DATASHEET

EN 868 - 5, DiN 58953 - 4, CE

STERICLIN - POUCHES & REELS STEAM - E.T.0. - FO

Characteristics uiit Toierances DIN | Average values
PAPER 58953, part 2&6 STERICLIN
Grammage g/m? > 56 70
pH of water extract 5-8 6,5~
Chloride content % < 0.05 0.025
Sulphate content % <0.25 0.015
Fluorescense points pts/dm? > 1mm <5 0
Tensile strength dry
MachineDirection N/15 mm > 66 107
CrossDirection N/15 mm >33 63
Burst strength kPa > 245 438
Cobbg g/m? <20 17,9
Air permeability ml/min > 350 705
Bendtsen +/-100
Bacteriological test dry bacteria growth 0 0
on culture:
Subtilis var.
globigii-spores
bacteria growth 5 out of 25 0

Bacteriological test wet

on culture:
Staphyl.aureus
SG 511
Characteristics unit Tolerances DIN | Average values
COMPOUND-FILM: 58953, part 4 STERICLIN
Polyester &
Polypropylene
Thickness PETP U 12
Thickness PP J 50
Pinholes no no
Steam resistant 140°C / 30min yes
Delamination no no
Toxic contents no no

Method of sterilization:

Steam, E.T.O.-gas, Formaldehyde

Not for electron-beam, y-rays-irridation or
hydrogenperoxide-sterilisation !

Pouches bundled per 100, sealed into PE-film-bag, Reels

Packaging:

wrapped into PE-film, packed into cardboard carton
Sealing temperature: 170° - 190°C
Shelflife: S years from manufacture, min. 4 years from delivery

e-mail: stericlin@vpfeu.de - Homepage: http://www.vpfeu.de

2.10 10/2001



TECHNINIS DUOMENU LAPAS
STERICLIN - MAISELIAI IR JUOSTOS GARAMS - E.T.O. — FO
EN 868 — 5, DIN 58953 - 4, CE
Charakteristikos Mato vnt. Leistinas Vidutinés reikSmés
POPIERIAUS nuokrypis DIN STERICLIN
58953, 2 ir 6 dalis
Svoris g/m? > 56 70
VVandens ekstrakto ph 5-8 6,5
Chloridy kiekis % <0.05 0.025
Sulfaty kiekis % <0.25 0.015
Fluorescentiskumo pts/dm? > 1mm <5 0
reikSmes -
Tempimo stiprumo riba
ISilgai Pluosto N/15 mm > 66 107
Skersai Pluosto N/15 mm >33 63
| Jega perpléesti kPa > 245 438
Cobbgg g/m? <20 17,9
Oro pralaidumas ml/min > 350 705
+/-100
Bakteriologinis testas augintos 0 0
sauso bakterijos:
Subtilis var.
globigii-spores
Bakteriologinis testas augintos 5i§ 25 0
drégno bakterijos:
Staphyl.aureus
SG 511

Charakteristikos Mato vnt. Leistinas Vidutinés reikSmés
PLEVELE: nuokrypis DIN STERICLIN
Polyesteris & 58953, 4 dalis
Polypropylenas _
Storis PETP J --- 12
Storis PP U --- 50
Skylutés ne ne
Atsparumas garams 140°C / 30min taip
Delaminacija ne ne
Toksinés medziagos ne ne

Sterilizacijos metodas:

Garai, EtO dujos, Formaldehidas

Netinka elektrony spinduliy, gama radiacijos ar

vandenilioperoksido sterilizacijai !

Pakuotéje:

Maiseliai supakuoti po 100, | PE-plévele-maiseli, Juostos
supakuotos | PE-plévele, supakuotos | presuotg kartong

Uzlydimo temperatira:

170°-190°C

Tinka naudoti:

5 metus po pagaminimo, min.4-metus po pristatymo

e-mail: stericlin@vpfeu.de — Homepage: http://www.vpfeu.de

210 10/2001
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Manufacturer's Statement

steriCLIN

V MEDICAL PACKAGING

We, the

VEREINIGTE PAPIERWARENFABRIKEN GmbH

Industriestrasse 6

91555 Feuchtwangen

herewith we are able to confirm, that the process indicators for

e Steam-sterilization,
e Gas-sterilization,
e Plasma-sterilization and

o Formaldehyd-sterilization

printed on VP packaging material do comply to the performance requirements of

DIN EN ISO 11140- part 1

Feuchtwangen, 20. July 2015

{
VP ' Vereinigte Pl efwarenfabriken GmbH

D-91555 Feu \l\ka en - Industriestrasse 6
Fon +49 (009852 941-0 - Fax -174

T

Thomas Lechner
Head of Managemefpt Syptems VP-Group

YP Vere}nigto Papierwarenfabriken GmbH

D94555 Feuchtwangen - Industriestrasse 6
+49 (0) 9852 901-0 - Fax -174

G(‘mtj Spath
Head of Quality Assurance VP-Group

www.vp-group.de

FM_115_Rev 1
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STERICLIN Medical packaging firminis blankas
Vertimas i§ angly kalbos

Gamintojo deklaracija

Mes,

VEREINIGTE PAPIERWARENFABRIKEN GmbH
Industriestrase 6,
91555 Feuchtwangen

atsakingai uztikriname, kad proceso indikatoriai
- gary sterilizacijai

- dujy sterilizacijai

- plazmos sterilizacijai

- formaldehido sterilizacijai

atspausdinti ant VP pakavimo medzZiagy atitinka DIN EN ISO 11140-1 reikalavimus.

Feuchtwangen, 2015 liepos 20

(spaudas, parasas) (spaudas, parasas)
Thomas Lecher Gunter Spath
VP grupés valdybos vadovas VP grupés KVS vadovas
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See-through packaging from stericlin® — unsurpassed in quality and performance

Sterile barrier systems (SBS) from stericlin® are the resuit of decades of research and development by our safety experts. We have
shaped the development of modern sterilisation solutions like no other manufacturer. Today, our SBS products are the benchmark
standard for an entire industry. Quality you can trust without reservation. Stericlin® — Responsibility is our commitment.

\/ FORM Indicator

stericlin®

Colour change purple —> green

The process indicator complies with all
requirements of the ISO 11140 standard
and maintains the required size of

100 mm2. The recesses increase stability
of the sealing seam.

Irademark is found on all see-through
k’ ging products made in Feuchtwangen.

Product ID

e

Compliance with standards can be
recognised from the complete coding:
Standard codes, size, REF = Article
code, LOT = Batch code, Date of
manufacture in MMYYYY format.

Peel Symbol

Indicates the peeling direction when
opening the tubing segment. To ensure
precise traceability, the number on

the peel symbol shows the number of
the roll on the production line.

Warning

Do not use it pack is damaged.

(

\

E&?f:ﬁdicator

STEAM Indicator

Colour change pink —> brown

The process indicator complies with all
fequirements of the ISO 11140 standord
and maintains the required size of 100 mm2,

Colour change white —> yellow
The process indicator complies with
all requirements of the 1ISO 11140
standard and maintains the required
size of 100 mmz,

Bags and reels

with gussefs are particularly suit-
able for packaging voluminous
medical articles.

Our poster on the correct

use of see-through packaging
products is indispensible for
every CSSD. We would be
pleased to send you @ copy.

[
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SEAL TEST
indikatorius - uZlydymo juosty kokybei jvertinti

Paskirtis: popieriaus-plastiko juosty uzlydymo aparatu (siuletuvu) atlickamy uzlydymo juosty
kokybei jvertinti.

Naudojimo intensyvumas: kiekvieng dieng jjungus popieriaus-plastiko Jjuosty uzlydymo aparatg
(sitiletuva).

Standarto ISO 11607 reikalavimai popieriaus-plastiko juosty uzlydymo aparatu (siilétuvu) daromai
uzlydymo juostai:

- vientisa, nepertraukiama tolygi juosta;

- néra punktyry ar jtrikimy;

- néra popieriaus-plastiko medziagy atskilimo;

- néra kanaly, atviry tarpy.

Naudojimas:  sandarinant paketus, popieriaus-plastiko juosty uzlydymo aparatu (sidlétuvu),
daromos sitlés kokybe turi biiti patikrinta. Operatorius uzpildo SealTest indikatoriaus langelius -
sitletuvo pavadinimas/Nr., skyrius/padalinys, operatoriaus kodas, data, pastabos. Uzpildytas
SealTest indikatorius jdedamas j naudojamos popieriaus-plastiko juostos vidy (tarp popieriaus ir
plastiko) ir per indikatoriaus juodaja dalj sitilétuvu (jprastiniu rezimu) daromos viena po kitos trys
sitlés.

Rezultaty vertinimas: vertinama vizualiai. Juodame SealTest indikatoriaus fone padarytos siiilés
turi buti vientisos, nepertraukiamos, be punktyry ir jtrikimy, plastikas ir popierius vientisas,
neatskilgs, nesusilydes, be kanaly, atviry tarpy.

Jei rezultatai sékmingi - popieriaus-plastiko juosty uzlydymo aparatas (sitilétuvas) yra tinkamas
tolimesniems uzlydymo procesams.

Kai rezultatai yra neigiami - popieriaus-plastiko juosty uzlydymo aparatas (siillétuvas) néra
tinkamas tolimiasniam darbui, juo daromos siuilés yra nesandarios ir nekokybiskos, bitina koreguoti
procesg ir kreiptis j specialistus.

Rezultaty dokumentavimas: atlikus testa, SealTest indikatorius turi biti saugomas pagal jstaigos
nustatytg tvarka.

Laikymas: gamintojo pakuotéje, esant kambario temperatiirai.

Galiojimas: nuo pagaminimo datos 5-erius metus, pagaminimo data nurodyta ant kiekvieno
indikatoriaus.

Gamintojas: Pharmalabel BV, Olandija
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PHARMA)
LABEL

Declaration of Conformity

We, Pharmalabel BV, hereby declare that the following product is used with
rotary heat sealer and for daily testing which are conform to EN ISO 11607, part 2.

This product do not contain any Latex materials.

Product Description : Seal test
Technical data : medical paper (80 gr/m?), one sided satin with coating
NAME : Pharmalabel BV
ADDRESS :Vaartveld 15 A, 4704 SE Roosendaal, The Netherlands.
TEL :0031/(0)165 595 000
FAX :0031/(0)165 399 677

‘;)-":!- *

PH A - W
Date: 31-07-2012 o ! Raotol 7 By

'\ /, L, BEL BV

mv,<\ l \’b‘_

K \uq soncazl
oslbus .1 15

g "\4700 700 B2 Roosenxaal
Te!uoon 0765 - 885000
Fax 0165 - 309677

e




Vertimas 1§ angly kalbos

ATITIKTIES DEKLARACIJA

Mes, Pharmalabel BV, atsakingai deklaruojame,kad Zzemiau nurodytas gaminis
naudojamas kasdieninei kontrolei su veikian&iu kar$¢iu uzlydymo prietaisu
atitinka EN ISO 11607, 2 dalis.

Gaminio sudétyje near latekso medZiagy.
Gaminio pavadinimas: Seal test
Techniniai duomenys: medicininis popierius (80gr/m2), viena blizgi pusé su
padengimu.

Pavadinimas: Pharmalabel BV

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

Fax.: 0031/(0)165399677

Data: 31-07-2012

79 -



Machine No. Name Date

/

/20

Seal ok? Signature

:'c:;ok: % — O

Put this test sheet into your pouch and pass it through the sealer once.
The seal must be darker than the environment troughout.

LABEL

518936

M] 2021-07

Seal Test
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