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Rankinis spausdintuvas:

Naudojimo instrukcija
visoms gke Steri-Record® 3-eiluciy etiketéms, skirtoms dokumentavimui

Fﬁ. N'..

Produkto kodas

|
| Aprasymas

240-820

D-G-NL

i Pirmaja eilute sudaro 3 raidziy-skaitmeny simboliai ir 9 numeriy simboliai

240-830

D-G-AL

| Pirmajg eilute 12 raidziy-skaitmeny numeriy simboliai

3-jy eiluciy viengubo lipumo indikatoriai-etiketés:

Kiekviename ritinyje yra 1.000 etike€iy. Sidlomos Sios modifikacijos:

Art. Nr* | Produkto Fonineé Aprasymas Sterilizacijos procesas thlnﬁ
kodas (Zzyméjimo) kiekis
spalva
230-864 | D-L-SA-Y Geltona Be proceso indikatoriaus Vandens garai, etileno oksido dujos, 12
formaldehido garai, karstas oras
230-871 | C-S-L-1-SA-G | Zalia Su 1 tipo proceso indikatoriumi | Vandens garai 12
(pagal EN ISO 11140-1) (STEAM) 12
230-872 | C-S-L-1-SA-B | Mélyna 12
230-873 | C-S-L-1-SA-R | Raudona 12
230-874 | C-S-L-1-SA-Y | Geltona 12 J
3-iy eiluciy dvigubo lipumo indikatoriai-etiketés:
Kiekviename ritinyje yra 750 etike€iy. Sitlomos Sios modifikacijos: ‘u’
Art. Nr* | Produkto Foniné Aprasymas Sterilizacijos procesas Ritiniy
kodas (Zyméjimo) kiekis
spalva
240-861 | D-L-DA-G Zalia Be proceso indikatoriaus ‘ Vandens garai, etileno oksido dujos, 12
240-862 | D-L-DA-B Meélyna formaldehido garai, karstas oras 12
240-863 | D-L-DA-R Raudona 12
240-864 | D-L-DA-Y Geltona 12
240-853 |D-L-DA-R  |Raudona 4
240-871 | C-S-L-1-DA-G | Zalia Su 1 tipo proceso indikatoriumi | Vandens garai (STEAM) 12
240-872 | C-S-L-1-DA-B | Mélyna 7 (pagal EN 1SO 11140-1) (/ / 12
240-873 | C-S-L-1-DA-R | Raudona ", 12
240-874 | C-S-L-1-DA-Y | Geltona V 12
240-883 | C-S-L-1-DA-R | Raudona 4
242-875 | C-E-L-1-DA-P | Purpuriné Su 1 tipo proceso indikatoriumi | Etileno oksido dujos (EO) 12
242-885 | C-E-L-1-DA-P | Purpuriné (pagal EN 1SO 11140-1) 2
243-874 E'F'L'}'gz'z Geltona Su 1 tipo proceso indikatoriumi | Formaldehido garai (FO), Karstas oras | 12
243884 | “TLIPAY  Getona (pagal EN ISO 11140-1) (DRY) 2
244-871 | C-V-L-1-DA-G | Zalia Su 1 tipo proceso indikatoriumi | Vandenilio peroksido garai (VH202) 12
244-881 |C-V-L-1-DAG | Z,iig (pagal EN 1SO 11140-1) 2
3-iy eiluciy dvigubo lipumo indikatoriai-etiketés:
Kiekviename ritinyje yra 750 etikeCiy. Sidlomos Sios modifikacijos: B
Art. Nr* | Produkto kodas | Foniné Aprasymas Sterilizacijos procesas Ritiniy
(Zyméjimo) kiekis
spalva
000-863 |D-L-DA-R-ECO | Raudona Be proceso indikatoriaus Vandens garai, etileno oksido dujos, 12
formaldehido garai, karstas oras
| 000-873 |C-S-L-1-DA-R-ECO |Raudona Su proceso indikatoriumi Vandens garai 12
000-875 |C-E-L-1-DA-R-ECO | Purpuriné Etileno oksido dujos 12




(*) Prie Art. Nr. yra papildomas 3-jy raidziy kodas. Sis kodas skirtas pazyméti kalbos ir kitas produkto modifikacijas. Siuo

papildomu kodu Zymimos tik iSorinés pakuotés.

Naudojimas

3-jy eiluCiy etiketés yra dviejy rasiy: su indikatoriais vandens gary, etileno oksido, formaldehido, sausos
karsto oro ir vandenilio peroksido sterilizacijos kontrolei arba be proceso indikatoriaus. Jos gali biti
naudojamos kartu su gke rankiniais spausdintuvais.

Etikeciy naudojimas sterilizatoriuose

Etiketés su 1 tipo indikatoriais naudojamos siekiant atskirti sterilizuotus krovinio paketus nuo nesterilizuoty.
GMP (geros gamybos praktikos) taisyklés ir medicinos prietaisy direktyva (MDD) reikalauja, kad
sterilizacijos procesai buty patvirtinti. Siekiant uztikrinti jkrovos steriluma, batina nuolatiné visy sterilizacijos
procesy kontrolé. Nuolatinei sterilizacijos kontrolei uztikrinti gali biti naudojama gke Steri-Record® partijos
arba proceso kontrolés sistemg. Taciau standartai reikalauja dokumentuoti nuolatinés kontrolés rezultatus
sterilizacinéje bei paciento dokumentuose.

Naudojant rankinj spausdintuva, etiketés pirmoje eilutéje galima spausdinti detaly krovinio numerj
(sterilizatoriaus eilés numeris, sterilizacijos ciklo numeris, atsakingo asmens inicialais ar numeris, paketo
turinio numeris). Antroje ir trecioje eilutése nurodomos sterilizavimo data ir tinkamumo naudoti laikas.
Kiekvienas paketas turi buti paZzymetas etikete-indikatoriumi su logistikos informacija, o viena etiketé su
informacija turi bati jklijuota | krovinio registracijos kortele.

Pries sterilizuoty prekiy naudojima, dviguba lipni etiketé turi biti nuimta nuo paketo ir klijuojama j paciento
dokumentus.

Hospitalinés infekcijos atveju paciento dokumentuose esancios etiketés su logistikos informacija gali biti
tiesiogiai susietos su sterilizacinés krovinio registracijos korteléje esancia informacija, jrodanéig sékmingus
krovinio (jkrovos) sterilizacijos rezultatus ir parametrus, uztikrinant atsekamuma, pagrista dokumentiniais

jrodymais.

Prekés aprasymas

Dvigubo lipumo 3 eiluciy etikete-indikatoriy (2,5 x 3,1 cm) sudaro trys popieriaus sluoksniai, i$ kuriy du yra
lipus.

Vandenilio peroksido sterilizacijai skirtos etiketés virSutinis sluoksnis pagamintas i§ plastiko folijos. Viename
ritinyje yra 750 etikeciy-indikatoriy.

Vienguba lipnig 3 eilutiy etikete-indikatoriy (2,5 x 3,1 cm) sudaro du popieriaus sluoksniai, i$ kuriy vienas yra
lipus. Viename ritinyje yra 1.000 etikeciy.

Etiketés silomos su cheminiais indikatoriais, skirtais skirtingiems sterilizacijos procesams (Zr. lentele).—
Informacijg ant etiketés gali buti spausdinama gke rankinio spausdintuvo pagalba.

Veikimo charakteristikos

Visos gke etiketés su 1 tipo cheminiu indikatoriumi atitinka standarto EN ISO 11140-1 reikalavimus ir jrodo,
kad paketas buvo sterilizuotas. Etiketé-indikatorius nesuteikia jokios informacijos apie pakete esangiy
gaminiy steriluma. Etiketés klijai skirti klijuoti ant tekstilés, popieriaus, plastiko maiseliy sterilizacijos proceso

metu.

Naudojimo informacija
1. gke spausdintuvai naudojami etikeciy spausdinimui. Spausdintuvai spausdina raidinius ir skaitmeninius

simbolius pirmoje eilutéje, kitose eilutése spausdinami tik skaiciai.



Declaration of Conformity

gke Steri Record®Chemical Process Indicators type 1
according to EN ISO 11140-1 to monitor sterilization processes

Self-adhesive documentation labels with indicator to be used in hand labeller:

Art. No. Description Rolls/pack | Adhesiveness Sterilization process
230-871 - 874 C-S-L-1-SA-G,-B,-R,-Y 12 single ) /
240-871-874 | C-S-.L-1-DA-G.B-R.-Y - g Steam \//
240-883 C-S-L-1-DA-R 4
232-875 C-E-L-1-SA-P 12 single

242-875 12 Ethylene oxide
242.885 C-E-L-1-DA-P 2

243-874 12

243-884 C-F-L-1-DA-Y 2 Formaldehyde
244-871 12
244.881 C-V-L-1-DA-G 2

244-873 12
ekt C-V-L-1-DA-R 5

Double self-adhesive process indicators for label printers:

Art. No. Description Amount/roll Application

211-377,-366 C-5-1-1-36x39-SC-DA 700
211-342.-442, - 282, 482 | C-S-L-1-60x40-SC-DA 800
211-344, 345 C-S-L1-60x40-SU-DA 800
211-378 400
211-381 C-E-L-1-60x72-SM-DA 450 To print single
211-349, 449 C-5.L-1-80x40-SS-DA 800 labels
211373 C-5-L-1-80x50-W-SU-DA 750
211-382 C-S-L-1-80x50-WF-SA 1.000
211-367,-369.-370, 469 | o | 1.5L.0DOC 800

211-375 2.000
Endless roll to be
211-390, -394, -490, -494 | C-S-L-1-70-DA 70/80 m cut in the printer

Process indicators for containers to be used in steam sterilization processes:

Art. No. Description Amount Application
211-341 C-S-L-1-CL-40x60-SA 1.000/roll Container label
211-362 C-S-L-1-CS 1.008/pack Container seal

Hydrogen peroxide

Sterilization
process

Nolice: On all gke packages, an additional letier code has been added to the 6-digit arlicle number. The addifional letier code refers to the language andlor cuslomized version. It is only added on the outside
label, the inside of the pack is identical lo the article numbers and the above table. All articles with the same 6-digit number have the same specifications.

They conform with the European and International Standard

EN ISO 11140-1 Type 1 U

We hereby declare under our sole responsibility, that all above mentioned process indicators have been tested in the gke
application laboratory using a resistometer according to EN ISO 18472 (certificate available on request) and are in conformity with
the European and International Standard EN ISO 11140-1 type 1. The chemical indicator strips have an expiry date of 3 years
after production. The expiry date is printed on the package.

The indicators and the adhesive do not contain Latex, DEHP or PVC and the adhesive does not damage the packaging materials
when used under normal process conditions. All above products manufactured by gke-GmbH are produced in accordance with
the requirements of the Medical Device Regulation (MDR) 2017/745.

This document certifies that the above performance criteria and the gke test requirements for quality control are met. The
continuous quality is guaranteed by our quality management system according to EN 1SO 13485*.

L
Waldems-Esch, 2019-01-25 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. 751-018 EN V13




ATITIKTIES DEKLARACIJA
gke Steri Record® 1 tipo pagal EN ISO 11140-1 Cheminiai proceso indikatoriai, skirti kontroliuoti sterilizacijos procesus
Lipnitis dokumentavimo lipdukai su indikatoriumi, skirti naudoti rankiniame spausdintuve:

F Prekés kodas Pavadinimas Pakuotés dydis Lipumas Paskirtis/sterilizacijos procesas
{ [ritinéliai]
230-871 - 874 C-S-L-1-SA-G,-B,-R.-Y ; 12 viengubas
240-871 - 874 C-S-L-1-DA-G,-B.-R,-Y ‘ 12 dvigubas | Garai
240-883 C-S-L-1-DA-R j 4 dvigubas
232-875 C-E-L-1-SA-P : 12 viengubas
242-875 | 12 digibes | oo OkEidas
C-E-L-1-DA-P
242-885 ! 2 dvigubas
243-874 1 12 dvigubas
C-F-L-1-DA-Y | Formaldehidas
243-884 [ 2 dvigubas
244-871 12 dvigubas
C-V-L-1-DA-G
244-881 2 dvigubas
Vandenilio peroksidas
244-873 12 dvigubas
C-V-L-1-DA-R
244-883 2 dvigubas
Dvigubi lipniis proceso indikatoriai gary sterilizacijos procesui, skirti naudoti etike¢iy spausdintuve:
Prekés kodas Pavadinimas Kiekis/ritinys Naudojimas ‘ Sterilizacijos
procesas
211-377,-366 C-S-L-1-38x39-SC-DA 700 s lipduk
211-342,-422,-282,-482 C-S-L-1-60x40-CS-DA 800 Spausdinti atskiriems lipduk f
211-344,-345 C-S-L-1-60x40-SU-DA 800 s p }
211-378 C-S-L-1-60x72-SM-DA 400 Speusdinti atskiriems lipdul
Iniminnkn T - SR e il s M O M,
211-381 C-S-L-1-60x72-SM-DA 450 Spausdinti atskiriems lipdul
211-349,-449 C-S-L-1-80x40-SS-DA 800 Spausdinti atskiriems lipdukams : Garai
211-373 C-S-L-1-80x50-W-SU-DA 750 Spausdinti P 1
211-382 C-S-L-1-80x50-WF-SA 1000 Spausdinti atskiriems lipduk ‘
211-367, -369, -370, -469 C-S-L-1-SL-DDOC 800 S
211-375 C-S-L-1-SL-DDOC 2000 Sp P
21 2.390,.394’.490,.494 C-S-L-1-70-DA 70/80m I3tisinis rilinys,‘skims karpyti |
spausdintuve |
Proceso indikatoriai konteineriams, skirti gary sterilizacijos procesams.
Prekés kodas Pavadinimas Pakuotés dydis Paskirtis
211-341 C-S-L-1-CL-40x60-SA 1000/ritinys Etiketé konteineriui
211-362 | C-S-L-1-CS 1008/pakuote Plomba konteineriui

Pastaba. Ant visy gke produkty pakuociy prie SeSiazenklio prekés kodo yra pridétas papildomas raidinis kodas. Papildoma raidé tai nuoroda j kalbg arba prekés

modifikavima. Raidé papildomai raSoma tik ant iSorinés pakuotés, viduje skaitmeniniai kodai tokie patys kaip pateikti lenteléje. Visi gaminiai su tokiu pat kodu, turi tokias

pacias savybes.

Jie atitinka Europinj ir Tarptautinj standarta

EN ISO 11140-1 1 tipas

J

Siuo mes atsakingai deklaruojame, kad aukstiau minéti proceso indikatoriai buvo testuoti gke laboratorijoje naudojant rezistometra

pagal EN 1SO 18472 (sertifikatai pateikiami, jy praant) ir atitinka Europos ir tarptautinio standarto EN 1SO 11140-1 1 tipas.
Cheminiy indikatoriy juostelés turi 3 mety galiojimo terming po gamybos. Galiojimo data atspausdinta ant pakuotés.
Indikatoriuose ir jy klijuose néra LATEKSO, DEHP ar PVC, taip pat klijai nepaZeidZzia pakavimo medziagy kai naudojami

normaliomis sglygomis.

Visi auk3Ciau minéti produktai pagaminti gke-GmbH, pagal Medicinos Prietaisy Direktyvos 93/42/EEC ir Medicinos Prietaisy

Taisykliy 2002:618 reikalavimus.
Dokumentas liudija, kad auk3Ciau minéti efektyvumo kriterijai ir gke reikalavimai kokybés kontrolei yra jvykdyti/patenkinti.

Nuolating kokybés kontrol¢ uZtikrina musy kokybés valdymo sistema, parengta pagal EN 1SO 13485,

Waldems-Esch, 2019-01-25

gke-GmbH

Auf der Lind 10 D-65529 Waldems-Esch, Germany

Dipl. InZ. Dr. Ulrich Kaiser

751-018 EN VI3

20~



Kroviniui pritaikytas 2 tipo specialiyjy tyrimy indikatorius
BMS gke Compact-PCD® (zalias)

Sterilizuojamy vienaly¢iy/misriy (nesudétingy

prietaisy su ertmémis ir kanalais. tus¢iaviduriy

prietaisy., akyty gaminiy ir kiety instrumenty)
nuolatinei jkrovy kontrolei.

Atitinka EN ISO 11140-1 (2 tipas)

ltaisq galima naudoti sterilizuojant sociaisiais
vandens garais, FO, EO, H202.

Kroviniui pritaikyto 2 tipo specialiyjy tyrimy cheminio indikatoriaus privalumai:

- nereikia tikrinti kiekvieno paketo;

- rezultatai jvertinami i3 karto sterilizacijai pasibaigus:

- vienaly¢iy/misriy (nesudétingy prietaisy su ertmémis ir kanalais, tus¢iaviduriy prietaisy, akyty
gaminiy ir kiety instrumenty) nuolatinei jkrovy kontrolei;

- jtaisas pasizymi atsparumu ir ilgaamziskumu.

AprasSymas: |taisas sudarytas i$ atsparios plastikinés kapsulés, ner@dijan¢io plieno vamzdelinés
konstrukcijos ir kamstelio su laikikliu cheminiam indikatoriui. Jtaiso iSoriné kapsulé bei kamstelis,
pagaminti i$ plastiko, atsparaus aukstai temperatirai ir slegiui.

Lipi juostele sudaryta i§ 4 cheminio indikatoriaus segmenty.

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

Naudojimo instrukcija:

1. Sulenkite indikatoriy per puse, dazy juostele j vidy. ldekite sulenkta indikatoriy j plastikinj
indikatoriaus laikiklj, sulenkta puse prie kamstelio.
Isitikinkite, kad kamstelio tarpiné nepazeista. Tuomet kamstelj sandariai uZsukite.
Padeékite jtaisa PIV(proceso isSbandymo vieta) vietoje.
ljunkite pasirinkta sterilizacijos programa. Sterilizacijos procesui pasibaigus, iSimkite jtaisa.
Itaisui atvesus, atsukite kamstelj ir iSimkite indikatoriy i3 laikiklio.
Indikatoriaus spalvos pasikeitimo rezultatatai vertinimi pagal gke Steri-Record®
spalvos pasikeitimo etalona.

ol ol ol o

NAUDQJANT MAZUOSIUOSE GARU STERILIZATORIUOSE.
Atliekant kiekvieno sterizacijos krovinio (jkrovos) kontrole maZuosiuose gary sterilizatoriuose

naudojant Siam Kroviniui pritaikyta 2 tipo specialiyju tyrimy cheminj indikatoriu . nebiitina
papildomai atlikti Bowie-Dick bandymo.

Jtaiso prieziura: jtaisas nereikalauja ypatingos priezidiros. Siekiant uZtikrinti jtaiso tinkama
funkcionaluma, butina stebéti zieding tarping, ja retkomenduojama keisti kas 500 cikly.

Dokumentavimo informacija

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

L.R.Tamulio firma “MEDITALIKA” Compact-BMS

"



UZsakymy informacija:

ltaisas ir indikatorinés juostelés gali buti uzsakomi atskirai.
Indikatorinés juostelés uzsakomos atskirai kaip papildymo pakuoté be jtaiso, kadangi jtaisas

skirtas tikstan¢iams

sterilizacijos

cikly. [taiso

kapsulés

dangtelio

atsarginés tarpinés

komplektuojamos prie kiekvienos 500 vnt. indikatoriniy juosteliy papildymo pakuotés.

Art. Nr. Produkto Sudetis Nustatytoji verte | Paskirtis
kodas
200-254 | PM-SHL- 1 vnt. BMS gke vienaly¢iy/misriy
OCPCD Compact-PCD® (nesudétingy prietaisy su
(spalva: zalia) | = =mceemeee- ertmeémis ir kanalais,
tus¢iaviduriy prietaisy,
akyty gaminiy ir kiety
instrumenty) nuolatinei
jkrovy kontrolei gary, EO,
FO, H202 sterilizacijos
procesy metu
211-255 | C-S-PM-SVI1 | 500 vnt.cheminiy 134°C, 3.5 min. | indikatorinés juostelés
indikatoriniy juosteliy, | 121°C. 15 min. | standartiniams ciklams,
+1 vnt. atsarginé tinkamos visiems gke
tarpine BMS
211-215 | C-S-PM-SV2 | 500 vnt.cheminiy 134°C, 18 min. | indikatorinés juostelés
indikatoriniy juosteliy. priony ciklams, tinkamos
| vnt. atsarginé tarpiné visiems gke BMS
Gamintojas: gke-GmbH
Auf der Lind 10 * D-65529 Waldems-Esch / Vokietija
Platintojas: L.R.Tamulio firma “Meditalika” (8*37*324501, 8+37%222223)

www. meditalika.lt

L.R.Tamulio firma “MEDITALIKA”

Compact-BMS




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

are avallable from gke as the followmg product vanatlons accordmg to EN ISO 11140-1:

211-110 C-S- BDS EU HPCD-KIT

211-150 C-S-BDS-EUH-RCPCD-KIT

211-120 C-S-BDS-EU-RCPCD-KIT
C-S-BDS-USA-RCPCD-KIT

C-S-BDS-SV1

| Batch monitoring introduction packs
211-260 | C-S-PM-HL-HPCD-KIT
211-263 | C-S-PM-HL-RCPCD-KIT

211-264 C-S-PM-HL-OCPCD-KIT 1+100
211-253 C-S-PM-SHL-RCPCD-KIT
211-254 C-S-PM-SHL-OCPCD-KIT
Indicator refill packs for all gke batch monitoring systems
211-252 250
211.285 | SSFMSVI 500
212-202 C-E-PM
213-203 C-F-PM 250
2 14-203 C-V-PM

monitoring multi-vari
211 -403 C-S-P-4-SV1 3200
212-360 C-E-P4-SV3
214-221 400
214-222 -V- 800
214-223 3200
Pack:
211-224 400
211-225 C-S-P-5-SV1 800
211-226 3200

211-230 1000
511235 | CSP-578x48-SA-SV1 500

211-220 1000
211-222 C-S-P-5-58x35-SV1 200
212-206 C-E-P-5-58x35-W-SV3
213-206 C-F-P-5-58x35-W-SV4 200

/| 214-206 C-V-P-58x35-W
P;
211-241 2000
211-242 C-S-P-6-SV1 500
211-243 250
211-238 2000 Type 6
211-239 C-S-P-6-SV2 500
211-240 250
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 andlor customized
version. It is 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 above mentioned integrating indicators have been tested in the gke

| application laboratory and are in conformity with the European and 1SO standard EN 1SO 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 I1SO 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 H,O; 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
continuous quality is guaranteed by our quality management system according to EN ISO 13485*.

L
Waldeme:Escn, 20160900 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




VERTIMAS | 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 Pakuotés dydis Sterilizacijos ’Indikatoriaus tipas ]
procesas ]paga] ENISO 11140-1
BDS startiniai paketai
211-110 C-S-BDS-EU-HPCD-KIT
211-150 C-S-BDS-EUH-RCPCD-KIT i
211-120 C-S-BDS-EU-RCHPCD-KIT
211-130 C-S-BDS-USA-RCPCD-KIT
Papildymo pakuotés gke BDS testams
211-111 C-S-BDS-SV1 100
211-112 250 Garai 2 tipas
211-115 500
Krovinio kontrolés startiniai paketai N
211-260 | C-S-PM-HL-HPCD-KIT 1-100
211-263 C-S-PM-HL-RCPCD-KIT
211-264 C-S-PM-HL-OCPCD-KIT
211-253 C-S-PM-SHL-RCPCD-KIT
211-254 C-S-OM-SHL-OCPCD-KIT
Papildymo pakuotés gke krovinio kontrolés sistemai
211-252 C-S-PM-SVI 250
211-255 500
211-202 C-E-PM 250 E0
213-203 C-F-PM LTSF |
214-203 C-V-PM H202 n.d. |
Multiparametriniai indikatoriai pakety kontrolei o
211-403 C-S-P-4-SV1 3200 Garai 4 tipas
212-360 C-E-P-4-5V3 EO
214221 C-V-P 400 H202 n.d. o
214222 800
214-223 3200 |
Integruojantys indikatoriai pakety kontrolei
211-224 C-S-P-5-SV1 400 Garai 5 tipas
211-225 800
211-226 3200
211-230 C-S-P-5-78x48-SA-SV1 1000 ]
211-235 500
211-220 C-S-P-5-58x35-SV 1 1000
211-222 200
212-206 C-E-P-5-58x35-W-SV3 200 EO
213-206 C-F-P-5-58x35-W-SV4 LTSF
214-206 C-V-P-58x35-W | H202 nd.
Emuliuojantys indikatoriai pakety kontrolei
211241 | C-S-P-6-SVI 2000 Garai 6 tipas
211-242 500
1211243 250 - J




|211-238 C-S-P-6-SV2 12000 5 l
1211-239 500 1

1211-240 1250 | ‘

Pastaba. Ant visy gke produkty pakuotiy yra pridétas papildomas raidinis kodas prie Sesiazenklio prekés kodo. Papildoma raidé tai nuoroda i kalbg
arba prekés modifikavima. Raidé papildomai raSoma tik ant iSorinés pakuotés, viduje skaitmeniniai kodai tokie patys kaip pateikti auk$¢iau. Visi
aminiai, turintys tuos pacius Sesiazenklius numerius, turi tas padias specifikacijas.
iuo mes atsakingai deklaruojame, kad auk3¢iau minéti integruojantys indikatoriai buvo testuoti gke laboratorijoje ir

atitinka Europos ir ISO standarta EN-ISO 11140-1 gary.eteleno 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 sékmingos sterilizacijos islieka nekintanti ir lieka stabili ne maziau kaip 5
metai, esant sglygoms, kai indikatoriai néra laikomi kontakte su oksiduojan¢iomis medziagomis (tokiomis kaip H202 ar

kitais chemikalais).
Visi auk$¢iau minéti produktai pagaminti gke-GmbH, pagal Medicinos Prietaisy Direktyvos 93/42/EEC ir Medicinos

Prietaisy Taisykliy 2002:618 reikalavimus.
Auk3Ciau minéti produktai pagaminti gke-GmbH pagal Medicinos Prietaisy Direktyvos 93/42/EEC ir Medicinos

Prietaisy Taisykliy 2002:618 reikalavimus.
Dokumentas liudija, kad auk$¢iau minéti jvykdymo kriterijai ir gke reikalavimai kokybés kontrolei yra patenkinti.

Nuolatiné kontrolé uztikrina miisy kokybés valdymo sistema, parengta pagal EN-ISO 13485.

(paras$as)
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

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

Art.-No. * gke Product Name

Content

PCD

Indicator
strips

Product Description of the Process
Challenge Device (PCD)

Indicator according
ENISO 111401

type 2 using the
following reference for

211-253 C-S-PM-SHL-RCPCD-KIT

100

200-020 PM-SHL-RCPCD

Compact PCD (C-PCD)
round version

211-254 C-S-PM-SHL-OCPCD-KIT

100

200-024 PM-SHL-OCPCD

Compact PCD (C- PCD)
oval version

7 kg cotton pack with
biological indicators
according EN 1SO 11138-3

211-260 C-S-PM-HL-HPCD-KIT

200-150 PM-HPCD-2-150

Helix PCD

211-263 C-S-PM-HL-RCPCD-KIT

200-021 PM-HL-RCPCD

Compact CD, (C- PCD)
round version

211-264 C-S-PM-HL-OCPCD-KIT

Compact PCD (C- PCD)

PCD according
EN 867-5** L/

oval version

Dlalalalalalalalala

PM-HL-OCPCD
PM-HDH-RCPCD

200-026

higher requirements than
EN 867-5**
much higher requirements
than EN 867-5**

Compact-PCD, round version, red

-

200-029

Compact-PCD, round version, brown

200-030 PM-VHDH-RCPCD

Indicator refill packs for all Batch
Monitoring Systems (BMS) above
SV = 134°C; 3 min and 121°C; 15 min

Indicator refill pack for Batch
Monitoring Systems (BMS)
using the prion program
SV =134°C; 18 min

211-252
211-255
211-21
211-212 C-S-PM-SV2 -
211-215 -

C-S-PM-SV1

Indicator strips for above
mentioned test devices

250
500

= Notice: On all glee-packages, an additional letier code has been added lo the 6-digit arlicle number. The additional letier code refers lo the language and/or customized version. It is 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.
** Test reports are available on request

All gke Sten-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 1SO 18472,

Two PCD designs are available:
The Compact-PCD®s consist of an external plastic case with an internal stainless-steel tube, available in round and oval design.
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.

The Helix PCDs consist of a 1,5 m, 2 mm inner diameter PTFE-tube with a stainless-steel capsule at one end to host the
indicator.
The combination of a PCD and indicator (= indicator system type 2) is used to monitor the temperature and time integral as well as the
efficacy of the penetration characteristics of steam in a sterilization process.
During the sterilization process the main physical parameters, pressure and temperature, can be monitored and are usually recorded by the
sterilizers. The gke Ster-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 color 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).

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.

Above gke Sten-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.

The test devices and the indicators do not release any particles or toxical substances. The colour of the indicators remains constant after
sterilization and does not fade back to the colour before sterilization.

The test results are only valid if original gke Sten-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 I1SO 13485*.

k
Dipl.-Ing. Dr. Ulrich Kaiser
R&D Manager

Waldems-Esch, 2018-05-17

gke GmbH

Auf der Lind 10
D-65529 Waldems-Esch, Germany

* This certificate is available on the gke-homepage www.gke.eu. 751-006 EN V09




ATITIKTIES DEKLARACIJA

gke Steri-Record Krovinio kontrolés testams (BMS) jskaitant ir papildymo pakuotes, skirtiems gary sterilizacijos
procesui

Sudeétis I8bandymo jtaiso (PI]) apraSymas Indikatoriy atitinkan¢iy EN 1SO
Art. Nr. gke gaminio pavadinimas PI| | Indikatoriniy 11140-1 2 tipo papildomos atitiktys
Jjuosteliy
211-253 [ C-S-PM-SHL-RCPCD-KIT 1 100 Compact PCD (C-PCD)
Ii versii
200-020 | C-PM-SHL-RCPCD 1 = e 7 kg medvilnés pakuoté su biologiniais
indikatoriai I EN ISO 11138-3
211-254 | C-S-PM-SHL-OCPCD-KIT | 1 100 Compact PCD (C-PCD) ndikaton s paga oms
200-024 | C-PM-SHL-OCPCD 1 s ovali versija
211-260 | C-S-PM-HL-HPCD-KIT 1 100
Helix PCD
200-150 | C-PM-HPCD-2-150 1 -
211-263 | C-S-PM-HL-RCPCD-KIT 1 100 Compact CD (C-PCD) PI] pagal EN 867-5
200-021 | C-PM-HL-RCPCD | - apvali versija
211-264 | C-S-PM-HL-OCPCD-KIT 1 100 Compact PCD (C-PCD)
200-026 | C-PM-HL-OCPCD I . ovali versija
200-029 | PM-HDR-RCPCD 1 - Compact PCD apvali versija, raudona | aukstesni reikalavimai nei EN 867-5%*
200-030 | PM-VHDR-RCPCD 1 - Compact PCD apvali versia, ruda ;&;I;I-(Isl‘a: auk3tesni reikalavimai nei EN
211-252 - 250 Indikatoriy papildymo pakuotés
C-S-PM-SVI ikrovos kontrolés sistemoms (BMS)
211-255 : 300 SV=134°C; 3min ir 121°C; 15min
211-211 _ 100 ] ; ] ) Indikatoriy sistemos visiems auk3¢iau
Indikatoriy papildymo pakuotés minétiems iSbandymo jtaisams
211-212 | C-§-PM-SV2 - 250 jkrovos kontrolés sistemoms (BMS)
skirtos priony programai
211-215 = 500 SV=134°C; 18min
Pastaba, Ant visy gke produkty prie esi io prekes kodo pab J yra pridi ilds raidinis kodas. Papildoma raidé tai nuoroda j kalbg arba prekes modifikavimg. Raidé papildomai rasoma

tik ant iorinés pakuotes, vudu;e skaitmeniniai kodm tokie palys kaip palcllm lemdeje Vlsu gaminiai su tokiu pat kodu, turi tokias padias savybes
Visos gke-Steri-Record jkrovos kontrolés sistemos (BMS) yra indikatoriai atitinkantys EN 1SO 11140-1 standarto 2 tipas ir susideda i$ isbandymo

jtaiso (PII) su kapsule talpinancia cheminj indikatoriy viduje (indikatoriaus sistema pagal EN-ISO 11140-1) bei testuoti rezistometre pagal EN 1SO

18472.
Dviejy tipy i$bandymo jtaisai:

1. Compact-PCD susideda i3 iSorinio plastikinio korpuso ir vidinio metalinio vamzdelio, yra apvalaus ir ovalaus tipo. Abieju tipy
specifikacijos vienodos. gke garantuoja prietaiso tinkamuma naudoti daugiau kaip 10000 cikly, jeigu laikomasi naudojimo instrukcijy
salygu.

2. Helix PCD susideda i§ 1,5m ilgio, 2mm diametro PTFE vamzdelio su neridijancio plieno kapsule indikatoriui viename gale.

Abi iSbandymo sistemos su indikatoriais naudojamos kontroliuoti temperatiiros-laiko poveikj bei garo prasiskverbimo charakteristikoms kontroliuoti
gary sterilizacijos procesuose.

Sterilizacijos proceso metu, pagrindiniai fizikiniai parametrai, slégis ir temperatiira gali bti kontroliuojami ir uzraSomi. gke Steri-Record jkrovos
kontrolés sistema papildomai kontroliuoja oro pasalinima, galima nuotékj ir nesikondensuojan¢iy dujy buvima garuose, tam, kad uztikrini visika
garo prasiskverbima j paketus ir tudCiavidurius prietaisus bei steriluma esant blogiausios proceso salygoms. PI yra kalibruoti, naudojant biitinas
pasiekti minimales sterilizacijos proceso salygas 134°C, 3minutes arba 121°C, 15minu¢iy. Kai visi indikatoriaus, esantio PI], segmentai pakeicia
spalva i$ geltonos j juoda. Jeigu keli cheminio indikatoriaus segmentai i3liko geltoni arba spalva pasikeité j geltonai ruda po ilgesnio sterilizacijos
proceso, tai rodo nesikondensuojanciy dujy buvima PI| salygota potencialaus dalies proceso sutrikimo. Sterilizacijos laikas gali biti pratestas iki 10
minuciy prie 134°C ar 30 minuciy prie 121°C.

134°C, 18min (priony programai) mes rekomenduojame naudoti indikatoriy sistema (papildymo pakuotés 211-211;-212;-215, Zitréti aukiciau).

Siuo mes atsakingai deklaruojame, kad auks¢iau minéti 2 tipo indikatoriai yra testuoti nepriklausomoje akredituotoje laboratorijoje pagal EN ISO
11140-4 aprasytas testavimo metodikas, nustatyti atitik&iai. (Zitréti lentele aukstiau).

Isbandymo jtaisai gali biiti naudojami mazuose ir dideliuose garo sterilizatoriuose, vienaly¢iu, akyty ir kompleksiniy minimalios chirurginés invazijos
instrumenty sterilizacijos kokybés kontrolei. Visi krovinio kontrolés jtaisai, gali biti naudojami nuolatinei jkrovy kontrolei gary sterilizacijos
procesuose. Atliekant proceso patvirtinimo procediiras, turi biti pateikta informacija, kuris partijos kontrolés jtaisas gali biiti naudojamas nuolatinei
kontrolei.

Auk3Ciau minétos ske-Steri-Record jkrovos kontrolés sistemos negali biiti naudojamos sterilizacijos procesuose, kuriuose oras pasalinamas vieno
vakuumo pulso, gravitaciniu biidu, greituoju (flash) ciklu arba padidinto slégio poky¢iu. Priklausomai nuo jkrovos konfiguracijos ir pakavimo
medzZiagy turi biiti atlickama individuali procesu patvirtinimo procediira parenkant tinkama P1] pagal jkrovos kontrolés tikslus.

ISbandymo jtaisai ir indikatoriai neskleidZia jokiy daleliy ar toksiniy substanciju. Indikatoriy spalva po sterilizacijos i$lieka nepakitusi ir nekinta atgal
| buvusia pries sterilizacija.

Tyrimy rezultatai yra teisingi tik tuo atveju, jeigu naudojami originaliis gke-Steri-Record indikatoriai su originaliy gke-Steri-Record i$bandymo jtaisu
bei vadovaujamasi naudojimo instrukcijomis.

Dokumentas liudija, kad auks¢iau minéti efektyvumo kriterijai ir gke reikalavimai kokybés kontrolei yra patenkinti. Nuolating kokybés kontrole
uZtikrina musy kokybés valdymo sistema, parengta pagal EN ISO 13485*.

*Tyrimy ataskaitos pateikiamos pareikalavus

(para3as)
Waldems-Esch, 2018-05-17 Dipl. Inz. Dr. Ulrich Kaiser

gke-GmbH
Auf der Lind 10
D-65529 Waldems-Esch, Germany 751-006 EN V08
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Colour reference chart

for all gke Batch Monitoring Systems (BMS)
(SV =134°C; 3 min or 121°C; 15 min)
for steam sterilization processes
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gke Steri-Record® Indicator System according to
EN ISO 11140-1 Type 2 to monitor sterilization processes

’
=

Fig. 1: Different sensitive process challenge devices, round section

2. Batch Monitoring System (BMS):

If the characteristics of the load to be sterilized
are known, a PCD can be designed and vali-
dated to be more difficult to sterilize than the
defined load using the method according to
DIN 58921 (medical device simulator). gke
has already tested several typical loads with
the method according to DIN 58921 and offers
special PCDs for Tattoo, Dental and Ophthal-
mic loads. For these test systems separate
data sheets with detailed information are avail-
able.

Application

In the sterilizer standards EN 285 and EN 13060
type tests are described, e.g. BD-Test or Helix
Test according to EN 867-5 (new EN ISO 11140-
6). They are only testing the standard require-
ments of the sterilizers without any relation to the
load.

They are quite often used as so-called batch
monitoring systems and sold as various test sys-
tems on the market to monitor the load. However,
these tests have no relation to the load. There-
fore, it cannot be automatically concluded that
difficult loads can be sterilized successfully. A
monitoring system for the load should not just
pass a sterilizer but must represent the load.

Product Description

1. Process Challenge Device:
The gke Steri-Record” Compact-PCD® consists
of an external plastic case with an internal stain-
less steel tube and a capsule holding the indica-
1. Process Monitoring System (PMS): tor.
The sterility of the load is assured if the sterili-
zation process has been validated with a
worst-case load. The continuous monitoring of
the load shall be carried out with a test system
which monitors the maximum performance of

This adoption can be achieved in two ways:

The four colour-coded PCDs are available in two
different construction versions:

- round version with stainless steel bracket.

the sterilizer. Modern sterilizers provide much
better performance than the required type
tests mentioned above. For this purpose gke
offers a variety of different PCDs (process
challenge devices) with increasing sensitivities
to monitor the process at highest level. These
test devices are called process monitoring
systems (PMS).

This PCD can be put vertically on a loading
rack or placed horizontally on the bracket.

oval version (green and orange): This PCD
can be placed horizontally on the flat side of
the PCD, suitable for small sterilizers (2.5 cm
height).

All PCDs are re-usable and can be used for a
considerable number of sterilization cycles.

¢,‘<;’C.\ -



2. Indicator Strip:

The indicators have a size of 40 x 6 mm and fit
into the PTFE holder of the capsule. This size is
identical to standard biological indicators accord-
ing to EN ISO 11138 series and fit also in those
PCDs and can be used alternatively, but shall not
be opened after sterilization and aseptically trans-
ferred in a microbiological laboratory. Chemical
indicators for all sterilization processes can be
ordered from gke. For details see our product
catalogue.

Performance Characteristics

The gke PCDs are type 2 indicator systems
according to EN ISO 11140-1, consisting of a
,specific test load" (Process Challenge Device =
PCD) and ,indicator” (indicator strip). They have
been validated from a laboratory accredited ac-
cording to the standard EN ISO 17025 (test re-
ports on request).

gke offers a variety of PCDs with different levels
of difficulty. Using a test with the highest level
which will still pass in a validated process the
sterilizer is always tested at its limits. Failures that
are not detected with standard methods will now
be visible and the maximum possible safety to
test sterilization processes can be guaranteed. If
a process has been validated with a defined load
and a suitable test system, this method secures
the sterilization at the most difficult locations. This
is not possible by only recording the physical data
with documentation, e.g. with a printer.

The identification of a suitable PMS to monitor
sterilization has to be verified during process vali-
dation depending on the load. The gke represent-
atives support in the selection of the test system
depending on the load.

A ‘?\‘“vé

Fig. 2: PCDs, round and oval construction

1. PMS Compact-PCD®, colour: green

This PMS Compact-PCD®, colour: green,
represents a challenging test concerning air re-
moval and steam penetration that can be used for
routine monitoring of simple hollow devices,
tubes, porous loads and solid instruments. How-
ever, this PMS is less demanding regarding air
removal and steam penetration than the hollow
load test described in EN 867-5.

2. PMS Compact-PCD®, colour: orange

The PMS Compact-PCD®, colour: orange, simu-
lates the hollow load test according to EN 867-5.
This type test is included in the standard for large
sterilizers (EN 285) as well as in the standard for
small class B sterilizers (EN 13060).

The standard EN 867-5 describes a test cycle
with 9 injections of steam to 950 mbar. In this test
cycle the hollow load test will be successfully
penetrated, if a vacuum of 450 mbar will be
reached in between each steam pulse.

3. HDH-PMS Compact-PCD®, colour: red

The HDH-PMS Compact-PCD®, colour: red,
(High Demand Hollow) is used for routine moni-
toring of complex instruments or long tubes,
whereas the hollow load test according to
EN 867-5 is not anymore sufficient.

To successfully penetrate the gke-HDH-PMS in

the same test cycle a vacuum of at least 210
mbar is necessary.

4. VHDH-PMS Compact-PCD®, colour: brown

The VHDH-PMS Compact-PCD?, colour: brown,
(Very High Demand Hollow) makes increasing
demands on the air removal performance. The
test cycle according to EN 867-5 with 9 injections
of steam requires vacuum cycles of at least 160
mbar to successfully penetrate the VHDH-PMS.

These data are only valid under laboratory condi-
tions using a reproducible process in a test steri-
lizer according to EN 1SO 18472. All other varia-
bles that affect the air removal and steam pene-
tration are strictly defined in such a program and
must remain unchanged in all test cycles.

Fig. 3: VHDH- PMS Compad PCD®, colour brown, round



(istaigos pavadinimas)

(skyrius)

KROVINIO REGISTRACIJOS KORTELIY ZURNALAS Nr. 3
3

Sterilizatoriaus pavadinimas:

Sterilizatoriaus tipas:

Sterilizatoriaus eilés Nr.:

Sterilizatoriaus serijos Nr.:

Sterilizatoriaus pagaminimo data:

Sterilizatoriaus jrengimo data:

Zurnalas pradétas:

Zurnalas baigtas:

Puslapiy skaiCius:
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: Krovinio registracijos kortelé
; (vieno sterilizatoriaus, vienos dienos)
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E G v .
i Bowie-Dick (BDS) testal
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g vi _-111'— W stelei ikijuoti| §:00-&:30 % o7 | vardenis Pava ydenis VP
E Vieta BDS testo cheminio indikatoriaus juostelei iklijuoti
E
i Krovinio (jkrovos) kontrolés testai
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E sterilizuojamo paketo turinys
i Sterilizacijos data pvarsliava | Svnt
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i Sunaudoti iki oF 2vint
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i pradzios ir pabaigos val.min.) 12:00 - 13:00
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: Ar testas pavyko? X Taip Ne
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E
: Krovinio (jkrovos) kontrolés testai
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: Sterilizacijos data Doku-L-Label
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E Cheminis indikatorius i3 Vieta krovinio (partijos)
E PCD/BMS prietaiso kontrolés indikatoriui iklijuoti

Laikas (sterilizacijos ciklo
E

pradZios ir pabaigos val.,min.)
i Sterilizacijos ckSpoZica,
; temperatiira min., %€
§ Ar testas pavyko? Taip Ne
i Paradas
i
g L Sterilizacijos dokumentai saugomi 3 metus
§
i (
§ PROCESO PDVEIK'O Sterilizatoriaus eilés Nr. \ Sterilizacijos ciklo N
g g .
i IND'KATOR'AUS Sterilizavimo data Atsakingo asmens k«
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