Vertimas i3 angly kalbos

Stericlin
Medical Packaging

ABSORBCINIS POPIERIUS KONTEINERIAMS

PADEDA ISVENGTI PERTEKLINES DREGMES IR APSAUGO INSTRUMENTUS

Kondensacija ir drégni rinkiniai yra pavojus, galintis paveikti sterilizacijos proceso sékme.

Drégmg absorbuojantys lakstai dedami ant konteinerio dugno ir sugeria perteklinj kondensata
konteinerio viduje, sudarant geresnes turinio dZiovinimo sglygas.

Instrumenty aStrios dalys, sujungimai gali buti paZeisti konteinerj naudojant neatsargiai. Dedant
lakstg j konteinerj (jo dugng) Zenkliai sumazina instrumenty paZeidimy (konteinerio naudojimo

metu) tikimybeé.

Pastaba: drégme absorbuojantis lakstas neatlieka sterilios apsauginés pakuotés funkcijos, kaip pvz.

neaustinis pluostas pakavimui ir sterilizacijai.
Sie lakstai pagaminti i§ specialaus vanden;j absorbuojancio pluosto.

Absorbuojantis popierius melsvas

3FCZB440102 25x30 1.000
3FCZB440104 30x50 500
GAMINTOJAS:

Vereinigte Papierwarenfabriken GmbH
Postfack 1146/91551 Feuchtwagen
Vokietija



CSSD accessories from stericlin® 2022-05-04 14:59

steriCLn Q MENU

To avoid wet instrument trays

https://www.stericlin.de/en/cssd-accessories/container-accessories/produkt/absorbent-inner-layers/ Page 1 of 2



Tapes and identification / Lettering

Dispenser for 1 reel adhesive tape
REF pack. unit

09001 version: heavy duty design 1 piece
maximum reel width: 25 mm

09005 Replacement knife for dispenser (REF 09001) 1 piece

Dispenser for 1 reel adhesive tape

09035 strip length can be preset from 1 ¢m to 10 cm 1 piece

version: with tape dispenser
maximum reel width: 25 mm

09036 Knife holder for dispenser (REF 09035) 1 piece

09007 Replacement knife for dispenser (REF 09035) 1 piece

Dispenser For up to 2 reels adhesive tape

09002 version: heavy duty desing 1 piece
for one 50 mm wide adhesive tape reel or two
reels with 25 mm each

Dispenser for up to 2 reels adhesive tape

09003 can be rotated 360° 1 piece

version: with bolts and suction cup assembling
for one 50 mm wide adhesive tape reel or two
reels with 25 mm each

interlock Medizintechnik GmbH « Zum Windpark 1+ 23738 Lensahn » Germany « phone: +49 4363 90590-0 * telefax: +49 4363 90590-590
www.interlockmed.com ¢ E-Mail: info@interlockmed.com
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Naudojimo instrukcija

steriCLINT

Gamintojas

Produktas

Prekiy numeriai

Paskirtis

Medicinos produktas

Naudotojas
Klinikinis naudotojas

Eksploatacinés
charakteristikos

Tinkamumas sterilizavimo
metodams

Svarbi pastaba

Vokietija

Skaidrios pakuotés i§ PP flizelino ir plévelés

3FKFB245xxx

Paruosta sterili barjeriné sistema naudojama pakuotése, skirtose medicinos
produktams, kurie turi biti sterilizuojami galutinéje pakuotéje.

Skaidriy pakuociy paskirtis — sudaryti galimybe supakuotg medicinos produkta
sterilizuoti, apsaugoti fiziskai, palaikyti tinkama sterilumag ir supakuoto medicinos

produkto aseptiskuma.

Si paskirtis susijusi su medicinos produktais.

| klasés medicinos produkty atitiktis aiSkinama pagal Medicinos produkty direktyva
(ES) 2017/745.
Skaidrios pakuotés yra pazymétos CE simboliu.

C€

Numatytasis naudotojas yra sveikatos priezilros jstaigy paruosimo skyriy apmokytas
personalas.

Sios sterilios barjerinés sistemos nenaudojamos tiesiogiai pacientui ir neturi
medicinines 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 ISO 11140-1 (1 tipg).

Skaidrios pakuotés i$ PP flizelino ir plévelés siunéiamos nesterilios. Jos tinka toliau
iSvardytiems sterilizavimo metodams:

GARAI | EO | FORM | VH202

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

‘ Vereinigte Papierwarenfabriken GmbH, IndustriestraBe 6, D-91555 Feuchtwangen,

naudojimui. Pakartotinis naudojimas gali pakenkti sterilios barjerinés sistemos

|spéjamieji nurodymai ® e Nenaudoti pakartotinail Sios skaidrios pakuotés skirtos vienkartiniam

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, smailds ir adtris daiktai gali pazeisti sterilig barjerine sistema ir ji bus
sugadinta.

vengti kontakto su chemikalais ir valymo ar dezinfekavimo priemonémis. Prie§

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

Salinimo nurodymai

sulydant, sterilios barjerinés sistemos turi blti 24 valandas kondicionuojamos iki
vyraujanciy klimato salygy.
NeuzterStas sterilias barjerines sistemas po naudojimo galima $alinti kartu su

GD_015K_WL90-1PP50-3_LT 2021-04-20

1pslis 2

buitinémis atliekomis.

www.stericlin.de

Sy



DATASHEET

EN 868 - 5, DIN 58953 — 4, CE

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

Characteristics unit Toierances DIN | Average values
PAPER 58953, part 286 STERICLIN
Grammage g/m? > 56 70
H of water extract 5-8 6,5~

Chloride content % < 0.05 0.025
Sulphate content % <0.25 0.015
Fluorescense points pts/dm? > 1mm < 0
Tensile strength dry
MachineDirection N/15 mm > 66 107
CrossDirection N/15 mm > 33 63
Burst strength kPa > 245 438
Cobbgg 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

Bacteriological test wet bacteria growth 5 out of 25 0

on culture:

Staphyl.aureus
SG 511

Characteristics unit Tolerances DIN | Average values
COMPOUND-FILM: 58953, part 4 STERICLIN
Polyester &
Polypropylene
Thickness PETP u - 2
Thickness PP u - 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, jy-rays-irridation or
hydrogenperoxide-sterilisation !

Packaging:

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

EN 868 — 5, DIN 58953 —- 4, CE

STERICLIN - MAISELIAI IR JUOSTOS GARAMS - E.T.O. — FO

Charakteristikos Mato vnt. Leistinas Vidutinés reikSmés
POPIERIAUS nuokrypis DIN STERICLIN
58953, 2 ir 6 dalis
Svoris g/m? > 56 70
Vandens ekstrakto ph 5-8 6,5
Chiloridy 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 0 63
| Jéga perplesti 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 5i8 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 y i 12
Storis PP u --- 50
Skylutés ne ne
Atsparumas garams 140°C / 30min taip
Delaminacija ne ne
Toksines medzZiagos ne ne

Sterilizacijos metod

as:

Garai, EtO dujos, Formaldehidas

Netinka elektrony spinduliy, gama radiacijos ar
vandenilioperoksido sterilizacijai !

Pakuotéje:

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

Uzlydimo temperatiira:

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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Declaration | steri’@&nme

of Conformity N WETTSFT FRTTIiINE

We, the

VEREINIGTE PAPIERWARENFABRIKEN GmiH

Industriestrasse 6

91555 Feuchtwangen

declare under sole responsibility, that our products

See-through packaging paper and film
VP-code/quality MM70-1/PP50-1
Article numbers: 3FKFB210... / 3FKSB220... / 3FKFS230... / 3FKSS230...

See-through packaging non-woven and film

VP-code/quality MM60-11/PP50-1

Article numbers: 3FKFB240.../ 3FKFS240...
See-through packaging Tyvek®and film

VP-code/quality TYO-3/PE62-4

Article numbers: 3FKFB250... / 3FKFS250...

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

medical devices of class | according to annex IX, rule 1 of the directive 93/42/EEC,

and meet the basic requirements of the directive 93/42/EEC and its transposition into
national laws.

The conformity assessment procedure is carried out in accordance with annex VI of the

directive 93/42/EEC.

Applied standards are
DIN EN ISO 11607 - part 1 und part 2 DIN EN 868 - part 5

Any modifications to the device which are not authorized will invalidate this Declaration of Conformity.




imas i ly kal
Stericlin firminis blankas

CE atitikties deklaracija

Mes,
VEREINIGTE PAPIERWARENFABRIKEN GmbH
Industriestrase 6,

91555 Feuchtwangen

atsakingai deklaruojame, kad masy produktai

Permatomos popieriaus-plastiko juostos pakavimui

VP kodas/kokybes MM70-1/PP50-1

Artikelio numeris: 3FKFB210.../3FKSB220.../ 3FKFS230.../ 3FKSS230..
Permatomos neaustinio pluosto-plastiko juostos pakavimui

VP kodas/kokybes MM60-11/PP50-1

Artikelio numeris: 3FKFB240.../3FKSB240...

Permatomos Tyvek-plastiko juostos pakavimui

VP kodas/kokybés TYO-3/PE62-4

Artikelio numeris: 3FKFB250.../3FKFS250..

yra sterili apsauginé sistema, ir yra medicinos prietaisy priedas, gamintojo skirty galutiniam sterilizavimui Auk&tiau nurodyti gaminiai yra | klasés medicinos

prietaisai pagal direktyvos 93/42/EEB IX priedo 1 taisykle ir atitinka pagrindinius direktyvos 93/42/EEB ir jos perkeliamo j nacionalinius teisés aktus

reikalavimus.
Atitikties jvertinimo proceddra buvo atlikta vadovaujantis direktyvos 93/42/EEB VII priedo reikalavimais.
Taikomi standartai yra Sie:
DIN EN ISO 11607 - 1 ir 2 dalys
DIN EN 868 - 5 dalis
Bet kuris prietaiso nepatvirtintas modifikavimas $ig atitikties deklaracijg padaro negaliojancia.
2015 mety balandZio 27 diena Feuchtwanger
(parasas) (parasas)
VWykdantysisi direktorius Teisinio reguliavimo skyrius

medicininiu pakavimo medziagy skyrius

2 O
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Manufacturer's Statement steri(cLIn]

V MEDICAL PACKAEGING

We, the

VEREINIGTE PAPIERWARENFABRIKEN GmbH
Industriestrasse 6

91555 Feuchtwangen

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

Steam-sterilization,

Gas-sterilization,

Plasma-sterilization and

Formaldehyd-sterilization

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

DIN EN ISO 11140- part 1

FM_115_Rev 1

2C;
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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 medziagy atitinka DIN EN ISO 11140-1 reikalavimus.

Feuchtwangen, 2015 liepos 20

(spaudas, parasas) (spaudas, para3as)
VP grupés valdybos vadovas VP grupés KVS vadovas



steriCLIn

W REDIEKL PACKAGING

See-through-reels flat and gusseted paper/film

with STEAM-, EO- and FORM-indicator - ISO 11607, CE

See-through pouches and reels (catalogue page 2-10 to 2-30) are the
universal packaging solution for sterilisation applications and perfectly meet
the packaging demands of almost all light and medium weight instruments and

sets.

The sterilisation proof 70 g/m? heavy-duty paper is an effective barrier against
germs and bacteria, yet it permits the transmission of air, steam or sterilisation
gases. The three indicators for STEAM-, EO- and FORM-sterilisation are

imprinted outside the filling space.

See-through-reels flat - paper/film - length: 200 m \/

Article-No. Size in cm Pack (reels)
3FKFS230102 5 6
3FKFS230104 7,5 4
3FKFS230106 10 3
3FKFS230108 12,5 2
3FKFS230110 15 2
3FKFS230112 20 2
3FKFS230114 25 2
3FKFS230116 30 1
3FKFS230118 38 1
3FKFS230120 42 1

See-through-reels gusseted - paper/film - length: 100 m

Article-No. Size in cm Pack (reels)
3FKSS230204 7,5%x25 4
, 3FKSS230206 10x5,0 3
3FKSS230210 15x 5,0 2
3FKSS230212 20x 5,0 2
3FKSS230214 25x 6,5 2
3FKSS230216 30x6,5 1
3FKSS230218 38x8,0 1

www.vp-group.de

Page
2-30

g1~




See-through packaging from stericlin® — unsurpassed in quality and performance

Sterile barrier systems (SBS) from stericlin® are the result 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.

stericlin® \/ FORM Indicator

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.

Our trademark is found on all see-through
Y 1ging products made in Feuchtwangen.

Product ID

WEREE .

Compliance with standards con 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 if pack is damaged.
STEAM Indicator
E‘b-mdicator

I

Colour change pink —> brown

The process indicator complies with all
requirements of the ISO 11140 standard
and maintains the required size of 100 mm?.

Colour change white —> yellow
The process indicator complies with
all requirements of the 1SO 11140
standard and maintains the required
size of 100 mmz2.

with gussets are porticularly 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 fo send you a copy.

4
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