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

SEAL TEST

indikatorius - uzlydymo kokybei nustatyti

Aprasymas: popierinis indikatorius uzlydymo aparatu atliekamy uzlydymo juosty
kokybei nustatyti.

Kaip daznai naudoti: kiekviena dieng jjungus popieriaus-plastiko juosty uzlydymo
aparata (sialétuva).

Naudojimas: popieriaus-plastiko juosty uzlydymo aparatu, daromos sitlés kokybeé
turi bati patikrintos. Siiiles atliekantis operatorius uzpildo Seal Test indikatoriaus
informacinius langelius: aparato nr., pavadinimas, data, rezultatas — pavyko ar
nepavyko, kontrolg atlikusio asmens parasas. Uzpildytas indikatorius jdedamas j
popieriaus-plastiko juostos vidy (tarp popieriaus ir plastiko) ir per indikatoriaus
juodaja dalj sitlétuvu atliekamos sitilés.

Rezultatai: rezultatai vertinami vizualiai. Sitlés turi bati vientisos, nepertraukiamos,
be punktyry ir jtrikimy, plastikas ir popierius vientisas, neatskiles, nesusilydes, be
kanaly, atviry tarpuy.

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

Kai rezultatai yra neigiami - juostos netolygios.

Pakuoté: po 250 vnt.

LADBDEL

Gamintojas: Pharma label, Olandija Kilmés $alis: Olandija

Platintojas: L.R.Tamulio firma “Meditalika”, Radvily Dvaro g.4, Kaunas



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 I1SO 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

Date: 31-07-2012

3 38 \ P/o:tLus 11155,
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Vertimas i$ angly kalbos

ATITIKTIES DEKLARACIJA

Mes, Pharmalabel BV, atsakingai deklaruojame,kad Zemiau 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

Z



Machine No.

Name Date
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Seal ok? Signature

sg;ok: % m— O

Put this test sheet into
The seal must be darke

your pouch and pass it through the sealer once.

r than the environment troughout.
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Naudojimo instrukcija stericLinN

Gamintojas I I II

Vereinigte Papierwarenfabriken GmbH, Industriestrale 6, D-91555 Feuchtwangen,

Vokietija

Produktas Pakaitomis sudeétos lakstinés pakuotes
60 g mélyno fiizelinio polipropileno SMMS / 67 g zalio flizelino

Prekiu numeriai 3FITL375xxx

Paskirtis Laksty pakuote, kaip sterili barjerine sistema. naudojama pakuociu sistemose. skirtose
medicinos produktams. kurie turi bati sterilizuojami galutingje pakuotéje
Lakstiniy pakuociu paskirtis — sudaryti galimybe supakuota medicinos produkta
sterilizuoti. apsaugoti fiziskai, palaikyti tinkama steriluma ir aseptiskuma

Medicinos produktas Si paskirtis susijusi su medicinos produktais.

Naudotojas
Klinikinis naudotojas

Eksploatacinés
charakteristikos

Tinkamumas sterilizavimo
metodams

Svarhi pastaba

Ispéjamieji nurodymai @

Atsargumo nurodymai @

Salinimo nurodymai

| klases medicinos produkty atitiktis aiskinama pagal Medicinos produkiy direktyva
(ES) 2017/745

Lakstines pakuotes yra pazymetos CE simboliu

q3

Numatytasis naudotojas yra sveikatos orieziiiros istaigy paruosimo skyriu apmokytas
personalas

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

Eksploatacines charakteristikas lemia steriliy barjeriniy sistemu standartu laikymasis
Taikytinas normatyvas 1SO 11807. kur atitinka produktas

Pakaitomis sudeto 80 g melyno flizelinio polipropileno SMMS / 67 g zalio flizelino
lakstines pakuotes siunciamos nesterilios. jas galima sterilizuoti taikant siuos metodus

GARAI | EO | FORM

Apie su Siomis lakstinemis pakuotemis susijusius rimtus incidentus reikia nedelsiant
pranesti gamintojui ir uz medicinos produktus atsakingai nacionalinei institucijai

» Nenaudoti pakartotinai! Sios lakstinés pakuotés skirtos vienkartiniam
naudojimul  Pakartotinis naudojimas gal pakenkti sterilios barjerines sistemos
funkcionalumui

o Sterilios barjerines sistemos veikima gali pazeisti kenksmingu medziagy ir
cheminiy medziagu poveikis

s Taikant kita net nenumatytas sterilizavimo metoda, nebegalima uztikrinti tinkamo
sterilios barjerines sistemos velkimo

»  Pakugjant, smailGs ir astris daiktai gali pazeisti sterilia barjerine sistema ir ji bus
sugadinta

Nenaudoti, jei sterili barjeriné sistema ar pakuoté yra pazeistos! Paprastai reikia
vengti kontakto su chemikalais ir valymo ar dezinfekavime priemonemis.

Neuzterstas sterilias barjerines sistemas oo naudcjimo galima salinti kartu su
buitinemis atliekcmis.

GD_015B_375_01_LT 2021-04-20

1psl.i§ 2

VP

www stericlin.de
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Declaration . M R

We, the
VEREINIGTE PAPIERWARENFABRIKEN GmbH

Industriestrasse 6

91555 Feuchtwangen - Germany

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

declare under sole responsibility, that our products

Wrapping material interleaved

non-woven polypropylene SMMS blue 60g / non-woven green 67g — articles see annex
VP-code/quality 375_01

Basic UDI-DI 40094453FITL375DA

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 VIli, 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 Ill.

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

Feuchtwangen, 2 May 2022
i

DF Jirgen Wirtz Thomas Lechner
Regulatory Affairs Head of Management Systems VP-Group

www.stericlin.de

FM_116_Rev.9
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Declaration
of Conformity

steriCL

Wrapping material interleaved
non-woven polypropylene SMMS blue 609 / non-woven green 67g (VP-code 375_01)

Article number GTIN Dimensions Box Content
3FITL375108 54009445375057 75x 75 cm 200 pieces
3FITL375114 54009445375019 100 x 100 cm 160 pieces
3FITL375118 54009445375026 120 x 120 cm 120 pieces
3FITL375126 54009445375033 140 x 140 cm 80 pieces

www.stericlin.de

Annex

FM_116_Rev.9
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steriCLIN

Y MEDICAL

PACKAGING

- Wrapping material interleaved non-woven polypropylene

SMMS 60g / non-woven green 67g - ISO 11607, EN 868, CE

SMMS 60g is an extraordinarily tear proof and resilient non-woven material
made of polypropylene fibres which is perfectly suitable for heavy duty
applications. It is a four layered SMMS-material, which is made up of two
layers of ,spunbond-fibres" and two layers of ,meltblown-fibres".

Non-woven 67g of green colour is a heavy duty material made from a mixture
of plastic and pulp fibres. It is characterized by good drapability and an over-
average mechanical strength. The fibre mixture supports complete drying of
condensate after steam sterilisation.

Within this interleaved combination blue and green sheets are packed
together. There is no need to combine from two different packs. The different
colours of inner and outer layers make detection of damages of the final pack
easier. This specific selection combines unsurpassed strength of the SMMS
with the easy drying features of the 67g mixed fibres. Non-woven green 679
should be used as inner packaging, SMMS 60g as outer packaging.

Please follow the packing methods described in the DIN 58953 part 7 or other
relevant international standards.

Interleaved non-woven polypropylene SMMS 60g / non-woven green 67g

Article-No. Size incm Pack (pcs.)
3FITL375114 100 x 100 160
3FITL375118 120 x 120 120

© 3FITL375126 140 x 140 80

www.vp-group.de

Page
3-75
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Naudojimo instrukcija stericLiN]

Gamintojas “

Produktas

Prekiy numeriai

Paskirtis

Medicinos produktas

Naudotojas
Klinikinis naudotojas

Eksploatacinés
charakteristikos

Tinkamumas sterilizavimo

metodams

Svarbi pastaba

Ispéjamieji nurodymai @

Atsargumo nurodymai @

Salinimo nurodymai

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

Krepo lakstinés pakuotés
3FPAP310xxx

Laksty pakuoté, kaip sterili barjeriné sistema, naudojama pakuociy sistemose, skirtose
medicinos produktams, kurie turi bati sterilizuojami galutinéje pakuotgje.
Lakstiniy pakuoCiy paskirtis — sudaryti galimybe supakuotg medicinos produkta
sterilizuoti, apsaugoti fiziSkai, palaikyti tinkama steriluma ir aseptiSkuma.

Si paskirtis susijusi su medicinos produktais.

| klasés medicinos produkty atitiktis aiSkinama pagal Medicinos produkty direktyva
(ES) 2017/745.

Lakstines pakuotes yra pazymétos CE simboliu.

q

Numatytasis naudotojas yra sveikatos prieziliros 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.
Taikytinas normatyvas ISO 11607, kurj atitinka produktas.

Krepo lakstinés pakuotés siun¢iamos nesterilios, jas galima sterilizuoti taikant $iuos
metodus:

GARAI | EO | FORM | IRRAD

Apie su Siomis lakstinemis pakuotéemis susijusius rimtus incidentus reikia nedelsiant
pranesti gamintojui ir uz medicinos produktus atsakingai nacionalinei institucijai

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

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

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

¢  Pakuojant, smaills ir astrs daiktai gali pazeisti sterilig barjerine sistemag ir ji bus
sugadinta.

Nenaudoti, jei sterili barjeriné sistema ar pakuoté yra pazeistos! Paprastai reikia
vengti kontakto su chemikalais ir valymo ar dezinfekavimo priemonémis.

NeuzterStas sterilias barjerines sistemas po naudojimo galima Salinti kartu su
buitinémis atliekomis.

GD_015B_310_01_02 03 LT 2021-04-20 1 psl. i§ 2




Declaration

of Conformity Ster%@[lﬂma

We, the

VEREINIGTE PAPIERWARENFABRIKEN GmbH
Industriestrasse 6

91555 Feuchtwangen — Germany

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

declare under sole responsibility, that our products

Wrapping material crepe — articles see annex
VP-code/quality 310_01, 310_02, 310_03

Basic UDI-DI 40094453FPAP3109L

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 VIII, 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

I%Wﬂ/rgen‘ertz Thomas Lechner (N‘ l
egulatory Affairs Head of Management Systems VP-Group

www.stericlin.de
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Vertimas i anglu 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 misy produktai

Krepinis popierius — artikulus zitréti priede

VP kodas/kokybes 310 _01.310_02.310_03
Pagrindinis UDI-DI:: 40094453FPAP3109L

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. | taisyklg Reglamento (EU)

2017/745 ir atitinka bendruosius saugos ir veikimo reikalavimus pagal | 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 dokumentacija i¥déstyta Il ir III prieduose.

Si atitikties deklarcija galioja iki 2027 mety geguzés 2 d.

2022 mety geguzés 2 diena, Feuchtwanger

(paraSas) (paras$as)
Dr. Jurgen Wirtz Thomas Lechner
Teisinio reguliavimo skyrius VP grupés Vykdantysis direktorius



Declaration
of Conformity

steri L

Wrapping material crepe white (VP-code 310_01)

Article number GTIN Dimensions Box Content
3FPAP310505 54009445310263 25x30cm 2000 pieces
3FPAP310503 54009445310249 30x 37 cm 500 pieces
3FPAP310102 54009445310010 40 x 40 cm 1500 pieces
3FPAP310104 54009445310027 50 x 50 cm 750 pieces
3FPAP310106 54009445310034 60 x 60 cm 750 pieces
3FPAP310108 54009445310041 75 x 75 cm 350 pieces
3FPAP310110 54009445310058 80 x 80 cm 250 pieces
3FPAP310112 54009445310065 90 x 90 cm 250 pieces
3FPAP310506 54009445310270 90 cm /1000 m 6 reels
3FPAP310114 54009445310072 100 x 100 cm 250 pieces
3FPAP310501 54009445310232 100 x 140 cm 125 pieces
3FPAP310504 54009445310256 100 x 190 cm 125 pieces
3FPAP310118 54009445310089 120 x 120 cm 125 pieces

Wrapping material crepe green (VP-code 310_02)

Article number GTIN Dimensions Box Content
3FPAP310202 54009445310096 40 x 40 cm 1500 pieces
3FPAP310204 54009445310102 50 x 50 cm 750 pieces
3FPAP310206 54009445310119 60 x 60 cm 750 pieces
3FPAP310208 54009445310126 75 x 75 cm 350 pieces
3FPAP310210 54009445310133 80 x 80 cm 250 pieces
3FPAP310212 54009445310140 90 x 90 cm 250 pieces
3FPAP310214 54009445310157 100 x 100 cm 250 pieces
3FPAP310606 54009445310300 100 x 100 cm 100 pieces
3FPAP310603 54009445310287 100 cm /100 m 20 reels
3FPAP310218 54009445310164 120 x 120 cm 125 pieces
3FPAP310607 54009445310317 120 cm / 1000 m 5 reels
3FPAP310605 54009445310294 140 x 180 cm 100 pieces
3FPAP310608 54009445310324 180 cm /1000 m 5 reels

Wrapping material crepe blue (VP-code 310_03)

Article number GTIN Dimensions Box Content
3FPAP310701 54009445310331 30x30cm 3000 pieces
3FPAP310304 54009445310171 50 x 50 cm 750 pieces
3FPAP310306 54009445310188 60 x 60 cm 750 pieces
3FPAP310308 54009445310195 75 x 75 cm 350 pieces
3FPAP310312 54009445310201 90 x 90 cm 250 pieces
3FPAP310314 54009445310218 100 x 100 cm 250 pieces
3FPAP310318 54009445310225 120 x 120 cm 125 pieces

www.stericlin.de

Annex

FM_116_Rev.10

26



Priedas

Pakavimo medZiaga Krepinis popierius baltas (VP kodas 310-01)

Article number GTIN Dimensions Box Content
3FPAP310505 54009445310263 25 x 30 cm 2000 pieces
3FPAP310503 54009445310249 30 x 37 cm 500 pieces
3FPAP310102 54009445310010 40 x 40 cm 1500 pieces
3FPAP310104 54009445310027 50 x 50 cm 750 pieces
3FPAP310106 54009445310034 60 x 60 cm 750 pieces
3FPAP310108 5400944531004 1 75 x 75 cm 350 pieces
3FPAP310110 54009445310058 80 x 80 cm 250 pieces
3FPAP310112 54009445310065 90 x 90 cm 250 pieces
3FPAP310506 54009445310270 90 cm /1000 m 6 reels
3FPAP310114 54009445310072 100 x 100 cm 250 pieces
3FPAP310501 54009445310232 100 x 140 cm 125 pieces
3FPAP310504 54009445310256 100 x 190 cm 125 pieces
3FPAP310118 54009445310089 120 x 120 cm 125 pieces

Pakavimo medZiaga Krepinis popierius Zalias (VP kodas 310-02)

Article number GTIN Dimensions Box Content
3FPAP310202 54009445310096 40 x 40 cm 1500 pieces
3FPAP310204 54009445310102 50 x 50 cm 750 pieces
3FPAP310206 54009445310119 60 x 60 cm 750 pieces
3FPAP310208 54009445310126 75 x 75 cm 350 pieces
3FPAP310210 54009445310133 80x80cm 250 pieces
3FPAP310212 54009445310140 90 x 90 cm 250 pieces
3FPAP310214 54009445310157 100 x 100 cm 250 pieces
3FPAP310606 54009445310300 100 x 100 cm 100 pieces
3FPAP310603 54009445310287 100cm /100 m 20 reels
3FPAP310218 54009445310164 120 x 120 cm 125 pieces
3FPAP310607 54009445310317 120cm / 1000 m 5 reels
3FPAP310605 54009445310294 140 x 180 cm 100 pieces
3FPAP310608 54009445310324 180 cm /1000 m 5 reels

Pakavimo medZiaga Krepinis popierius melsvas (VP kodas 310-03)

Article number GTIN Dimensions Box Content
3FPAP310701 54009445310331 30 x 30 cm 3000 pieces
3FPAP310304 54009445310171 50 x 50 cm 750 pieces
3FPAP310306 54009445310188 60 x 60 cm 750 pieces
3FPAP310308 54008445310195 75 x 75 cm 350 pieces
3FPAP310312 54009445310201 90 x 90 cm 250 pieces
3FPAP310314 54009445310218 100 x 100 cm 250 pieces
3FPAP310318 54009445310225 120 x 120 cm 125 pieces




TECHNINIY DUOMENY LAPAS

STERICLIN - KREPUOTAS POPIERIUS baltas - zalias — mélynas

EN 868 — 2, DIN 58953 - 5, CE

Charakteristikos Mato vnt. Leistinas Vidutinés reikSmeés
il nuokrypis ___STERICLIN
Tankis T gme > 60 61
Vandens pH 5-8 6.5
Chlorido kiekis % <0.05 0.035
Sulfhato kiekis % <0.25 0.06
FluorescentiSkumas néra nera
FluorescentiSkumo reik§més | pts/dm? > 1mm 25 <5
Tempimo stiprumo riba
ISilgai Pluosto KN/m >1.4 2.53
Skersai Pluosto kN/m > 0.67 1.34
Pailgéjimas IP % >10 11.4
Pailgéjimas SP % >25 46
Drégno tempimo stiprumo riba
ISilgai Pluosto kN/m >0.33 0.72
Skersai Pluosto kN/m >0.33 0.43
Oro pralaidumas ml/dm?/min 462 — 1386 1305
Kloste IP mm < 125 90
Kloste SP mm <150 145
Hydrofobiskumas s > 20 23
Mikroporingumas um <50 25

Sterilizacijos bidas:

Garais, et.o.-dujomis, formaldehidu, radiacija

Nenaudojamas sterilizacijai vandenilio peroksido !

Ipakavimas:

Aptraukta plévele, sudéta j kartonines dézes

Galiojimas:

5 metai nuo pagaminimo, min. 4 metai nuo pristatymo

5

%1



CATASHEET

STERICLIN - CREPE WRAPPING PAPER white - green — blue

EN 868 - 2, O:N 58953 - 5, CE

Characteristics unit Tolerances | Average values
- S currentnorms | STERICLIN
Grammag g/m? > 60 61

pH of water extract 5-8 6.5
Chloride content % <0.05 0.035
Sulphate content % <0.25 0.06
Fluorescense none none
Fluorescense points pts/dm? > 1mm <9 b
Tensile strength

MachineDirection kN/m >14 2.53
CrossDirection kN/m >0.67 1.34
Elongation MD % >10 114
' Elongation CD % = 2.5 46
' Wet Tensile strength

MachineDirection kN/m Sl 23 0.72
CiossDirection kN/m >{.33 0.43

Air permeability mi/dm?/min 462 — 1386 1305
Bendtsen :
Drape MD mm =125 90

Drape CD mm < 150 145
Water Repellency S > 20 23
Microporosity um <50 25

' Method of sterilization:

| Steam, E.T.O.-gas, Formaldehyde, y-rays-

lirridation

sl

| Not for hydrogenperoxide-sterilisation |

Packaging:

Sealed into PE-film, packed into cardboard carton

Shelflife:

5 years from manufacture, min. 4 years from delivery |

e-mail stericlin@vpfeu de - Homepage: hitp://www vpfeu ce

2.14 10/2001
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