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We strive to achieve excellence through persistence

Company profile




Information

History & Milestone.
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Year 2017

Take over
ROMACO group
Taken over Designing
company

Acquire Water Town

Year 2015

Year 2014

Public company
Stock code: 300358

Year 2000

Established




iInformation

TRUKING

TRUKING WATERTOWN

TRUKING FEIYUN

TRUKING SICHUAN DESIGNING

TRUKING UNIMED TRUKING Group
ROMACO Group
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Information

TRUKING

-- Headquarter

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

TRUKING Sichuan Designing TRUKING FEIYUN

-- Concept and detail design -- Capsule filling
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RUKING Global Sales and Service Network

Russia

India

A |
&27 More are coming...

)

China

Korea

USA

China

Headquarter

Main manufacturing base

Complete network for sales and A/S

USA
Office

Italy
Sales and Service Center

India
Branch company

Korea
After Service Center

Russia
Office

Dubai
Office




structure

Structure chart

Board of Supervisors

gR&D dept(shanghai)

gProduction Dept.

gR&D Dept.

gIT Dept.

gintelligence manufacturing office

gSecurity Dept.

gLogistic Dept.

gEngineering Dept.

Stock holder meeting
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TRUKING Technology Ltd., Organization

Management
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Nomination committee

Board of auditor
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ginternational After-Sale service Dept.

gDomestic After-Sale service Dept.

gOverseas Sales Dept.

gDomestic Sales Dept.

gMarketing Dept.

gLegal Dept.

gFinancial Dept.

@Administration office



information

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



TRUKING Products

Injectable & Sterile Solid & Non-sterile  EPC project




TRUKING Products

D,

TRUKING

Total Solution Provider for Sterile Production




TRUKING Products

Freeze dryer system with Isolator Freeze Dryer and RGV system



TRUKING Products
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Glass Ampoule Filling Line Glass Vial Filling Line Cartridge filling lines

L shape Vial Filling Line PFS Filling Line Vial Dry Powder Filling Line




TRUKING Products
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Preparation system, CIP/SIP system  WFI| Generator Pure Steam Generator




g RME RSk

We strive to achieve excellence through persistence

Projects in Experience




OveraW solution for sterile injectable lyophilization production
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General information & principle for Isolator
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OEB5 high patent Lyophilized production overall solution with isolator



OEB5 high patent Lyophilized production overall solution with isolator
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Intelligent robot filling machine with isolator




Intelligent robot filling machine
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Solution for both liquid and lyophilized product




Technlcal solutlon

Mock up study
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3D design, Air flow study




amneal

PHARMACEUTICALS

Amneal India

RAHRE Frlisik

We strive to achieve excellence through persistence

Overall solution from
TRUKING:

Vial compact line * 1set
Lyotk15 * 1set

ALULS * 1set

Isolator * 1set

Finish qualification 2017,

Pass FDA

8| Re-buy from TRUKING in
2017




Emcure

SUCCESS THROUGH INNOVATION

Emcure India

RAHRE Frlisik

We strive to achieve excellence through persistence

Overall solution from
TRUKING:

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

- lIsolator * 1set

Finish qualification 2017,
Pass FDA




Global Pharmaceusical Compar

For the Best ny
"« KOREA UNITED PHARM.INC.

Overall solution from
TRUKING:

RAHRE Frlisik

We strive to achieve excellence through persistence

- Vial compact line * 1set

- Lyotk12 * 1set
- Lyotk7 * 1set
- ALULS * 2set
1| - Isolator * 1set

- Water treatment * 1set

- Preparation * 1set

- Inspection machine * 1set

@l Finish qualification 2019




RAHRE Frlisik

We strive to achieve excellence through persistence

Overall solution from
TRUKING:

Vial compact line * 1set
Lyotk10 * 1set

ALULS * 1set

Isolator * 1set

Finish qualification 2018,
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Wuxi Apptec, China (Pfizer

RAHRE Frlisik

We strive to achieve excellence through persistence

- 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.
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SEETERON B 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
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CHIATAI TIANQING PHARMACEUTICAL

CTTQ, China

RAHRE Frlisik

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

- |solator

Pilot line etc.

First one finished qualification in
2016.




SRR

RAHRE Frlisik

We strive to achieve excellence through persistence

KELUN GROUP

Overall solution from TRUKING:

Production line

- Vial compact line * 1set

- Lyotk8 * 1set

- ALULS * 1set

- lIsolator * 1set

- Stopper washing machine
- Preparation system

Finished qualification 2017.
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We strive to achieve excellence through persistence

Overall solution from TRUKING:

Production line

M - Vial compact line * 1set

i - Lyotk40 * 2set

H - ALULS * 2set

§ - Isolator * Tset

- Stopper washing machine
- Preparation system
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We strive to achieve excellence through persistence

Customer reference

_______________________________________________________________________________________________________________
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RARE Rl

We strive to achieve excellence through persistence

Customer reference

_______________________________________________________________________________________________________________
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RARE Rl

We strive to achieve excellence through persistence

Customer reference

| HETERO amneal | i Biological E. Limited _é\'ﬁ eclife |
i i FHARMACHEUTICALS i Celebrating Life Everyday i Nectar Lifesciences Ltd. i
| A i i i |
| Rfe]slance . 3 Medytox ! --Eﬁ} KOREA UNITED PHARM.INC. | H%ME? X |
! Life Sciences : : : |
W Huons | .50 ) tEEEEN
i | 3Dongsung Company | Vlta ! !
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Part of Isolator overall solution customer:
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Qualification




Key points as concern:

a Company quality management system

Product quality management system

Pressure vessel control

CE compliance

Other qualification




Company quality management system

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




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.

Quality control process

URS >> DQ >> Production >> 1IQ/0Q >> Operation >

[ Product quality control J

]—[ Record ]—[ Change ]

Lo H s L=

IQ

[ Maintenance

(T J[ o H o

[ Confirmation ]




Pressure vessel control

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

i
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| Design License of Special Equipment

People's Republic of China

(EhERE

Munufaciure License of Special Equipment
People's Republic of China
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Pressure vessel certificate for GB150




Pressure vessel control

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.

Nosifiod Ry wnder e amber 1178

Notified Body under the number 1370

Berewu Vieritan finba S.p A b &

Bureau Veritas lialia S.p.A. & a

APPROVAZIONE PER ESECUZIONE DI FROVE NON DISTRUTTIVE
APPROVAL FOR NON DESTRUCTIVE TEST EXECUTION

[BUREAU ]
VERITAS
APPROVAZIONE PER ESECUZIONE DI PROVE NON DISTRUTTIVE
APPROVAL FOR NON DESTRUCTIVE TEST EXECUTION
secondo ' Allegato | paragrafo 3.1.3 della direttiva attrezzature a pressione 2014/68/UE

[VERITAS ]
INE DI PROVI

APFROV)\I. l- DR NON DESTRUCTIVE TEST EXE r:u T ION

seconda IAllegata | paragrato 3.1.3
s par Annex | paragraph 3.1.3 of pressure equipment alaurrn mwﬁ!ﬂ.ﬁ

TIVE

LTl __L ALl ’!'."‘.".'_L

H-v.!-. R

Eorhcn & regprzzene .w.,m.. cade END-IAR

Fwwseaa wuwd st | W7 68
i

Vo ekt 8 st s Cireh s G 8 it & B Yok o n_PEﬁ—

3 IUIKEA VERITAS [TALIA S A, Vishe Mhors, w4 - 20136 Ml - Ity

secondo 'Allegato | paragrato 1.1.3 dells direttiva sttrezzsture 5 pressions 201468UE
s per Annex | paragraph 3.1.3 of pressane equipment directive 20 WESUE 8s per Annex | paragraph 3.1.3 of pressure equipmentdirective 2014/68/UE
CE-PED-NDT-TTLOO3-18-BVI CE-PED-NDT-TTL002-18-BVI CE-PED-NDT-TTLOO1-18-BVI
0TI, approva il signos Bursau Varitas Italia, antita terza compatants ai sensi della direttiva 2014/68/UE, approva il signer Bureau Veritas ltaka, approva i w
MIUW l.ll ulwmmnmunhmmumwu IAURRUE, approve Mr, Bureau Veritas Italia, third-party organization in the frame of directive 2014/68/UE, approve Mr. Bureau Veritas Ralia, mlru-nywmm h.- Nmﬂﬂelﬂ 2014AMBUE, approve Mr,
Cognama | Surmams bl “Wama | Find Nams Tnging Cognome / Surname HUANG Nome  First Name Janaing Cagrome | Gummans VARG [=Sy—— LT
T Do of Bt Ocicter I8, 1980 Drivers License State /- NA. Il / Date of Birth Jung21,1965 Drtewrs Licerme State | NA. W D of Barih e 10,1082
" TRUKING TECHNOLOGY LIMITED Societs { Company TRUKING TECHNOLOGY LIMITED Societd | Company TRUKING TECHNOLDGY LIMITED
Mo 1 Xnkang . Yitan Town , Ningisng , Changsha , Hunan Indirizzo [ Address No.1 XinKang Read , Yutan Town , Ningxiang , Changsha , Hunan srizze | Abdress Mo 1 XnKang Faad , Yutan Tawn | Ningsiang , Changsha , Henan
A10600, Chena 410600, China 410600, China
dintrutine: per I'esecuzione dei saguenti controlli non distruttivi: pef L
mmmwm of the lglo-nq e destructive st for the execution of tha following non destructive test: fox the oxecution of the following non destructive st
§E & - - H az o =z £ 2E [ ' e
s % . [Tee—— 2 ad - | EE -3 g Inbasa sl documento £z g - § 2 2| ibese sl document 2
88|98 31| 13 i -.- F g $E| 43| 8% | %2 gg o is EH HEHEIIR AR 3 3
BB | B o= | B $)38 =2 B B w5 | 3 $3(35) =2 | 31| i | e i
f4} 3 El . E5 7 31 | H L
[ T W | 2 s o - SNTTC-tAse z00e | RO | iaron 26, 202 w | 3 " | a0 - TG 0 | e
T | s 20,2022 /| 2 | s1c | o - siiCacs za0e | oo | eron 26, 2028 AEREEED " SNTTC AL 304 | i Goy |
T ny 115 ® Esw-esia | Gull joint: T e grunic & 171 jonl ® CONNESEON: | aNch CONNECTONS. ] Vi ©
S | e BIFEE (s Aesienis smEiE OTGmmdmer E-goiseee hesmeesaEE 0 gl T
s ‘Quesia eoorovezone & 02 rieners valioa fino aila scadenza o ciascuna qualilies, S7ené @ CoNIIUTE 300VCEIVE 10558 ess8re
ke L ‘dimeareta su richiesta e non subenino camiiament orgenizzelv ehe possenc infeame (& v
The present approval s valld il be
wary Upon i ne arg havanty
Firmato da  Signed by [ Firma / Signature

Emesso al Esued at [ 1700
n Way 25, 2018 Nika Caputa

Cados 3 ragsvaons | Repsraion ooz GND-UB-18

TComam BV1/ BVicorract: 2 # 101854 Chr. SZ08TTENGInG

destructivetestin

Corbon & gt acne [ egababon ok CND-9W AR

certiricate

hady

©BUREAU VERITAS ITALIA §.p.A. Visle Monza, 1347 - 20126 Milano- fialy

O LREAL VERTTAS TTALIA A Viske Mmurn, m 347 301 36 Ml




Pressure vessel control

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.
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Pressure vessel control

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.
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Pressure vessel control

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.
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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




The American Society of Mechanical Engineers

CERTIFICATE OF
AUTHORIZATION

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




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.

Industry & Facilities Division
BEE
INSPECTION CERTIFICATE

VOLUNTARY VERIFICATION OF CONFORMITY TO MACHINERY DIRECTIVE Mba/dYEC
AN LOW VOHTAGE DIRECTIVE 20149581

ry & Facilithes Division

©

INSPECTION CERTIFICATE

ANTARY VERIFICATION OF CONFORMITY T0 MACHINERY DIRECTIVE 20064250
AND LOW VOLTAGE DIRECTIVE 20140481
s Nr: NS 18/723-97

TECT: VERIFICATION OF CONFORMITY T MO J00842EC AND
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Project Management
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Project Management chart flow
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Customer Site:
URS questions
Utility request

Machines questions =

Documents support

®
®
®
® Project Status
®
® SOP support

al Project Management HRHhE AL

We strive to achieve excellence through persistence

|
I

- 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 Management

‘ Issue management
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Project Management Change control

Yes or No Yes or No
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Project Management L Meetings :

Initiation meet Fixed date meeting
(monthly)

Close meeting Trouble shoot
meeting
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Documentation

3 levels documentation:

e Levell : Standard basic documents

» Level2 : Standard basic documents + Validation documents
package (optional)

« Level3: Standard basic documents + Validation documents
package + GAMP 5 (optional)




Documentation

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

« 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

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

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

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

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

1Q/0Q/PQ

YV VYV VYV Y

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

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)



raining and handover

B Training
*Training table
*Training record
*Training content

BDocument handover

* Design document P

* Pressure vessel Doc. o

» Manufacturing & Commissioning Dgc.
- Verification Doc.

* Quality Doc. A

» Maintenance Doc.

RAHE Frli=ik
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Day 1 ( Monday) Day 2 [ Tuesday)
From To Pitt By Pitt By
9:00 9:45 P&l diagrams Production Truking Electric and instrumentation Truking
) ) Control engineer (electrical drawing) Control engineer
9:45 10:00 Coffee Break Coffee Break
P&l diagrams CIP Truking Electric and instrumentation Truking
10:00 11:30 Control engineer (special Contral engineer
instruments,equipment list)
11:30 13:30 Lunch Lunch
13:30 14:45 P&l diagrams SIP Truking Electric and instrumentation Truking
Control engineer {Motor list, VFD list) Control engineer
14:45 15:00 Coffee Break Coffee Break
Plant walk-through Truking Electric and instrumentation Truking
15:00 16:00 |relating to Control system| Control engineer | (Variable Frequency Drive) | Control engineer

architecture

Process Enginesing

VESSEL
DOCUMENT

438NN 193r0dd
IWYN 193r0dd

HOILdIEI$30 HIWOLSND

VOLUME X OF X

Process Engredring
CONSTRUCTION
COMMISSIONING

DOCUMENT

NV 1931084

NOLLIYIS3IA 3WOLSNI
dIBNNN 193r0td

/ VOLUME X OF X /
R

VALIDATION
DOCUMENT

YISNNN 123r0dd
3NYN 103rodd

NOILJI¥ISI A 43IN0LSND
NOILdIHIS30 4INOLSND

VOLUME X OF X

MAINTENANCE
DOCUMENT

YIAWNN LI3roYd

/ VOLUME X OF X

QUALITY
DOCUMENT

IWYN 1D3r0dd
YIAWNN L23r0dd
IWYN 1D3r0dd

NOILAIHISI0 HINDLSND

/ VOLUME X OF X
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Technical points




Robotic filling & stoppering machine




Robotic filling & stoppering machine

Stability
Contamination risk control
Easy change over

Data integrity




'Robotic filling & stoppering machine: stability

All servo control and direct drive to
ensure stability.

Easy for maintenance and avoid cross
contamination

N

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) 4




4 D

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.




4 D

In-feed, filling area both adopt robot arm.
Simple structure with high level sterile
guarantee. Largely reduce the risk in the core

area.




v
Robotic filling & stoppering machine: stability

N
Filling system: FLEXICON PD12 Peristaltic pump Filling System: Watson-Marlow peristaltic

with its" origin MC100 driver to ensure accuracy with domestic made driver. Can not ensure

and stability of filling. filling accuracy and stability.

4




'Robotic filling & stoppering machine: stability

Bottom rail: made by UPE, with better performance Bottom rail: Star-wheels are installed based on
of wear proof. Installation of star-wheels based on different references. Vials are easy to be stuck
same reference to ensure stability of vial delivery and broken




'Robotic filling & stoppering machine: stability

Sampling/rejection: Star-wheel and belt Sampling/rejection: Star-wheel and fixed
cooperation to avoid stuck of vials. bottom rail cooperation, vial is easy to be
stuck and broken.




stability

Filling tracing: Double guide rods for filling up/down Filling tracing: Single guide rod will increase
unit to minimize the shaking of filling frame. the shaking of filling frame.
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'Robotic filling & stoppering machine: risk control

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 Using of normal screws will create cleaning
to avoid cleaning dead space. dead space.




'Robotic filling & stoppering machine: Easy changover

Conveyor: V-shaped block design for applicability Circular shaped blocks have to be replaced all
from 2-50ml. when change over.




Improvement of stoppering structure:

. Height adjustment of suction plate is visible via a displayer.

. Flexible design of bottom rail to increase performance of stoppering.

. 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
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4
Robotic filling & stoppering machine: data integrity

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)

PAAAAAAAAANS




Sterile transfer in isolator
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Sterile transfer in Isolator

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

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

GETINGE

GETINGE GROUP
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Principle: A‘/ Container door
| T Object to be

introduced into

_ 3
i 42\ |‘ the eantainer

s j_. Sterilization
o< |
. )

= —
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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
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Big batch size stopper in-feed by special RTP




RAHRE Frlisik

We strive to achieve excellence through persistence

Single use sterile bag, pre-washed/pre-sterilized




Sterile transfer in Isolator
DPTE-BetaBag®
TRANSFER STEPS/# F 35 5

1. A sterile DPTE-BetaBag® is connected onto the
DPTE® alpha part of the enclosure % %

3. Operator unrolls the inner chute of the DPTE-
BetaBag®

P R A AT I

RAHRE Frlisik
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OETINWJLE UlWwUK

2. Operator opens the DPTE® door via glove ports

FTFAUT

4. DPTE-BetaBag® is lifted by the operator to unload
the bag into the hopper of the machine:5 4% 1~ N Jig
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RTP leak detector: integrity test for different size of RTP(pressure decrease method)
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| Sterile transfer for solution

DPTE® Used for solution sterile transferlF 25Kk FcE (L

Filter sterilizing

Soft tube sterilizing in DPTE tank KETEE
IRETEDPTERRRE

DPTE tank and preparation tank together SIP
S HRE—ESIP
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Sterile transfer for solution

- Back wize of the confainer -
In dbe corracted pasltlen an WTE-CL 140

Parts list N® DC 13190-26
___ Dl

ECHELLE @750
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Sterile transfer for solution

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

-
— | .
L —

Sartorius: SART system for sterile transfer
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Sterile transfer for solution

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




Thank you!
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