Product Data Sheet
Drapes and sets

Hand/foot set
REF 1232-01

Version: 02.07.2012, rev. 2

CE0434

The product complies with legal requirements
for medical devices

EO sterilized according to valid version of ISO
11135 standard

[ NATURAL LATEX FREE ]

Contents
1 Mayo stand cover 78 x 145 cm, reinforced

1 hand/foot drape 230 x 300 cm, elasticated
aperture 3,5 cm, absorbent patch 50 x 100
cm, tube holders

1 instrument table cover 150 x 190 cm
Features:

Shelf life:

Pack count, carton weight:

Sales unit:

Unit pack:

Dispenser box

Transport carton:

Packing tape:

Compliance with legal requirements:
Compliance with product standards:
Quality standards:

Label information:

Storage recommendation:

Disposal recommendation
Risk if reused:

Barcodes: Unit pack

Dispenser

Page 1 (2)

Last modified: 5.7.2012

78x145¢m 155,190 ¢m

Raw material
PP nonwoven, plastic laminate/polyethylene film laminate, blue

PP nonwoven/polyethylene film laminate, blue/PP nonwoven, white, blue
absorbent patch PP nonwoven, elastic material styrene/butadiene/styrene

PP nonwoven/polyethylene film laminate, blue

As a sterile draping set for hand/foot operations.

5 years

1 pc/bag, 6 pcs/dispenser box, 12 pcs (2 x 6) transport carton

Transport carton (2 dispensers of 6 pcs)

White Tyvek/plastic pouch polyethylene/polyester film

Carton, totally chlorine free, size 285x287x485 mm

Carton, totally chlorine free, size 300x590x500 mm

Transparent, PVC-free

Medical Devices Directive 93/42/EEC, Class 1

EN13795

The product is manufactured in compliance with ISO9001, 1SO13485

In accordance with EN980 and EN1041

Recommended storage in clean, dry space in ambient temperature. Products
should be protected from direct sunlight, other intensive light sources and ozone
Energy recovery or mixed waste

The product is single use. If reused performance of product may deteriorate,
cross contamination may occur

Transport carton

OneMed Group Oy

Adress: Metsalantie 20
Postal Adress: P.O. Box 10 Fax
FI-00321 Helsinki, Finland info.group@onemed.com

Phone +358 46 714 6800
+358 20 602 9406

www.onemed.com
Domicile Helsinki
Business ID 2039640-1
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Produkto techniné informacija

Ref. 1232-01 Rankos/kojos apkloty
rinkinys, rev2,09.12.2010

ne
ed

78 x 145 cm

150 x 190 cm

\‘7

N

230 x 300 cm
FASUOTE: 1/6/12

Informacija ant etikeciy atitinka EN980 ir EN1041
reikalavimus

Sudétyje neturi latekso, pvc

Produktas sterilizuotas etileno oksidu, vadovaujantis
galiojancia ISO 11135 standarto versija

Produktas atitinka Europos medicinos prietaisy
reikalavimus CE0434

Pilnai atitinka EN13795

Visos limpancios dalys yra pilnai sintetinés ir pilnai
atitinka 1SO 10993

Rinkinio komponentai

MedZiaga

1 Mayo staliuko apklotas 78x145 cm, sustiprintos
apsaugos

2 sluoksniai: neaustiné medziaga, plastiko laminatas/
polietileno laminatas, mélynos spalvos

1 apklotas 230 x 300 cm, elastiné anga 3,5 cm,
absorbuojanti dalis 50 x 100 cm, vamzdeliy laikikliai

3 sluoksniai: neaustiné medziaga/ polietileno
laminatas, mélynos spalvos, absorbuojanti dalis —
neaustinés medziagos viskozé, mélynos spalvos/
poliesterio neaustiné medziaga, elastiné dalis
stirenas/butadeinas/stirenas

1 apklotas instrumenty staliukui 150x190 cm

2 sluoksniai: neaustiné medziaga/ polietileno
laminatas, mélynos spalvos

Pakavimo medziagos

Pakuotéje

Balta Tyvek plévelé/ plastikinis polietileno maisas/
poliesterio plévelé

Déze, baltos spalvos

Kartonas, be chloro, iSmatavimai: 285 x 287 x485 mm

Transportiné dézé, rudos spalvos

Kartonas, be chloro, iSmatavimai: 300 x 590 x 500 mm

Pakavimo bidas

Permatomas, be pvc

PARDAVIMO VIENETAS : TRANSPORTINE DEZE

Rekomenduojama saugoti Svarioje, sausoje vietoje aplinkos temperatiroje. Produktai turi bati saugomi
nuo tiesioginiy saulés spinduliy ir kity intensyvios Sviesos $altiniy

Produktas pagamintas vadovaujantis ISO 9001, ISO 13485, medicinos priemoniy derektyva 93/42 EEC ir EN

13795

OneMed — Helping you heal OneMed Oy
Address: Rajatarpantie 41 B
Postal address: P.O.Box 11

FI-01641 Vantaa, Finland

Verté: Rolandas Baratinskas

Phone +358 20 445 11
Fax +358 20 445 4912

www.onemed.com m

1S0 9001
Domicile: Vantaa

Business ID: 1558201-5
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Part of OneMed Group ORGANISATION
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oo evercare’
Surgical Drapes & Sets

Infection Control
evercare® drapes are designed for patient safety to provide an impermeable barrier against
microbial penetration.

evercare® drapes provide effective fluid control across the entire surface and have highly
absorbent reinforcements placed where most needed.

The drape material has been developed to ensure minimal particle release (low linting).

User Friendliness

evercare®drapes are easy to unfold and conform to the patient’s body contours.

The low reflection of the drape material will not disturb the operating theatre personnel in
what is otherwise a stressful environment (the blue/grey color is easy on the eyes).

The soft inner lining of evercare® drapes provides patient comfort and also prevents slipping.

The specially designed adhesive edges are easy to open up even if they adhere to each other
due to a draping failure. With evercare® adhesive edges there is no chance that gloves wil\ \
get stuck to the adhesive.



Material Chart

Tube holders

Absorbent nonwoven
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Label information

" Label information in accordance with
EN ISO 15223-1 and EN 1041

2

% i istered trademark of gosnitzeents

OneMed Group Oy Art|cle number

evercare evercare [REF] 1741- 01
DE Sham. ! PCS
e ! . LoT 75x 100 cm

8

Barcode

DE Unterlegtuch LT Apklotas po sédyne
R Champ sous-fessier PL Serweta podposladkowa
sv Underlggsduk med ficka RU TIPOCTBIHA NOA ATOANLIE!
Fl Alusliina sK Rsko pod sedaciu Sast
DA Afdaekning med lomme cz Rouska pod hyzdé
NO Underlagsduk PT  Campo operatdrio sub nadegueiro
ET Istmikualune lina ES Campo quirdrgico trasera
v Sezas parklajs NL Onder billenhoes

UNDER BUTTOCK UNDER BUTTOCK DRAPE
DRAPE

OneMed Group Oy
1741-01 (ONEMED “ Metsaléntie 20, FI-00320 Helsinki, Fm\anD

f

® C€ 2060 [l

[NATURAL LATEX FREE] f‘

Legal manufacturer’s
contact information

Symbols in use

Sterilization method: Singl
E — ethylene oxide EO ingle use

2 Use bef [ 1 Does not contain
S [acle NATURAL LATEX FREEL| 1 atural rubber latex
e )
LOT Batch number 7;[? Keep away from sunlight
CE mqu: cgrtifies that the product Recommended storage
complies with the European legal

: . : temperature
requirements for medical devices P

Identification number of the
2460

notified body - Keep dry

& 42




210x120 mm

evercare’

Abdecktuch selbstklebend
Champ opératoire adhésif
Operationslakan, sjalvhaftande
Liimareunainen leikkauslakana
Operationslagen
Operasjonslaken

Kleepribaga lina

Pashposs parklajs

Apklotas su lipniu krastu, vidutinis
Serweta przyklejana Srednia
MpocTbIHA agre3vnBHast

Rusko dvojvrstvové samolepiace
Rouska dvouvrstva samolepici
Campo operatério auto-adesivo
Campo quirdrgico adhesivo

ADHESIVE DRAPE

Medium

REF 1465-02

evercare:

DE
FR
SE
Fl

DA
NO
EE
Lv

Antrinio jpakavimo (dézutés) lipdukas

REF 1465-02
SIZE 180 x 180 cm
PCS 8

LOT

2

Abdecktuch selbstklebend
Champ opératoire adhésif
Operationslakan, sjalvhaftande
Liimareunainen leikkauslakana

Operationslagen
Operasjonslaken
Kleepribaga lina
Pashposs parklajs

180 x 180 cm

® (€034 [sere]eo]

/2& T [ NATURAL LATEX FREE ]

LT Apklotas su lipniu krastu, vidutinis

PL Serweta przyklejana $rednia
RU [MpocTbIHA aAre3nBHas
SK Rusko dvojvrstvové samolepiace
cz Rouska dvouvrstva samolepici
PT Campo operatério auto-adesivo
ES Campo quirurgico adhesivo

ADHESIVE DRAPE Medium

ON

MED

OneMed Group Oy
Metsélantie 20, FI-00320 Helsinki, Finland

6 1438129'316896
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ONEMED

DECLARATION OF CON FORM'TY replaces version dated: 12.06.2017

OneMed Group Oy, Metsélantie 20, FI-00320 Helsinki

declare under our sole responsibility that following products, all belonging to class | (sterile) according to
Annex IX of the Directive 93/42/EEC for medical devices,

Name, type or model:

1001

1003

1005-02

1006-01

1007

1010-02

1011-02

1014-02

1015-02

1030-02

1050-02, 1050-50
1051-02

1205-01

1210-02

1215-02

1220-02

1225-02

1226-02

1230-02

1231-02, 1231-100
1232-02, 1232-50
1233-02

1234-01

1235-02, 1235-50
1236

1246

1248-50

1250-01, 1250-50
1251-02

1252

1253-01

1255-01

1260-02

1261-02

1262

1267-02

1288-01

1290-02

1291-02

1292

OneMed Group Oy
Address: Metsélantie 20
Postal Address: P.O. Box 10
FI-00321 Heisinki, Finland

Universal set

Essentia Universal set

Universal set w. Mayo stand cover
Universal set w. Mayo stand cover
Universal set

Universal set w. Mayo stand cover
Universal set w. Mayo stand cover, abs. patch 25x60 cm
Universal set w. Mayo stand cover and fluid collection pouch
Universal set without Mayo stand cover
Paediatric universal set

Split sheet set

Split sheet set

Hip set

Hip set Standard

Hip set Large

Hip set Special

Vertical drape set, small

Vertical drape set, large

Extremity set

Extremity set

Hand/foot set

Extremity set

Extremity set bilateral

Knee arthroscopy set

Shoulder split sheet set with pouch
Aorta set

Abdominal-perineal set

Gynae/Cyst set

Gynaecology set

Gynaecology and urology set
Gynaecology set

Delivery set

C-section set, incision film with hole
C-section set, incision film
C-section set, incision film
Laparoscopy set

Dental set

Dental set

Head/neck drape

Craniotomy set

Phone +358 20 786 6800 Domicile Helsinki
www.onemed.com Business ID 2039640-1 1(3)

F-09 rev 3_Declaration of Conformity — MDD — Class | (sterile)



ONEMED

1307 Adhesive split sheet 120x180 cm, split 15x50 cm, transparent
1308 Adhesive split sheet 150x183 cm, split 7x70 cm
1309 Adhesive split sheet, bilateral 230x290 cm, splits 6x80 cm
1310-02 Adhesive split sheet 150x250 cm, split 7x70 cm
1315-01 Adhesive split sheet 230x260 cm, split 20x100 cm
1316-01 Adhesive split sheet 230x260 cm, split 20x100 cm
1317-01 Lower vascular drape, 230x260 cm, split 20x100 cm, integrated
genital cover
1318-01 Adhesive split sheet 200x260 cm, split 7x100 cm
1319 Beach chair shoulder drape 400 x 230 cm, with pouch
1320-01 Hand/foot drape 150x180 cm, aperture 3,5 cm
1324-02 Hand/foot drape 230x300 cm, aperture 3,5 cm
1325-01 Extremity drape 230x300 cm, aperture 7 cm
1328 Knee arthroscopy drape 230x320 cm
1330-02 Vertical drape, small
1332-02 Vertical drape, large
1355 Gyn-abdominal drape 220/240x335 cm
1356-01 Perineal drape
1365-01 Laparoscopy drape 230x300 cm, aperture 25x20 cm, triangle
1366-01 Laparoscopy drape 230x300 cm, aperture 20x31 cm
1375-01 Thoracic drape 200/300x330 cm, aperture 32x40 cm
1398-01 Arm cover
1408 Utility drape 45x75 cm
1410-01 Utility drape 50x60 cm
1415-01 Utility drape 75x90 cm
1418 Universal cover drape 150x240 cm, extra reinforced
1451-01 Adhesive drape sheet 45x75 cm
1452-01 Adhesive drape sheet 50x50 cm
1453-01 Adhesive drape sheet 100x100 cm
1454-01 Adhesive drape sheet 75x100 cm
1455-01 Adhesive drape sheet 50x60 cm
1456-01 Adhesive drape sheet 37x45 cm
1460-02 Adhesive drape sheet 75x90 cm
1461-01 Adhesive drape sheet 75x75 cm
1463-02 Absorbent drape 60x70 cm
1463-50 Paediatric adhesive absorbent drape 70x60 cm
1464 Adhesive drape Large 254x180cm
1465-02 Adhesive drape Medium 180x180 cm
1466 Adhesive drape 150x170 cm
1470-02 Adhesive drape Large 150x240 cm
1505-01 Adhesive aperture drape 50x60 cm, aperture 6x8 cm
1510-01 Epidural drape 75x80 cm, aperture 6x15 cm
1511 Paediatric adhesive aperture drapes variable 37x65 cm
1512-01 Adhesive aperture drapes variable 50x75 cm
1513-01 Adhesive aperture drapes variable 75x100 cm
1515-01 Adhesive aperture drape 75x90 cm, aperture 6x8 cm
1516 Adhesive aperture drape, transparent 80x130 cm, aperture 15x6 cm
1517 Adhesive aperture drape 100x125 cm, aperture 11 cm
1520-01 Adhesive aperture drape 120x150 cm, aperture 5x7 cm
1525-01 Adhesive aperture drape 120x150 cm, aperture 5x7 cm
1530-01 Adhesive aperture drape 150x180 cm, aperture 6x15 cm
1535-02 Adhesive aperture drape 230x250 cm, aperture 12 cm
1537-01 Adhesive aperture drape 200 x 280 cm, aperture 14x14 cm
1538-01 Adhesive aperture drape 200 x 240 cm, aperture 12 cm
OneMed Group Oy
Address: Metsélantie 20
Postal Address: P.O. Box 10 Phone +358 20 786 6800 Domicile Helsinki
F1-00321 Helsinki, Finland www.onemed.com Business ID 2039640-1 2(3)
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1539-01
1555-01
1565-01
1741-01

ONEMED

Adhesive aperture drape 200 x 280 cm, aperture 15 cm
Aperture drape, 50x60 cm, aperture 6x8 cm

Aperture drape, 75x90 cm, aperture 6x8 cm

Under buttock drape 75x100 cm

to which this declaration relates, are in conformity with the following harmonized standards or other

normative documents

EN 13795:2011 +
A1:2013

EN ISO 13485:2012
EN ISO 14971:2012
EN 1041:2008

EN I1SO 16223-1:2016
EN 556-1:2001

EN ISO 11135:2014
EN ISO 11607-1:2009
+A1:2014

EN ISO 11607-2:2006
+ A1:2014

Surgical drapes, gowns and clean air suits, used as medical devices, for patients,
clinical staff and equipment — General requirements for manufacturers, processors
and products, test methods, performance requirements and performance levels
Medical Devices — Quality management systems — Requirements for regulatory
purposes

Medical Devices — Application of risk management to medical devices

Information supplied by the manufacturer with medica! devices

Medical Devices — Symbols to be used with medical device labels, labelling and
information to be supplied. Part 1: General requirements

Sterilization of medical devices — Requirements for medical devices to be
designated "Sterile” — Part 1: Requirements for terminally sterilized medical devices
Sterilization of health care products — Ethylene oxide — Requirements for
development, validation and routine control of a sterilization process for medical
devices

Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging systems

Packaging for terminally sterilized medical devices - Part 2: Validation requirements
for forming, sealing and assembly processes

and with the provisions of the laws of Finland and with Council Directive 93/42/EEC of 14 June 1993
concerning medical devices, as amended by Directive 2007/47/EC of 5 September 2007.

Identification of Notified Body (MDD):

Place and date of issue

Name and signature of the authorized person

OneMed Group Oy
Address: Metsaléntie 20
Postal Address: P.O. Box 10
F1-00321 Helsinki, Finland

DNV GL Nemko Presafe AS, 2460.

Julien Rolland
Sourcing Director

Phone +358 20 786 6800
www.onemed.com

Domicile Helsinki
Business 1D 2039640-1 3(3)
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	Apžiūros pirštinės Nitrile Sense
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	Įgalioto asmens vardas, pavardė ir parašas
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	1210-01 Hip set standard rev 3,lt
	Ref. 1210-01 Rinkinys klubo operacijoms, standartinis  rev  3, 13.12.2010
	FASUOTĖ: 1/3/6

	1210-01 Hip set standard rev 3
	Ref. 1210-01 Hip set, standard,
	rev  3, 13.12.2010
	PACK COUNT: 1/3/6

	1235-01 Knee arthroscopy set rev 2,lt
	Ref. 1235-01 Rinkinys artroskopijoms  rev 2, 25.11.2010
	FASUOTĖ: 1/4/8

	1235-01 Knee arthroscopy set rev 2
	Ref. 1235-01 Knee arthroscopy set,
	rev 2, 25.11.2010
	PACK COUNT: 1/4/8

	1255-01 Delivery set rev 2, lt
	Ref. 1255-01 Akušerinis rinkinys, rev 2, 03.03.2011
	FASUOTĖ: 1/12

	1255-01 Delivery set rev 2
	Ref. 1255-01 Delivery set, rev 2, 03.03.2011
	PACK COUNT: 1/12

	1395 Stockinette Large 32 x 120 cm rev 2, lt
	Ref. 1395 Kojinė, Didelė 
	32 x 120 cm, rev 2, 08.03.2011
	PAKUOTĖ: 1/12/48

	1395 Stockinette Large 32 x 120 cm rev 2
	Ref. 1395 Stockinette Large 
	32 x 120 cm, rev 2, 08.03.2011
	PACK COUNT: 1/12/48

	1398-01 Arm cover rev 3, lt
	Ref. 1398-01 Rankos apdangalas 
	rev 3, 11.03.2011
	FASUOTĖ: 1/30/120

	1398-01 Arm cover rev 3
	Ref. 1398-01 Arm cover, 
	rev 3, 11.03.2011
	PACK COUNT: 1/30/120

	1410-01 Utility drape 50 x 60 cm rev 3, lt
	Ref. 1410-01 Apklotas 50x 60 cm,
	rev 3, 11.03.2011
	FASUOTE: 1/45/180

	1410-01 Utility drape 50 x 60 cm rev 3
	Ref. 1410-01 Utility drape 50x 60 cm,
	rev 3, 11.03.2011
	PACK COUNT: 1/45/180

	1715-01 Instrument table cover 100 x 150 cm rev 4, lt
	 Kodas 1715-01
	 Instrumentinio stalelio apklotas 
	100 x 150 cm, rev 4, 11.03.2011
	SUPAKUOTA: 1/18/72

	1715-01 Instrument table cover 100 x 150 cm rev 4
	Ref. 1715-01 Instrument table cover 
	100 x 150 cm, rev 4, 11.03.2011
	PACK COUNT: 1/18/72

	1720-01 Insturment table cover 150 x 140 cm rev 3
	Ref. 1720-01 Instrument table cover
	150 x 140 cm, rev 3, 11.03.2011
	PACK COUNT: 1/16/64

	1725-01 Instrument table cover 150 x 190 cm rev 3 CONFIDENCIAL, lt
	Ref. 1725-01 Instrumentinio stalelio apklotas 150 x 190 cm, rev 3, 11.03.2011
	FASUOTE: 1/15/60

	1725-01 Instrument table cover 150 x 190 cm rev 3 CONFIDENCIAL
	Ref. 1725-01 Instrument table cover
	150 x 190 cm, rev 3, 11.03.2011
	PACK COUNT: 1/15/60

	1815 tube cover 15 x 250 cm rec 2, lt
	Ref. 1815 Apvalkalas kamerai    15 x 250cm     rev 2, 03.12.2010
	FASUOTE: 1/30/120

	1815 Tube cover 15 x 250 cm rev 2
	Ref. 1815 Tube cover 15 x 250 cm,
	rev 2, 03.12.2010
	PACK COUNT: 1/30/120

	1820 tube cover 15 x 240 cm,lt
	Ref. 1820 Apvalkalas kamerai    15 x 240cm     rev 1, 26.6.2008
	FASUOTE: 1/30/120

	1820 tube cover 15 x 240 cm
	Ref. 1820 Tube cover 15 x 240 cm,
	rev 1, 26.6.2008
	PACK COUNT: 1/30/120

	1825 Tube cover, elastic tip 17 x 240 cm rev 2, lt
	Ref. 1825 Apvalkalas kamerai    17 x 240cm     rev 2, 25.11.2010
	FASUOTE: 1/30/120

	1825 Tube cover, elastic tip 17 x 240 cm rev 2
	Ref. 1825 Tube cover, elastic tip
	17 x 240 cm, rev 2, 25.11.2010
	PACK COUNT: 1/30/120
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	Brosiura Supreme+
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	Data sheet 2727_2729 Visitor gowns rev 1
	Data sheet 2854 Surgical mask, face shield rev 3, Lt
	Data sheet 2854 Surgical mask, face shield rev 3
	Data sheet 2855A Surgical mask Multifix Starline standard rev 1, Lt
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	Data sheet 2876 Surgical mask rev 2, Lt
	Data sheet 2876 Surgical mask rev 2
	Data sheet 6200-6204 Powder-free examination gloves_latex rev 2, lt
	Data sheet 6200-6204 Powder-free examination gloves_latex rev 2
	Data sheet 6420-6424 X-long powder-free examination gloves blue textured nitrile rev 1, lt 2011.08.19
	Data sheet 6420-6424 X-long powder-free examination gloves blue textured nitrile rev 1
	Data sheet 210258XS_XL_Selefa SENSE_200 pcs_rev2 (002)
	Data sheet 210282 XS S M L XL Powder-free examination gloves vinyl_rev 1, Lt
	Data sheet 210282 XS S M L XL Powder-free examination gloves vinyl_rev 1
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	Data sheet 21030333 21030533 and 21030433 PE gloves, transparent rev 2, Lt
	Data sheet 21030333 21030533 and 21030433 PE gloves, transparent rev 2
	Data sheet 21043050 210433 and 210432 Aprons, transparent rev 2
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	Ref. 1820 Apvalkalas kamerai, perforuotu galu, 15 x 240 cm, rev  2, 25.11.2010
	FASUOTE: 1/30/120

	ADP34A.tmp
	Ref. 1820 Tube cover 15 x 240 cm,
	rev 1, 26.6.2008
	PACK COUNT: 1/30/120
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	Ref. 1415-01 Apklotas 75x90 cm,
	rev 2, 23.11.2010
	FASUOTĖ: 1/25/100
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	Ref. 1460 apklotas lipniu kraštu
	75 x 90 cm, rev 1, 26.6.2008
	FASUOTĖ: 1/20/80
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	230 x 300 cm, rev 2, 29.11.2010
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