Sterilization processes:

The labels have two horizontal coloured bars. For
labels with process indicator the bar above con-
tains indicator substrate, which changes colour
during sterilization.
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Background Information

The European Medical Device Directive (MDD) re-
quires for reprocessing of medical devices to use
appropriate validated procedures and to document
the results of the validation process and routine
monitoring. The quality management standard for
medical devices (EN ISO 13485) and the validation
standards of all sterilization processes
(e.g. EN ISO 14937, EN ISO 17665-1 etc.) require
monitoring and documentation of all relevant sterili-
zation process parameters. This documentation is
required for the production or reprocessing of all
medical devices independent of where they are ster-
ilized. For each individual load a batch number is
required associated with all relevant parameters
used in the sterilization process.

It is required, that all sterile packs have to be
labelled with a type 1 process indicator according to
EN ISO 11140-1 to ensure that the packs have
passed the sterilization process and can be differen-
tiated from non-sterilized packs.

gke Steri-Record® documentation labels with pro-
cess indicators are available for different sterilization
processes (see above colour chart) and make the
use of an additional process indicator (e.g. auto-
clave tape) obsolete.
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Expiry date

If a sterilizer with two doors is used and one door
opens in the storage room, labels without process
indicators can be used under the condition that the
door opens only after the sterilizer program has
checked the correct process conditions.

Benefits

e Easy print of identical labels with minimum time
and effort.

e Eliminates mistakes in batch numbers.

e Easy trace back system without additional
effort.

e The self-adhesive label offers patient-related
documentation without additional paperwork.

e |Innovative product design and manufacturing
process provides a cost-effective indicator.

e Easy interpretation of the results due to precise
colour change.

e No need for additional process indicators using
for labels with indicator.

e The expiry date can be marked using different
background label colours.

o Less time wasted in the CSSD- and/or OR-
department.

e The label contains a specified type 1 chemical in-
dicator according to EN ISO 11140-1.

e Environmentally friendly, all gke chemical indica-
tors are protected from bleeding by a polymer
binder and surface coating and can be disposed
with normal garbage.

e The indicator colour chemistry is a non-reversible
chemical reaction. The indicator strip can be a
documented proof for several years without
changing back to its original colour.

Sterilization process

Indicator colour chang

gke Steri-Reco

Label with indicator

Recommended label documentation



CHEMINIS PAKETO INDIKATORIUS
C-E-P-4-SV3

Paskirtis

Lipus vidinis paketo cheminis indikatorius-etiketé
naudojamas EO sterilizatoriuose nustatyti, ar paketo viduje
buvo pasiektos sterilizacijos salygos.

Tinka klijuoti j paciento ir sterilizacinés dokumentus,
krovinio registracijos korteles.

Aprasymas: popieriné vienguba etiketé. Indikatoriaus kairiame Sone yra mélynos spalvos
cheminiy indikatoriniy dazy taskas. Indikatorius skirtas EO sterilizacijos kontrolei. Indikatorius
atitinka LST EN ISO 11140-1, 4 tipo.

Naudojimas: indikatorius-etiketé jdedamas j kiekvieno sterilizuojamy gaminiy paketo (pakety,
konteineriy, maiseliy) vidy, j sunkiausiai pasiekiama EO dujy vieta arba prie didziausio
sterilizuojamo paketo instrumento. Naudojamas nustatyti, ar paketo viduje buvo pasiektos
biitinos sterilizacijos proceso sglygos. Prie§ sterilizuoty gaminiy panaudojimg bitina jvertinti
indikatoriaus spalvos pasikeitimg. Panaudojus sterilizuotus gaminius, indikatorius-etiketé
klijuojama j krovinio registracijos korteles, kitus dokumentus.

Rezultaty vertinimas: Paketo viduje, pasiekus reikiamas sterilizacijos salygas, indikatoriaus-
etiketés cheminiy dazy spalva pakinta i§ meélynos j zalia. Jei spalva nepakinta, tai reiskia, kad
sterilizacijos procesas neefektyvus. Tokiu atveju sterilizuotus gaminius bitina sterilizuoti
pakartotinai.

Laikymas: sausoje tamsioje patalpoje, kambario temperatiiroje. Gaminiy galiojimo laikas
pazymetas ant pakuotes.

Pakuoté: pakuotéje yra 320, 3200 vnt. indikatoriy.
Salinimas: panaudoti ir nepanaudoti indikatoriai-etiketés Salinami kaip buitinés atliekos.

Gamintojas: Gke GmbH. Vokietija



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

_are available from gke as the following product variations according 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
211-130 C-S-BDS-USA-RCPCD-KIT
_Indicator re ; all ¢ sts
211111
211-112
211-115

211-260 C-S-PM-HL-HPCD-KI
211-263 C-S-PM-HL-RCPCD-KIT
211-264 C-S-PM-HL-OCPCD-KIT
211-253 C-S-PM-SHL-RCPCD-KIT
C-S-PM-SHL-OCPCD-KIT
fill packs for all gke batch monitoring
C-S-PM-SV1
C-E-PM
213-203 C-F-PM
214-203 C-V-PM
Pa monitoting multi-variable indicators
211-403 C-S-P-4-SV1 3200
212-360 C-E-P4-SV3
214-221 400
214-222 C-V-P 800
214-223 3200
Package monitoring integrating indicators
i 211-224 400
211-225 C-S-P-5-Sv1 800
211-226 3200

|| 211-230 1000
Il 211.235 C-S-P-5-78x48-SA-SV1 500

211-220 1000
211-222 C-S-P-5-58x35-SV1 200
i 212-206 C-E-P-5-58x35-W-SV3
213-206 C-F-P-5-58x35-W-SV4 200
1| 214-206 C-V-P-58x35-W
|| _Package monitoring emulating indicators
i 211-241 2000
211-242 C-S-P-6-SV1 500
4 211-243 250
211238 2000 Type
1| 211-239 C-S-P-6-SV2 500
4 211-240 250
{ Notice: On all gkepackages, 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. It is only added on the outside label, the inside of the pack is identical o the article numbers in the above table. All articles with the same 6-digit number have the
i 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 I1SO standard EN I1SO 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 ISO 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 1SO 13485*.

s AN
e 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:

ﬂn. Nr. Produkto kodas 'Pakuotés dydis Sterilizacijos Indikatoriaus tipas 7
procesas pagal EN ISO 11140-1
BDS startiniai paketai
211-110 C-S-BDS-EU-HPCD-KIT ‘ ]
211-150 C-S-BDS-EUH-RCPCD-KIT | -
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 j
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-SV1 250
211-255 500
211-202 C-E-PM 250 EO ‘1
213-203 C-F-PM LTSF |
214-203 C-V-PM H202 Ind.
Multiparametriniai indikatoriai pakety kontrolei ;
211-403 C-S-P-4-SV1 3200 Garai 4 tipas
212-360 C-E-P-4-SV3 : EO
214-221] C-V-P 400 H202 n.d.
214-222 800
214-223 3200
Integruojantys indikatoriai pakety kontrolei —l
211-224 C-S-P-5-SV1 400 Garai S 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-SV1 1000
211-222 200
212-206 C-E-P-5-58x35-W-SV3 200 EO T
213-206 C-F-P-5-58x35-W-SV4 LTSF
214-206 C-V-P-58x35-W H202 n.d.
Emuliuojantys indikatoriai pakety kontrolei
211-241 C-S-P-6-SV1 2000 Garai 6 tipas
211-242 500
211-243 | 250

=Y



C-S-P-6-SV2 12000

211-238
211-239 500
211-240 250

Pastaba. Ant visy gke produkty pakuotiy yra pridétas papildomas raidinis kodas prie SeSiazenklio prekés kodo. Papildoma raidé tai nuoroda j kalba
arba prekés modifikavimg. Raidé papildomai raSoma tik ant iSorinés pakuotés, viduje skaitmeniniai kodai tokie patys kaip pateikti auks&iau. Visi
gaminiai, turintys tuos patius $eSiazenklius numerius, turi tas padias specifikacijas.

Siuo mes atsakingai deklaruojame, kad aukitiau 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. Auks¢iau iSvandinti 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 salygoms, kai indikatoriai néra laikomi kontakte su oksiduojangiomis 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.
Auks¢iau 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.
(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

R
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for ethylene oxide sterilization processes :
[ ]
e GKE Steri-Record® self-adhesive indicators according to DIN EN ISO 11140-1 t |<_t
-
https://www.gke.eu/en/products/sterilization-monitoring/ethylenoxi...icators/package-indicator-type4-eo?highlight=WyJjLWUtcCOOLXN2MyJd Page 1 of 2
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Naudojimo instrukcija

steriCLInT

Gamintojas

Produktas

Prekiy numeriai

Paskirtis

Medicinos produktas

Naudotojas
Klinikinis naudotojas

Eksploatacinés
charakteristikos

Tinkamumas sterilizavimo

metodams

Svarbi pastaba

ol

Ispéjamieji nurodymai ®

Atsargumo nurodymai @

Salinimo nurodymai

Vereinigte Papierwarenfabriken GmbH, IndustriestraRe 6, D-91555 Feuchtwangen,
Vokietija

Skaidrios pakuotés i$ popieriaus ir plévelés
3FKFB210xxx, 3FKSB220xxx, 3FKFS230xxx, 3FKSS230xxx

Paruosta sterilaus barjero sistema naudojama pakuotése, skirtose medicinos

produktams, kurie turi bti sterilizuojami galutingje pakuotéje.

Skaidriy pakuociy paskirtis — sudaryti galimybe supakuota medicinos produkta
sterilizuoti, apsaugoti fiziskai, palaikyti tinkama sterilumg ir supakuoto medicinos
produkto aseptiskuma.

Si paskirtis susijusi su medicinos produktais.

I klases medicinos produkty atitiktis aiskinama pagal Medicinos produkty direktyva
(ES) 2017/745.
Skaidrios pakuotés yra pazymétos CE simboliu.

q

Numatytasis naudotojas yra sveikatos priezidros jstaigy paruo$imo skyriy apmokytas
personalas.

Sios sterilios barjerinés sistemos nenaudojamos tiesiogiai pacientui ir neturi
medicininés paskirties. Klinikinis naudojimas yra infekcijos prevencija.

Eksploatacines charakteristikas lemia steriliy barjeriniy sistemy standarty laikymasis.
Yra taikomi ISO 11607 bei EN 868-5 normatyvai, kuriuos atitinka produktas.
Atspausdinti cheminiai rodikliai atitinka normatyva 1ISO 11140-1 (1 tipa).

Skaidrios pakuotés i$ popieriaus ir plévelés siun¢iamos nesterilios. Jos tinka toliau
iSvardytiems sterilizavimo metodams:

GARAI | EO | FORM

Apie su Siomis skaidriomis pakuotémis susijusius rimtus incidentus reikia nedelsiant
pranesti gamintojui ir uz medicinos produktus atsakingai nacionalinei institucijai.

e Nenaudoti pakartotinai! Sios skaidrios pakuotés skirtos vienkartiniam
naudojimui. Pakartotinis naudojimas gali pakenkti sterilios barjerinés sistemos
funkcionalumui.

e Sterilios barjerinés sistemos veikimg gali pazeisti kenksmingy medziagy ir
cheminiy medziagy poveikis.

e Taikant kitg nei nenumatytas sterilizavimo metoda, nebegalima uztikrinti tinkamo
sterilios barjerinés sistemos veikimo.

e Pakuojant, smaills ir astris daiktai gali pazeisti sterilig barjering sistemg ir ji bus
sugadinta.

Nenaudoti, jei sterili barjeriné sistema ar pakuoté yra pazeistos! Paprastai reikia

vengti kontakto su chemikalais ir valymo ar dezinfekavimo priemonémis. Pries

sulydant, sterilios barjerinés sistemos turi biti 24 valandas kondicionuojamos iki
vyraujanéiy klimato salygy.

NeuzterStas sterilias barjerines sistemas po naudojimo galima $alinti kartu su

GD_015K_MM70-1PP50-1_LT 2021-04-20

1psli§ 2

buitinemis atliekomis.

www.stericlin.de
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Declaration &g eri’@l'_L,DW

of Conformity

We, the
VEREINIGTE PAPIERWARENFABRIKEN GmbH

Industriestrasse 6

91555 Feuchtwangen - Germany

SRN (Single Registration Number): DE-MF-000006373

declare under sole responsibility, that our products

See-through packaging made of paper and film — articles see annex
VP-code/quality MM70-1/PP50-1

Basic UDI-DI 40094453FK21022023066

are sterile barrier systems, and therefore accessories to medical devices intended by their
manufacturer to be used terminally sterilized. As such, the products named above are
registered as medical devices of class | according to annex Vi, chapter 3, rule 1 of the
Regulation (EU) 2017/745 and meet the general safety and performance requirements
according to annex | of the Regulation (EU) 2017/745.

The conformity assessment procedure is carried out according to article 52 (7) of
Regulation (EU) 2017/745 by issuing the EU declaration of conformity referred to in Article 19
after drawing up the technical documentation set out in Annexes Il and IlI.

This Declaration of Conformity will remain effective until 2 May 2027.

Feuchtwangen, 2 May 2022

ViR AT 7 i N
‘f'}: Vereiniglg paiervareniabijef Gaghi - - B | vereivigic Papiffwhrentabriken GmbH
23 II ek D-51555 Feuchfedngen - Industriestrasse &
AT Tel +49 (0) 885 W1-0 -Fax -174
/B{j ifgen Wirtz Thomas Lechner
Regulatory Affairs Head of ManagementlSystems VP-Group

www.stericlin.de

FM_116_Rev.14
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Declaration
of Conformity

steri LT

Annex
See-through pouches flat made of paper and film (VP-code MM70-1/PP50-1)
Article number GTIN Dimensions Box content
3FKFB210102 54009445210013 5,5x20cm 2000 pieces
3FKFB210104 54008445210020 55x25¢cm 2000 pieces
3FKFB210106 54009445210037 7,5x 15 cm 2000 pieces
3FKFB210108 54009445210044 7,5x20cm 2000 pieces
3FKFB210110 54008445210051 7,5 x 25 cm 2000 pieces
3FKFB210112 54009445210068 7,5 x 30 cm 2000 pieces
3FKFB210114 54008445210075 10x 15 cm 2000 pieces
3FKFB210116 54009445210082 10 x 20 cm 2000 pieces
3FKFB210118 54009445210099 10 x 25 cm 2000 pieces
3FKFB210120 54009445210105 10 x 30 cm 2000 pieces
3FKFB210122 54009445210112 10 x 36 cm 1000 pieces
3FKFB210124 5400445210129 10 x 40 cm 1000 pieces
3FKFB210126 54009445210136 10 x 52 cm 1000 pieces
3FKFB210128 54009445210143 12,5 x 25 cm 2000 pieces
3FKFB210130 54009445210150 12,5 x 30 cm 2000 pieces
3FKFB210131 54009445210433 12,5 x 35 cm 1000 pieces
3FKFB210132 54009445210167 12,5 x 40 cm 1000 pieces
3FKFB210134 54009445210174 12,5 x 52 cm 1000 pieces
3FKFB210136 54009445210181 15 x 20 cm 1000 pieces
3FKFB210138 54009445210198 15 x 27 cm 1000 pieces
3FKFB210140 54009445210204 15 x 30 cm 1000 pieces
3FKFB210142 54009445210211 15 x 38 cm 1000 pieces
3FKFB210143 54009445210440 15 x 50 cm 1000 pieces
3FKFB210144 54009445210228 15 x 61 cm 1000 pieces
3FKFB210146 54009445210235 16 x 22 cm 1000 pieces
3FKFB210148 54009445210242 20 x 27 cm 1000 pieces
3FKFB210150 54009445210259 20 x 40 cm 1000 pieces
3FKFB210152 54009445210266 20 x 61 cm 1000 pieces
3FKFB210154 54009445210273 21x33cm 1000 pieces
3FKFB210156 54009445210280 22x30cm 1000 pieces
3FKFB210158 54009445210297 22 x 35 cm 1000 pieces
3FKFB210160 54009445210303 22 x 42 cm 1000 pieces
3FKFB210162 54009445210310 25 x 38 cm 1000 pieces
3FKFB210164 54009445210327 25 x40 cm 1000 pieces
3FKFB210166 54009445210334 25 x 42 cm 1000 pieces
3FKFB210168 54009445210341 25 x 48 cm 500 pieces
3FKFB210170 54009445210358 27 x 45 cm 500 pieces
3FKFB210172 54009445210365 30 x 42 cm 500 pieces
3FKFB210174 54009445210372 30 x 57 cm 500 pieces
3FKFB210176 54009445210389 32 x 50 cm 500 pieces
3FKFB210178 54009445210396 36 x 58 cm 500 pieces
3FKFB210180 54009445210402 38 x 50 cm 500 pieces
3FKFB210182 54009445210419 42 x 50 cm 500 pieces
3FKFB210184 54009445210426 42 x 61 cm 500 pieces

www.stericlin.de

FM_116_Rev.14




Declaration
of Conformity

steri LN

See-through reels flat made of paper and film (VP-code MM70-1/PP50-1)

Article number GTIN Dimensions Box content
3FKFS230102 54009445230011 5cm /200 m 6 reels
3FKFS230104 54009445230028 7,5¢cm/200 m 4 reels
3FKFS230106 54009445230035 10 cm /200 m 3 reels
3FKFS230108 54009445230042 12,5cm /200 m 2 reels
3FKFS230110 54008445230059 15cm /200 m 2 reels
3FKFS230112 54009445230066 20cm /200 m 2 reels
3FKFS230114 54009445230073 25¢cm /200 m 2 reels
3FKFS230116 . 54009445230080 30cm /200 m 1 reel
3FKFS230117 54009445230271 35¢cm /200 m 1 reel
3FKFS230118 54008445230097 38 cm /200 m 1 reel
3FKFS230119 54009445230288 40cm /200 m 1 reel
3FKFS230120 54009445230103 42cm /200 m 1 reel
3FKFS230302 54009445230189 5cm/ 100 m 3 reels
3FKFS230304 54009445230196 7,5¢cm /100 m 2 reels
3FKFS230306 54009445230202 10cm /100 m 1 reel
3FKFS230308 54009445230226 12,5cm /100 m 4 reels
3FKFS230310 54008445230219 15cm /100 m 1 reel
3FKFS230312 54009445230233 20cm /100 m 2 reels
3FKFS230314 54009445230240 25cm /100 m 2 reels
3FKFS230316 54009445230257 30cm /100 m 1 reel
3FKFS230320 54008445230264 42cm /100 m 1 reel
3FKFS230402 54009445230301 5cm/50m 12 reels
3FKFS230404 54009445230318 7cm/50m 12 reels
3FKFS230406 54009445230325 9cm/50m 12 reels
3FKFS230408 54009445230332 10,5cm /50 m 12 reels
3FKFS230410 54009445230349 12cm /50 m 12 reels
3FKFS230412 54009445230356 16cm /50 m 8 reels
3FKFS230414 54009445230363 21cm/50m 8 reels
3FKFS230416 54009445230370 27 cm/50 m 6 reels
3FKFS230418 54009445230387 32cm/50 m 4 reels
3FKFS230420 54009445230394 42cm/50 m 4 reels

www.stericlin.de

Annex

FM_116_Rev.14




Declaration
of Conformity

steriCLILT

See-through pouches gusseted made of paper and film (VP-code MM70-1/PP50-1)

Article number GTIN Dimensions Box content
3FKSB220102 54009445220012 10x5x30 cm 2.000 pieces
3FKSB220104 54009445220029 10x5x40 cm 2.000 pieces
3FKSB220106 54009445220036 15x5x28 cm 1.000 pieces
3FKSB220108 54009445220043 15x5x40 cm 1.000 pieces
3FKSB220110 54009445220050 20x5x40 cm 1.000 pieces
3FKSB220112 54009445220067 20x5x48 cm 500 pieces
3FKSB220114 54009445220074 25x6,5x48 cm 500 pieces
3FKSB220116 54009445220081 30x6,5x61 cm 500 pieces
3FKSB220118 54009445220098 41x6,5x61 cm 500 pieces

See-through reels gusseted made of paper and film (VP-code MM70-1/PP50-1)

Article number GTIN Dimensions Box content
3FKSS230204 54009445230110 75x25cm/100 m 4 reels
3FKSS230206 5400445230127 10x5 cm / 100 m 3 reels
3FKSS230210 54009445230134 15x5 cm /100 m 2 reels
3FKSS230212 5400944523014 1 20x5cm /100 m 2 reels
3FKSS230214 54009445230158 25x6,5cm /100 m 2 reels
3FKSS230216 54009445230165 30x6,5cm /100 m 1 reel
3FKSS230218 54008445230172 38x8 cm /100 m 1 reel
3FKSS230220 54009445230400 42x8 cm /100 m 1 reel

www.stericlin.de

Annex

FM_116_Rev.14
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Vertimas i§ angly kalbos
Stericlin firminis blankas

CE atitikties deklaracija

Mes,
VEREINIGTE PAPIERWARENFABRIKEN GmbH

Industriestrase 6,
91555 Feuchtwangen — Vokietija

SRN (individualus registracijos numeris): DE-MF-000006373

atsakingai deklaruojame, kad miisy produktai
Permatomos popieriaus-plastiko pakuotés - artikulus Zitiréti priede
VP kodas/kokybés MM70-1/PP50-1

Pagrindinis UDI-DI:: 40094453FK 21022023066

yra sterili apsauginé sistema, ir yra medicinos priemoniy (prietaisy), gamintojy skirty terminiai sterilizacijai, priedas. Siuo remiantis,
auks¢iau nurodyti gaminiai yra I klasés medicinos priemonés (prietaisai) pagal VIII priedo, 3 skyriaus, 1 taisykle Reglamento (EU)

2017/745 ir atitinka bendruosius saugos ir veikimo reikalavimus pagal I prieda Reglamento (EU) 2017/45.

Atitikties jvertinimo procediira buvo atlikta vadovaujantis Reglamento (EU) 2017/745 52(7) straipsnio iSduodant EU atitikties

deklaracija nurodytame 19 straipsnyje, parengus techning dokumentacijg isdéstyta 11 ir I11 prieduose.

Si atitikties deklarcijg galioja iki 2027 mety geguzeés 2 d.

2022 mety geguzés 2 diena, Feuchtwanger

(parasas) (parasas)

Dr. Jurgen Wirtz Thomas Lechner

Teisinio reguliavimo skyrius VP grupés Vykdantysis direktorius



Permatomi popieriaus-plastiko maiseliai be klostés (VP kodas MM70-1 /PP50-1)

Priedas

Article number GTIN Dimensions Box content
3FKFB210102 54009445210013 55x20cm 2000 pieces
3FKFB210104 54009445210020 55x25¢cm 2000 pieces
3FKFB210106 54008445210037 75x15¢cm 2000 pieces
3FKFB210108 54009445210044 7,5 x 20 cm 2000 pieces
3FKFB210110 54009445210051 7,5 x 25 cm 2000 pieces
3FKFB210112 54009445210068 7,5x30cm 2000 pieces
3FKFB210114 54009445210075 10x 15 cm 2000 pieces
3FKFB210116 54009445210082 10 x 20 cm 2000 pieces
3FKFB210118 54009445210099 10 x 25 cm 2000 pieces
3FKFB210120 54009445210105 10 x 30 cm 2000 pieces
3FKFB210122 54009445210112 10 x 36 cm 1000 pieces
3FKFB210124 54009445210129 10 x 40 cm 1000 pieces
3FKFB210126 54009445210136 10 x 52 cm 1000 pieces
3FKFB210128 54009445210143 12,5 x 25 cm 2000 pieces
3FKFB210130 54009445210150 12,5 x 30 cm 2000 pieces
3FKFB210131 54009445210433 12,5 x 35 cm 1000 pieces
3FKFB210132 54009445210167 12,5 x 40 cm 1000 pieces
3FKFB210134 54009445210174 12,5 x 52 cm 1000 pieces
3FKFB210136 54009445210181 15 x 20 cm 1000 pieces
3FKFB210138 54009445210198 15 x 27 cm 1000 pieces
3FKFB210140 54009445210204 15 x 30 cm 1000 pieces
3FKFB210142 54009445210211 15 x 38 cm 1000 pieces
3FKFB210143 54009445210440 15 x 50 cm 1000 pieces
3FKFB210144 54009445210228 15 x 61 cm 1000 pieces
3FKFB210146 54009445210235 16 x 22 cm 1000 pieces
3FKFB210148 54009445210242 20 x 27 cm 1000 pieces
3FKFB210150 54009445210259 20 x 40 cm 1000 pleces
3FKFB210152 54009445210268 20 x 61 cm 1000 pieces
3FKFB210154 54009445210273 21 x33cm 1000 pieces
3FKFB210156 54009445210280 22 x30cm 1000 pieces
3FKFB210158 54009445210297 22 x35¢cm 1000 pieces
3FKFB210160 54009445210303 22 x 42 cm 1000 pieces
3FKFB210162 54009445210310 25 x38cm 1000 pieces
3FKFB210164 54008445210327 25 x 40 cm 1000 pieces
3FKFB210166 54009445210334 25 x 42 cm 1000 pieces
3FKFB210168 54009445210341 25 x 48 cm 500 pieces
3FKFB210170 54009445210358 27 x 45 cm 500 pieces
3FKFB210172 54009445210365 30 x 42 cm 500 pieces
3FKFB210174 54009445210372 30 x 57 cm 500 pieces
3FKFB210176 54009445210389 32 x50 cm 500 pieces
3FKFB210178 54009445210396 36 x 58 cm 500 pieces
3FKFB210180 54009445210402 38 x 50 cm 500 pieces
3FKFB210182 54009445210419 42 x 50 cm 500 pieces
3FKFB210184 54008445210426 42 x 61 cm 500 pieces




Permatomos popieriaus-plastiko juostos be klostés (VP kodas MM70- 1/PP50-1)

Priedas

Article number GTIN Dimensions Box content
3FKFS230102 5400944523001 1 5cm/200 m 6 reels
3FKFS230104 54009445230028 7,5 cm /200 m 4 reels
3FKFS230106 54009445230035 10cm /200 m 3 reels
3FKFS230108 54000445230042 12,5¢cm /200 m 2 reels
3FKFS230110 54009445230059 15cm /200 m 2 reels
3FKFS230112 54009445230066 20cm /200 m 2 reels
3FKFS230114 54009445230073 25cm/200 m 2 reels
3FKFS230116 54009445230080 30cm /200 m 1 reel
3FKFS230117 54009445230271 35cm /200 m 1 reel
3FKFS230118 54009445230097 38cm/200 m 1 reel
3FKFS230119 54009445230288 40 cm /200 m 1 reel
3FKFS230120 54009445230103 42cm /200 m 1 reel
3FKFS230302 54009445230189 5cm/100 m 3 reels
3FKFS230304 54009445230196 75cm /100 m 2 reels
3FKFS230306 54009445230202 10cm /100 m 1 reel
3FKFS230308 54009445230226 125cm /100 m 4 reels
3FKFS230310 54009445230219 15cm/100 m 1 reel
3FKFS230312 54009445230233 20cm /100 m 2 reels
3FKFS230314 54009445230240 25cm /100 m 2 reels
3FKFS230316 54008445230257 30cm /100 m 1 reel
3FKFS230320 54009445230264 42cm /100 m 1 reel
3FKFS230402 54009445230301 S5cm/50m 12 reels
3FKFS230404 54009445230318 7cm/50m 12 reels
3FKFS2304086 54008445230325 9cm/50 m 12 reels
3FKFS230408 54009445230332 10,5cm /50 m 12 reels
3FKFS230410 54009445230349 12cm/50m 12 reels
3FKFS230412 54009445230356 16cm/50m 8 reels
3FKFS230414 5400445230363 21cm/50m 8 reels
3FKFS230416 54009445230370 27cm/50 m 6 reels
3FKFS230418 54008445230387 32cm/50m 4 reels
3FKFS230420 54009445230394 42cm /50 m 4 reels

/éz _



Priedas

Permatomi popieriaus-plastiko maiseliai su kloste (VP kodas MM70- 1/PP50-1)

Article number GTIN Dimensions Box content
3FKSB220102 54009445220012 10x5x30 cm 2.000 pieces
3FKSB220104 54009445220029 10x5x%40 cm 2.000 pieces
3FKSB220106 54009445220036 15x5x28 cm 1.000 pieces
3FKSB220108 54008445220043 15x5x40 cm 1.000 pieces
3FKSB220110 54009445220050 20x5x40 cm 1.000 pieces
3FKSB220112 54009445220067 20x5x48 cm 500 pieces
3FKSB220114 54009445220074 25x6,5x48 cm 500 pieces
3FKSB220116 54009445220081 30x6,5x61 cm 500 pieces
3FKSB220118 54009445220098 41x8,5x61 cm 500 pieces

Permatomos popieriaus-plastiko juostos su kloste (VP kodas MM70- 1/PP50-1)

Box content

Article number GTIN Dimensions

3FKSS230204 54009445230110 7,5x2,5cm/ 100 m 4 reels
3FKSS230206 54009445230127 10x5 cm / 100 m 3 reels
3FKSS230210 54009445230134 15x5 cm / 100 m 2 reels
3FKSS230212 54009445230141 20x5cm /100 m 2 reels
3FKSS230214 54009445230158 25x6,5cm /100 m 2 reels
3FKSS230216 54009445230165 30x6,5cm /100 m 1 reel
3FKSS230218 54009445230172 38x8cm /100 m 1 reel
3FKSS230220 54009445230400 42x8 cm /100 m 1 reel




