- |1 vnt. BMS gke Compact- | sudétingesni uz standarte EN ISO 11140-6
RCPCD PCD® (spalva: raudona) | nurodytus), akyty gaminiy ir kiety
instrumenty) nuolatinei jkrovy kontrolei
gary, EO, FO, H202 sterilizacijos procesy
metu
ini 134°C, 3.5 min. o s 3 2.5
C-S-PM- 500 vnt.c.h R i indikatorinés juostelés standartiniams
211-255 indikatoriniy juosteliy, 2 y : S
SVi il g ) ciklams, tinkamos visiems gke BMS
vnt. atsargines tarpines 121°C, 15 min.
500 vnt.cheminiy g o e g o 2
a1-215 [S5PM- indikatoriniy juosteliy, 1 ~ {134°C, 18 min. IOk e LA, (BCRISY Bty ool
Sv2 Siibe S tinkamos visiems gke BMS
vnt. atsarginés tarpiné
Produkto " B . .0
Art. Nr. — Sudeétis Nustatytoji verté Paskirtis
212-202  |C-E-PM 250 vnt. cheminiy Etileno oksido indikatorinés juostelés standartiniams EO
indikatoriniy juosteliy sterilizacijai ciklams, tinkamos gke BMS
213-203  |C-F-PM 250 vnt. cheminiy Formaldehido indikatorinés juostelés standartiniams FO
indikatoriniy juosteliy sterilizacijai ciklams, tinkamos gke BMS
250 vnt. cheminiy ... ... |indikatorinés juostelés standartiniams
2205 [E-¢EM indikatoriniy juosteliy Pz siecihaens plazmos ciklams, tinkamos gke BMS

*Artikelio numeriui Zyméti yra skirti 3-Zenkliai skaiiai. Papildoma, Salia jy esanti raidé, paZymi uZsakovo kalbg. Si
informacija pateikiama tik ant iSorinés etiketés, vidiné pakuoté Zymima auks¢iau lenteléje nurodytais artikeliy numeriais.
Gamintojas: gke-GmbH Auf der Lind 10 « D-65529 Waldems-Esch / Germany

Platintojas: L.R.Tamulio firma“Meditalika” (Tel.: +370 37 222223; e-pastas: info@meditalika.lt)




Declaration of Conformity
gke Steri Record® Indicators to monitor sterilization processes

are avallable from gke as the followmg product vanatlons according to EN ISO 11140-1:
Arbno. ; 57 X " Indicator type according

. Productcode Packsue Stenﬁzation process ENISO 111401
BDS |ntroddi:lion packs s ; ' 2
211-110 C-S-BDS-EU-HPCD-KIT
211-150 C-S-BDS-EUH-RCPCD-KIT

211120 | C-S-BDS-EU-RCPCD-KIT 1100

211-130 C-S-BDS-USA-RCPCD-KIT

Indicator refill pack for all gke BDS-Tests

211-111 100

211-112 C-S-BDS-SV1 250

211-115 500

Batch monitoring introduction packs Steam

211-260 C-S-PM-HL-HPCD-KIT Type 2
211-263 C-S-PM-HL-RCPCD-KIT

211-264 C-S-PM-HL-OCPCD-KIT 1+100

211253 | C-S-PM-SHL-RCPCD-KIT i
211-254 | C-S-PM-SHL-OCPCD-KIT

Indicator refill packs for all gké batch monitoring systems

211-252 250
211.255 | C-S-PM-SV1 500

212202 | CEPM EO

213203 | CE-PM 250 TSF

214203 | CV-PM H,0, .
Package monitoring multi-variable indicators

211403 ] C-S-P-4-5V1 Steam

212360 | CE-P-4SV3 i EO Typerd
214-221 400

214222 | CV-P 800 Hz02 n.a.
214-223 3200

Package monitoring integrating indicators
| 211-224 400
1| 211-225 C-S-P-5-SV1 800
211-226 3200
211-230 1000 Steam
211-235 C-S-P-5-78x48-SA-SV1 500 Type's
211-220 1000
211202 C-S-P-5-58x35-SV1 200
212-206 C-E-P-5-58x35-W-SV3 EO
213-206 C-F-P-5-58x35-W-SV4 200 LTSF
214-206 C-V-P-58x35-W Hy0, n.a.
Package monitoring emulating indicators
211-241 2000
211-242 C-S-P-6-SV1 500
211-243 250
211238 2000 Seam Tyraf
211-239 C-S-P-6-SV2 500
211-240 250
Notice: On all ghe-packages, an additional letter code has been added to the 6-digit article number. The additional letter code refers to the language and/or customized
version. Itis only added on the outside label, the inside of the pack is identical to the arficle numbers in the above table. All arficles with the same 6-digit number have the
same specifications.
We hereby declare under our sole responsibility that above mentioned integrating indicators have been tested in the gke
application laboratory and are in conformity with the European and ISO standard EN ISO 11140-1 for steam, ethylene oxide,
formaldehyde and hydrogen peroxide sterilization processes. The corresponding indicator types are available in the above
table. The indicators listed above are tested in a resistometer according EN 1SO 18472.

According to ISO 11140-1, 5.9 the indicators do not release any particles or toxic substances in sufficient quantities to cause
a health hazard. The colour of the indicators remains constant after the sterilization process has passed successfully and
does not fade back to the colour before sterilization for at least 5 years under the condition the indicator is not stored in
contact with oxidation agents like H2O; or other chemicals.

The above mentioned products manufactured by gke-GmbH are produced in accordance with the requirements of the
Medical Device Directive 93/42/EEC and the Medical Device Regulation 2002:618.

This document certifies that the above performance criteria and the gke requirements for quality control are met. The

centinuous quality is guaranteed by our quality management system according to EN ISO 13485*.
> o |

Ty

W % -04-
B Dipl.-Ing. Dr. Ulrich Kaiser

gke-GmbH R & D-Manager
Auf der Lind 10
D-65529 Waldems-Esch, Germany
* This certificate is available on the gke-homepage www.gke.eu. 751-019-EN V15
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