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MATERIAL IN PRODUCT CONTACT
MATERIALI A CONTATTO CON IL PRODOTTO

DDTref 2022.3.3989 of  22/11/2022 Ref. 22-3732 R.01

customer ROMYNOX BV customer PO| 00010902 L N
customer id.| 201599 Date 5/10/2022 m \
AR code lot number description A
SBA-05AGAGZC-TFMC-71A  C22-2571-001  BOTTIGLIA DI CAMPIONAL} m

customer code

BODY VALVE
FILTEE

LUER CONNECT |
ORI ! BOTTLE GLASS

Reference ot / Certificates Note File Name

211018-001 177648 211018-001_cogne_177648.tif

tube / tubo

tube / tubo 210903-008 N23034 210903-008_dockweiler_BPE_N23034.tif

luer filter / attacco filtro
211012-007 173298 211012-007_cogne_173298 tif

support / supporto C22-0639-003 PVDF-fda-cmf.tif

iaphragm / membrana 210511-002 210511-002_DD03-GTFML.tif

220330-002 220330-002-SSB0500P.tif

filter / filtro acrodisc-8838828A.tif

OR-FEP-X-angstpfister.tif

ORM0300-30-X+F_ultrapharma.tif

Fornitore Qualifica Personale Posta elettronica Data
Supplier Job Title e-mail address Date
Uff. Assicurazione Qualita . .
Aerre Inox S.r.l. Quality Control Dept. uaq@aerreinox.it 25/11/2022
Aerre Inox S.r.l.

Sede Legale: via Gerola n.4 - 26010 FIESCO - CREMONA ITALY - Tel. +39.0374.370828 - Fax +39.0374.370833
http://www.aerreinox.it - E-mail: info@aerreinox.it - CAP.SOC.INT.VERS. € 208.000,00 - MECC. CR 006012 - R.E.A. CR 124532
Reg. Imprese di CREMONA - Cod. Fiscale 00962930194 - Partita IVA IT 00962930194
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COGNE ACCIAI SPECIALI S.p.a.

ITALY - 11100 AOSTA - VIA PARAVERA, 16 Company with Management Systems
TEL +39.0165.3021 - FAX +39.0165.302296 certir

CAP. SOC. 200.000.000 EUR INT. VERS. EN 8100 and 150 14004.

C.F. 02187360967

VAT: IT00571320076 - R,E.A, n, AQ-50474

COGNE EDELSTAHL GmbH

60019721

AQSTA, VIA PARAVERA 16 - ITALY
QUALITY DEPARTMENT

CUSTOMER :

CUSTOMER'S ORDER:
MANUFACTURER'S WORKS:

PRODUCER OF THE DCC:
MANUFACTURER'S WORKS ORDER NO: 25281602 /80

MARK OF THE MANUFACTURER: COGNE

DISPATCH NOTE: 81437247 / 10 WEIGHT: 746
THE CERTIFIED PRODUCTS ARE COMPLYING TO THE PURCHASE ORDER, EXCEPT FOR EX
INTERNAIL SPEC: ADZ000MERKBLATTW1O

PRODUCT : PEL PEELED ROUND BARS TCL
SURFACE FINISH: 2B Cold Finished
PRODUCT DELIVERY CONDITION: RS SOLUTICN ANNEALED
PRODUCT DIMENSICONS (mm) : 70,000 ( 2,756 in)
GRADE: 316L-5831600/31603-1.44¢0
IDENTIFPICATICN HEAT NO: 177648
MARKING OF THE PRODUCT: 1.4404

AISTI 315/316L - UNS S31600/831603 - 1.4404/1.4401
THE MATERIAL IS PRODUCED ACCORDING TO SPECIFICATION AD2000-
DOCUMENT ISSUED IN AGREEMENT WITH TUEV BAYERN(11.1972)
REFERENCE NORMS3: EN 10088-3 2014, EN 10272 2016, ASTM
SA479/8A479M, AMS 5653J, AMS 5648M, IS015156-3/NA
REFERENCE NORMS FOR CHEMICAL COMPOSITICN AND MECH
REFERENCE NORMS ONLY FOR CHEMICAL COMPOSITION:
ASME SECT.II PART A EDITION 2015-2017-2019
MATERIAL ACCORDING TC NACE MRO103/IS0 17945
HOT ROLLED

REDUCTION RATIO 6,1

CHEMICAL LADLE ANALYSIS ACCORDING TO AS
Control lot No. - Welght :02000088876
ELEMENTS
OBTAINED
ELEMENTS
OBTAINED

ied according to ISO 9001, IATF 16849,

(EN 10204:2004)
ER 2021045350
PAGE 1/3

06200 ( 00157 00244 in})
IMCO

AYERN LETTER DATED 17.01.80).

Al1%3 BBMCLASSE 1D, ASME SA276/SA276M, ASME
NORSOK M&30 MDSS01 REVS.

i82.

84-18a,AS8TM A314-08, AMS-QQ-5-763D.

1,776.190 LB

) N Cr Mo Ni Cu
0,023 0,084 16,76 2,08 10,35 0,37

HARDNESS TEST IN AS DELIVER

Control lot No. - Weight KG -
SPECIFICATION HARDNESS TEST
OBTAINED

45.747 LB
HB TESTING METHOD: 10/3000

Control lot No. 20.751 KG - 45.747 LB ) 2
SPECIFICATION BN ISC 148-1-KV2 DIRECTION OF THE TEST PIECE: L STV K

TYPE OF TEST KV . .
TEST TEMPE 20 2‘3?018?00‘]
MEASUREMENT

OBTAINED 438 430 435 431 437 440 439 433

DATE (€l1.1c.2021

MORABITO ROSA CF(WORKS INSPECTOR)

- ELECTRONICALLY GENERATED CERTIFICATE -Cogne
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COGNE ACCIAI SPECIALl S.p.a.

_ - Company with Management Systems certified
!rTé_LXagg; gg;%%?f’}&'f;;ﬁéﬁ%&as according to IS0 5001, IATF 16949, EN 8100 and
CAP. SOC. 200.000.000 EUR INT. VERS. 150 14001,

C.F. 02187380967

VAT: ITG0571320076 - R.E.A. n, AO-53474 {EN 10204:2004)

EER 2021045350
PAGE 2/3

TENSILE TEST IN AS DELIVERY CONDITION

Control lot No. - Weight :020000889203 - 20.751 KG -
SPECIFICATION EN-IS06892-1

RM RPO2 AS
MEASUREMENT UNIT MPA. MPA

5.

CBTAINED 596 274

591 269

587 254

597

GRAIN SIZE

Control lot No. - Weight :020000889%203 - 20.751
SPECIFICATION ASTME112
OBTAINED 5 7

CORROSION TEST ACCORDING TO ASTM A262 PRACTICE E EN
MATERIAL ACCORDING TO ASME SEC. II Ed. 2015
IMPACT TEST

Control lot No. - Weight :020000889203 -
SPECIFICATION EN IS
TYPE OF TEST PIECE KV
TEST TEMPERATURE °C
MEASUREMENT UNIT

45, LB
TION QF THE TEST PIECE: L

OBTAINED 185 188 177 181 179
179

TENSILE TEST

Control lot No. - Weight :0200008 45.747 LB

SPECIFICATION DIRECTION OF THE TEST PIECE: L

AL2B
MEASUREMENT UNIT %
4,0 D
OBTAINED 59,3
57,3

6.3 211018-001

The products d
continuous su
(certificate
Material pr

to EN10088-5 and bear the CE marking on the basis of the test results here reported and the
approval by MPA NRW

Regulation 305/2011/EU of the European Parliament and of the Council of 9 March 2011}
ULTRASONIC SATISFACTORY

EDDY CURREN TG EN 10277 CLASS 4.

DIMENSTONAL ATITSFACTORY .

NC WELDING R

DATE 01.10.2021 MORABITO ROSA CF(WORKS INSPECTOR} - ELECTRONICALLY GENERATED CERTIFICATE -Cogne
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COGNE ACCIAI SPECIALI S.p.a.

. _ Company with Management Systemns certified
L A RPN G bA-L R R aceording to 150 9001, IATF 16949, EN 9100 and
CAP. SOC. 200.000.000 EUR INT. VERS. 150 14001,
CF. 02187350967

{EN 10204:2004)
VAT: ITO0571320076 - R.E.A, n. AQ-50474

ER 2021045350

PAGE 3/3
ANTIMIXING TEST BY PORTABLE SPECTROMETRE: CONFORMING
MARKING: SYMBOL CF THE MANUF. WORK, MATERIAL N. , CAST N., LOT N., RECEIVING AGENT S8
COUNTRY OF MELTING AND ORIGIN: ITALY, THE MATERIAL COMPLIES WITH FAR DFARS
252.225-7009 ALT 1.
THE PRODUCT SATISFIES THE DIRECTIVES: 2015/863/EU (ROHS3) - 2011/65/EU (ROH 2003/11/8U0-

2005/618/EU AND PED 2014/68/EU.
ALL THE NORMS MENTIONED ARE INTENDED IN THEIR LAST REVISION AT THE DATE OF
MATERIAL ACCORDING TC NACE MR0103/ISQC 17945

INSPECTOR*S STAMP LF

QUALITY SYSTEM CERTIFIED BY KIWA CERMET ACCORDING TO UNI EN ISC 900
ROLLED-PEELED-GROUND STAINLESS STEEL BARSZ) .

THE MATERIAL IS FREE OF ANY MERCURY, MERCURY COMPOUNDS AND OR RAD
USING QZONE DEPLETING SUBSTANCES OF CLASS I AND II.
RADIQACTIVITY CONTROL PERFORMED WITH A GAMMA SPECTROMETER: AS
GAMMA ACTIVITY ON THE PRODUCTS BELOW 0.1 BG/G ACCORDING TC E

CE€ we

ONLY FOR WIRE RCD AND HOT

AND WAS PRCDUCED WITHOUT

5-G-1.7 AND IAEA S85G-17.

2110138-001

DATE 01.10.2021 MORABITO ROSA CF(WORKS INSPECTOR} - ELECTRONICALLY GENERATED CERTIFICATE -Cogne



Abnah uf; is 3.1 h EN 10204
Ins::lctir:: g;l:ﬂ?:igtgglf acc. rt‘: EN 10204 02 D“c_c KWEl L E R

Bescheinigungsnummer - Document No.: 10002743274 /00  as connecting flow to purity
iler AG - An der Aut - - - a4 Cerlified as per ASME BPE A4
Dockweiler A n der Autobahn 10/20 - 19306 Neustadi-Glewe - Germany Cortificate o Authorization No. BPE-105
Aerre [nox s.r.l. AU expiring on 2025-11-17,
) 8P |50 9001:2015 Cert. No. 07 100 980
s s S A
Ireciive nnex |, section
26010 FIESCO CREMONA Cert, No. 50164/4,
ITALY AD 2000-Merkblatt HPO &
1SO 3834-2:2005 Cert. No
Kundenbestellar. - Customer P.O. no. A09 Auftrags-Nr. - Our order no. A13 Geliefert am - Delive
1111 1030164759 Augus 021
Lieferschein-Nr./Pos. - Our deiivery no.fitem Ala{ats Chargen-Nr. des Artikels - Batch-no.
1080335917 / 900001 2100517127
Qualitét - Quality Boa Norm - Stendarg 817 | Stitckzahl - Qfy oz | Lénge - Length
ASME BPE-2019 SF1 - - 96,16 M
Zeichnungsnr. - Drawing no.  Bos | Schweillverfahren - Welding process At Stahlherstaliingsverfal
. - EAF, V@
Produkt - Product Ba1/B0Y
TUBE 12,70 mm (0,500 "} x 1,65 mm (0,065 ") - seamless - $31603 - - -
Kennzeichnung - Marking 806

DOCKWEILER NB6974 12,70 x 1,65mm S31603 - DIN EN 10216-5 TC1 CFA
N23034 - (YHI) -CTC KOREA ASME BPE SF1
Kundenspezifikation - Purchasers specification

Vormaterialhersteller - Manufacturer of raw material Atz 7 E aw maferial A1

Clean Tube Creaticn Inc.

Schmelze - Heat Bo7 | Anforderungen - Requirements

N23034 DIN EN 10218-5 TC1, AS 269, AS S g. wall, PED 2014/68/EU, AD
2000-W0, AD 2000

Chemische Zusammensetzung

Uberiragen aus Vormaterialzeugnis - Resuits acc.to ra

atetial e
sLite ace.to

ment. 34

ng - P.MI: N23034 OK

Results of destructive tests
to raw material inspection certificate

2104903-003

TUSS-D012.7X1.65-13A-B !

rvgestionale\job\CERTIFICATI\TUSS\D 012.70x1.65\210903-008 dockweiler BPE N23034.



Bescheinigungsnummer - Document ne. 10002743274 / 00 aa3

Kerhschia

biegey

S

NACE MRQ175

142 HV -

DIN EN iSO 8485

ch'e

1 N23034

OK

OK

iSchmelze )

1 N23034

i

2l

ASTM A262 Pract. A

1 N23034

QK

Zerstoérungsfreie Priifungen - Results of non-destructi

ts

Ubertragen aus Vormaterialzeugnis - Resuifs ace.la raw material inspection certifica

1 N23034

Endkontrolle - Fi

Kontrolle M nzeic + Mafkontrolle: CK Dot
Controf of, ) Ditmensional control
Obe| a 'side oo3 Materialverwechslung: 10% tested: OK Do4
S P.M.L
t o eit aulen rifung HV10 ¢3¢ | Durchstrahlungspriifung Dos Eindringpriifung (ZfP) 14
Rou ghness outside rdness Radiographic test Penetrant festing (NDT)
EN ISQ 42 N ISO 4287, ASME B46.1 EN IS 6507-1 EN 1435 EN IS0 3452-1
Ralmax) |- - -
14 Lm ) m 0,40 um - - -
Ferri es. Te halt LN & GW poz Dichtheitsprifung  pos | Druckprifung o13  [Magn. Permeabilitst  p1s
test (weld seam) Leak test Pressure fest Magnelic permeability
X avg - - -
mi drung / Certificate of Conformity
igt, dass das gelieferte Produkt mit den Anforderungen der Spezifikation und den Vereinbarungen der
instimmt.
W nfirm that the product supplied is in conformity with the demands of the specification and agreements in the order.

rvgestionale\job\CERTIFICATI\TUSS\D 012.70x1.65\210903-008 dockweiler BPE

210303-009

N23034 .



Bescheinigungsnummer - Document no. 10002743274 { 00 03

Aniagen - Attachment No Dr. Jan Rau (D95} zoz August 26, 2021

Abnahmebeaufiragter - Inspection Representative Datum - Date  zo2
Certified Individual {C|} acc. to ASME BPE, Part CR

Dieses Dokument wurde maschinell erstellt und ist chne Unterschrift giiltig.
This document was created electronically and is valid without signature.

Alle Angaben zu Normen und Spezifikationen ohne Verweis auf eine spezifische Revision oder ein Datum

jeweils letzte Ausgabe.
All standards and specifications listed without a specific edition or date refer to the most current edition.

Angaben zu Fertigungs- und Schweillverfahren:
Zertifiziert nach DIN EN ISO 3834-2, DIN EN ISO 15614-1, ASME BPVC Section 1X, Modul A
AD 2000-MerkblattHPO

Statement on manufaciuring and welding procedures:

Certified as per DIN EN ISQ 3834-2, DIN EN ISO 15614-1, ASME BPVC Section IX, Module A
Merkblatt HPG

rvgestionale\job\CERTIFICATI\TUSS\D 012.70x1.65\210903-008 dockweiler BPE N23034.
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COGNE ACCIAI SPECIALI S.p.a.

ITALY - 11100 AQSTA - VIA PARAVERA, 16 Company with Management Systems

TEL +39.0165.3021 - FAX +39.0165.302295 cerﬁged according to 1ISO 9001, IATF 16849,
CAP. 50OC. 200.000.000 EUR INT. VERS. EN 9100 and I1SO 14001.

C.F, 02187360967

VAT: ITO0571320076 - R.E.A, n, AQ-50474

CUSTOMER : COGNE EDELSTAHL GmbH
CUSTOMER'S ORDER: OdA: DEOI 4900084866
MANUFACTURER'S WORKS: AOSTA, VIA PARAVERA 16 - ITALY
PRODUCER CF THE DOQC: QUALITY DEPARTMENT
MANUFACTURER'S WORKS ORDER NO: 503783891 /10
MARK OF THE MANUFACTURER: COGNE
DISPATCH NOTE: 81435602 / 20 WEIGHT : 74
THE CERTIFIED PRODUCTS ARE COMPLYING TO THE PURCHASE GRDER, EXCEPT
INTERNAL SPEC: STOCKBARREW2 T
PRODUCT: TRA COLD DRAWN ROUND B2
SURFACE FINISH: 2H Cold Finished
PRODUCT DELIVERY CONDITION: RP ANNEALED+COLD WCORKED
PRODUCT DIMENSIONS (mm) : 14,000
GRADE: ATSI 316/316L EN1.4401
IDENTIFICATION HEAT NO: 173298 726810
MARKING OF THE PRODUCT: 1.4404 691

(EN 10204:2004)
ER 2021038746
PAGE 1/2

THE PRODUCT IS CONFORMING TO THE CONTRACT AGREEMENT AND TO
REFERENCE NCRMS: EN 10088-3, EN 10272, ASTM A484, ASTM A276
STEELMAKING EAF + ACD + CONTINUQUS CASTING

SOLUTION TREATED AT 1050°C +-15°C / 1 min x mm / WA
RADIOQACTIVITY CONTROL PERFORMED WITH A CAMMA SPEC
GAMMA ACTIVITY ON THE PRODUCTS BELOW 0.1 BQ/G AC
CORROSION TEST ACCORDING TO ASTM A252 PRACTICE
HOT ROLLED

REDUCTION RATIO 144,9

, IAEA RS5-G-1.7 AND IAEA $5G-17.

CHEMICAL LADLE ANALYSIS ACCORDING TO ASTM
Control lot No. - Weight :020000882533

ELEMENTS p S N Cr Mo Ni Cu
OBTAINED 7 0,023 0,072 16,74 2,08 10,18 0,38
ELEMENTS
OBTAINED

HGES

479, AMS 5648, AMS 5653, AMS-QQ-5-763.

HARDNESS TEST IN AS DELIVERY CO
Control lot No. - Weight
SPECTFICATION

HARDNESS TEST HBE TESTING METHOD: 10/3000
OBTAINED

TENSILE TEST IN AS DEL

Control lot Ne. - Weigh .347 XG
SPECIFICATION EN-T806 DIRECTION OF THE TEST PIECE: L

RM RPO2 A5 Z RP1
MEASUREMENT MPA MPA % % MPA ; -

5.0 D 211012-007

OBTAINED 696 480 36,9 75,8 595

681 472 41,9 78,9 587

676 475 44,9 80,4 582 TT014-6

672 468 43,2 79,4 584

DATE 13.07.2021 BARBARA VIETTI MV{(WORKS INSPECTOR) - ELECTRONICALLY GENERATED CERTIFICATE

-Cogne
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COGNE ACCIAI SPECIALI S.p.a.

IT, - - Company with M nent Syst certified
T&Lfggjgfgg;ﬁ,%ft?&’fﬁﬁé},’g?ﬁ;g according to ISC 9001, IATF 18949, EN 8400 and
CAP. SOC. 200.000.000 EUR INT, VERS. 150 14001.

C.F. 02187360967
VAT ITO0571320078 - R.E.A. n, AO-50474

PAGE 2/2

EDDY CURRENT INSPECTION OF SURFACE ACCORDING TO EN 10277-1 Class.3: SATISFACTOR
DIMENSICNAL CONTROL ACCORDING TO EN 10278 AND ASTM A484: SATISFACTORY.
TENSILE TEST

Control lot No. - Weight :020000882713 - 3.347 KG

SPECIFICATION ASTMAZ70-E8-0.5"3SPEC
TS Y802

MEASUREMENT UNIT KSI KSI

OBTAINED 99 69

{(EN 10204:2004)
BER 2021038746

NO WELDING REPAIR ON THE MATERTIAL.
THE MATERIAL: IS FREE OF ANY MERCURY, MERCURY COMPOUNDS AND O
USING QZONE DEPLETING SUBSTANCES OF CLASS 1 AND II.

HEAT TREATMENT PERFORMED IN CALIBRATED FURNACES ACCORDING
VISUAL INSPECTION QOF SURFACE AND DIMENSICNAL CONTRCL ACCORD
MARKING: PRODUCER LOGO, MATERIAL NQ, HEAT NC, LOT NR.
ANTIMIX TEST: SATISFACTORY

DOCUMENT ISSUED IN AGREEMENT WITH TUEV BAYERN{11.1
ALL THE NORMS MENTICNED ARE INTENDED IN THEIR LA
COUNTRY OF MELTING AND ORIGIN: ITALY, THE MATER
252.225-7009 ALT 1.

THE ABCVE ARE TRUE AND CORRECT RESULTS OF TESTS
AND ARE RECORDED.

THE RECORDING OF FALSE, FICTICUS OR FRAUDULENT
FEDERAL STATUTES.

INSPECTOR'S STAMP LI

MATERIAL IN COMPLIANCE WITH THE NORSC
The products delivered are conformin
continuous surveillance, assessmen
(certificate no. 0432-CPR-00166-01)
Material produced according to the s

C€ .

PMENT AND WAS PRODUCED WITHOUT
COMPLYING WITH API6A Annex M.
AND ASTM A484: SATISFACTORY.

'V BAYERN LETTER DATED 17.01.80).
5 DOCUMENT.

T35 ARE CONFORM TO THE SPECIFICATION (S} APPLICABLE
CUMENT MAY BE PUNISHABLE AS A FELONY UNDER U.S.

ing on the basis of the test results here reported and the

the European Parliament and of the Council of 9 March 2011#

2110%2-007

DATE 13.07.2021 BAREARA VIETTI MV (WORKS INSPECTCR) - ELECTRONICALLY GENERATED CERTIFICATE -Cogne



CHLFHNUQVA TECHO J s.R.L.

Vie B e, 1 G

Zamia tnilo PP 28013 SREA (GR)
Ced. Flao. P VA SOSZ1830190

Tal AT UER S Fav 08735040

REGULATORY AFFAIRS - Product Information

Stock Shapes — PVDF, nature

We confirm that the raw material, which we use fo
finished products fulfils the requirements below
National Sanitation Foundation
Food & Drug Administration
United States Pharmacopei
Factory Mutual Insura
Dairy Equipment
BSE/TSE
ce of animal origin in the
at the product to be free of

nd TSE (Transmissible
not conduct any test,

TECNO 3 sR.L
i, 11 B/C

73.204304
rlificate corresponds wilh our aclual knowledge. However customers should verify regulatory status

{ needed

Issue date: 2014-12-03 Print Date; 06/02/2015 Page 1/1

\\srvgestionale\JOB\CERTIFICATI\ELAS\PVDF-fda-cmf.tif



7

.@). D|APHRAGM Sanitary Process Compenents, Inc.

D | Fq EG"T" 7711-104 Welborn Street
CERTIFICATE OF COMPLIANCE / CONFORMANCE

Raleigh, NC 27614
Date Issued: May 5, 2021

Phone: (919) 981-6584
Fax: (919) 981-6504

Customer: AERRE INOX S.R.L. Quantity: 200
Customer Order Number: 675

SPC Order Number: 11749

SPC Line Number: 1

SPC Part Number: DDO03-GTFML

|Figure Number (Description):l

DD03-GTFML — TFM (modified PTFE) backed EPDM

|Additional Information] ~ Part No Description
DD03-GTFM-8  1/2” DN8 Diaphragm WR
TFM (PTFE} modified s
Extra Description: Grade TFM diaphr ears.
Grade TFM diaphragms (modified : : itle 21 Section
177.1550 and have been tested i ; a armacopeia 40 Class VI @250 °F
{121°C) for 60 minutes and 158° 3 ; tion 87 and Section 88.
The maximum temperatvre rating fo i F °F (165°C).
Grade TFM diaphragms i

10993-5: “Tests for
10993-10: “Tests f

ade TFM diaphragms, no material of animal origin
hragms is of synthetic (PTFE resin) origin,

VIE BPE Part SG, Section 3.3 & 3.4

Cure Date LotNo Exp. Date
07/201% 153699 07/2029

71.TZ) diaphragms have a Limited Shelf Life of 10 years.
iaphragms comply with the FDA Code of Federal Regulations Title 21 Section
cordance with and successfully passed the U.S. Pharmacopeia 40 Class VI @250 °F
(70°C) for 24 hours, Biological Reactivity test, Section 87 and Section 88.
g for Grade E7 - EPDM (AATLTZ) backing cushions is 302°F (150°C).
Z) diaphragms are in compliance to:
93-5: “Tests for oxicity — In Vitro Methods
(993-10: “Tests for Irritation and Sensitization™.
93-11: “Tests for Systemic Toxicity.”
E7 - EPDM (AA7LTZ) complies with 21CFR 177.2600 (¢) “Rubber articles intended for repeated use in contact
ous food.” Exception: Grade E7 - EPDM (AA7LTZ) does not comply with 177.2600 (f) “Rubber articles
r repeated use in contact with fatty food”.
-~ EPDM (AA7LTZ) is Animal Derived Ingredient Free.
E7 - EPDM (AA7LTZ) complies with EMEA/410/01 Rev. 3 July 2011.
Grade E7 - EPDM (AA7LTZ) diaphragms meets ASME BPE Part SG, Section 3.3 & 3.4.
Grade E7 — EPDM (AA7TLTZ) is not made with natural rubber latex.
240511-002

Grade E7 - EPDM (AA7L.TZ) is peroxide cured.

% SQDSPEC: Storage: Until the elastomer parts are installed, they should be kept in a covered, adequately ventilated,
and dry location in their original container. Storage temperature should not cycle rapidly; and should be maintained
between 40 and 120 degrees F.

DDO3-GTFML

\\srvgestionale\job\CERTIFICATI\FOR\SAN\DD050\210511-002 DDO3-GTFML.tif



Certificate of Compliance / Conformance — continued

Customer: AERRE INOX S.R.L. Quantity: 200
Customer Order Number: 675

SPC Order Number: 11749

SPC Line Number; 1

SPC Part Number: DD03-GTFML

Comments:

We certify that the components on the above referenced purchase order meet the requirements of the purg
manufacturing, testing, and inspection procedures to assure and acceptable quality level applicable to

d our ISG 9001:

Denise LaPlace
Manager, Senior Quality Assurance (or representative)
(This certificate was created electronically and is valid without signature)

=y

D TERDAD

EDA el 210511-0072

U5, Pharmacopeia
The Standard of Guaty

This certificate is correct at the time of issue and no changes shall be made 1o it without the authorization of the issuing Diaphragm Direci® Quality Control Manager.
If any unauthorized changes are made the certificate is void,

CERTIFICATE ID (20210505-1)

\\srvgestionale\job\CERTIFICATI\FOR\SAN\DD050\210511-002 DDO3-GTFML.tif




Certificate of Conformity

9 DWK

LIFE SCIENCES

Article no. [ Retrace Code/Batch/Lot no. | Date of Manufacture

1092235 10139073

2021-10-27

Article description

DURAN® GL 45 Laboratory glass bottle, pressure plus, pressure resistant, clear, without screw,

DURAN® Product Certificate

The articles listed under "article number” are hereby confirmed te have been pro
9001 and comply with the DWK Life Sciences quality standards. The specified gl
glass.

DURAN® glass is classified as a Borositicate 3.3 glass as defined by IS

Declaration of Product Conformity

DURAN® glass bottles are compliant with the requireme
The dimensions correspond to the standard 1SO 4796-1.

Prior to delivery, all production batches are sulyj
DIN 150 2859 -1. We herewith confirm tha

to the standard
g 10150 2859-1.

DURAN® - Glass type 1 Comp

Si0, AlyO3
81 % 2.%". |
DURAN® - Chemi
Hydrolytic resistance Alkalis resistancé ‘
.pg Na=0 per  Class HGB 1 {150 719)/ Class A 2 (ISO |
{150 1776) Class HGA 1 (150 720 695)
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Certificate of Conformity 9 DWK

LIFE SCIENCES

Article no. | Retrace Code/Batch/Lot no. Date of Manufacture

1094235 10139073 2021-10-27

Directive Conformity

Due ro its high hydrolytic resistance, DURAN® is a neutral glass respectively glass type | and consequetr
of the following pharmacopoeias:

e USP <660> Containers - Glass
e £P(32.1) Glass containers for pharmaceutical use

The arsenic contentin DURAN® Glass is less than 0.1 ppm acc. to EP (3.2.1) and 0.1 113
DURAN® is compliant with J? <7.01> Test for Glass Containers for Injections (Sol
DURAN® is certified for food applications.

All DURAN® Pressure Plus products are pressure resistant according

The confirmations and information in this certificate apply solely to g0 : processed
progucts these details are not binding.

We hereby confirm that DURAN® glass consists of raw materl i i modified organism

The manufacturing of DURAN® glass inv eral hours, where all the raw
materials are melted together. After for I at more than 400 °C before being slowly
cooled. Due to the high temparatures, i gical substances are destroyed during

production,
Therefore, DURAN® glass ¢z
Encephalopathy (TSE).

ncepnalopathy (BSE) and Transmissible Spongiform

Please note that ang
performed on a routine

sence of the above mentioned substances is not

A~ N Date: 2022-03-28
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Pall Corporation

Certificate of Quality

Acrodis®CR

Acrodisc®CR 0.2um 200/cs
Part Number: 4225 Lot Number: 88

Pall Corporation certifies that the specified product meets or exceeds our
criteria for release.

Product specifications, including materials of construction and
available on www.pall.com/laboratory where the datasheet f
viewed or downloaded.

Please note our new quality certificate format whic
and address any questions to LFB_QARA compli

Process Quality Systems
Site of Manufacture is signified in the fo
System for our manufacturing sites ar
quality section of cur website. These p
code to facilitate traceability to s

. Users shouid
pplication.

Storage condj °C and 30 °C in dry conditions. Do not
nditions. Store in ariginal shipping bag
ct prior to use.

Date of Manufacture: February, 2021

O, Quality Manager, Pall Fajardo
4 Km 0.4 - Pall Blvd. 99 & 100,
FAJARDO 00738,USA

@ 2020, Pall Corporation. Pall, . MiniMate are trademarks of Pell Corporation. ® Indicates a Pall trademark registered in the USA. Filtration, Separalion,
Sofution Si is a service mark of Pall Corporation.

Filtration. Separation. Solufion.su
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m g Angs.l._l_ Pfis.l.er ANgsH Plister (Sroair.;

Creup Engineering

Thurgauanirasse 84
Postfach

ele ]
sl-piister.com

DECLARATION OF
CONFORMITY

in accordance with
DIN EN ISO/IEC 17050

Date:
Custemer No.: - Phone:
Issuer:

Declaration subject:

Item description:
PFA / FEP-O-SEAL O-Rings with VMQ (Silicone) Core
PFA / FEP-O-SEAL O-Rings with FKM (VITON) Core
PFA / FEP-O-SEAL O-Rings with EPDM Core

Quantiiy: Cou
- USA
The product described above meets the s stip i g guidelines/standards:
Approval: F A ore ( EPDM Core
01 EPDM 70.72-01
FDA 21 CFR §177.1550 No
FDA 21 CFR § 177.2600/2660 No
EG 1935/2004 No No
EU 10/2011 No No
SR 817.023.21 No No
3A Sanitary Standards (B No No
USP class VI, Chapte No No No
RoHS 2015/863/EU, Yes Yes Yes
REACH 1907/2006, Annex X Yes Yes Yes
Free from ; Yes Yes Yes Yes
Ani W Yes Yes Yes Yes
ree A N Yes Yes Yes Yes
‘ - Yes Yes Yes Yes
/1. Yes Yes Yes Yes
Angst + Pfister Groyp Engineering
Py
A
Vs
0.09.2021 A.Gabor Y. Riedo
Engineering Data Administrator Senior Engineer
{Place and date of issuance) {Name and signature or equivalent cuthentication of authorized persons)
APCH_2.2.036-FO_1 5.02.2008 ® Angst+Plister 2021 1
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Report EN-BS-10204-2.2

YU? Ultrapharma:

Certificate of Conformance

Part Number: UP864FEP-SIL-30X3MM Invoice No.: 810370

Product Description: ENCAPSULATED O-RING FEP/SILICONE, 30X3MM

Gasket Material: FEP {Fluorinated Eth. Prop.) Encapsulated Silicone®(inside}

Gasket Material Lot Number: Q85548 D.O.M.: 01-10-2020 EXPD.: 01-10-2045
Customer: Aerre lnox S.r.l.

Your Part No:

Ultrapharma BYV certifies that the material supplied is in accordance with the requirements of the order an
the following guidelines listed below:

+ Odor: None

» Meets: FDACFR 177.1550 (FEP)

« Meets: FDACFR 177.2600 (Silicone)

+ Meets: USP Class VI-121°C <88> (FEF)

. Meets: EC1936/2004 (EC10£2011)

« Conform ADIF (Animal Derived Ingredient Free) BSE/TSE

Properties tested
Hardness, (Shore A) {1SO 868)
Tensile Strength, (MPa} (IS0 37)
Elongation, (%) (ASTM D4894)
Compression load (23°C) (14MP
Specific Gravity (a/fcm?)

excellent

Signature: Date: 05/04/2022

Further information on this material may be obtained by contacting Customer Services at Ultrapharma BY

Ultrapharma B.V. - De Droogmakerij 12 - 1851 LX Heiloo - NL - VAT: NL8109.63.115.B01
Tel: +31 {0) 856200 900 Mail: info@ultrapharma. com  Web: www.ultrapharma.com

ORMO300-30-X+F
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