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¢Como funciona?
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HIXWER

SINGLE QUATERNARY
DIAPHRAGM DIAPHRAGM

A

Bomba de diafragma cuaternaria Disco de oscilacion del
accionamiento de la bomba

Sin piezas giratorias Sin sello mecanico

en contacto con el U U
producto

DOUBLE
DIAPHRAGM

PRESS5URE

Funcionamiento en seco
seguro Time >

Soloilustracion, sin medidas reales

Tratamiento delicado del
producto

Bajo aporte de calor Facil de mantener Muy baja pulsacion




Funcion y Ventajas
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Control sencillo

Alta relacion de ajuste

Autocebante
Camaras de bombeo SUs
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Aplicaciones
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Biofarmacos, Biomasay liquidos de todo tipo ...

Son productos fabricados biolégicamente (p. €j.,
proteinas, anticuerpos, células, etc.)

Presentan una complejidad extrema y requieren procesos 24 * &z
y equipos de fabricacion extremadamente sofisticados. ol

Ademas son muy susceptibles al dano por fuerzas de
corte mecanico.

Cuando se requiere movilizar grandes volumenes, el
tiempo es siempre una variable de ajuste.

Aspirin

180 Da

J
i 784



Aplicaciones en la Produccion Biofarmaceutica
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Los rangos de flujo dependen de la seleccién del motor
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Resumen de los accionamientos QuattroFlow

Flowrange[L/h] * 0.17-30 1-180 20-1.200 6-1.200 50-2.500 150 —5.000 50-5.000 50-5.000 500 - 10.000 1.000—20.000
Motor Type Brushless DC Brushless DC 3 Phase AC e ”,\‘/’Irc‘)rfo”fus 3 Phase AC 3 Phase AC Servo Motor Servo Motor 3 Phase AC 3 Phase AC
Yes Yes
ATEXasoption (3 Phase ATEX (3 Phase ATEX Yes No Yes Yes No No Yes Yes
motor) motor)
In separatecontrol
Keypad for manual In separate control . In separatecontrol In separatecontrol In separatecontrol In separatecontrol
operation ez ifEErEEd box (option) Integrated box (option) box (option) Integrated box (option) box (option) box (option)
Y ti
UL Rating Yes Yes Yes(option) No es (option) Yes(option) Yes (option) Yes (option) Yes (option) Yes(option)
0-10vDC 0-10VDC 0-10vDC 0-10vDC
Remote Operation 05VDC 05VDC 4-20mA (control 4’20”13%38%3”) 4-20mA(control  4-20mA (control 4-20mA 4'2°m:(°°””°' 4'20'“? (control 4-20mA (control
box) o box) box) e ) box)
230V/ 50Hz 1P; 230V/ 50Hz 1P; 230V/ 50Hz 1P; 85 - 265VAC
PowerSupply optional 1 10V/60Hz optional 110V/60Hz optional 110V/60Hz 50/60 Hz 400V, 3P 400V, 3P 400V, 3P 400V, 3P 400V, 3P 400V, 3P
1P 1P
: 230V .
Cooling Fan = = 230(0n 1;§r:/cabmet 48VDC cabinetfan 230V; motorfan 230V: motor fan cabinet fan = LD ISR 230V; motorfan

OEM versionavailable OEM versionavailable

Motor IP65
(exdl. cable end)

Motor IP65
(exdl. cable end)

Motor IP54

11
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QuattroFlow Sinc Ie-se



Ventajas de QuattroFlow Single-Use Hlwaﬂ
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Quattroflow Single Use Pumps

Caracteristicas:
 Camara de bombeo completamente desechable

QF20kSU

* Todas las piezas en contacto con el producto se

. , =~ QF4400SuU
sustituyen por una nueva cdmara de bombeo :

* Rendimiento similar a las versiones de acero
inoxidable QF1200SU

* |rradiable con rayos gamma (hasta 50 kGy)
QF150SU

Aplicaciones/productos:
e Fabricacion en modo Single-Use

QF30SU

* TFFy Cromatografia ) .,
e Fabricacion por contrato gl ,.
. 14D N
* Productos tdxicos/nocivos

e Suministros para ensayos clinicos
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EZ- Set Pressure Plate

Ez- Set SU Chamber
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Control inteligente del funcionamiento de sus bombas

Q-Control es un controlador integrado para bombas Quattroflow, tanto MU como SU. Permite
automatizar el funcionamiento de las bombas mediante la integracion con sensores de flujo y presion,
eliminando la necesidad de un PLC externo.

N\
(]
(]
.
U]

Caracteristicas prmupales
GJA'ITROFLOW

Fluid Systems

e Control PID para operar por presion o caudal.
e Autoajuste de parametros PID.

e Alarmas configurables y funcion de dispensacion
automatica

e Comunicacion Modbus RS485 y registro de datos.

Flow-Control MENLU

* Operaciéon remota.
e Compatible con modelos QF30, QF150, QF1200, QF2500 y D I:I D
QF4400.
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Controlada

PRESSURE
SENSOR

FILTER



Control de Caudal en Filtracion de Flujo wg&w&&
Tangencial (TFF)

FILTER




Paguete de documentacion de bombas SU HIXUJE@

ALMATEC QuATTROFOW Product Specification

Ursprungszeugnis/ Certificate of Origin

Hiermit bestatigen wir/ We hereby certify that I n d i Vi d ua I S e ri a I n u m b e r

Aufraganammar PONo, 2017z Technical specification
Pumpentyp/ Pump Type Quattroflow 1200-SU Chamber 1/2"HB

Bestellcode/ Order Code QF12DISPL12-3

S i LOT numbers for traceability

wurde in Deutschland hergestellt von/ has been manufactured in Germany by:

ALMATEC Maschinenbau GmbH

Member of Dover's Pump Solutions Group
Carl-Friedrich-Gauss-Str. 5

47475 Kamp-Lintfort

Deutschland/ Germany

Ury Certificate of Conformance

09.01.2018
Unterschrift/Signature Datum/Date

Rainer Wulf

General Manager
Almatec Maschinenbau GmbH

Statements:

DIN EN ISO9001:2008 FDA
& USP Cl VI

BSE/TSE safe

L] Page 4 of 4
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TO (KON

AMENDED STUDY REPORT TE 140357
STUDY NUMBERS: 14-B0975, 14-B0976, 14-B0977, 14-B0978 | ¢
KIKON
Client ALMATEC Maschinenbau GmbH b b Sty A «
Contact Matthias Abel
Address Carl-Friedrich-Gauss-Strasse S
47475 Kamp-Lintfort 6.4. Element Analysis by Inductively Coupled Plasma / Optical
Germany Emissi 3 ~ 3
“mission Spectroscopy (ICP/OES) ey —
Client Reference 2014-7034858 + P P} D n Exmactables §
2014-7036824 (amendment) [The qu.l!\ll(.lll\n;rcxu]l\ of the ICP/OES analyses are presented in Table 15. The values Comnded Snats A ‘
Date of Sample Receipt 12 Mar 2014 pf the associated blank concentrations are shown in a separate column,
e of Tex M 24 2 ¢
Date of Techaicel Initiation "J Apr 204 able 15: Analytical results of the ICPIOES analysis for elements in the UPW extract T——
Date of Technical Completion 30 May 2014 of a Pump Chamber made of PP for pump Quattroflow 1200 SU SURES
Date of Draft Report 02 Jun 2014
Date of Final Report 16 Jun 2014 e - Results (ug'L) Limits (ug'L) HS-GC/MS e hluni.l.'u:-l,um of the 5_/‘:« extract of a Pump Chamber made of
Date of Amended Report 24 Jul 2014 (nm) Bhaak Sample LOD LOQ mp Quattroflow 1200 "”“’,V 3-N1, upper chromatogram) compared to
Quotation No. 1209020rev2 14-B097S-N6 < hromatogram of the extraction blank solution (inverted chromatogram)
- Numinum (Al) 196.2 3 3 ] [} A
: Sample WISNI
" — Ap— , Parsum (Ba) 4554 1 1 1 2
EXTRACTABLES STUDY ON A —— ) - 2 ; -
{u.u.u.u ) 3 1) ] 1
Padmium (Cd) .8 05 s i
TEST ITEM Fobalt (Co) s T 5 10
GAMMA IRRADIATED PUMP HEAD (s12E 1200) fhromium (Cr) i ] 2
fopper (Cu) 2 2 ]
EXTRACTION SOLUTIONS fon (Fe) s
> d (Pb. 3
ULTRA PURE WATER (UPW), et e In 3 ) S -
- Lithiun (L)) 0.5 0 0s 10
HCLIM, Magnesium (Mg) ) (6 3 6
NAOH IM, Manganese (Mn) s 0.8 T 0 Blark
ErnanoL. Fickel (Ni) 2 5
Natinum (P1) 2 2 2 3
Jotassium (K) . 20 X 40
ilicon (S1) 250.7 [40) 1€ 50 :
ilver (Ag) 3281 1 1 3
odium (Na) 580 6 16 0 4 % | EE——
in (Sn) 1899 9 | < 9 2
test results on the encle ort can only be tanium (T1) 349 ! ! ! 2 [Standard Toluene-d, B
.‘.v afer - ‘hv; permasson of - ¢ scquired by testing e (Zn) 9 : 0 N 2 ol (et Tk )
R T, [OD: Limit of Detection; LOQ: Limit of Quantification
alues between square brackets are detected below the quantification limit (indicative)]
alues in bold are above the quantification limit
i_\', (t‘* o LicL % v
David Moreels, PhD Bart Boerjan, PhD
( Study Director Quality Assurance
1 26/41

041
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Prueba de Carga Bioldgica

Synergy

CERTIFICATE OF ANALYSIS
Synergy’

CERTIFICATE OF ANALYSIS

Applicant
For the attention of

Wgy Address

ALMATEC Maschinenbau GmbH
Mrs. J. Osing
Carl-Friedrich-Gauss-Str.5

Postal code City D-47475 Kamp-Lintfort
German
Appiicant ALMATEC Maschinenbeu GbH CERTIFICATE OF ANALYSIS Y
For the attention of Mr. A. Frerix Test Bioburden test
Address R Carl-Friedrich-Gauss-Str. 5 Sample code 201705000008
Postal code City DE-47475 Kamp-Lintfort Sample description QM1200SU chamber
Germany Applicant ALMATEC Maschinenbau GmbH Analysis according 1SC 117371
Fo g 7
Test Inoculation method 78 B llengon o M. O:‘"‘-’ R Microbiology
201, ddress ! SETTIeOnNC-Gauss- Identification sample Aerobic Yeast Moulds  Anaerobic Spores
Sample code 201607000785 Date rgf Postal code City D-47475 Kamp-Lintfort
. No. Product No, Batch No. bacteria bacteria
Sample description QF12008U chamber Germeny e N ..o
Analysis according ISO 11737-1 _ . lunit _cfuiunit  cfulun cfulun unit
a5t Bioburden test 1 QF12DISPP-3-M 604319 <3 <3 <3
3 Sample code 201705000009 7 2 QF12DISPP-3-M <3 <3 <3 3
Microblology S o ; = x
Smpie description M1200SU chambe SPP-3- <
Product No. Batch No. Result  Unit _.‘S:;‘,pys a:;_’;‘:g EO“ 47371 . Correction 3 erzmbpp S-M <3 = Z <3
QF12DISPP-3 685335 38 chuuni Al > A GEIZDISPS- Sk = =3 =] -
QF12DISPP-3 685336 36 cfulunit| icroblology N 5 QF12DISPP-3-M <3 <3 <3 3
QF12DISPP-3 685337 51 cfufunit Identification sample Aerobic  Yeast Moulds  Anaerobic Spores T
QF12DISPP-3 685338 36 cfulu Ne. Product Ne. Bateh No. bacteria bacteria b
QF12DISPP-3 685339 33 cfu/unit cfulunit cfufunit  ctutunit c
QF12DI5PP-3 694314 <3 <
Staphylocoocus aureus ATCC No. 6538, sample 1 50 cfulunit 2 QF12D15PP-3 654315 <3 <
Staphylococcus aureus ATCC No. 6538, sample 2 7 cfulunit 3 QF12DISPP-3 634316 <3 <
61 cfulunit 4 QF12DISPP-3 534317 <3 <
5 QF12DISPP-3 £84318 <3 <
Mean recovery 64,1 %
Correction factor 1,56

1) Total bioburden = Asrobic bactera « Yeast + Moukls,

Remarks : Remarks :

The micro-organisms found were characterized as yellow, sverags, convex. dull and smoath colonies.

Examined by:~Synergy Health Utrecht B,V
23—wg-1§ v/}
| /
£ );' }
Manon Pljster
Sugervisor Microbiology

E-mad. UrechiDsyracgyneaithoic com

Symergy Mealh Uec B.V. - Microbioogical Laboratory - Morsestrsat 3, 6718 AH Ede, S Nothadands
Website: www pharma-istsenices com

Tel, +

1) Total bicburden = Asrobic bactera « Yaast » Mouds.

Remarks :

Examined by: SyAgrgy Health Utrecht B.V.
12-m17). ). )
A
N o L
Mandy Satar
MiarEbiologiéal La

tory Manager

Examined by~~Synergy Heaith Utrecht B.\V.
12-mi B

biclogical Laboratory Manager

Symacgy Healh Ukect BY. -
E-mal UtchiBsymenyhiathpic.com

Microtiological Laborstory « Morsestras

16 AH E
WVéetste: www sharms

Tyheaiicic com

1BV, - Mcrboogiesl Latorstory - Morserast 3
\Watatn: mawow, paIMTa-Meenesc:

At Bcn. e Neenanss

et

21
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Quattrofiow Validation Guide r ‘
e @UATTROFl ow”™ |

Quattrofiow Validation Guide

- 'QUATTROFLOW

Table of content
1 REVISION IR, ... o esssssssssssssssssssssssnsssssssssssssssssssssssseesssmmsmms s . 4
2 Introduction...........ccooeveee - |
- - -
Validation Guic R
2.2 PIOTUCT OV B i 5

3 Declarations and certifications for Quattroflow single use pump chambers

for Quattroflo

3.1 Material of CONSIMUCTION .o s s ass s ss s s assssassssasnsnasns T
3.2 BSE/TSE and FDA declarations 10
-
.
Single-Use Pump Ch: T — 1
3.2.2 PP BSE/TSE Statement sssssussssssssssssssess Lk

3.2.3 EPDM Valves FDA 21CFR177

3.2.4 EPDM Valves BSE/TSE STAtBMBNL........ccceiiorisrscsossossonsenssossssassssasssssssssssasssssssssssasassss 14
3.25 EPDM O-Rings FDA 21CFR177 15
3.2.6 EPDM O-RiNGs BSE/TSE STAt@MENT . ......oiiiiiiiimiimissismssismsanssisssssississsssssssssssssssssssssssanss 16
3.2.7 SAaNtOPrene FDA 21CFRLTT ....oooeeeeeeeeeeeesraaaaeneaaaamasssassessssssssssssssssssssssssssssssssssssssssssssssannnn 17

3.28 Santoprene BSE/TSE Statement

3.29 PE FDA 21CFR177 ... sssssssssssssssssssssss 19
3.2.10 PE BSE/TSE Statement................. USSR — 20
33 USP 87, 88, 381, 661 (post gamma) veeeessssssssssamanees 21
331 PPUSP<87> .....cueeee P 22

332 PP USP<88> Cl. VI ..

3.3.3 PP USP <661>......... S——— )
3.34 EPDM VAIVES USPEBT> .oooiiiiiiiiiiiiiiiiiissesssseossssssssssssnssssms s sasssssssssssssssssssssssssssssssssssssns 29
3.35  EPDM Valves USP<BE> CL Wl ........oiuiiiiiiniiiiinissssssssssassnsssssss s ssssssasssssssssssssasss 30
3.36 EPDM Valves USP <381> - 31
3.3.7 EPDM O-RINES USPCHTS ..ocosiisississsssssssssssssssissssssssssssssssssssssassssssassasssssssssssssssssssssssssosons S8
3.3.8 EPDM O-RINES USP<BB> Tl VI .......oiiiiiesannescnsssssansesmssssen s sssssssssssssassssssssssssasssssssnns 39
Page 10f 74 3.39 EPDM O-RiNgs USP <3B1> ......ooviiiiiiiiiiimiimmmmmmmmmssmsssssssssssssssssssssssmmmmmmmmmssssssssssssssssssssssnnns 40

Page 20f 74 www.quattroflow.com




Gracias por su atencion

Lucas Castro

Gerente Comercial — Hixwer Company SA
WwWw.hixwer.com
lucas.castro@hixwer.com
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http://www.hixwer.com
mailto:lucas.castro@hixwer.com
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