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Welcome
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Tofflon

www.tofflon.com
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Tofflon has been working for Freeze Drying System

In the past 22 years
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Globally largest freeze drying system manufacturer

0.2 m2 - 50m? Freeze
Dryers

400* production size
Lyophilizers Annual
Output

5,000+ Installations
Since 1993 ( Include FD
>4,000)

gl SR o e

PR ¢ S A NG T 2 400+ Installations in
g Y more than 30 countries
| ‘«}*"‘iii’ : #2 S :

80%"% market share for

FD System in China

Nearly 1,500 customers
base.

www.tofflon.com
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- Four Manufacturing Plants :

1. Freeze Dryer Facility —
35,000 sgm

2. Ré&D Center — 9,100 sgm

3. Freeze Drying System
(Preparation,Loading,Barrier)
— 45,000 sgm;

4. Pressure Vessel Land
( Chamber,Condenser,Shelf
— 66,000 sgm;

5. Tofflon-Dehui

Maybe, the world’s largest Freeze Dryer manufacturer is in here.

You know...?

The employees: 2,000 *

workers: 1,200*
engineers: 480*
QA: 100+
Sales: 68

Services: 150+
1 \vw.tofflon.com
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Tofflon developing partners

Freeze Dryer Since 1993

Shanghai KYOWAC Joint Venture with Japan Kyowac in China 2003

Tofflon USA Technical support and service in USA 2008

Tofflon Dehui Clean Room System and AHU 2011

Tofflon Airex Barrier System, 2012

Tofflon TOP Preparation System 2012

Tofflon Aqua-Nova Manufacturing Water System in Tofflon 2012

Design House Design equipment for FD system in Italy 2010

www.tofflon.com
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CERTIFICATE

The Certification Body
of TUV SUD Management Service GmbH

certfias that

CERTIFICATE

. The Certification Body
of TUV SUD Management Service GmbH

cendias that

Shanghai Tofflon Science & Technology Co., Ltd.
No. 1508, Duhui Road, Minhang District, Shanghal, P. R. China
Post Code: 201108

Organeation anda BN7E0106 &

Shanghai Tofflon Science & Technology Co., Ltd.
No 1508, Dubhui Road, Minhang District, Shanghai, P. R. China
Post Code: 201108

Orpganwation anda @N7ANM0K 4

has established and apphes
a Cuaity Management System for
ncluding the sites and scope of application

see enciosure Daslign, Assembly and Sales of Lyophilizer; Assembly and Sales of Automatic

has established and apgples Loading and Unloading Equipment.

a Quality Management System

An sudit was performed, Report No. 70015074

Proofl has baen furnished that (he requrements
according to

ISO 9001:2008
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Performance of audits {Report No. 70015074}

i
AOR

has fumnished proof that the requirements. under

ISO 9001:2008
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ara fullibad
are fulfifed

The certficate 15 vald from 2015-07-16 untii 20 18-07-15.
Certficate Registration No.- 12 100 14649 TMS,

The certficate is vakd in conjunction
with the main certificate from 2015-07-16 until 2018-07-15
Cartificate Registration No.. 12 100 14649/01 TMS

riTeT at0n About I Coniicate Can be noused o T
of Contficatoe and AcTredtaton Agmmetiaton of he Pecpie s Ragub
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ZERTIFIKAT = CERTIFICATE
ZERTIFIKAT = CERTIFICATE =
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CERTIFICATE OF COMPLIANCE Costificate N
ISON N
Review of Manufaciurer's Yechnical File

Page 112
Narm SHANGHAI TOFFLON SCIENCE AND
TECHNOLOGY €O, LT0.
Maewdacturur
2168, FANGHE RD., SHANGMAI, CHINA
35281 L Addwes H* 1500 DUNHLS RD SHANGHALCHINA
[

onoermed Equgelant LYOPHLIZER

MOOEL. LYOS0|CIP SFY ks variants and morkficalioms|

fes dezcrbed n the Techncal Comebracton Fie sl TOFRLOK-100111- Issee date 119112010

Th: ® nat he Techncadl Fie lssue SHANG
ECHN LI, conceming

e et aafety roduanents ol he M

2008

At 1w CE" mark, unler ds
ted n 1
ke date 1101

e e

Ovectres. poocifng 3 rassun

e
E n Rlarkad

Nl mad Scaticns 1o % Techaleal File should be fies! submittod to the Third Pacty spection
Authority to ensure further valdity of this compliance certifcate.

Dale  BS0SE10 Narse -Ch. Lepiat Garraral Marager
APRAGAZ Y3, =
i Pk Achrs Belglum : |
sums Inspecting _,
Authority

AN LN T DOE

e \ww.tofflon.com
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CERTIFICATE OF COMPLIANCE

Rirviow of Massdacturer's Technioal File

Mocel No Meded N

Mevte: of

CEOC

Cortificses N*

TSN 200-REN 4

Page 22
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Tofflon

The American Society of Mechanical Engineers

Freeze drying system

CERTIFICATE OF
AUTHORIZATION

The named company s authonzed by the American Soclety of Machancal Engineers
(ASME) for the scope of activity shown below in accorda plicable rules of
the ASME Boller and Pressure Vessel Code. The use of the certification mark and the
authority granted by thes Certificate of Authorization are subject to the provisions of the
agroement set forth In the application. Any construction stamped with this certification
mark shall have been built strictly in accordance with the provisions of the ASME Bodler
and Pressure Vessal Code

& with the ag

COMPANY
Shanghai Tofflon Sclence and Technology Co., Ltd
No. 3988, Jinliu Road
Jinshan District
Shanghai 201508
People's Republic of China
SCOPE

Manufacture of pressure vessels at the above location only

AUTHORIZED June 16, 2014
EXPIRES August 25, 2017
CERTIFICATE NUMBER 37,798

E[,/,. a5
Vice President. Conformity Assessment

7 J,Ml’;(‘ ¢ )5‘—-

y
Director, Conformity Assessmont

¢ CEPTUOUKAT ¢ CERTIFICADO ¢ CERTIFICAT

ZERTIFIKAT @ CERTIFICATE

Managemert Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

Shanghai Tofflon Science & Technology Co., Ltd.
No. 1509, Duhui Road, Minhang District
Shanghai, P.R. China
Post Code: 201108

has established and applies
an Occupational Health and Safety Management System for

Design, Assembly and Sales of Lyophilizer;
Assembly and Sales of Automatic Loading and Unloading Equipment

An sudit was performed, Report No, 70015074

Proof has been fumnished that the requirements
according o

BS OHSAS 18001:2007

are fulfilled. The certificate is valid from 2013-07-25 until 2016-07-24
Certficate Registration No, 12 116 14649 TMS

Produtt Complance Mansgennt
Murean, 2013.07-2¢

www.tofflon.com



21 CFR PART 11 ASSESSMENT CERTIFICATE

for the

TOFFLON MASTER - 4000 CONTROL SYSTEM (v3.0)

The Tofflon Master-4000 Control System (v3.0) was assessed on
15 February 2006 for compliance with FDA regulation, 21 CFR Part 11;
Electronic Records; Electronic Signatures. The result of the assessment
concludes that the system conforms to the 21 CFR Part 11 regulation and
provides sufficient technological and procedural controls to be implemented as
part of an overall 21 CFR Part 11 compliant system.

N ) I§ FepevaRy Aok
kg;MlCl-;.E:lj SOUC/Y - 7 Date &
USkRA 21 CFR PART 11 COMPLIANCE
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Steel certificate

KRR

February 12, 2009

CONTROL OF RADIOACTIVE CONTAMINATION AT OUTOKUMPU
PRODUCTION SITES

Outokumpu has implemented strict control of radioactive contamination at all its steel
making plants.

All incoming scrap and raw materials are being screened for radioactivity via a radiation
detection system. Samples are also taken in the production process and tested for
radicactivity. These procedures are detailed in the 8 it systems we operate (1SO
9001 and I1SO 14001) and ensure that the levels of radicactivity are below the IAEA
recommended levels to protect human health

Trwanhar jCp-wp— L Y
:o.:u.m—.. \...,‘,ﬂ_ PR

(ST E
Wi o TS 11— W . W e o o
R xaem PRSI e |.~..':?:‘...~.- JEnsss

| | !

,(MALL‘AL‘ISB A A!H"
N | T

Woe) ] Awl
o ine|

The products that we sell are free from radioactive contamination

Outokumpu Group

i Y
* |

Camilla Koplin
Manager Product Stewardship
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www.tofflon.com
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A Workshop with
Health, Safety and Environment Protection



Harmony with Nature
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lization Lab

,Lyophlllztlon Lab

- Sublimation, Without Risk”



Freeze Drying Microscope (UK)
(Lyophilized Drug Thermal Property Detection)

-







www.tofflon.com
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www.tofflon.com
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Chamber; condenser; shelf all are made by Tofflon
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Modern manufacturing
facilities and tools

r th

Ultrasqmcv\rjshmd Electronic pafs ‘iaser Cutting
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CNC Punch CNC folding CNCCentre

.‘Eli- ",.: )

Auto ng el CNC gantry machlnmg centers

www.tofflon.com
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www.tofflon.com










Tofflon Global Team in Achema (Germany) in 2009
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Achema 2009 in Frankfurt, German

2009/056/15 22:39

www.tofflon.com
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Tofflon Booth in Achema 2012

1 . tofflon.com
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Tofflon Booth in Achema 2015

www.tofflon.com
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www.tofflon.com
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CPhi Worldwide Madrid 2015

i Tofflon

FREEZE DRYING SYSTEM

As

KEY
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NG

www.tofflon.com
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Tofflon Global Team |

www.tofflon.com




Tof ﬂon Freeze drying system

Tofflon Global Team

www.tofflon.com
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www.tofflon.com
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Italilan Design Centre

www.tofflon.com
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OISOy

TofMlan arw devmbapng new okt s bobator Sechrekogy el RABL s wne 1 the care ares of complete Fresse
Deying Produttion Systerms ( from fling line « Avtomuatic lnading and Unlosding yyvies < | yophliser « Capping,

.. ) balmors and RASs can thin wepiace the espernive clesn-room and ofer both, prodixt and opesstor proteciion
The advantage to use Isolator and RABS in the core area of Freeze Drying System
ulg_‘l

®  Fosduce Nigh class conmor ees | class A or 100, -
*  Reduce opeovion com
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RABS/c-RABS/Isolatore System

RABS/c-RABS and Isclator in freeze drying core production area

-
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Froveg lovet e 5 0 4pm mwow: e 5 0 Spm cusede

By Gloves flanges can Teach ab place nadde Cawet &nd sy
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of the Isol, in diffe [l

Good ergonamc Oeegt and efectve lirafer sysioms
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Reduce Te mik of GOSS CoMtamwanon

Detign tr SHVYWE and VINP gas sterlication |Opsion)

Using Bagay Bag-out * tr Miar change 1 ar mivm kor Todc pradecns
TP ang westn bous cischangs (Option)

www.tofflon.com
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Preparation System

www.tofflon.com
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Project Management

The Objectives
( Good Communications On-Time Delivery Quality Maintained w

www.tofflon.com
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A Team of a Project

Customer

Project Area Sales Manager
Manager Local Representative
N J
e N
Mechanical Purchasing Installation Support
Electrical Sub - Contracting Validation Training
Software Assembly Maintenance

www.tofflon.com
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Equipment Qualification

‘:ser Requirements (URS) or 1Q2/0Q2/PQ2
echnical Specification i O ﬁ
Y,
. 1 S,
Qualification Project ==l Quality Plan-| %’? i
Plan (QPP) (QP) :
FAT
Functional Specification . i

Performance Qualification (PQ)

ll

Qualif
Design Specification D ff?tIOn .
Qualification B Qllajw%t Operation Qualification (OQ)

Design Qualification (D o
gn Q (bQ) Installation Qualification (1Q)

b |—| f

Equipment Build

e ww.tofflon.com
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Inspection and Validation tools

www.tofflon.com
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Indicator
showing
test result

Alloy Analyzer
to test chamber materials
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Materils est result
can be stored and printed out with Excel Format
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Ultrasonic Thickness Inspector
to test shelves thickness

e \vww.tofflon.com
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Roughness Inspector
to test chamber door roughness

www.tofflon.com
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Helium Leak Detector
For leakage test

www.tofflon.com
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®

Kaye Validator

Thermal Validation System

Define Setups

www.tofflon.com
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l Inlet The First Shelf l Inlet The Second Shelf
01 02 07 08
05 11
04 03 10 09
Outlet Outlet

Shelves Thermocouples Location

1 . tofflon.com
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Filter Inteqgrity Test

(Water Intrusion Test)

www.tofflon.com
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TIG Automatic Welding Machine

www.tofflon.com
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Ploine) Welclirie
Process

AR SOPHE Y b 1Y

Pipeline Welding SOP flow chart

[ Orbitally Welding } 4 pogore
l!!l
YES NO 5
. /
M BN OpewgCugen (T)
Pressure Keeping 4]
TR Ponton sy
( Ikln‘l.yi’ftt
S.0.P/ cune
t Recording g acr Y S
e NI NO
Acid/Alkali Passivation Yis
Blue Point Testing ARy
Rxunan 0
U]
HRTAND £% LT URTT flananese
(6]
Tanaue
Helium Leak Testing )
<1x10-"Pa.m?/s VL R ——
L LR L R

www.tofflon.com
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Boroscope Inspection

with Photos and Video Records

www.tofflon.com
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100% Boroscope of all welds

1 . tofflon.com
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Documents

- User Requirement Specification (URS) or Technical
Specification

- Qualification Project Plan (QPP)
- Quality Plan (QP)

- Design Specification (DS)

- Design Qualification (DQ)

- Installation Qualification (IQ)

- Operation Qualification (OQ)

- Factory Acceptance Test (FAT)
- Site Acceptance Test (SAT)

- Performance Qualification (PQ)
- Traceability Matrix

e ww.tofflon.com



Taf ﬂon Freeze drying system

Other Documents of Equipment

» Installation Instruction
» Operation Instruction

» Maintenance Manual

» Main components List
» Spare Parts List

» Materials Certificate

> Instruments Calibration Certificate

e \vww.tofflon.com
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www.tofflon.com
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fWhoIe Life After-Sales Service

For many years, we have successfully established well-running after-sales service

mechanism and system which make us earn customers’ satisfaction and make us

stay ahead of the competition.

Prior Delivery

«»» Complete documentations with full details of the equipment.

«» Supply of spare parts and accessories W &’1 T"l’ -
S o~
i 9

+ Standard 1Q and OQ documentation package, as

additional options to assist customers with equipment validation.

www.tofflon.com
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Whole Life After-Sales Service

Post Delivery

¢ Installation and start-up of new equipment

+» Site Acceptance Test

%+ Product Training Courses . W
e = 4 a
eS| |

During Warranty ﬁ

» Locally-based after-sales service

+«» As local assistance, there are also factory-trained technicians

www.tofflon.com
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Whole Life After-Sales Service

** Preventative maintenance / Corrective repairs
“* Remote problem solving (via telephone, internet, etc)
Lifetime Service

** Modification of existing equipment to optimize its performance

+» Sales and supply of spare parts and accessories

. ‘ T
¢ Product training courses W

&- o '] Ko
g g = Peese
WLl =

ﬁ “e3

www.tofflon.com
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Total solution for pharmaceutical equipmen




TOfron Freeze drying system

Total solution for pharmaceutical facilities







