
TRUKING Technology 
Limited



因为执着 所以卓越
We strive to achieve excellence through persistence

PART 
0101 Company profile



Company information 

EstablishedEstablished

Public company
Stock code：300358
Public company
Stock code：300358

Acquire Water TownAcquire Water Town

Take over 
ROMACO group
Take over 
ROMACO group

Taken over Designing 
company
Taken over Designing 
company

Year 2000

Year 2014

Year 2015

Year 2015

Year 2017

History & Milestone:



TRUKING holdingTRUKING holding

TRUKING Group

• TRUKING
• TRUKING WATERTOWN
• TRUKING FEIYUN
• TRUKING SICHUAN DESIGNING
• TRUKING UNIMED
• ROMACO Group

Company information 



TRUKING
-- Headquarter 
-- Major Manufacture base(Filling, FD, ALUS, Isolator etc.)
-- National standard R&D center 

TRUKING Water Town
-- Water treatment

TRUKING Sichuan Designing
-- Concept and detail design

TRUKING FEIYUN
-- Capsule filling 

Company information 



Company information 



Italy

China USA

India

China
Headquarter
Main manufacturing base
Complete network for sales and A/S

Korea
After Service Center

India
Branch company

Italy
Sales and Service Center

Russia
Office

Dubai
Office

TRUKING Global Sales and Service Network

More are coming…

USA
Office

Korea

Russia



Company structure 

TRUKING Technology Ltd., Organization Structure chart
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TRUKING Present

 Total asset 200+ million USD @ China

 Turnover 500+ million @ TRUKING + ROMACO

3000+ employee @ Global
 Team 500+ R&D engineers @ Global

100+ Oversea service engineer @ Global

 End user 3000+ @ Global / not including ROMACO

 Running machines 4000+ @ Global / not including ROMACO

Company information 



Injectable & Sterile Solid & Non-sterile EPC project

TRUKING Products



TRUKING Products

Total Solution Provider for Sterile Production



TRUKING Products

Freeze Dryer and RGV systemFreeze dryer system with Isolator

Over all solution for lyophilization products



TRUKING Products

Cartridge filling linesGlass Ampoule Filling Line Glass Vial Filling Line

Vial Dry Powder Filling LinePFS Filling LineL shape Vial Filling Line



TRUKING Products

Preparation system, CIP/SIP system 

Pre-treatment for PW RO & EDI for PW

WFI Generator Pure Steam Generator



因为执着 所以卓越
We strive to achieve excellence through persistence
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Overall solution for sterile injectable lyophilization production 



General information & principle for Isolator



OEB5 high patent Lyophilized production overall solution with isolator



OEB5 high patent Lyophilized production overall solution with isolator



Intelligent robot filling machine with isolator



Intelligent robot filling machine 



Solution for both liquid and lyophilized product



Technical solution

Mock up study



Technical solution

3D design, Air flow study



因为执着 所以卓越
We strive to achieve excellence through persistence

Amneal India

Overall solution from 
TRUKING:

- Vial compact line * 1set
- Lyotk15 * 1set
- ALULS * 1set
- Isolator * 1set

Finish qualification 2017, 
Pass FDA

Re-buy from TRUKING in 
2017



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from 
TRUKING:

- Vial compact line * 1set
- Lyotk12 * 1set
- ALULS * 1set
- Isolator * 1set

Finish qualification 2017, 
Pass FDA

Emcure India



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from 
TRUKING:

- Vial compact line * 1set
- Lyotk12 * 1set
- Lyotk7 * 1set
- ALULS * 2set
- Isolator * 1set
- Water treatment * 1set
- Preparation * 1set
- Inspection machine * 1set

Finish qualification 2019

United Pharma, Korea



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from 
TRUKING:

- Vial compact line * 1set
- Lyotk10 * 1set
- ALULS * 1set
- Isolator * 1set

Finish qualification 2018, 

Nativita, Belarus. 



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from TRUKING:

Production line 
- Vial compact line * 1set
- Lyotk5 * 1set
- ALULS * 1set
- Isolator * 1set
- Stopper washing machine

Finished qualification 2018.

Pilot line: 
- Pilot filling & capping with 

isolator

Already in use 4 years. 

Wuxi Apptec, China (Pfizer partner)



因为执着 所以卓越
We strive to achieve excellence through persistence

Pilot filling with isolator:

- Pilot filling & capping * 1set
- Lab LYO * 1set
- Isolator * 1set
(product with lower temperature 
control)

In use for 3 year; 

Powder filling with Isolator:
- Powder filling with Isolator* 

2set

Qualification in 2018

Whiteson Pharma, China



因为执着 所以卓越
We strive to achieve excellence through persistence

Total 5 sets of overall solution 
with isolator from TRUKING in 
different factory:

Production line 
- Vial compact line
- Lyotk5
- ALULS
- Isolator

Pilot line etc. 

First one finished qualification in 
2016.

CTTQ, China



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from TRUKING:

Production line 
- Vial compact line * 1set
- Lyotk8 * 1set
- ALULS * 1set
- Isolator * 1set
- Stopper washing machine
- Preparation system

Finished qualification 2017.

Kelun group, China



因为执着 所以卓越
We strive to achieve excellence through persistence

Overall solution from TRUKING:

Production line 
- Vial compact line * 1set
- Lyotk40 * 2set
- ALULS * 2set
- Isolator * 1set
- Stopper washing machine
- Preparation system

Now under IQ phase.

Kindos FDA oncology workshop, China



因为执着 所以卓越
We strive to achieve excellence through persistence

Customer reference



因为执着 所以卓越
We strive to achieve excellence through persistence

Customer reference



因为执着 所以卓越
We strive to achieve excellence through persistence

Customer reference



Part of Isolator overall solution customer:
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01 Company quality management system

02

03

Key points as concern: 

04

05

Product quality management system

Pressure vessel control

CE compliance

Other qualification



Strictly follow and meet the ISO9001 quality management requirements. 
Already pass and get QMS, EMS, OHSMS etc. certificate.

Now apply the latest ISO9001 2015 since March, 2018 

Company quality management system



Product quality management system
To meet GMP requirements, start from the URS and product design 
requirement. The project will run as project management and go through DQ, 
IQ, OQ and PQ to strictly control every step the quality. Also VIT, FAT and SAT 
will carry out to ensure the system are well qualified. 

During production, strictly control the material, key components, key process, 
testing instrument etc. with data and reports to ensure the final quality. 

URS DQ Production IQ/OQ Operation

Product quality control

URS

QPP

RA

FS

DS

DQ SAT

IQ

OQ

PQ Record Change

Deviation

Control

Confirmation

Maintenance

Quality control process



Pressure vessel control

Start from 2010 we are qualified with pressure vessel design, manufacturing 
qualification. It is China pressure vessel standard GM150

Pressure vessel certificate for GB150



From 2015, we are qualified and start apply PED and ASME for pressure 
vessel. PED nondestructive testing, PED welding certificate, PED process 
qualification and PED certification etc.  

Pressure vessel control

PED nondestructive testing certificate



From 2015, we are qualified and start apply PED and ASME for pressure 
vessel. PED nondestructive testing, PED welding certificate, PED process 
qualification and PED certification etc.  

Pressure vessel control

PED welder welding certificate



From 2015, we are qualified and start apply PED and ASME for pressure 
vessel. PED nondestructive testing, PED welding certificate, PED process 
qualification and PED certification etc.  

Pressure vessel control

PED process qualification certificate



From 2015, we are qualified and start apply PED and ASME for pressure 
vessel. PED nondestructive testing, PED welding certificate, PED process 
qualification and PED certification etc.  

Pressure vessel control

PED certificate



Pressure vessel control

PED Pressure vessel qualification folder:

1-Application Form
2-General Description of equipment
3-ESR and Harzards Analysis
4-Design
5-PMA design
6-Permanent Joining Procedure
7-Marking
8-Operation manual
9-Inspection during manufacture
10-Permanent Joining welder and Operator
11-NDE and DE
12-Material
13-Technical Files
14-Visual Inspection Report
15-Proof Test report



Pressure vessel certification for ASME:

Pressure vessel machines have been sold to Korea, India, Vietnam, 
Pakistan, Russia, Greece, Turkey, Brazil etc. more than 20 countries.

Pressure vessel control



CE compliance

All TRUKING main products like filling lines, freeze dryer, auto 
loading/unloading system, isolator, water treatment system, packaging 
line have pass CE and get CE certificate. 



因为执着 所以卓越
We strive to achieve excellence through persistence
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Project Management Team

Central institute of technology Production delivery system

Sterile filling 
product line

Plan 
logistics

Production 
Dept

Assemble 
Dept

PM Dept

Process 
Dept

PM System
engineer

Process
engineer Planner Assemble

manager
Project plan

manager
Design 

engineer

项目团队

Sales
manager

Purchase
Dept

Purchase
engineer

Testing Dept

Documenta
tion 

engineer

Test
engineer

QC Dept

QC engieer
Technical 
support 
Manger

Technical 
support 

DEPT

Sales 
managemen

t Dept

Sales Dept 

Site PM

Project management team



因为执着 所以卓越
We strive to achieve excellence through persistence

Professional Project Management

Project Management chart flow

Hand over->Project kick off->Design-> Procurement-> Manufacture-> VIT & FAT -> SAT/IQ/OQ



因为执着 所以卓越
We strive to achieve excellence through persistence

Project timeline/schedule/Gantt Chart

CRM system ERP system

Professional Project Management

Multiple tools/software for project management.(ERP 
system,CRM system, Project software.
Multiple tools/software for project management.(ERP 
system,CRM system, Project software.



因为执着 所以卓越
We strive to achieve excellence through persistence

Professional Project Management

Customer Site:
 URS questions
 Utility request 
 Machines questions
 Project Status
 Documents support
 SOP support

TRUKING Site:
 Project Schedule
 DQ confirmation
 Main Production Plan
 Component purchase plan
 Component manufacturing plan
 SIT(Internal Test)
 FAT activities
 Project handover

Single contactor for project status track/project hand-
over/FAT activities arrangement etc.



Project Organization
Project Management

Project 
plan

Draft 
designing

Kick off 
meeting

Confirmed 
designing 
And DQ

ProductionAssembly

Connecti
on and 

inner test

FAT

Modifica
tion

Issue management

PM

Inner 
initiation

Delivery 



Project Organization
Project Management Change control

Client TRUKING PM 

Design 
change 

Configuration 
change

Material 
change

Schedule 
change

Request from 
TRUKING

Yes or No Yes or No

……



Project Organization
Project Management Change control

R&D

TRUKING PM 

Layout  
change 

Configuration 
change

Material 
change

Schedule 
change

Request from 
Client

Yes or No
Production

Purchasing

……

Yes or No



Project Organization
Project Management Meetings

Initiation meet Fixed date meeting
(monthly)

Close meeting Trouble shoot 
meeting

Meetings



因为执着 所以卓越
We strive to achieve excellence through persistenceProfessional Project Management



Documentation

3 levels documentation:

• Level1 ：Standard basic documents
• Level2 ：Standard basic documents + Validation  documents 

package (optional)
• Level3： Standard basic documents + Validation  documents 

package + GAMP 5 (optional)



Level 1 Standard basic documents, documentation supplied with the
equipment includes:

Note：Hard and soft copies of all documentation generated by Truking are provided
in English and Chinese dual language, using the metric system (dual units for USA) 

• General Arrangement drawing (as built)

• Pipework & Instrumentation drawings (as built)

• Electrical Schematics (as built)

• Lifting Drawings

• Component Listing (as built)

• Manufacturers Certificates of Conformance for main components fitted

Documentation



• Original Manufacturers Instructions for main components (in their original language)

• Material Certificates for necessary items

• Critical Instrument Calibration Certificates

• Installation  Manual (inc. Unpacking  and utility connections)

• Operating Manual

• Maintenance  Manual

• Safety manual

• Spare part list

• One set of hardcopy documents will be provided, together with one set of soft-copies

Documentation

Note：Hard and soft copies of all documentation generated by Truking are provided
in English and Chinese dual language, using the metric system (dual units for USA) 



Level 2 , except documents in Level 1, documentation supplied with 
the equipment includes:

 FS – Functional Specification
 HDS – Hardware Design Specification
 SDS – Software Design Specification
 SIT – Supplier Internal Testing
 FAT – Factory Acceptance Testing
 SAT- Site Acceptance Testing
 IQ/OQ/PQ

Documentation

Note：Hard and soft copies of all documentation generated by Truking are provided
in English and Chinese dual language, using the metric system (dual units for USA) 



Level 3, GAMP 5 documentation

 URS – User requirement specification (Truking format)

 TM – Traceability Matrix  (GAMP)

 GMP Risk Review (GAMP)

Note：Hard and soft copies of all documentation generated by Truking are provided
in English and Chinese dual language, using the metric system (dual units for USA) 

Documentation



因为执着 所以卓越
We strive to achieve excellence through persistenceTraining and handover

 Training
•Training table
•Training record
•Training content

Document handover
• Design document
• Pressure vessel Doc.
• Manufacturing & Commissioning Doc.
• Verification Doc.
• Quality Doc.
• Maintenance Doc.



因为执着 所以卓越
We strive to achieve excellence through persistence
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Robotic filling & stoppering machine



 Stability

 Contamination risk control

 Easy change over

 Data integrity

Robotic filling & stoppering machine



03

All servo control and direct drive to 
ensure stability.

Easy for maintenance and avoid cross 
contamination

Share using of servo to two infeed screws
and stoppering output and rejection star-
wheels with multi-chains to drive makes
more abrasion and malfunctions. (5servo
motors in total)

VS

Robotic filling & stoppering machine: stability



Conveyor belt: multi channel for bottle infeed, 

small friction with the belt. After the bottle in 

position, the belt will stop and reduce the risk of 

contamination.

Turntable: made by aluminum alloy and

covered by Stainless steel. The material is easy

to be corroded by VHP, and table easy to be

deformed.

VS

Robotic filling & stoppering machine: stability



In-feed, filling area both adopt robot arm. 

Simple structure with high level sterile 

guarantee. Largely reduce the risk in the core 

area.

Star wheel and screw conveyor for infeed,

single line in-feed, bigger risk of frication and

bottle broken, risk of contamination for the

core area.

VS

Robotic filling & stoppering machine: stability



Filling system: FLEXICON PD12 Peristaltic pump 

with its’ origin MC100 driver to ensure accuracy 

and stability of filling.

Filling System: Watson-Marlow peristaltic

with domestic made driver. Can not ensure

filling accuracy and stability.

VS

Robotic filling & stoppering machine: stability



Bottom rail: made by UPE, with better performance

of wear proof. Installation of star-wheels based on

same reference to ensure stability of vial delivery

Bottom rail: Star-wheels are installed based on 

different references. Vials are easy to be stuck 

and broken

VS

Robotic filling & stoppering machine: stability



Sampling/rejection: Star-wheel and belt 

cooperation to avoid stuck of vials.

Sampling/rejection: Star-wheel and fixed 

bottom rail cooperation, vial is easy to be 

stuck and broken.

VS

Robotic filling & stoppering machine: stability



Filling tracing: Double guide rods for filling up/down 

unit to minimize the shaking of filling frame.

Filling tracing: Single guide rod will increase 

the shaking of filling frame.

VS

Robotic filling & stoppering machine: stability



CIP/SIP system: Filling pumps and pipelines can be
CIP/SIP to prevent second contamination of filing
system disassemble and re-installation.

Robotic filling & stoppering machine: risk control



Chamfer head screws be used at necessary place 

to avoid cleaning dead space.  

Using of normal screws will create cleaning 

dead space.

VS

Robotic filling & stoppering machine: risk control



Conveyor: V-shaped block design for applicability 

from 2-50ml. 

Circular shaped blocks have to be replaced all 

when change over. 

VS

Robotic filling & stoppering machine: Easy changover



Improvement of stoppering structure:

a. Height adjustment of suction plate is visible via a displayer.
b. Flexible design of bottom rail to increase performance of stoppering.
c. Integrated design of stopper hopper and infeed rail for easy change over 

and adjustment. 

Robotic filling & stoppering machine: Easy change over



The lock and release of vibration hopper are controlled via HMI

Robotic filling & stoppering machine: easy change over



Online weighing system: Truking has much more experience of online weighing system and improved it 

with Romaco team.  The influence of static electricity, LAF and vibration have been minimized.

Robotic filling & stoppering machine: data integrity



The influence of vibration to weighing system be 

avoid by:

 Individual designed support section

 AVC sensor (Optional)

Robotic filling & stoppering machine: data integrity



Sterile transfer in isolator



因为执着 所以卓越
We strive to achieve excellence through persistence

• With RTP system to achieve sterile transfer for the isolating 
system. 

• For stopper, cap, environmental monitoring device, tools etc.

Sterile transfer in Isolator



因为执着 所以卓越
We strive to achieve excellence through persistence

Sterile transfer in Isolator

RTP tank



因为执着 所以卓越
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Sterile transfer for stopper and cap. 
Pre-washed stopper or cap after sterilizing can transfer to the isolator via RTP tank

Sterile transfer in Isolator



因为执着 所以卓越
We strive to achieve excellence through persistence

Big batch size stopper in-feed by special RTP 

Sterile transfer in Isolator
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Single use sterile bag, pre-washed/pre-sterilized

Sterile transfer in Isolator



因为执着 所以卓越
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一次性传递袋的使用，可选择免洗免灭，可选择免洗等。

Sterile transfer in Isolator
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RTP leak detector：integrity test for different size of RTP(pressure decrease method)

Sterile transfer in Isolator
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DPTE® Used for solution sterile transfer用于药液无菌传输

DPTE tank and preparation tank together SIP
桶与配液罐一起SIP

Soft tube sterilizing in DPTE tank
软管在DPTE桶中灭菌

Filter sterilizing
灭菌过滤器

Sterile transfer for solution
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Sterile transfer for solution
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DPTE® Beta AUT CT 
(View outside isolator)

DPTE® Beta AUT CT 
(View Inside isolator)

Sterile transfer for solution
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The SART System™ is designed to allow aseptic liquid transfer between two 
areas with different containment classifications :
– from a clean room into a protected environment (Isolator, Restricted Access 
Barrier System|RABS).
– from a Class C/ISO 7 clean room into a class A/ISO 5 clean room

Sterile transfer for solution
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Sterile transfer for solution

Sartorius: SART system for sterile transfer
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Hard pipe connecting, directly transfer from preparation tank to the buffer 
tank inside isolator. CIP/SIP with the preparation system.  

Sterile transfer for solution



Thank you!


