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PTFE Vergine
Virgin PTFE
Date | Revision Details of changes
October 2024 35 Regulation upgrade
Tipo di materiale — Material type
A | Manicotti fascia grossa (spessore »15mm), tondi Thick-walled molded tube (thick >15mm), Molded rod,
stampati, lastre e nastri sfogliati skived sheet, and tape
B | Manicotti fascia sottile e lastre stampate Thin-walled molded tube and sheet
C | Tondi e tubi estrusi Extruded rod and tube

Caratteristiche Fisiche
Physical Properties

.. Metodo di A B C
Carg;totegrs[;t/lca prova : Valore misurato | Valore misurato  Valore misurato
P Test method Measured Values | Measured Values — Measured Values
Densita 3
Density ASTM D 792 g/cm 2.159 2.159 2.158
Carico di rottura ASTMD4894 |  MPa 27 25 23
Tensile strength
Allungamento a rotfura ASTM D 4894 % 280 250 230
Elongation at break
Durezza ASTM D 2240 | ShoreD 61 58 55
Hardness
Rigidita dielettrica
Dielectric strength ASTM D 149 kV/mm 38 34 30

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.



Scheda Prodotto — Product Data Sheet

PDS-LN-010
pag2di12
PTFE Vergine
Virgin PTFE
Caratteristica Metodo di prova U.m Valore tipico
Property Test method Units Typical value
Temperatura utilizzo o
Working temperature ¢ "200/+260
Coeff. dilatazione termica lineare " 10
Coeff. Of linear thermal expansion ASTM 696 ¢ 13-10
Deformazione sotto carico o
Deformation under load ASTM D 621 o 13
Deformazione sotto carico permanente ASTM D 621 % 7
Permanent deformation
Coefficiente attrito statico
Static friction coefficient ASTM D 1894 ’ 0.07
Coefficiente attrito dinamico
Dynamic friction coefficient ASTM D 1894 ’ 0.05
Resistenza compressione
1% deformazione 2
Compressive stress deformation ASTM D 695 N/mm >
1% deformation
Comportamento alla fiamma
Flame behavior uLo4 ’ Vo
Coefficiente di usura a PV cm3-min-10~8
Wear factor ASTM D 3702 kg-m-h
Resistivita di volume 17
Volume resistivity ASTM D 257 Ohm - cm 10
Resistivita di superficie 16
Surface resistivity ASTM D 257 Ohm 10

Certificazioni/Certifications

Material conforms at: NSF61, KTW, ACS, WRAS, USP class VI.
Material conforms at food contact, in accordance with:
Italian regulations: DPR777, DL108, DM 34/73, DM174/04
EU regulations: 1935/2004/EU - 1895/2005/EU - 10/2011/EU and subsequent updating-
2023/2006/EU
USA regulations: FDA 21cfr§ 177.1550

TSCA sezione 8(a)(7)

Gli articoli prodotti con questo materiale contengono politetrafluoroetilene, CAS 9002-84-0 in concentrazioni del 100%
TSCA section 8(a)(7)

Articles manufactured with this material contain polytetrafluoroethylene, CAS 9002-84-0, 100% in concentration

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.




PTFE - FE1000

PTFE Vergine
Virgin PTFE

Scheda Prodotto — Product Data Sheet
PDS-LN-010
pag3di12

CSi

o= N ACCREDIA Y,

RAPPORTO DI PROVA / TEST REPORT

LAB APIOE L

BA Product Conformity Assessment

NUMEER ISSUE DATE
2ITFFPVIVFDCNZT_] 21/02/2022
BUSINESS AREA LABCRATORY

Food Contact

SPECIMEN DESCRIFTION
PTFE Yergine FE1000

CUSTOMER

AP SPA
VIA MOLINARETT, 2

24060 CASTELLI CALEFIO [BG)

REFERENCE STANDARD

Reguigtion 1#35/2004/5C GUCE L 333 daoted 13/11/04.

D.PR. 777 dated 23/06/1 762, D.L. 108 dated 25/01 /1992, DAML34 dated 21,/3/73

Reguiation 10/2011/Bl, GUUE L 12 goted 15/01,/2011, and subsequent updafings.
UKE BH 1185 151522003 [see the overal migrafion test description for the igentification of the technical standard part]

pag. 1 difef 10

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare

le caratteristiche del materiale. Le informazioni fornite sono indicative.
Since development and improvement of materials is a continuing process,
GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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RAPPORTO DI PROVA. / TEST REFORT

AL BEDILN

LA W |

HUMBER ISSUE DATE
TINFAMNFDCAN2] 21/02/2022
BUSIMESS AREA LABORATORY

BA Product Conformity Assessment Food Confoct

SPECIMEN DESCRIFTION
FTFE Vergine FE1000

CUSTOMER

GAPISPA
VIA MOLIMNARETT, 2
24080 CASTELU CALERID [BG)

REFEREMCE STANDARD

D.P R 777 dated 23/08/1982, Ol 108 dated 25/01/19¢2, DM.34 dated 21/3/73
Reguinfion T935,/2004/5C GUCE L 338 dated 13/11/04

Reguiafion T0Y2011/EU, GUUE L 12 dated 15/01/2011, and subsequent Updatings.
DI 1 742004 - Dubgs M. 3172007 Directive 2015/1 787 FUE

1 ddE3i Lede legaie

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare

le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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D sl

- FOOD PACKAGING MATERIALS s e ORI FOOD CONTACTS

RAPPORTO DI PROVA Pag. 9
(Test Report) di/af
pag. 5
N* DOSO\FPMIFDCVI4 Rev. 1 Data:  p4/12/2015
Dare:

IDENTIFICAZIONE E DESCRIZIONE DEL CAMPIONE:
SPECTMEN DESCRIPTION:

PTFE FE 1000

DATTIDENTIFICATIV] PEL CLIENTE:
CLIENT:

GAPI SPA
V1A MOLINARETTI, 2
24060 CASTELLI CALEPIO, 2 (BG)

NORD T&;TI:-ERIHI:'\I'H}'
REFERENCE STANDARD:

FDA 21 cfr. § 177.1550

DISTRIBUZIONE ESTERNA: DISTRIBUZICNE INTERNA:
OUTSIDE DNSTRIBUTION: INSIDE DISTRIBUTION:

GAPI SPA Copy to Division Head
Mrs. Giovanna Brizzolesi

ENTE DI ACCREMMTAMENTC):
ACCREINTATION BODY:

P 17 - B B B mets R binien sogmette ol nttienn di e e o o el mernes ok 149w

CslSpa Dirrzisss - fic - Laberator REA L4863 10
¥ Sede Legale Viale Leibadia 20 - 30025 BOLLATE (M1} Hoegiorn hnpress 152 L6AS520/ 16
|MQ Catcina Traversagni 21 Tel #1511 SAEE01 - Py 439 07 BEOZ 040 CE/PLITELSAMANS
0030 SEMAGO (H1) WAL B L Cap. Sor. & 104K

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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PTFE Vergine
Virgin PTFE

NSF International

RECOGNIZES
GAPI S.p.A
ltaly

AS COMPLYING WITH NSE/ANSI 61 AND ALL APPLICABLE REQUIREMENTS.
PRODUCTS APPEARING IN THE NSF OFFICIAL LISTING ARE
AUTHORIZED TO BEAR THE NSF MARK.

a'.lll::i: 2 2010 ) David Purkiss, Genernl Manager
Certificate¥ IF080 - 02 Water Distribution Systems

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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Virgin PTFE

e e
i DVGW

—
CERT

DVGW certificate of conformity hygiene
DVGW-Konformititsbestétigung Hygiene HW-0802D00288

Ragiiration Mum=ar

Fngistrianmme
Confirmation of Conformitybased on type testing (simplified process)

Konformititsbestatigung aul Basis elimer Typprifung (vereinfachiss Vedahren)
Owner of certificate GAP| S.p.A.

Zertifikatinhaber Via Molinaretti, 2, |-24060 Castelli Calepic (BG)
Production plant GAFI S.p.A.

Fartigungsstitie Via Molinaretti, 2, 1-24060 Castelli Calepio {BG)
Product Category Hyaienic suitability basec on a type testing: Components from plastic,
Produktart product group P2 (0802)

Product description Components from plastic. PTFE Seals
Produktbezeichnung

Material/Model PTFE Vergina FE 1000

WerkstoftMadell

Test reports Certification report: from 20.09.2023 (ZGW)
Prilfberictite

Test basis DVGW CERT ZP 0800 (20.04.2022)
Priifgrundiagen UBA KTW-BWGL (07.03.2022)

DIN EN 18421 (01.05.2015)

Date of Expiry / File No. 20.09.2028 / 21-0058-WHE
Ablaufdatum ¢ Akterzsichen

21002023 Pz A1 L. e

DGain, Tisind by, Bhest. Hesd of Cerdilcaman Body
Datum, Baameder, diar Lsfer der Todfinerungssiets OmeH
Sleie

Jusaf-Whrmer-Sie 15
DAkkS 53123 Boan
Desutache ke i
Akkreditiarangesisie B, 4497220 01 85 - 68
D-2E-1B028-01-03 Fum +49 228 91 88 #03
SN ENTIW-C RISy
M- B N

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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Approval Nurnbear 2208577 APPROVED MATERIAL | u-'-‘-.‘.‘.'-s
Test Aaport: J-00432511 & J-00432512 s
Water Ragulations Approval Schems Lid.
Uinit 13,
B Nowembar 2022 Pen y Fan !MLUI;TI::IWEE:
QepiSpa Crumiln,
Vi Moknarettl, 2, Ciwert,
24060, NP1 4EG
Castal Caseplo (BG),
haly

WATER REGULATIONS APPROVAL SCHEME LTD. (WRAS)
MATERIAL APPROVAL

T material retersed ko in (hés lefter i suitabée lor contact wilh wholesome waler for domestic purpeses having met the
requiraments of BSEEE0-1.2000 andior 2074 "Suitabillty of non-metaiks products for uss in contact wilh walar inlanced for human
consumption with regand 1o thelr elfact on the quakity of the wele:

Tha refarence relalas solaly lo jts altect on tha quasty of Ihe waler with which Il may come inlo contac] and doas nol gigniy the
approval of its meshanical or physical proparies lor sny uese.

POLYTETRAFLUOROETHYLENE (FTFE)- MATERIAL OHNLY. 5235

'FTFE FE 100, Whila colourad, comgeeszion moulted PTFE malarial. For ugs with walar up o 85°C.

APPROVAL NUMBER: Z30as577
APPROVAL HOLDER: GAPISFP.A

Tha Schame reserves the right b mview epprovel,
Approval 2208577 is valid between Auglst 2022 snd Auguel 2027

An aniry, &= above, will aceomdingly ba included in he Water Fillinge Directory en-ine under the seclion headed, "Malerals which
have passed full leste of affect on water qualty”

T Diracharny may ba fund a1 w

Yours Faithiully
\u““
tan Hughes
WRAS Approyvals Marsger
The Wil Anginioerd Apgiowal Schema Lx Roegeeied o England So, 1300084 Regiaberm! office. &0 Lowies Close, Hass! Sires, Slockped, S SED
WEAAS A S0ETT e 201 Thba44) 071505 244 BEE Fan 43070505 294 558 Errvall bakohwt i ssfs trois. Cuo . wals D weor, Wi i i £ b Faga 4ol @

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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Virgin PTFE

SWRAS || &

Approval Number 2208578 AEPROVED MATERIAL | [ KRS

e
Y - LTI
Tasl Rapon: J-DM32506 & J-00432509 -

Water Regulations Approval Scheme Lid.

Uinit 13,

Wikow Road

th py ,

T Hovnmber 2L Pen y Fan Induslrial Estate,

GapiS.pa Crumiin,

Wia Maoknarel, 2, G,

24060, NP1 4EG
Caeled Catepio [BG),

Maly

WATER REGULATIONS AFPROVAL SCHEME LTD. [WRAS)
MATERIAL APPROVAL

The rraterial refennad ta in This letter & sullable for comact with wholesome waler lor domestic purpeses having met te
regquiraments of BSE920-1:2000 and'or 2014 ‘Suitabiity of non-melalic products for use in conast wiih watar intanded for human
eoneumplion with ragard 1o their eltect on the guality of the walsr

The ralerence relates sclely 1o it affect on e quality of [he walar with which || may come inlo contact and does not signiy the
approval of #2 mechanical o physical properias for sny use.

POLYTETRAFLUOROETHYLENE (PTFE} COMPONENTS. 5204

'PTFE FE 1000 Ring'. Whils coloured, axtruded PTFE washer. For usa with walar up 1o 85° G

APPROVAL NUMBER: 2208576
APPROVAL HOLDER: GAPIS.P.A

The Scheme resenves e dghl ko review soproval.
Approval 2208576 ks valid between August 2022 and Auguel 2027

An eniry, &5 above, will accordingly be inciided in he Waier Fillings Directory on-Bne under the section headed, "Maleials which
have passed full lesiz of affect on waber qualiy™.

The Directory may Be found 81 www wisssoorvels oo ublsoa vl -trectany)

Yours Falthiully
\h\\}‘u
tan Hughes
WRAS Approvals Mansger
Thea Wil Flnguilbess Apgiounl Schama L¥ Fagiateied b England N, 1909284 Plsgiam olks. 50 LS, Gk, Hazal Grovs, Sk, SKT SED
WAL App- S05FT ww 20 Tink 4280001 1505 Fad 056 Fieda I 805 244 SRR Snil rloadred ddies il £ i el s wsé, we RS0 T B 00 Uk Fagn 1 o @)

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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Laboratoime habiiité par la Ministéra

&% eurofins o i

I'article R*. 1331.52 du code de la santd publigus

ATTESTATION DE CONFORMITE SANITAIRE (ACS)

Certificate of sanitary conformity

Conforrmément & Narmété du 28 mal 1997 modifié et aux circulaires du Minstére de ka Santd
DESNES n® 9217 du 12 awril 1099 et DESASA n™ ZD00VZ3Z du 2T awil 2000

Coordennées du demandeur | Mom(s} commercial{aux) du produit fini /
Contact detalls of the ACS owner | Commercial name(s) of the finished product :
GAPI SPA
Via Molinaretti PTFE FE 1000
24080 Castelli Calepio
Italy
Type de produit fini / Type of finished product :
Dluba { pipe DRa'senluis.l’ Storage systems .Julrﬂ | seal, gaskel, o-ring. .
Dravéhament pour tubes | Ele:Iuiis paur risarvairs | Wl compesant d'accessaires |
coating for pipes Products for slorage systems ACCESRONES COMPONAnts
[Cprodult de jintayage [CJractord et manchon / fitings |:|aulrﬂ 1 other -
sraling product
Nature du matériau { Type of material :
Dpnlychlmue de vinyl PVC Dpnlyhulﬂélnﬂ FB Uélhyl@nmur‘uﬁm EPDM
[CJPve surchilors PVC-C [Ceolyamide PA [Clbutadiéne-acndonitrile NBR
[Jeayéthyiens PE W cciytétrafiuorodthyléns PTFE [[Jautre i othar
[ Jeoiysthyiéns réticuls PEX [ Jaeryionitrile-buladiane-styrine ABS
[potypropyiene PP [T ] base de résine dpoxydinue | epory resin
Température(s) d utilisation | Temperature(s} for the use :
.Ea-u froide | Cold water I:lEau chaude | Warm waler DEau tréss chaude | Hot waler

Commentaires | Comments ;
Couleur du matariau | Materal color - Nalured | Nadural

N° de dossier attribué par le laboratoire habilité / File reference : 22 MAT NY 118

Formulation chimique | Chemical formulation :

Wérifide par ke laboratoire et conforme aux lisles positives |
Chacked by the laboratary and conform to the positive Nsts

Essais de migration réalisés selon les normes NF EN 1420, NF EN 13052-1 & NF EN 12873-1 ou -2:
Migration tests performed according to the standards NF EN 1420, NF EN 13052-1 & NF EN 128731 or -2:
Rapport SV testé | SV festad raflo 1.5 dm" selon NE EN 1420 et 13052-1 81 5,1 dm™' sefon NF EN 12873
Facteur de conversion assocsd | Associaled conversion factor © 0,2 day/dm

Db s essais/ Tesls date - du 12 décembre 2022 au 02 fvrer 2023 | from December 12, 2022 io Fabruary 02, 2023
‘Commentaires : Les essals d'inerie n'ont fait apparaltre aucune anomalie, Les résultats sonl conformes aux critéres
‘d'accaptabilité fieds en annaxe 1.

Commants ;| The migration lests do nod bring oul any amomaly. The resulls ane in sccordance with the acceplance criléria
zei ouf i annax 1

Attestation délivrée par |/ Certificate Issued by
Emilie Bailty Signature :
Responsable Technique § Technical Manager

A la date du / Date of issve © 27 mars 2023
Drale d'expiration de FPACS / Expiry date © 27 mars 2028
Commantaires | Comments @/

Eurcéins Disposit®s au Conlast de YEau France:
Fus Lucien Cuenal - Ske Saint Jacgues & - S4520 Manswlls - France - T 1 +33 (0] 3 83 5036 17 -F - +3340) 38350 23 10
SAS B Chplal i 39 000 € RCS Manias B44 574 014 TVA FR 05 B44 974 014 - APE F1208
warsion s 1.1
Réfdrence | T-AM-FO115564 {1 Dals pubScation ; 18.12.2020

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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Virgin PTFE
@ element
GAPI SpA. Attention Mr. Ryan Shinabery
ia Molinaretti, 2 Your Reference 011040
Castelli Calepio (Bg) - Italy Report Number ENBO12354P-1
Author Kimberly Hoffman
Date February 17, 2011

Subject  Ewvaluation of FE1000 Virgin PTFE per 3-A Sanitary Standard 20-27

Dear Mr. Shinabery:

Forty molded two inch diameter disks of polytetrafluoroethylene (PTFE), with a surface area of
7.00 +0.10in% as required by the 20-27 procedure, labeled FE1000 Virgin PTFE, were
submitted for testing in accordance with 3-A Sanitary Standard Procedure No. 20-27 (latest
revision). The 3-A Sanitary Testing Procedure subjects the specimens to accelerated use-
simulating tests to determine the cleanability for use in dairy equipment.

The results from the cleanability response testing, in which specimens were subjected to a
series of cleaning solutions, are indicated in Table 1. The results show that the samples had
either no appreciable weight gains, or gains that were less than the maximum allowable limit.
The maximum allowable limit for fluorocarbons including PTFE is 0.05%.

The results for the product treatment, where the samples were divided into two groups, are
detailed in Table 2. The M-series set of specimens was placed in cream at room temperature
for seven days, which resulted in either no appreciable weight gains, or gains that were less
than the maximum allowable limit of 0.05%_ The L-series of specimens was placed in a lactic
acid solution at 155 °F for seven days. These specimens had either no appreciable weight
gains, or weight gains less than the maximum allowable limit of 0.05%.

The results from the cleanability comparison testing, in which the surfaces appear better than
the surface of polished 316 stainless steel, are presented in Table 3.

The results indicated that the PTFE samples, labeled FE1000 Virgin PTFE, met the
requirements as specified in 3-A Sanitary Standard Procedure No. 20-27. The scope of this
testing does not include verification of Section HS of the Standard, regarding compliance with
FDA regulations and/or FC&C Act requirements.

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.
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JN21E0367
CLASS-A

REPORT TO: Mr. Michael Rinaldi
Gapi spa
via Molinaretti 2
Castelli Calepio (BG), 24060

Italy
TEST ARTICLE: Virgin PTFE FE1000
LOT NO: Virgin PTFE FE1000
P.O. NO.: 2

DATE RECEIVED: 05-06-2021

TEST PROCEDURE: Biological Reactivity Tests, In Vivo USP <88>
Class Designation: VI

Extraction Temperature: 50°C Time: 72 Hours

results of these studies indicates that the material meets

LABORATORIES PO.Box 140 - 1001 Proctor Drive « Elkhorn, W1 53121-0140
Phone: (262) 723-5669 - Fax:(262) 723-4015
www.genevalabs.com

TEST INITIATION DATE: 05-26-2021 TEST COMPLETION DATE: 06-11-2021

According to the criteria outlined in the current USP <88>, the

the requirements for a USP Class VI .

REFER TO REPORT NUMEERS:

Intracutaneous Injection: _TP17545
Systemic Injection: _TP17546
Implant: (7 Day Needle ) _TP17547

Fd
f

Total Number of Pagest/ 22

ANALYST: ;tgcm M M’fd / pATE: (Ol 298
y 7{{7-:—_____' DATE: Ol u-Jez|

ACCEPTED BY: _ ( . - =
Technical Reviewer
) I' -
Q.A. SIGNATURE: (f—«.M ’7}'%47*-«1‘ DATE: & 75 .t
s S - L e i” S
rd

Fhe fnlwinn reqiifloanr lindnes selate naly tn the itrms tetted Thin ramt canant he senmdired surent in Bull wethait the wrifies ssnmiil of e teatinn lsbarabars

| dati riportati sono suscettibili di variazioni che GAPI riterra di apportare per migliorare
le caratteristiche del materiale. Le informazioni fornite sono indicative.

Since development and improvement of materials is a continuing process,

GAPI reserves the right to modify their characteristics.

The information and suggestions are provided for guidance purpose only.



