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# DECLARATION AND APPLIED STANDARD

Rev00

Dec 2013

Prima emission / First emission - DRAFT

Rev01

10.12.2014

Modifica punto 6: modifica della linea secondo nuova campionatura lotto 14314 ¢ modifica
materiale componente (8) — aggiornamento Allegato 02

Update point 6: change of the line according the last samples lot14314 and change the material
of the component (8) — update of the Annex 02

Rev02

10.02.2015

Inserimento codice prodotto cliente 1.011.0633; specifiche di confezionamento punto 5 e
allegato |
Addition of the KaVo code 1.011.0633; packaging details point 5 and Annex |

Rev03

03.03.2015

Decisione finale del cliente sui alcuni materiali e componenti:
- Definitivo OK della lunghezza dello spezzone pompa (componente 21)
- Componente 8 in materiale ULTRASON BASF
- Componente 6 in materiale APEC1745 (Bayer) trasparente
- Incollaggio con Loctite tra componente | e 2
- Stampa di un numero seriale sul componente 5

Final decisions of he client:
- Definitive OK about the pump tube length (component 21)
- Component 8 in ULTRASON (BASF) material
- Component 6 in in APEC1745 (Bayer) material, transparent
- Component 1 and 2 assembled with Loctite glue
- Printed serial number on component 5

Rev04

18.03.2015

Inserimento, in Allegato 2, della scheda tecnica della colla Loctite
Addition, in Annex 2, of the Technical Data Sheet of the Loctite glue

Rev05

02.04.2015

Page 1:correction of product description

Point 5: indication of IFU in second packaging
Point 6: delete the indication of printed plastic key
Addition of the “Declaration and applied standard”
Annex 1: label and IFU to be defined

Rev06

15.05.2015

New proposal with disassembled spike (see point 6 — technical drawing)
-annex 2: delete the technical data Sheet of the Loctite glue

Rev07

29.05.2015

New proposal with silicone junction between spike and irrigation line

Rev08

10.06.2015

Delete components luer in Annex 2

Update information in Annex 4

Version
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OMNI £

Disposable Medical Devices KaNo. Dental Excelience.
REFERENCES
OMNIA code Ref KaVo Description
30.F0341 1.011.0633 Sterilizable Hose Set S600

RE-USABLE TUBING FOR CONDUCTING AND PUMPING STERILE LIQUID TO THE IRRIGATION SYSTEM OF A HAND
PIECE OR CONTRA ANGLE.

TECHNICAL DATA SHEET

1. Product identification

Product is classified in Class Ila in accordance with Rule 5 of Annex IX to Directive 93
/42/EEC (updated by Directive 2007 /47 /CE) and are CE marked 0546
GMDN code: 44772

2. General product description and Manufacturer identification

Omnia Spa

Via Francesco Delnevo 190 - 43036 Fidenza - Parma

Tel. 0524.527453 - Fax. 0524.525867 - www.omniaspa.eu
Distributed by:

KaVo Dental GmbH
Bismarcking 39
88400 Biberach/Ri}
Tel.: +49 (0) 7351 56-0
Fax: +49 (0) 735156-1488
www.kavo.com

3. Material : See dedicated section "Components”

4. Sterilization: The productis NO STERILE.
Method of sterilization: steam (according to indication in IFU see Annex 01)
Information about the sterilization process validation in Annex 04

5. Packaging
Products are packaged in specific envelope for steam sterilization

First packaging Second packaging Final Pallet
packaging 120x80

No pcs 1 2 22 880
Box Plastic/paper White box Box /
/envelope | envelope 25x30x4h cm 37,5x28x41h

Medical paper 60 + cm

gr/m? - Plastic film | N°1 copy of the IFU

PET12/PP40 PEEL

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 2
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Disposable Medical Devices

6. TECHNICAL DRAWING

1.011.0633
(30.F0341)

Components - Technical description:
(see section “Components” for all technical data)

2 ways vented spike - PC and ABS

Clamp - PP

Connector - POM

Plastic Key - POM

o (G ||

Connector for pump tube - APEC1745 (Bayer)
transparent

(=

Stainless steel ring

Fixing clips - ULTRASON (Basf)

Irrigation tube
Silicone 60 ShA @ mm 3x4,1 - 165 mm

21

Tube for peristaltic pump
Silicone 50 ShA - @ mm 4x7 - 190 mm

22

Irrigation tube
Silicone 60 ShA @ mm 1x3 - 2420 mm

23

Tube
Silicone 60 ShA @ mm 4x7 - 30 mm

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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Disposable Medical Devices Ka\lo. Dentat Excelience.

7. LABELING

In Annex 01 :

LABEL FOR FIRST PACKAGING - 1 PC
Label real dimensions 10 x 15 cm

LABEL FOR SECONDARY PACKAGING - 2 PCS
Label real dimensions 10 x 15 cm

LABEL FOR FINAL PACKAGING - 22 PC
Label real dimensions 10 x 15 cm

8. INSTRUCTION FOR USE:

In Annex 01 : IFU with all specification and information according to IS0 17664

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 4
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Disposable Medical Devices

Kavio. Dentat Excelience.

COMPONENTS
In Annex 02 :
all details of components in point 6 - drawings and technical data sheets of the
materials
COMPONENTS FOR PACKAGING
In Annex 03 :

all details of envelope - drawing and technical data sheet
Envelope for steam sterilization

(Medical paper 60 gr/m? - Plastic film PET12/PP40)
20X30 cm

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 5
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Disposabie Medical Devices

10.06.2015 - Annex 1

ANNEX 1

KaVo, Dental Excellence.

LABELS and IFU

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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Disposabie Medical

Devices

10.06.2015 - Annex 1

KaVo. Dental Excellence.

First

packaging

Plastic/paper envelope 20 x 30 cm
Medical paper 60 gr/m? - Plastic film PET12/PP40 PEEL

Label 10

x 15 cm

Barcode construction

Packaging Q.ty .
Lc Ref. el field Lot field Check digit
BLISTER 0 01 <calculated:>
(1PC) 1
BOX 1 02 <assigned> <calculated>
(2 PCS) +EFID 1.011.0633 [SS 8 7 e.g 123456 3
CARTON 2 22 <calculated:>
(22 PCS) 6
Distributed bv:
KaVo Dental GmbH
Bismarcking 39
88400 Biberach/Rifd
Tel.: +49 (0) 7351 56-0
Fax +49 (0) 735156-1488
www_kavo.com
PO LS s
-1 Sterilisierbares Schlauchset 5600
Sterilizable Hose Set S600
Catalog number NOT MADE WITH NATURAL RUBBER LATEX
1.011.0633 PHTHALATES FREE
Lot number Q
LOT
Date of manufacture H
Manufacturer:
MNiA 5pa CE€ o546
W OMInIaspa_ U -
-
Fd
Consult mstruction Eeep away from Eeepdry Do mot use f package Mon-ctarila
for use sunlight 2 s damaged
m X £ ® A
! Caution: US Federal law restricts this device to sale by or on the
order of a health care professional/dentist. For dental use only.
Rov. OL/2015
OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina2di7
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Disposabie Medical

10.06.2015 - Annex 1

Devices

KaVo. Dental Excellence.

Second
packaging

Carton box - white - 25x30x4h cm - 2 pc + [FU
Label 10 x 15 cm

Distritted by

Kavo Dental GmbH
Bismarching 38
88400 Biberach/RiIn
Tei_ +48 (0) 7351 58-0
Fex +4f (0) 7T35166-1488
www. kavo com

L o Hy

Sterilisierbares Schlauchset S600

Sterilizable Hose Set 5600
BOX =2 PCS

NOT FARDE WITIE A TUSLA| RLREN LATEX
Catalog turmber

REF| 1.011.0633 ™M

Lot number

LoT

Dt of mamulscturs

]

s CE 0585
O

"
-~

e Lrmp yeewy Ao K Ty Do #at i I packagy Te—
for s wiriget 1 Eam gt
bz — o
m Zx T )
. s

I Caution: US Federal law restricts thiz device to sale by or an the

order of a health care professionalfdentszt. For dental use only

R 97

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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Disposabie Medical

10.06.2015 - Annex 1

KaVo. Dental Excellence.

Final
packaging

Carton box - white - 37,5x28x41h cm - 22 pc
Label 10 x 15 cm

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)

Distributed by:

Kavo Dental GmbH
Bismarcking 39

88400 Biberach/Ri

Tel: +49 (0) 7351 56-0
Fax: +49 (0) T35156-1488
www kavo.com

e $ Sterilisierbares Schlauchset S600
z Sterilizable Hose Set S600
11 BOX =22 PCS

Catalog number NOT MADE WITH NATURAL RUBBER LATEN

1.011.0633  TMAUTS Az

Lot number @

Date of manufacture

H UMNI.:::’H c( 0546 |
W SR e o

.

I

Consult instruction Keep away from Keepdry  Donotuse Fjackage Non-stactls
for use wright s niragd

M % 4 ® &

| Caution: US Federal law restricts this device to sale by or on the
order of a health care professionalfdentist. For dental use only.

Ao A5
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Disposabie Medical Devices

10.06.2015 - Annex 1

IFU - 80.M0050 - REVOO/APRILE/2015

- Paper 60 gr A5 format

- 7 languages

o]

o o 0o o 00

Italian
English
German
Russian
Japan
Chinese
Spanish

Z FOLDED

TN

KaVo, Dental Excellence.

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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10.06.2015 - Annex 1

KaVo. Dental Excellence.
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Disposabie Medical Devices

10.06.2015 - Annex 2

ANNEX 2

KaVo, Dental Excellence.

COMPONENTS

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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10.06.2015 - Annex 2

Disposabie Medical Devices

KaVo. Dental Excellence.

COMPONENT 1 : 2 WAYS VENTED SPIKE—PC and ABS

PHYSICAL NORMS TYFICAL MEASURE
FEATURES VYALUE LUNITS
1) Speeilic weight S0 1169 12 Kg/any
1) Handness ASTM D-2240 D813 SHORE
3) Tensile sirength 180 527 B3 ot yleld MPa
4) Elongstion 150 527 S at yield %
5) Thermal coefficient of Bnear expusion ASTM E-831 or 107K
16) SEiffwess i dorzion
7} Vicat softening point
STARILIZER(S)
PLASTICTZER(S) H
COMPLIANCE ; -Masls the requirements of: LS, P. )00 Ed. . Class V1 - Plastics
MAJOR USE + Burusion [
+ Muokding &
: Blowing [
PACKAGING 1 Goods dalivered in polythyllens or paper bags weighing 15 kg sach o 600-B00 kg
ASPECT + Plastic greales  Colowriess m
Red o
Biue [ m]
White [m]
=]
STORAGE CONDITIONS ; Maintam cointiiners closed in a chean and well-aired mviromment
Avoid direct Tight and excessive hamidity.
STERILIZATION TYPE .
Bthylene coide =
Gt radlistion [w]
Sieam
NOTES :  <This material Gan be usad ©r COMPOnEnts Which Come Inlo coniast with
bicod andior “solutions®.
OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 2 di 10
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10.06.2015 - Annex 2

Disposabie Medical Devices

KaVo. Dental Excellence.

COMPONENT 2: CLAMP —PP

Product Data and Technical Information

. »
& Email this page & Print this page

Name Moplen

Grade HPSO1H

Resin type Polypropylene, Homopolymer

Description Moplen HPS01H is a homopolymer for injection moulding which
exhibits a good stiffness/impact balance at ambient temperatures.

The main applications of Moplen HPS01H are caps, closures and
furniture. Moplen HP501H is suitable for food contact.

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 3 di 10
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Disposabie Medical

Devices

10.06.2015 - Annex 2

KaVo, Dental Excellence.

COMPONENT 3 : CONNECTOR FOR PUMP TUBE —POM

SE=E

KOCETAL" K300

Kocetal K300 is a general injection molding grade with a good mechanical property for wide range.

Property Test Method Units Value

Physical
Melt Index ASTM DI1238 2/10min 9.0
Specific Gravity ASTM D792 - 1.41
Shrinkage ASTM D955 % 2.0
Water Absorption  23°C Equilibrium 60%RH | ASTM D570 % 0.22
Thermal
Melting Point ASTM D1525 °C 166
Heat Deflection Temperature under Load ASTM D648

HDT/A  0.45MPa (4.6 kgﬁ:m3 ) °C 158

HDT/A 1.82MPa ( 18.6 k,g'b‘c:m2 ) °C 110
Vicat Softeming Temperature ASTM D1525 °C 162
Coeff. Of Linear Thermal Expansion ASTM D696 = 10" em/cm°C 13
Flammability UL 94 HB
Mechanical
Tensile Strength 23°C| ASTM D638 MPa (kg/cm’) 64 (650)
Tensile Elongation 23°C| ASTM D638 % 60
Flexural Strength 23°C| ASTM D790 MPa (kg,*qnz) 94 (960)
Flexural Modulus 23°C| ASTMD790 | MPa (kg/em®) | 2.500 (25.500)
Notched Izod Impact Strength 23°C| ASTM D256 J/m (kg-cm/cm) 67 (6.8)
Rockwell Hardness Mscale| ASTM D785 - 80
Electrical
Surface Resistivity ASTM D257 10 Q 1
Volume Resistivity ASTM D257 < 10" Q-cm 1
Dielectric Strength ASTM D149 kV/mm 19
Dielectric Constant ASTM D150 - 3.7
Dielectric Dissiparation FactorConstan  10° Hz | ASTM D150 - 0.006

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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Disposabie Medical

10.06.2015 - Annex 2

Devices

KaVo. Dental Excellence.
COMPONENT 4 : PLASTIC KEY —POM - Color: white RAL 9016

T40-180, Korea
Name and the function :

We centify the copolyiners. POM KOCETAL® K300; 1.3,5-Trioxane, poiymer with 1,3
dlaxolane, Cas No.24969-26-4 ( submirter nameis) . copolvmer of diaxelane and rrievane J,
aipplied by KOLONPLASTICS, Inc. does not confain Envirommentally Hazardous
Snbstances mentioned category,

- Materials for Certification

POM  KOCETAL® K300

- Calegory
PARABENS
PHTHALATE
alkylphenols
13 July 2011
Date
R&D Drvision Approved by \'.

A1
KOLONPLASTICS, Inc < fﬂ‘l’
Tel: +82-54-420-8472

Fax: +82-54-420-8329

39.4
— i 23.9 .
= @ i
i By ® g pe- 2
, Y | — a— ™~
A
& Versione 1
Based on KaVo Dwg No 1.009.8819
Certification
Company KOLONPLASTICS, Inc.
Address 1018 Ungmyung-Dong, Ghnchon-SL, GyungSangBuk-Do,

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR)
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10.06.2015 - Annex 2

Disposabie Medical Devices

COMPONENT 5 : CONNECTOR KaVo. Dental Excellence.

u Bayer MaterialScience
e

El
(;
4

E

A

Apec 1745

Standard grades / Medical applications, suitable for Easy to demold, suitable for superheated steam stenlisation up to 143 *C as well as for pharmaceutical
superheated steam sterilization applications according to United States Pharmacopeia (USP) XXl Class VI, softening temperature
(VST/B 120)=170 °C

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 6 di 10
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O | ﬁ 10.06.2015 - Annex 2

Disposabie Medical Devices

COMPONENT 6 : STAINLESS STEEL RING KaVo. Dental Excellence.

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 7 di 10
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10.06.2015 - Annex 2

Disposable Medical Devices

KaVo. Dental Excellence.
COMPONENT 7 : FIXING CLIPS —ULTRASON (BASF) — PSU- TRANSPARENT

Based on KaVo Dwg No 1.009.8818

BAS

The Chemical Company

Unreinforced, medium viscosity standard injection moulding grade.
Abbreviated designation according to 1SO 1043-1: PSU

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 8 di 10
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10.06.2015 - Annex 2

Disposabie Medical Devices

KaVo. Dental Excellence.

COMPONENT 20 : SILICONE 60 ShA - 3x 4,1—L 16,5 cm
COMPONENT 22 : SILICONE 60 ShA - 1x3 —L242cm
COMPONENT 23 : SILICONE 60 ShA - 4x7 —L3cm

] -
Ik Meme Prodetts RESIL-60/T Calorabile
; Elastomers di Pase : Gomma Siliconica
| Erove ssequite sy 1 {ratilats
| Hetade | |____Mestra Mescola |
| Peso specifice | UNT 7092-4 | 9/¢n3 | 1,180 +/~ 0,020 |
| Dyrezza | UNI 4716 | SHORE & | &0 +/- 5 |
| Cardco di Rottera | UNI 045 | HPa | 8 min |
| Allanganents 3 Rottara | UNI 4045 | % | 300 min ]
| Resisterza alla Laceraziane | UNT 4914 | /e | 12 min |
| Compression Set I | | |
:_El:h. 25X 175°C 22h. | UNI 4913/4 [+ | 30 max |
1 | L I

: Resistenze chiniche e fisiche
| Resistenza a ¢
|
| IMPERMEABILITA' AI GAS Tnsufficiente
| ARIA CALD& FIND & 1BO"C Ottima
| AGEMTI ATMOSFERICI Ottima
| 0zOND Ottine
[ IRRIGIDINENTO BASSA TEMPERATURA Ottima
| OLII MINERALI PARAFFINICI Buona
| 10RDCARBURE ALIFATICI Insufficients
© OLI] ANIMALT E/0 VEGETALI Oitima
| TDROCARBURT AROMATICT Insefficiente

SOLVENTI CLORURATI Insufficiente

CHETONI Sufficiente

acIn: Sufficiente

Bagl Gufficiente

UAPORE Insafficiente

" Le valutazioni relative 311& resistenze chiniche e Pisiche si devons considerare indicazieni di wassima: eese sene
ricavate sia dalle earatteristliche inlrinseche dell'elastemers di base, sz dslles nstara ehinics degli altri ipare-
dienty presenti nella mestola con I3 quale & prodotte il manufatts. Comunqee i dati vengoss comumicali a tilols ipfor=
walive & nen imeegrame 13 socield POSA 5.P.A.

—Jesparatura d'Ineicas : Min. - 60°C Max, 180°C

OMNIA Spa—Via F. Delnevo 190—43036 Fidenza (PR) Pagina 9 di 10
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10.06.2015 - Annex 2

Disposable Medical Devices

KaVo. Dental Excellence.

COMPONENT 21 : SILICONE 50 ShA- 4x7 —L19cm

L e e _—
| Mome Prodette 1 AKIL=50/T Colerabile
|

| Elastoners di Base : UNQ

|

| Prove esequite sa piatiine trafilate

| Compression set eseauite =i dischi sovrappesti ricavati da lastriss
|

slanaatsz

e B S T B

LCaratteristiche .~ . Metads. ____.___ |  Nestra Mescola | Valsri Rachissti
I Pess speritice UWI 180 1183-1 g¢/cw? | 1,180 4/- 0.020 |

| Durerra UM1 EM IS0 848 SHORE A | 50,000 +/- 5,000 |

| Corice df Rettura UND 6045 L) | 8,000 min |

| Allenaaments a Rottura UNT 6045 X I 500,000 min |

| Resistenza alla Lacerszicne ASTH D 624/  KN/m I 28,000 min |

| Cempressips Set | |

ll_ﬁl:lb}ﬁl Zrhatme . NIISOMS X | 75080 max 1

[I Resistenze chimiche e Tisiche

| Resistesza a

|

| ARIA CALDA FIND A [80°C Otting

| AGENTI ATMOSFERICI Gtiina

| ozokD Dttima

| IRRIGIOIHENTD BASSA TEMPERATURA Ottina

| IORCCARBURI ALIFATICI Insufficiente
| DLIT KINERALT PARAFFINICI Buona

| DLIT AMIMALI E/O VEGETALI Ottima

| TDROCARBURI AROMATICT Insufficiente
| SOLVENT! CLORURATI Insufficiente
| CHETONI Sufficiente

| acIDI Sufficiente

| BAsST Sufficiente

| VaPORE Issufficiente
| P i G Yyl =

| Le valutaziona relative alle resistesze chiniche & fiziche si devom considerare indicazioni di wmassime: esse =p1
| ricavete sia dalle caratieristiche intrinseche dell'slastomers di base, sia dails matera chimics desli altri ingredie
| t1 presenti neila wescels cen 12 quale & prodetts il mamafatto. Comunaue, i dati vetgene comunicati a titele infermal
| va & 791 impegmans la secietd POSA SPA

L Tenseratara o Tnpiean © Hix - 40°C_ Nax 180°C__
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Test
3= ])%C

CONFORMITY
TO STANDARD

DESCRIFTION
MATERLAL

APPLICATION

TRACEABILITY

DESTORAGE

OMN

(50 +2)

GEMERAL CONDITHONS

Property chemical-physical Standards Value Unit of
measure

PET 1Zp .

Density ASTM DI1505 1,395 + 1,405 afem

COF static ASTM DIB®M (<06

COF kinetic ASTM DI18% <0.53

Point/fusion interval 260 (

I'P 4ip

Density Internal Method 0.9 a/im

Con ASTM DIS%4 0,15 =030 I

Point/fusion mterval / 150+170 O

ADHESIVE =

Weight 1.6+2 gm

de in environmental conditions conform o Standard UNI EN 150 | [607-1:2006 {(4.4.3),
% UR = 24 h, a part from different conditions indicated on the applied Standards

Composite Film PETI12/PP40 green is conform to Standard UNI EN [SO 116072006 and to
Directive 94/62/CE of European Parliament and Council, | did December 20, 1994 on

packaging and packaging” s waste

Conformity of the components to Standards applied
PET POLYETYLENE - UE! Commission Dicective 2002/72/CE, 2004/ 9 CE, 200579 'CE
94/62/CE. 2002/ | 6/CE, 200771 %CE, Regolation 68398, 19352004 and | §952005

Italy: Ministerial Decreas 21 3.1973 and DPR 777782

USA: FDA, CFR. tithe 21 E177.1500 (a) (6) e (b) (6.1-6.2) ¢ CFR, title

PP POLYPROPYLENE - UE: Commission [Hrective

Y £ 1771630

ltalv: Minsterl

Decrees 26.4,1993 o 220, 28 10,1994 n. 735, 24.9.19% n 572 91, 2291998 n
338, 1562000 0, 210, and Ministerial Decrees 21.3.1973 n. 104, attach 11, section |, part B,

USA: FDA, CFR, tithe 21 (2002) § 1771520 €a) (1), (b) and (c) 1,1

ADHESIVE - UE l".-nnnwmn Direitive 2002/ T2CE; Ialy: Ministerial Decrees 21.3.1973
USA =FDA, CFR, tide 21 § 175.105

Composite Film PETI12/PP40 green is compused of 4 laminated Paly
Polypropvlene. The adhesive interposes of two Films does not contain solvent, the final
product 15 solvent ree

Composite Film PET|2/PP40 ;_;rrcn is especially developed for single use medical

upplciation ; sugpe for rotating or flat welding Composite Film could be weld on isell
and paper support. Th naterial is suitable for Steam and EO [gas) sterilization
sroduct/raw material is guaranteed throw gh documentations keep by OO Encaplast
for & period of 10 vears
15.25°C  60% UR
INIRER IR 1Y ) PR fser O Vil T . 4 Wi 160

Dravwer y/ / | Date Vanatio
1‘;{1-..,4_ 11-03-08 256/08
R Propériy of ENCAP I"'HI { Res e ..;h|~ | Dene Date
c-production sirictly pject to
I-J horizat .-'u % ENCAPLAST“

Description

Comaasite Film PET 12 /PP 40 Gireen ( Data Sheer)

2503350000 i

sster and 8 lninate of

- Plastic film PET12/PP40) — 20 x 30 cm
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| PROPERTY PHYSICAL-CHEMICAL

Paper Grammage

pH water extrgt
| Chloride content

Sulphate content

Burst strenght (dry)

Burst strenght (wet)

Iraction strenght long, (dry)
Traction strenght transv.(dry)
Traction strenght long. (wet)
| Traction stranght transv. (wet)
| Tear strenght long

I'ear strenght transv
Air permeability
Superficial roughness Bendtien FS
Superficial roughness Bendisen W§
Superficial absorption (Cobh)
Hydrophobia (water repellency)
Fluorescence
Pore diameter

| Unitof

Stundarnds Tipical
Value | Measure
150 536 — 160 [ gm? :
IS0 6 588-2 7
IS0 9197 < 0,05 [ %
1509198 <025 | Yo
IS0 2758 | 250 | KPa
IS0 3689 | 150 | KPa
IS0 1924-2 |64 | KN/ |
ISO 1923.2 kN/m
IS0 3781 I:_ kN/m
IS0 3781 (] | kN/m
SO 1974 600 | mN [
SO 1974 650 mN
150 5636-3 114 w( Pas)
1S 8791-2 375 ml/imn
IS0 §791-2 300 mifmn
EN 20535 |5 2/'m?
ASTM D779-03 35 s0¢
DIN 58953-6 ] %4
EN 868-2 (all. C) 21 ym

l'est made in environmental conditions conform to standard UNI EN 150 | 1807-1:2006 (4.4, 35,

(232D - (502 2)% UR

CONFOIMITY TO
STANDARDS

Medical Paper HL 80g'm” is conform (o standards -
UNILEN ISO 11607-1,2006, EN 868.3:1999, FDA CFR 21, AR (BgVV) XXXV

and i made in accordance (v standat EN (S0 9001

24 b, unless different conditions indicated on specific standards applicated

MATERIAL
DESCRIFTION

APPLICATION

Medical Paper HL 602'm’ Is humidity-resistance and have a degree of roughness thar made it
sultable o EO (gas) and Steam sterilization. It present hight bactenal baerier. Is indicated as a
support for fley graphie and rotograviire printing

Medical Paper HL 60g/m’® Is expecially indicated for the production of pouches and rolls,
printing a#nd unprinting, where the Paper is hot welding with composit flim
'poliprophylene. This packaging can be used for EO (gas) and Steam sterilization

polyeste

OMN

1f is welding with polyester/polyéthylene, iy indicated for EO (gas) and Radintion

THACEARILITY

GENERAL CONMMTION OF

Traceability of produste/prime material Is gusranteed throught registration documents held
CQ Encaplast file, for a peviod of 10 vears

STORAGL 15:25°C  60% UR
/ f h \ ol TR (9 . o2 | ) e Er
4 ' t d Ay Eacopdiaer i coniileree o iy
. Deavwee /,.‘ Dhte Variation N |
ua‘éé.;\ 31-03-08 256/08
Property of ENCAPLAST | L
Rf'r‘rl"dJL'Tl"ll -"l;”_\- i||'.l"l.'lr 'r_.‘_.—' EE— e T
o muthorEation ENCA PLA STbl Responsabie Date | Dote

| Description

MEDICAL PAPER HL 60g

Neft Nipcio— [ 310308

‘ 11-03-08

( Material Sheet )

2301000000
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ANNEX 4
STERILIZATION PROCESS VALIDATION
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The sterilizable KaVo hose set is is comparable, for components, intended use and mode of
use to the sterilizable line used for steriization process validation, which defines:

1. Sterilisation of the line at 121 ° C by steam (autoclave tipoB)

2. Re-sterilizable for a maximum of 25 times

3. Method of reconditioning of the line after each use

The reports show that the line does not alter the components and functionality as a result of
the 25 cycles, as it is not altered the functionality.
These are the standards applicable for protocol validation:

- European Pharmacopoeia - current ed.

- UNI EN ISO 11737-1:2006 -> Sterilization of medical devices - Microbiological
methods - Part 1: Determination of population of microorganisms on products

- UNI EN ISO 11737-2:2010 - Sterilization of medical devices - Microbiological
methods - Part 2: Tests of sterility performed in the definition, validation and
manteinance of a sterilization process

- UNI EN ISO 11138-1:2006 - Sterilization of health care products - Biological
indicators - Part 1: General

- UNI EN ISO 11138-3:2009 - Sterilization of health care products - Biological
indicators - Part 3: Biological indicators for moist heat sterilization process

Report 14/2011 - 08/08/2011 > Validation of steam sterilization
Report 39/2012 - 27/07/2012 = Technical assessment
Report 40/2012 - 27/07 /2012 - Evaluation of toxicity

For each production, we carry out the bioburden analysis in order to define and monitor the
level of contamination, in accordance with the limits identified in the validation of the

sterilization process.

Specifically, on the KaVo hose set, tests were conducted to evaluate the re-sterilization of the
seal assembly of the component 1 with component 20 using the silicone tube component 23.
Functionality tests were performed and confirmed by the customer on the samples provided
with lot 15150.
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