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1. Contrato 
 N° O/C:  
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 Nombre del Proyecto: Nitrógeno – Proyecto Kairos Fase 2 
 Cliente: Laboratorio Grünenthal Chile 
 Mandante: Florian Swoboda 

3. Datos del Proveedor 
 Proveedor: Pharmainox SpA. 
 Rut: 76.623.809-2 
 Dirección: Las Acacias 2335, La Pintana, Santiago 
 Teléfono: +594 4302 8527 
 Correo: claudio.onell@pharmainox.cl 
 Página Web: www.pharmainox.cl 
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1.  CERTIFICADOS DE MATERIALES Y 
VÁLVULAS 
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1.1. FITTING Y VÁLVULAS 

 

 
 



Job\Certificate Number: EN 10204:2004 3.1

Part Number:
Part Description:
Material Specification:
Standard: ASME BPE 2012
Date Of Certification:

 Raw Material Specifications

(Inch)

N03999 6495030002 0.5

Component Chemical Composition

N03999 0.017 17.033 1.636 2.080 0.015 10.271 0.031 0.011 0.428

Mechanical test
Hardness Elongation Reduction 

(N/mm²) (PSI) (N/mm²) (PSI) (N/mm²) (PSI) (HRB) (%) (%)

N03999 295 42775 N/A N/A 596 86420 70 52.50 N/A

Mechanical test (cont)

N03999 OK N/A OK

            Expires:

            May 21,2018

Material Test Certificate

TEE WWW 1/2" 316L 20Ra
316/316L

TE7WWW6L.5-PL
2079823

October 23, 2014

Heat 

Number

Visual & Dimensional 

Test

Flaring 

 Test

Eddy 

Current Test

%MO

Heat 

Number

Heat 

Number

Yield 0.2

Heat 

Number

Inspection 

Number

%C

Yield 1.0

%MN%CR

Flattening 

 Test

Tensile

Intergranular 

Corrosion Test

%N %NI

OK

Material 

Identification Test

%P %S %SI

OKOK

Raw Material & Size

(mm)
 Material Standards

TUBE 12.7(RUN+BRA) ASTM A269

MaxPure® brand fittings, manufactured by EGMO LTD.,  are in accordance with the requirements of ASME BPE standard on Bioprocessing Equipment. EGMO 
Quality Management System (QMS) is authorized by the American Society of Mechanical Engineers (ASME) for the scope of Ferrous Fittings Manufacturing 
and Supply of Ferrous Tubings, with the applicable rules of the ASME BPE Standard on Bioprocessing Equipment.
We certify that this information is a true representation of the data that has been furnished by our raw material suppliers. We have no knowledge of any 
mercury of low melting contamination. Electro polish process are acc. to the ASTM B912. Passivation process are acc. to ASTM A967.

NEUMO GmbH          info@neumo.de

Tel: +49(0)7043360  Fax:+49(0)704336130

VNE Corporation stainless@vnecorp.com

Tel: +1 800 356 1111 Fax: +1 608 756 3643/1

EGMO Ltd.       salese@egmo.co.il

Tel: 972 49855130  Fax: 972 49855175







Job\Certificate Number:
Part Number:
Part Description:
Material Specification:
Standard: ASME BPE 2019 SF1
Date Of Certification:

 Raw Material Specifications

(Inch)

041084 6667178002

Component Chemical Composition

041084 0.008 16.719 1.802 2.055 0.030 11.088 0.030 0.0104 0.230 0.388

Mechanical test
Hardness Elongation

(N/mm²) (PSI) (N/mm²) (PSI) (N/mm²) (PSI) (HRB) (%)

041084 428 62060 511 74095 628 91060 89 43.00

Mechanical test (cont)

041084 N/A N/A N/A

[µm] [µin.] [µm] [µin.] OK

0.25 10 0.35 14 OK
OK

Visual Test

ASME BPE Part SF,MJ

ID - Inner Diameter

OD - Outer Diameter

ID - Roughness Test   acc. to EN ISO 4287,ASME B46.1 
Ra readings 

are the Ave. 

and Max. 

value of 

10% 

inspection 

Ra Average Ra Max.

Dimensional Test

ASME BPE Part DT

Heat 

Number

Yield 0.2

ISO 9001:2015 Certified

EN 10204: 3.1

ASME BPE Certificate of 

Authorization number     

BPE-102    

%MN

ASTM  A276/A276M-17/ASTM A479/A479M-19

Material Test Certificate

Eddy 

Current Test

%MO

Process Contact Surface - Final QC Inspection

Heat 

Number

Visual & 

Dimensional Test

Flaring 

Test

Heat 

Number

CLAMP FERRULE 3/4" 20Ra
316/316L

TEG14AM76L.75-PL
2009912372

December 9, 2021

Expires: May 21,2023

 Material Standards
Heat 

Number

Inspection 

Number

OK

%C

Yield 1.0

%CR

OK

%P %S %SI

OK

Tensile

Intergranular 

Corrosion Test

%N %Cu

78.00

Reduction 

Raw Material & Size

(mm)

R.BAR 26.0

%NI

(%)

PMI - Material 

Identification Test

Flattening 

 Test

MaxPure® brand fittings, manufactured by EGMO LTD.,  are in accordance with the requirements of ASME BPE standard on 
Bioprocessing Equipment. EGMO Quality Management System (QMS) is authorized by the American Society of Mechanical Engineers 
(ASME) for the scope of Manufacturing Ferrous and Nonferrous Fittings, with the applicable rules of the ASME BPE Standard on 
Bioprocessing Equipment.
We certify that this information is a true representation of the data that has been furnished by our raw material suppliers. We have no 
knowledge of any mercury of low melting contamination. 
Electro polish process are acc. to the ASTM B912. Passivation process are acc. to ASTM A967.

Approved By:

NEUMO GmbH          info@neumo.de

Tel: +49(0)7043360  Fax:+49(0)704336130

VNE Corporation stainless@vnecorp.com

Tel: +1 800 356 1111 Fax: +1 608 756 3643/1
EGMO Ltd.       salese@egmo.co.il

Tel: 972 49855121 Fax: 972 49855175



Job\Certificate Number:
Part Number:
Part Description:
Material Specification:
Standard: ASME BPE 2019 SF1
Date Of Certification:

 Raw Material Specifications

(Inch)

N21649 6684914002 0.75

Component Chemical Composition

N21649 0.013 16.711 1.011 2.030 N/A 12.080 0.029 0.0063 0.509 N/A

Mechanical test
Hardness Elongation

(N/mm²) (PSI) (N/mm²) (PSI) (N/mm²) (PSI) (HRB) (%)

N21649 315 45675 N/A N/A 615 89175 84 53.00

Mechanical test (cont)

N21649 N/A N/A N/A

[µm] [µin.] [µm] [µin.] OK

0.33 13 0.44 18 OK
OK

Visual Test

ASME BPE Part SF,MJ

ID - Inner Diameter

OD - Outer Diameter

ID - Roughness Test   acc. to EN ISO 4287,ASME B46.1 
Ra readings 

are the Ave. 

and Max. 

value of 

10% 

inspection 

Ra Average Ra Max.

Dimensional Test

ASME BPE Part DT

Heat 

Number

Yield 0.2

ISO 9001:2015 Certified

EN 10204: 3.1

ASME BPE Certificate of 

Authorization number     

BPE-102    

%MN

ASTM A269/A270-S2/ASME-SA213

Material Test Certificate

Eddy 

Current Test

%MO

Process Contact Surface - Final QC Inspection

Heat 

Number

Visual & 

Dimensional Test

Flaring 

Test

Heat 

Number

ELBOW 90° WW 3/4" 316L 20Ra
316/316L

TE2S6L.75-PC
2002173886

March 13, 2022

Expires: May 21,2023

 Material Standards
Heat 

Number

Inspection 

Number

OK

%C

Yield 1.0

%CR

OK

%P %S %SI

OK

Tensile

Intergranular 

Corrosion Test

%N %Cu

N/A

Reduction 

Raw Material & Size

(mm)

TUBE 19.05

%NI

(%)

PMI - Material 

Identification Test

Flattening 

 Test

MaxPure® brand fittings, manufactured by EGMO LTD.,  are in accordance with the requirements of ASME BPE standard on 
Bioprocessing Equipment. EGMO Quality Management System (QMS) is authorized by the American Society of Mechanical Engineers 
(ASME) for the scope of Manufacturing Ferrous and Nonferrous Fittings, with the applicable rules of the ASME BPE Standard on 
Bioprocessing Equipment.
We certify that this information is a true representation of the data that has been furnished by our raw material suppliers. We have no 
knowledge of any mercury of low melting contamination. 
Electro polish process are acc. to the ASTM B912. Passivation process are acc. to ASTM A967.

Approved By:

NEUMO GmbH          info@neumo.de

Tel: +49(0)7043360  Fax:+49(0)704336130

VNE Corporation stainless@vnecorp.com

Tel: +1 800 356 1111 Fax: +1 608 756 3643/1
EGMO Ltd.       salese@egmo.co.il

Tel: 972 49855121 Fax: 972 49855175
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1.2 TUBOS 

 

 





1921-16 Gijang-daero, Jangan-eup

Gijang-gun Busan, Korea 46028 Notified Body TUV SUD Group ISO 9001: 2015 Cert No TUV100 01 2206

TEL:+82-51-710-1700   FAX : +82-51-727-1636 PED 2014/68/EU, Annex I, Section 4.3 and AD-W0 Cert No DGR-0036-QS-W 550/2012/MUC

WS 23022201-03

ASTM A269-15a/A270-15, 3A 33-03

 

ATTEST

The delivered products comply with the requirements of the order.

Weld decay test (ASTM A249-S7)  and intergranular corrosion test(ASTM A270-S1) are acceptable .

ASME BPE specifications takes higher precedence over ASME and ASTM specifications

The Material has not come in contact with mercury or/and low melting point elements.  Weld repair was not used to manufacture this product.

Eddy current test is conducted according to  ASTM A1016/A1016M.  Material is PMI-tested on all 100%. 

We hereby certify that the material herein has been made and tested in accordance with above specification and the results of all test are acceptable.

Quality Assurance Manager IN-HOUSE INSPECTOR

VISUAL INSPECTION ACCEPTABLE SURFACE ROUGHNESS OD Ra 19μin (0.49μm) SURFACE ROUGHNESS ID Ra 10μin (0.25μm)

FLARING TEST ACCEPTABLE FLATTENING TEST ACCEPTABLE EDDY CURRENT TEST ACCEPTABLE DIMENSIONS CHECK ACCEPTABLE

HRB 82

Mpa Mpa HRB 82

Mpa 324 Mpa 620 53

MECHANICAL TEST

YIELD STRENGTH (0.2% OFFSET) TENSILE STRENGTH ELONGATION (%) (2") HARDNESS

12.08 2.03 - - - -

N Cb+Ta

N21649 0.013 0.509 1.011 0.0286 0.0063 16.711

S Cr Ni Mo Cu Co

SURFACE FINISHES ID=20 μin.(0.5 μm) Ra MAX, OD=32 μin.(0.8 μm) Ra MAX

CHEMICAL COMPOSITION (according to mill certificate of stainless steel mill, %)

HEAT NUMBER C Si Mn P

SPECIFICATIONS ASTM A269/A270-S2, ASME SA213, ASME-BPE SF1 NUMBER OF LENGTHS 50

HEAT TREATMENT BRIGHT ANNEALED TO MINIMUM OF 1900℉ [1040℃] REVISION ASME SA213-19, ASME BPE 2022

PRODUCT TYPE STAINLESS STEEL SEAMLESS TUBE, BRIGHT ANNEALED, COLD DRAWN, OD POLISHED MATERIAL GRADE TP316L restricted sulfur (0.005%~0.017%)

PRODUCT SIZE 0.75'' (Inch, OD) X 0.065'' (Inch, WT) X 20' (FT, Length) QUANTITY 1000 FT

ORDER NUMBER Q221227 ISSUE DATE 22-Feb-2023

CERTIFIED REPORT OF TESTS 

per EN 10204 3.1

CUSTOMER PHARMAINOX SPA CERTIFICATE NUMBER

WS-QP-804-04B (Rev. 5) WSG Co., Ltd. A4(297X210)
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2. DOCUMENTACIÓN DE SOLDADURA 
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2.1 ESPECIFICACIÓN DE 
PROCEDIMIENTO DE SOLDADURA 
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2.2 CALIFICACIÓN DE 
PROCEDIMIENTO DE SOLDADURA 
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2.3 INFORME DE ENSAYO 
MECÁNICO 
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2.4 CALIFICACIÓN DE SOLDADOR 

 

 
 







 
DOSSIER DE CALIDAD  

NITRÓGENO - KAIROS FASE 2 

      

 

 

 04-12-2023 DC-GRU-N2K-01 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2.5 CALIFICACIÓN DE OPERADOR 
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2.6 CERTIFICADO DE ANÁLISIS DE GASES 
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3.3. CERTIFICADO DE ANÁLISIS DE GASES 

 

 
 

3. CERTIFICADOS DE CALIBRACIÓN Y FICHAS 
TÉCNICAS DE EQUIPOS E INSTRUMENTOS 
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3.1. CERTIFICADO DE PRUEBA DE MONITOR DE 
PURGA 
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3.2. FICHA TÉCNICA DE MONITOR DE PURGA 
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3.3 CERTIFICADO DE CALIBRACIÓN DE 
INCLINÓMETRO 
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3.4 CERTIFICADO CALIBRACIÓN DE 
MÁQUINA ORBITAL 
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CHILE SOLDADURA Y CORTE 

Doctor Lira Valencia Nº 1586 – Quilicura . SANTIAGO – CHILE  – Fono (56‐2) 2437 50 00 
www.weldingcutting.com 

 

 
 
 

 

CERTIFICADO DE VALIDACIÓN 
N° CONSTANCIA: 00024202310 

 

Autoridad de validación 
Nombre: Chile Soldadura y Corte 

Dirección: Doctor lira valencia 1586, Quilicura, 

Santiago. 

Teléfono: +562 24375000 

Mail: serviciotecnico@weldingcutting.com 

 

 

Equipo 
Marca  POLYSOUDE 

Modelo  P4 

Número de serie  1144131 

Proceso  TIG 

Función  Soldadura orbital de tubos 

   

 

 

Condiciones de test 
Tensión de alimentación  220V 

Temperatura Ambiente  14°C 

Rango de prueba Voltaje  8‐12 V 

Rango de prueba Amperaje  25‐75 A 

Ciclo  360° 

 

Método de validación 
Numero  015 

Fecha  24/08/2023 

Tolerancia   Estándar  

 

 

 

 

Entrega a: 
Nombre: Pharmainox SpA 

Dirección: Las acacias 2335, La 
Pintana, Santiago. 

Numero Cliente: 1028 

Numero de asignación: 211

RESULTADOS 
Apariencia Visual 

OK 

Rangos de Aplicación 

OK 

Fecha Validación 

24/08/2023 

 

              ACEPTADO 
 

 

              RECHAZADO 
 

Plazo de validación 
24/08/2024 
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CHILE SOLDADURA Y CORTE 

Doctor Lira Valencia Nº 1586 – Quilicura . SANTIAGO – CHILE  – Fono (56‐2) 2437 50 00 
www.weldingcutting.com 

 

 

CERTIFICADO DE VALIDACIÓN 
N° CONSTANCIA: 00027202211 

Medidas 
Sector  Grado de posición  Voltaje  Amperaje  Velocidad Rotación 

S01  1°  11.1  73.1  84 

    9.3  28.1   

  20°  11.3  73.2  99 

    9.1 28.1  

  40°  11.4  73.3  100 

    9.2  28.1   

  60°  11.5  73.4  97 

    9.2  28.1   

  80°  11.1  73.2  100 

    9.3  28.1   

  100°  11.3  73.2  98 

    9.2  28.1   

  120°  11.3  73.3  99 

    9.2  28.1   

  140°  10.1  73.3  98 

    9.1  28.0   

  160°  11.1  73.3  98 

    9.2  28   

  180°  11.2  73.2  98 

    9.1  28.1   

  200°  11.1  73.4  100 

    9.0  28.0   

  220°  11.1  73.3  96 

    8.7  28.1   

  240°  10.9  73.4  97 

    9.0  28.1   

  260°  11.4 73.4 96 

    9.0  28.1   

  280°  11.2  73.4  100 

    9.1  28.1   

  300°  11.2  73.4  99 

    8.9  28.1   

  320°  10.8  73.4  98 

    9.1  28.1   

  340°  10.7  73.4  97 

    9.0  28.1   

  360°  10.9  73.4  97 

    9.1  28.1   

Sobre monta  380°  11  36.7  98 

    9.5  14.0   
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REVISOR PHARMAINOX 

Nombre 
Fecha de 
Revisión 

Firma 

   

REVISOR GRÜNENTHAL 

Nombre 
Fecha de 
Revisión 

Firma 

   

 

FIN DEL DOCUMENTO DE CALIDAD 

 
 


