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Unuque
Industrial Products

APs

We are a distributor of globally recognized, high-quality machinery and
equipment for industrial manufacturing, providing complete installation
and comprehensive after-sales service

brands we represent
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Stevanato Group

Infection control, Hot air oven, autoclave,
washing equipment

Thermal Inkjet Printing and Serialization
machine, labeling machine

Aseptic processing machine for washing, Automatic glove leak testing system, Barrier
tunnel, filling capping machine Isolation Technology

Water system PW, WFI, PSG, Distribution loop

Inspection and leak test

Email: info@uipsth.com
@ 02-194-8702-3 website : www.uipsth.com

Address: 15/14-15 Moo 5 Tambol Bangrak-Noi
@uipsthailand Amphur Muang Nonthaburi 11000, Thailand



CRITICAL QUALITY

BIOMERIEUX

ATTRIBUTES TESTING >

With hundreds of steps required to manufacture a biologic, monitoring your product and

process at key points gives you the confidence that your batch quality is secure.

Rapid and automated technologies for both in-process and release testing increase the
efficiency of your operations through standardization—reducing the cost of non-quality
by cutting costs from scrap, investigations, downtime, decontamination, and additional

human resources.

Rapid Sterility Rapid Mycoplasma Endotoxins
] ——) 9
Q0Q000000000 'Ir|[ \;/_SI ||I
— mmp e L
,\ ENDONEXT™  ENDOXPERTS™
BACT/ALERT® SCANRDI® BIOFIRE®

Our user-friendly platforms will not only help make your lab workflow more efficient and
improve your team'’s work environment, but also reduces risk of error and increases data
integrity. Collectively, these improvements increase efficiency of each technician which can

reduce reliance on costly outsourcing of testing.

bioMérieux (Thailand) Ltd. Tel: +66 (0)2 66 15 644
www.biomerieux.com




Our Highlights

v High Purity Chemicals

a1stAln0WUSaNSaY wioun1ss1uVIU Impurity
tus=audh dKSUVIUSIASTER 398MVLNSBNSSU
WaramsnadounAuLLUgua=Gadold

¥ Fine Chemical & Supply Sourcing

UsMsSaKIaIsLAlAUNIWEY ASDURaualsiAl
Law=NY, anstasulusannieuren (Excipients)
uazaIsKIEn WoroulondvustAsER wasms
WCUUNRAONEUATUQOEIKASSUEN

v Variety of Pack Sizes

yunaussaNeuntRidonsaINKane sovSunnusuiad
MstEvu douciviuddelukovunliams dudv
mswantugnanKnssy

Recommended Products

> Chromatography Solvents

» lon-Pair Reagents for HPLC

» Biochemical Reagent

» Reagents conforming to BP,USP

Apex Chemicals Co.Ltd.

Head Office : 2034/87, ltalthai Towsr 19th Floor, New Petchburi Road,
Bangkapl, Huaykwang, Bangkok. Thalland 10310

thermo

scientific | Chemicals

Essential Reagents for

Pharmaceutical Analysis

Nannmnnnsaunauv'luomm Kua=3du -
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v Fast & Reliable Delivery

In-stock

FuAwsSoudvmutu 3-5 Surihnis
Non-stock : Weekly Shipment Cut-off
Osounisdvionnauai

v Expert Guidance &
Regulatory Support

tAuushlosRugBeoney wiougquanisdiiu
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» Karl Fischer Reagent

» Volumetric Titration
> Coulometric Titration
> Water Standard



AUTO-INFO | 555001015

Automation Specialist CERTIFIED

THE AUTO-INFO CO., LTD.

o) 1359 Soi Ladprao 94 (Panjamitr), Ladprao Rd, Plubpla, Wangthonglang, Bangkok 10310
Tel: 0-2934-5410-6 Fax: 0-2934-5417 E-mail: sales@auto-info.coth  www.auto-info.coth

COMPREHENSIVE BUILDING SOLUTIONS IN YOUR HANDS

Desigo System

Building Management Systems

Open platforms to increase comfort,
S, efficiency, resilience and safety

Room Automation
Controls and operation
units to enhance comfort
and productivity in the room

Building Management Systems (BMS)

| Manage any size or complexity of facility operation

The comprehensive Desigo system portfolio comprises everything you need
to turn your buildings into high-performing ones. Discover a complete suite
of cloud applications, building management systems, building automation
controls for primary and room and field devices to improve the operations
of your building at all levels.

——— | DesigoCC
Building Management System

~p | |
ABT Site |
(Engineeing Tools)
_ Fielf Devices | |
B x HVAC product to
Cloud & Connectivity ~ [=E=I¥ maximize buildings
Cloud appications & Secure efficiency
connectivity for 24/7 Remote access A
and digital services DDC-PXC
Automation controls and Operations )
e BAQDG*' ImELIN Automation Controls
e * M Powerful controls and systems to optimize
ESCTER primary automation
—)
IOT Wireless & Cloud Solution -
Wireless Gateway
2 g R KNX IoT to BACnet IP
For temp.mapping & temp.monitori
T™MP MMS GDP -
Temperature Mapping Machine Monitor System Good Distribution Practice - Wireless Thread mesh
—  — o= =] _________________——.a— S i, Extender
» B n il I 3l [ = . ﬂ OFFUNE CFFLINE 2370~ 41,10 39.20.
na nu o o P e m 874 v .
-
’ W T _T _\F ISFw_ T _\F
e I | | |

Wireless Sensor
(Temperture / Humidity / AQI)

Wireless Sensor
(Temperture / Humidity / AQI)

Field devices

for complete building efficiency and comfort

Room thermostats
Siemens room thermostats

= . offer high energy efficiency, ‘.’ﬁ | «3
s ) " ahealthy indoor climate and “’. 2
= ~— remote operation for efficient & b
?_ Rl facility management !
Variable speed drives

macpn W The variable speed drives
provide a number of

E
e

compared toconventional
control methods

Damper actuators

With OpenAir damper

actuators you'll benefit from

a wide selection of positioning
u. forces, control signals,
communication standards

and add-on options

Sensors
The Symaro sensors offer
precise measurements for

strategies for controlling fans H room and duct applications
and pumps that can achieve throughout the entire lifecycle 4
up to 60% energy savings g to ensure a healthy and

productive indoor climate

Valves and actuators

With Acvatix valves and
actuators fulfill any control
and hydronic requirement
associated with the generation
== -» _.,' distribution and consumption
# § o I of heating and cooling

Meters

A precise acquisition and
allocation of the energy
consumption of heating,
cooling and radiators is not
a problem in office buildings
and residential areas with
our meters.
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enhancement of itraconazole by evaporative
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2. Book chapters & Books
Sriamornsak P, Thongborisute J, Takeuchi H.
Liposome-based mucoadhesive formulations
for oral delivery of macromolecules. In:
Bernkop-Schnirch A (ed). Oral delivery of
macromolecular drugs. 2009; New York,
Springer, pp. 169-193.
Patton TC. Paint flow and pigment dispersion:
a rheological approach in coating and ink
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Higuchi T, US Patent 4,439,196 (1984).

6. Others

The United States Pharmacopeial
Convention. General information chapter

<1231> water for pharmaceutical purposes.

United States Pharmacopeia 33rd Ed.
Philadelphia, National Publishing, 2009.

U.S. Food and Drug Administration. Guide

to inspections of high purity water systems,
1993.

Pratt TA, Kuckelman JF. The learned
intermediary doctrine and direct-to-consumer
advertising of prescription drugs. (Accessed on
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QV Test is an ISO 9001-registered and NEBB-certified firm specializing in cleanroom testing and certification
for industries such as bio/pharmaceuticals, hospitals, and electronics. We provide high-quality, timely services
with a focus on professionalism. We provide guidance, technical support an service in accordance with
up-to-date standards and industry guidelines such as ISO-14644-1, NEBB, IEST,ASHRAE, PICs, WHO, GMP, FDA

to ensure that your facilities and equipment meet both current regulatory requirement and your needs.

TEST ISO NE[EE JEST. st &P

CLEANROOM PERFORMANCE TESTING

@ ©

Airflow Velocity and Airflow Volume and HEPA Filter Installation Airflow Smoke
Uniformity Tests Uniformity Tests Leak Tests Pattern Tests

FDA

/RN
1S (72X, World Health
c @?f@ Organization

Airborne Particle Room Pressurization Temperature and Recovery Test
Count Cleanliness Tests Humidity Uniformity
Classification Tests Tests

VALIDATION SERVICES

PROTOCAL PREPARATlON/EXECUTlON DECONTAMINATION
DQ/1Q/0Q SERVICE
\ 0]
Facilities and Utilities Qualification e (O RedUCTION e

« HVAC System
+ Cleanrooms System
- Environment Control Unit : Cold room

System, Stability Room
Equipment Qualification
« Laminar Air Flow Units/Bio Safety Cabinet ¥

B - sterilization Equipment

TEMPERATURE AND HUMIDITY MAPPING

For environmental control unit such as

DUCT LEAKAGE TESTING

- * Reduce the loss of energy
cold room, Stability Room/Chamber,

* Improve Quality of indoor air
Incubator room, Cool storage,

* Make HVAC system efficient
Refrigerator, Freezer and

Warehouse.

Y contact@qgv-test.com

©Q 18/14 Soi Nawamin 111 Yak 4, Nawamin, & 094 405 5599
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CleanLine
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qmciuahns?uqmamnssum (Pharma Grade)
. wauunmsawmu {goatagni 2 Ui
. uuum Irregular-shape Tanui ludavid Cone Mill
» Juuia Spherical Tavis ku:dwsunisnsonuAUya
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lwanaunumsdandaaﬂm

. Pouring Liquid P, High-speed
B 2nd Granulation : Mixing

B

Spraying
acoating

>

Mixing and Dispersion Irregular-shaped Granule Spherical Granule

Can skip wet sieve and Perfect for filling COATING
direct to Fluid bed dryer in capsule Bitter taste masking of
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of flowability
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2. Tululmausausudmusd (Monoclonal
Antibodies; Mab)

3. Dedlelndanedy (Oligonucleotides)

4. LA0ALAZNANANIIANN °) INLADA LYW WAL
5. Jn%uy

6. Advanced Therapy Medicinal Products
(ATMP) 19U CAR T-cells, Gene Therapy

7. asluana Iadaandeddinmusssuena

Wy A dnd uazgadin

Pharmaceutical Technology
Development Transfer

Investigational Products

NMITukasiaue181Ing Tdndnnismediuns
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Lifecycle)d sauansnugud 1 loun

1) Pharmaceutical Development N1IWMUILAY
9ONKUUNIZUIUNIINAALAZITALATIZY L7l ondn
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2) Technology Transfer Juszezaeenisiinowin
NITHAALALATIVABUAIIUYNA DIVBINTEUIUATT
WAM TITININTIREOUANLYNHEDITETIATIZI
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3) Commercial Manufacturing Wunisudaiiie
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ANITATIVABUNILUIUNITNEN UALITILATIZA
Huszey ieliiuleldfianudssuuinduiu
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AR ARRLNALT

4) Product Discontinuation +4 UN1TYANITHE

NARAUALNDINUNY

Commercial Product
Manufacturing Discontinuation

gﬂﬁ 1 : Pharmaceutical Development Lifecycle (U3uU59a1n ICH Q10)
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(Quality Target Product Profiles; QTPP) #aiduns
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v a
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- 29AUTENOUYDINARA MY laun AaedAey
Fandalasmaluladvidosnis, arsiasugns
(Adjuvants) LagaIsLaIuANNAIFT Wetleafiansan
910 Mechanism of Action vesnansasii 9

- guuuundan el (Dosage Form) L¥u
Suspension, Lyophillised Form

- %9Inen1stien (Route of Administration)

- 3UUUUUIIY A el (Primary/ Secondary
Packaging) Fuinasannndasiu Dosage Form uaz

99NN LN

2. msUszidunudnuazaun g didyues
nandue (Critical Quality Attributes; CQA)

COA lan Aauandivnenien I maall mMediiven
LaEn199adaIney 1A sadestuaiiudanade

(Safety) wazUsz@vowa (Efficacy) vosnansiua

Materials CMA

1Y

3. ASUTEHIUNISI T as NE1A U UBINTSUIUNT

£

na » (Critical Process Parameters; CPP) Wwa g
AudnuzdfamesingAufeiu (Critical Material
Attributes; CMA)

nswanenTaringiidaunm feanuvasadonazdl
Uszdnsua audiseylu COA du 1Fua1nnns
9NLUUNTLUIUNIINAR (Manufacturing Process
Flow) SsUsznaudaeduney (Unit Operation) finq
q wseiil oudiaeiu el uravduneuasd
Toqussasditaiau 1wy ielfinuTunaueudiau
Wordnasuudou e lfueufiaunsans Hu
Fu 9y uiaUszsiduintuneule u Critical
Process Suifiudunsufiaunsndsnaronmnines
wandel lundvasauuasadonarUssavdua e
nsuudrtuneuladu Critical Process Ssamunse
Uszidumi CPP war CMA sialu ot elwanunse
AIUANAMAINYBIHAR MATLA Asuansauduius

Y9N3 3 deAUTENRUlUFUN 2

Process

CPP

Unit CQAs

Y

Operation

gﬂﬁ' 2: ANHANNUSI99 CQA, CPP az CMA
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Strategy)
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wail welmiAnmnutuledwandueifinandy 1
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1. Risk Assessment Usgnaudae 3 4 umoutos
i

11 Asszydsfionansliiindunsie (Hazard
Identification)

1.2 n13Useiduauld e (Risk Analysis) §358y

Re

a

AI1UTULTY (Severity) lon1av agin aduy

(Probability) hazA31u@111501uN1505399Y

(Detectability)

1.3 Risk evaluation: W un1stdeyauiussiiiu

ALLNITAINUA L DEINTT0TEYTEAVVRIANY

4 .8

EERNIK

A A a °

el fiaseslievarnviangviiafaiuisatiunldly
a a v & o A =

nsUsEiumEesls JuegivuIunvesnuiiag

Y

eIk
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Initiate \\1
Quality Risk Management Process /}

Risk Assessment g

I Hazard Identification I

2

Risk Analysis l

'

Risk Evaluation I

unacceptable

Risk Control

‘ Risk Reduction I
B ¢

l Risk Acceptance I

Risk Communication
A

"

Output/ Result of the
Quality Risk Management Process

Risk Review l

- - [ Review Events ]7_
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Uszidu CPP way CMA i olifisnanunsauseidiu
mudssfioraietuluseninnszuiumsise uay

TuwInelun1IAIVANNTEUIUATHANT L gy
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o A

il gpsnfeginsiauindulininlugdmnsu
Tdluanunisalszun dieliaunsadlawagdi
amlddnauiu

1. Msnvum QTPP
Taguldnialvefideanisiaun i manedmsuld
Tunsdlgniduiiinisszuvisveslinialug aeius
Ty Fondutrduiifimnulasade aunsaldldly
NnYngueny nglvinasungunaus iy fgsene
wandin fadu Sudennanirduriingente Tnondn
nnmeluladwadimnzidsuninisidlglaingadu
weluladiiu Tnensldmaluladivadinzidoae
Prgandyninisviaunauingivluaniunisalnig
szunla msliirduluaniunisalsyuinenadinnu
ududedlindu 2 10u i elausanszdu
AANAUlAR uazdean1siiiadunsedugdauiu
Usuianueuiived iedestunisinide Seoneey
#eadinsiAn Adjuvant iy wazussyiaduly
sULUU Multi-dose Tuvaauiidmsusessunisly
andlupusaunn uenanigesnsiiiaduiany
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M1919% 1: QTPP vevinduldninlugulinidonie

Product composition

Adjuvanted inactivated whole
influenza vaccine (xx strains)

Mammalian cell-based platform

(squalene-based)

xxx mcg HA + xx mcg adjuvant

[Therapeutic effect  |Active immunization against

influenza virus (xx strain)

Dosage form Suspension for injection

Route of
administration

(when pandemics)

Intramuscular, 0.5 ml per dose

1 or 2-dose with >14-day apart

Clinical setting Clinical

Primary/secondary
Multi-dose vials (10-dose)
packaging

[Target patient

population groups

18+ and extend to younger age

Storage/ shelf life  [2-8°C, at least 12 months

2. msusuiliu COA

n1sUszdiu CQA annsaldiniesilo Questionnaire
Hunsou-ney Mauaudh/audnvazduiitanm
i gatestuaNUasnfouazUssdnsnaves
wansousivgelal il auaudh/audnvae Ainase
ANuUaenfslazUseANSHaveInandma agn
uuadu COA

Foyalumsned 2 uansiiog1aues COA vosinTu
Tdninlngviademe Andnlaomaluladivad

&
LNIELAEN



AM1597 2: COA vasinduldninlngudatoniy

Safety

Efficacy

Contaminants
- Viruses
- Bacteria/
Fungi
- Foreign

Particles

Potency

Antigen
Content
Antigen
Characteristics/
Immmunogenic
Adjuvant

Content

Impurities

- Host Cell
DNA

- Host Cell
protein

- Bacterial
Endotoxins

- Inactivating
Chemical
Agents

- Viable
Influenza

Viruses

Osmolality

3. msUsziiiu CPP way CMA
A15USELU CPP kag CMA L3UAUINNNITEBNKUY
N3LUIUNTITHEAS (Manufacturing Process Flow) &9

WARIFIENAITUN 4

Process Flow

Call Wiras Virus Insetivation Purification 0.2 pm
Expansion  propagation Harvest Piitration

=

: R 1S
x [T\ Fll\ I :l.l
B H =
a i=n " 4 l \ wn HEE "TT]
Starile Mixing Asaptic Filling + Inppection Latsling

Filtration Stoppering Packing

‘EJ‘LJVT 4: Manufacturing Process Flow U847 A1

laninlngviareniy

3.1 n15Us2LY Critical Processes
maﬂimﬁmﬁmgumauimﬁ U Critical Processes
anunsaldia3osile Questionnaire WuMsaI-NaY
IumeuLRazt unoy fnansznusie COA wiol
Wy nszuIunIsi uduuliainanaus e
LOURLIY, USUd Impurities, Msvudowvediaga
wuAfil3e viedsuvantasudu 9 vield andoya
Tunsneit 3 a0z nﬂ%gumauamifu
Pre-filtration 8w Critical Processes Lﬁ“mmﬂﬁ

NansENUmna CQA
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M15991 3: NsUsIiU Critical Processes ¥89n15WaR Drug Substance vasinduldninlugviindoniy

CQA

Contaminants

Impurities Potency

Processes Virus Bacteria/

Fungi

Cell Expansion

Virus propagation

Virus Harvest

Pre-filtration

Inactivation

Ultrafiltration

Column Chromatography

0.2 lm membrane filtration

3.2 msUseiiu Wienvua CPP way CMA
WansIuIInNszUIUNISHa ALY Critical Processes
miﬂ’mﬂuﬂizu%umiwaﬁlﬁtﬁu Critical Processes

anansashldiunsaIuAL CPP way CMA fiviidng
ATZUIUNITHER

n1sUsELduLi em CPP 3e CMA du @1unsath
M&NN15Y89 QRM W Usegndld Tasisuainms
Mautilanszuaunisudn 38 Uadele
WIS1TLADS VDINTEUIUNTTHA @ (Process
Parameters) LA¥AMNANWUEVDIINYAU (Material
Attributes) § 94 9Han e COA wd 2§ sdunns
Usziflunadng (Risk Analysis) liteRa1sananilade

Tafutladedfty (Critical) Tnedl 2 1A3osilenidinng
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Bacterial Inactivating

endotoxins agents

virus

HAZOP

HAZOP WJuedesflefildlunsuszdivlunsaasns
FaFanluuuy What If wéeufu euide words 1w
No/Not (L' 51), More (111 N7 1), Less (Waanin),
Early (AnTugninfinnanisal), Late (Angudnnia
fimanisad)7 Bunisanuseuluwdfidndninnis
Wasuwlasmewadeiug welinadndiduedls
\udnvaznisusuiduuvunssaun Bideya ile
f399d8U7 1 Process Parameters 13 ® Material
Attributes tuiinasie COA mialal luudla wmndiua

fo CQA zgnusuiiiuinlu Critical

Viable Antigen

influenza | content




A9 4: A1981971518 HAZOP tieUseiliu CPP vasnseuiunsiinduaulaga (Virus Propagation)

vevinduliwinlvesdnieniy

Process Target What if + Possible Possible sequences Action Assigned
parameters guide word cause required to
Incubation 37°C | The No Low virus titre Study to R&D

Temperature temperature | operational | (yield) determine
is too low. range the
The No Low virus titre optimised
temperature | operational | (yield) range of
is too high. range incubation
temperature
Time of 72 The No Low virus titre Study to R&D
infection hours incubation operational | (yield) determine
time is too range the
short. optimised
The No Same or reduced virus | range of
incubation operational | titre incubation
time is too range Higher impurities (Host | time
long. Cell Protein, Host Cell
DNA)
Agitation 60 The impeller | Malfunction | Beads are sedimented | - Study to R&D
speed rpm is not of machine > Unhealthy cells determine
working. = low virus titre the
The speedis | No optimised
too low. operational range of
range agitation
speed
- Machine
Preventive
Maintenance

Foyalumseil 4 1Jufegavosnisussiiiu Crp
Y94n55 0N uT1uIulaTe T eaziuladn
gaungil szezatunsuy suIANLEIseuMs
Humuluduneunisiiiuswaulga Suasenisidia
Usunalasaaavined azndnld sausisuiuin
Impurities § snsEnun ondns aai v aluudaa
UaonnelharUsedniua Process Parameters
aanan Fegnnivualiidu Critical Process
Parameters fifosinnsaunulegludn wiedad
e waziiiolildamieiitasiiasfviun e1adeq
Tn15%1n15Anw1ui 0Lf ulnesiy Research &

Development (R&D)
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Risk Ranking & Filtering

nsUseulagld Risk Ranking & Filtering t9un1s
Useidunieldiidenan 2 d2u Ao Impact way
Uncertainty Ing Impact 1unisuseidiuintadesing
7 fanszyusie CQA luszavla (3¢ nans #in) uas
Uncertainty {Juni1suszifiunisiiogveteddanug
Toyaresladunie q Iduindeeiiedla nans
Usziliuvagyhliaunsaszylaintadeladu Critical

et anansaldinainisuseiliulesdiu (Ui 5) 1o
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Uncertainty

Low
(Large amount of in-
house knowledge, large
body of knowledge in
literature)

High
(High impact to
CQA)
Medium

(Moderate impact
to CQA)

Low
(Marginal impact to
CQA)

Critical

Potential

Impact (Severity)

Non-critical

Y

No. 60 8)

knowledge and scientific

U7 5 : inausinisUszidiu CPP, CMA dewp3esile Risk Ranking & Filtering (

Medium
(Some in-house

High
(Nof little in-house
knowledge, very limited
information in scientific
literature)

literature)

Critical Critical

Potential

Non-critical Potential

U3uU5997n PDA Technical Report

MA

PP

CQA

Gas
(Air, O, CO:)

Incubation
Temperature

Contaminants
(Bacteria/ fungi)

Impurities
(HCP, HC DNA
content)

Potency
(Antigen content)

UNELWe: Material Attribute (MA), Process Parameter (PP),

U7 6

% 1

nI8Y

v

Tadulininlugviaoniy

g‘d‘ﬁ' 6 \Juseg19n1sUseidiu CPP Lay CMA 989
nszuauns uduaulita Tneldias eede Risk
Ranking & Filtering agiiuladn %@Qaﬁlé}’%mmsa
wlsuensyaulddnedu uasimunsdunisyssiiu
nszuILMsTifiauduteu szideyadiuiuan
F10819115U52LTY 19U NANTENUTBIBTMISLA B
Lgaa (Media) @ @n15LA A Contamination U®
WEna e gnusziduidu High Impact, Low
Uncertainty (HL) fiesannmnemsiasad elylé

a 4 dy 1 a
an LmiﬂuLLa%ﬂ’JUﬂMi‘ﬂUﬂﬂﬁ]’m \Woazdwwalunisiine
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Time of
infection

Agitation
speed

Dissolved Oxygen (DO)

1971514 Risk Ranking & Filtering 1 oUszidu CPP way CMA a89nszuiunsiind uiulasa veq
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Uncertainty ieuszifiusan HL Wiy Critical
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Critical (Buna) 16un o1msiaeamad o1atinasionis
Vuileurasuunafizouassn wasUSunaueufiau,
giaveuwad fnasenisiusiuiulyawazusuna
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v
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Bioreactor k@ pH iinadoUsuauuouRiay uway
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e Control Strategy

4. n3nnua Control Strategy

Lﬁammsaﬂimﬁu Critical Processes iamﬁgﬂ CPP
uay CMA v0enszUrunsiuldug dunouaeiine
ABNISANUANINTNITAIVAL Feanunsar a1y
MsfuAAT Waetises CPP 1 9 19U NISAINRUA
onumgivesmsiiindiuaulifai 36 - 38 °C vionns
ﬂ°muﬂqmwaammﬂ§ymLézjaa‘ 209t fnun
Supplier lan1gs1e {udu a5 5: wanwiegis

Control Strategy voanszuIUNISiING WIS

ld‘ U 1 QI o U v A ¥ o 1 a d’j
A1 5: 9178818 Control Strategy GZJ@Qﬂi%U’J‘Uﬂ'ﬁL‘Wll’i]'TL!’JuvL’Jiﬁ‘UEN'Jﬂ‘quLGUW’JﬂIMnyUUWL“UE]G]']EJ

Parameters

Control Strategy

Materials Media

Serum-free media (supplier xx)

Define media formula

Control the procedure of media
preparation and sterilization by membrane
filtration

Define shelf-life

Ensure sterility of media before use

Gas

ventive maintenance of gas filters

Cell Type

Madin-Darby canine kidney cell (MDCK)
Specification of cell bank

Characterisation of cell bank

Processes Cell Density

> 90% confluency

Virus Strength

Multiplicity of Infection (MOI) at 0.001

Incubation Temperature

36 — 38 °C

Time of Infection 60 — 72 hours
Agitation 70 =90 rom
pH 6-8

In-process Testing

Host Cell Protein
Host Cell DNA
Virus Titre
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ESM Co., Ltd. is your one source for turnkey, GMP-compliant manufacturing solutions for
the pharmaceutical, herbal extraction industries and related field.

Our goal is to offer high gquality machines with the highest available quality standards,
plus good services at reasonable prices.

Product

Pharmaceutical Machine
- Vial Compact Line
- Vial (Powder) Compact Line

- Ampule Compact Line

- Sterile Products Lyophilization

- Ultrasonic Washing Machine
- Sterilizing & Drying Tunnel
- Filling & Stoppering Machine

Liquid Formulation
- Injection Formulation
- CIP Station
- Bio Products

Pharmaceutical Water System
- Purified Water Generation System

- Deionized Water Generation System

- Multiple-effect Water Still

- Pure Steam Generator

- Water Distribution System

Fumigation system
- Hi level Disinfectant

- Fumigation service

- Fumigation machine

Process Technology Consultation
Solution for Medicinal Products Production

ESM Co.,Ltd. (Head office)
25/23 Moo 1,Bueng Yitho, Thanyaburi, Pathumthani, Thailand, 12130
Tel : +66 87 091 5665 Email : phakphum_w@esm.co.th



Pharmaceutical Analysis Instruments

HANDHELD RAMAN SPECTROMETER

- Analyze your materials through packaging
- Color sample measurement

" Ag; Progeny”

Rigalou

XRD BENCHTOP POWDER X-RAY DIFFRACTION

- Identify Polymorphs & Check for Impurities

- Qualitative Analysis of Amorphous Phase by Powder
XRD X-ray Diffraction

- Anhydrate or Hydrate

- Identify Polymorphs XRD in Tablets
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Teleutamide Polymerph |dentification D ing Pelymarph Mi ities in Tolbulamide

TA THERMAL ANALYSIS INSTRUMENTS
DSC /STA /TMA

DSC: Differential Scanning Calorimeter
- Characterize heat gain/loss associated with phase transitions
- Identify Polymorphs & Check for Impurities Qualitative
STA: Simultaneous Thermal Analyzer
(TG-DTA: Thermogravimetric Differential Thermal Analyzer)

« Track Decomposition/Oxidation/Moisture loss
- Detect Thermal event, Melting or Crystallization

TMA: Thermomechanical Analyzer

« Analyze Thermal Expansion Coefficient/Glass transition/Softening point

DSCvesta / TG-DTA8122 / TMA83171

@ @
Crest Nanosolutlon (Thalland ) Co., Ltd. !

26/24 Unit 9 Moo 3 Latsawai, Lamlukka,
Pathumthani, 12150 Thailand.

Tel: 02-030-7365 Fax: 02-030-7366 Email: crest@crest-group.net s 0
www.crest-group.net
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Annex 2 A

(Manufacture of
advanced therapy
medicinal products
for human use)

A nnex 2 B
(Manufacture of
biological medicinal
substances and
products for human
use)
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Annex 17 (Real Time

Release Testing and
Parametric Release)
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Practice (GMP)
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= LIQUID PURIFICATION ENGINEERING INTERNATIONAL CO., LTD.
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- E LPE, was founded in 1992, provides the latest technology system which serves

. : . .
Y uorrcroeckesne @ Valuable for customer needs and conforms with their regulations.

Total Solutions for Sustainable
Water System

Products & Services

o Purified water generation system o Design, build, installation, and

o HS Purified water generation system GalTrlEslellg

e - e based WEI o System assessment, validation
o Soften water system by Nano filtration o Upgranle ey sl Ug o
95% recovery

o PW/WFI storage tank and distribution o System performance design with

o Specialty chemical for water system
o Electrolytic ozone system

o Spare parts :

lower energy consumption

Service and maintenance to
lowering replacement cost and
reduce solids wastes

Filter/UV/UF/RO/EDI/Pump etc.

o Digitalization monitoring and control

Sustainable System
Certificate is
QOur Goal for Future

£ >

TESTING
ha 0146

Quality Management System Laboratory Management System
ISO 9001 : 2015 ISO/IEC 17025 : 2017

More information

©Q 68/102 Moo 6 T.Saothonghin &, Tel: (+66) 2903 0810-3 & Email: info@Ipe.co.th (@
]
@ Website: www.Ipe.co.th b

A.Bangyai Nonthaburi 11140 = Fax: (+66) 2903 0814
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Complaints and Product Recall
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Compressed Air Test (CDA)

& VIABLE MICROBIOLOGICAL
CONTAMINANT CONTENT TESTING

"lWOSAVIAUNTWUDVNARALA BUVIU LASavInshEioviiMsIuNanUaINIASA"

J muunsgu |[SO 8573
Compressed Air Test (CDA) Microbiological Testing

vQ&E

INTERNATIONAL

| » Oil Vapour Test

» Yeast & Mold
» Particle Test

Pl » Aerobic Plate Count
» Dew point Test

Autoclave & Hot Air Oven

Junaududuus=ansnIw

Validation

MRS IUANNA

"usaisnoudau Autoclave & Hot Air Oven
IWaUs:aANSNIWLAAINWLUEIIVAR ASaURAUNAIASTIUNAUDIVT"

@& Our Service
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y i= Call Us : 063-894-2904

\ 4 GEE Line : @248hrupy
www.qge-international.com
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Are you sure?

Contamination-free?

Even the smallest contamination can lead to big consequences.

¢ Real time monitoring of environmental parameters
(Particles, Microbial, Temperatures, Humidity
and pressure).

e According to GMP Annex1: 2022 Manufacture of
Sterile Medicina Products.

* FDA Guidance for industry-Sterile drug products,
Produced by Aseptic processing ISO 14644-2:2015

* Smart data logging & reporting compliance 21 CFR Part 11

Sterility Testing

e Innovative enzyme-based product

Cleanroom Validation

K ,- = e

» Certification & qualification services

e HEPA filter integrity & airflow visualization

e Comprehensive documentation & compliance reports
ISO 14244-1,1S0 14644-3 & GMP

Cleanroom Cleaning Tools

¢ Specialized mops, wipers & disinfectants for
contamination control

e Compatible with sterile environments
e Custom solutions for different cleanroom classes

Continuous Monitoring

e 24/7 temperature & humidity monitoring and data logging
¢ Drug storage, Combined refrigerator & deep freezer

¢ Instant alerts & cloud-based analytics

Compliance 21 CFR Part 11

Bio-decontamination

Advance hydrogen peroxide vapor (HPV or VHP)
6 Log Reduction According to GMP Annex1: 2022
Fast & effective microbial elimination

Validation-ready & regulatory compliance

o 3 H OHS CHV 1A ENV
Vlnnovatlve P R OTECT Occupational Cleanroom Indog Environmental 02 1 1 6 5860
instrument | what matters Health and Safety and HVAC Air Quality Research W innovative-instrument.com

Calibration Laboratory
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ENTECHE] .Your Partne.r . .
il in Pharmaceutical Equipment Solutions

.
High-speed Automatic Inspection Machine ﬂ
wanNou7ivNUs:INAdmMNa _ acossiacompary

Iﬂ§0\1€-i€)\]LJ\]Ila:mSOOSOU'S_O\IO\]USS?ﬁfUﬁU'IGI'IUU’WISQ']U
GMP 11a: FDA
AfUAUURAIAU
AOWISOGY: SEISUNSMSORERUWANNTUATALINGY 24,000 pes/hour
ADIIUENEN: INfUriN1SEaNSUMIUINSIIUaINalngdS Knapp test
+ sausuMsrivausiaitio: an Downtime IWUUS:ANSNTWNISWER
« USUmUAoUGiaINISIawA: INalKaonndodfiuns:uouNSWANRINNGAAU

CCIT Testing for Laboratory wanirurivands:inAadnisosiaus
|nsoumsoovusausovaaussonmnmoalnnTuIaumausJ
AfUAUURAIAU
BinAtinflun1snsovaouraneds Tain Pressure decay, Vacuum decay, LFC,
Headspace analysis
Turihangmoating (Non-destructive Testing): AvENTWWARNNTUT anNsgryide
Tﬂﬂnunmnhmaussvnmn Vials, Ampoules, Syringes, Cartrldge
o osmsmsooonﬂuIUmuu‘msmu USP 1207 N1S99NIIUUIASOIATUKAN GMP

@) Dara

Fharmaceutical Souioment

Compact Filling Machine in Aseptic Production Line
wamnrurivnUs:inAaidu

Indouussyluns:usunswansUaonito

AUUINSYIU Annex 1 (EU GMP)

AfUAUURAIAU
N:NASA Ussrgawun: ooniuulAnun:AUMSuanUaoABeNTWURTIIA
aunsnidonstnUulang Peristaltic pump lla: Piston pump

o NWIUMYIA Laminar air flow, ORABS, CRABS K30 Isolator

« sessumstduusounuussennuriiinounankaaliluindodiies

High-Shear Mixer-Granulators and Fluid Bed Processors
uamnmmmnds INFlgOSUU
IﬂSO\]UHUﬂO‘]UIOOUH\] msaamlmsua lna: IFISO\]OUIIH\]
mhsumsuamm|ummnsunoadgUmmsua-awmswam
AruauURAIRU

fNWAUdNIVUWIAY: S9ISUUSUITUUSSY 30-90% 3

iJszuu Air hole savsuuin au na:lulnsiouldonniA annisuuidou

na:Joununns Oxidation voddnnau
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¥9lAsan1s  Development of In-process control tablet spreadsheet

younaseln  uTEm Nletalinead (1979) 1in (Unusi)

NuU An. Yeuns nindguayns HIANSHNEHER
ARY. WINT TNTUUN AIeRInnsEnendneliusIFanae
we alguAas duay UnAnwndueans uninendededing
WAH. 3NN 11509 Infnwindumans uninerdededlu

nnderimuaves PIC/S GMP PE 009-17 Tu
Chapter 1 Pharmaceutical Quality System wagwan
NINLAZITNITIUNITNERET WA, bEex NN o
N15UINITIANITAUNIN LA AInUAIIAITENITYN
Product quality review #38n15NUNIUAUAIN
wanSoueivesendafildiunstunaden  Jusees
ot saanonenyuiouiurin Tnofiinguszasd
Li9AIUANAIINANILANDYDINTLUIUNTITHAR
AnuvInganvestoimun  iiefinnsanuunliuuay
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WioanEnSausTarnsEUUNsRB Y Tnadoein
Wuanednvaldnunidudsedmnduagvilsludu
UENaUVBINITNUNIUANAINNEAAUINAD N3
wumuL?‘isJ’;ﬁ’umamsmuqmw’mﬂizmumi” w39
A review of critical in-process controls 3sladry
PC Antululadnisudn Tneaziinisnsiaaeuihedan
waraziinaiudeya IPC ﬁgﬁaaﬂaau Tudruvesimiin
Waen Aaudinisnienn o anuuds AU
YUIMFURIUAUENaN uazduiutoyanivadifvesen



Fanam iy Aade Andeauuannggiu AveuANg
AIUAN  WAZAIAIINATNNTAVRINTEUIUNS  (Process
capability index: Cpk) 1usiu Inefinstuiindeyati
fuadlu Spreadsheet TulUsunsu Microsoft excel
Hanvidslatanuaulalunisiaiun Spreadsheet 19
mwazmndegldan Wiladie uazfiuvdnnis Data
integrity Wlulunstufindeya uazanauianalai
Anannstioudeyalsitfosiian  Idldvinnnsiaunlss
Spreadsheet Hanwauradgiuneiunsondeya Aeyld
NuRzdevinsnsendayatuniusn lngavdudoya
fuduwoniniin waseautRivanienIwe 7N
tulsunsy Microsoft excel azvhnsdiuInAImg
afRoonumugaslatudinll Wedldnunaluduiin
foya  Fouatsmuaiviinisnsenaglogludnusiuay
vl uazesuazvhnsdneaiielimieusenisn
sonbndlaviudl - Ieeludnuiusuauaginistuiin
foyafuuazavneadn  vhlmidefuandnisdn o
a1unsafstayadinvasrmsaiaun lglun1s R
mnltunazanuaiiaueveanszuiumssdn eldly
N5 Product quality review laviudi
FanvinledBusniusuainnisiinyiieddu
nszUIUNITIUNISYIN Computerized system die
PONLUUNTEUIUNTT NWWINIG ASTM E2500-07 The
specification, Design and Verification Process Tu1
#1u Pharmaceutical way GAMP 5 Tnglassnisil
Dunasla Spreadsheet Tu Microsoft excel fifnnsly
Wiy Macro wagn1sey Visual Basic for
Application (VBA Code) Fehsduszuunouiinmes
ﬁ%’@agjﬂlu Category 5: Custom systems 39agiin15ld
Approach V-Model ¥8¢ Category 5 mﬂﬁ?uﬁgﬁﬂﬁﬂﬁﬁ
nsiaueALAniuLazynne UL dYns N1
Spreadsheet wuufinsondeyalddiouazazaindu
Suduyaneiuninaluunun In-process control &4
dnwgmsdudindoyauazguuuy Spreadsheet 7
fioams uardspidiuamudssiienaiinty eatadu

User Requirements Specification 2101111 URS 41

NIFITNAINTNaIMNIT TV 13 aUui] 1 (2568)

Awvuady Functional and Design Specification e
sryilsrituiideanslyiflulusunsudteliney URS Tu
ufiazde Laziinua Module (Unit) Specification e
szyidesiinnaiiiy VBA Code Tudulathe anntduds
Andun1sas1elusunsy (Code Modules) lewn
20NLUUANT Az TUINgNIN9ati  a51958UUnTIa
wuenAaUnd af1etanilodsdoyaludnusunu ads
szuun1TUeadunisitnds asramiduiunisuile
Specification @31952UU Profile record waga319z UL
dwiudsestoya (Backup)

M89NLA Spreadsheet aanua Hiavinla
INIIATINAOUAINYNABIVDY  Spreadsheet  Laln
vadou module (unit) testing tiesnninasld vBA
code idavuiuies Sedosdinnsnsivaoudn VBA code
Adeunnfuanunsaldouldesimaiisndeins Tnvay
Uszifiu Result fildiuu Complete waz Fail ifiosann
g VBA code MisldiBsutufimugniesauysal
salal eazviluaninuandenves Developer 91nia
92313 NAEU Functional and design testing lng
unmeageussuumaislédi@euly  deasfiszuu
ovlsths Tnelunsnaaouifneasuandu User vido
o9zBenmsvegeuiisnatmilei User Acceptance
test 1 wazluduantie aevhnismaaey Requirement
testing tngazdunsnageuluanimuindensds ey
finmshnssadureniinnesildnuede wasnadeulng
User lagagisenin User Acceptance test 2 galunns
naaouiandunsiudeyalul) 2567 upzFuiudeya
solud) 2568 Wuszezinan 6 \iou ileginszuuiidan
lnuRanaiavsessslsuusamsell 9nnan1snageu
wuTeulun ey module waz Functional testing
Faaguléh Spreadsheet fiimuntu fnnugniesias
asuduanysaluazaunsaldauldmuitlaszyly
Specification  wsigApsiin1sagaunaly  Require-
ment testing Lﬁa@;j’]szuuﬁa%ﬁﬁu roAmeaile
swualifianandeauuviols
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¥olAsans  Sterile product container closure integrity validation by method increase pressure
in chamber
younasin  uTEM .le.ndinead (1979) 91iin (Unusii)
QD! An. Yeuns nindguayms HIANSHEHER
AN. UNAa A%y AeEInNsEeNEneUTIAINAe
e algiand A3 UnAnwIndumans uninedeasvauaIuns
we algufan dyay Infnwindumans unninerdeedlu
WA 3007 1509 UnAnwindumans uninerdeedlv

MNUTENANTENTNENGITAIEY 309NN
swaidualfsafundninusiuazisnislunisudne
wutlgtunasudlufiufamdninasiuayisnisuanen
WHULUTIOY ANUNQYanednmieen w.A.2559 f1unn
mndl 1 9o 117 nand mvuruseiitalaenis
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NaoN WU LANNALAINIOLBUNANANARNABIATIY
PIC/s
PE 009-17 Annex 1 49 8.22 naniwdniusiuiunns

HOUANNANYTUYNAITULUTIY  Uawd N

Wee (<100 mL) MUan1wUzUsTIAIEmAlulagnisiin

Jusuy MUY uagnsUakiln  (Blow-Fill-Seal)



FosinnInTIvERUANLANY TRV UTIYNETT
ATINABUANNYNADILEMNANYULUTT] DemsuTemi]
wAnAneie1dnuunastesdidiuinasidiafulaun
SWI wag NSS Gardnsdust NSS finsliisnsaaeunns
%amaam%uzusaagé’aa High voltage leak detection
Tnvordunsadoussulifhssninedalnihuasiuin
U559T0u91 wendnsina SWI din1sualiiin (Conductivi-
ty) Fnnellanunsansiadeun1ssisieds Hish volt-
age leak detection 1§ M19UTENY JsAUIENAGDU
M3SIveaNEASael SWI 6833 Pressure leak test by
Autoclave (UszLav Steam-air mixture) dadunsidia
usafudluly Chamber 1Wovindishh ussfudigsay
dluluin weziiloananusudiganinzund usadud
gdlurinasdusoninangimdesni  vilfseduihan
asuaIIadLnale
leefredenuziueinszniieaisisuae
MUTENT F9IN1IATIRERUANIUYNABIVEIIT Pres-
sure leak test by Autoclave fivanldlunisasrvaeu
ANNANYTIVRINTULUTITY aeld NSS auim 5 mL
Hushwmilunismeaes flesan NS fernsihlyiin
i (NSS firnsuinluileg 16,000 uS/cm leiiiey
fUu SWI flaglaiAu 25 pS/cm) ezl NSS @
UsgAvBammuazaausiugilunisageunisiagenin
SWI inndsanansnihlunaaeunsiadieds HVLD 16
lnglunsnaaauaziifiegneaniuny (Positive control)
finsanzuenyaUInamuMdiinazfnnsi o
NAFUITIIMSHLANENsa  (Ability) lunnsasia
wuns§ldade uaslinmadeuis Maximum load
(AAMETIWOINTNAGBUTOLT 69,000 UeAA) Uaz
load

NAABUTBTY 17,280 uauya) ntuInueuyaly

Minimum (Uunadeefaadululalunis
HIUAISVNARDUNNSIIAED Pressure leak test by Au-
toclave UagvihmsAnweuyainuiniinisiieen @

\NaIINSEaNSURIN PDA fiB Aaag1eAIuAy (Positive

NIFITNAINTNaIMNIT TV 13 aUui] 1 (2568)

control) axdpamunsienua antugdnsihuen
maﬁlﬁwudwﬁms%"’ﬂﬂﬁué’u%wé’aEJ High voltage leak
detection  lnginaeinseeusuiinsysEynAunaN
InausivesemUANANAIN  damsvaaeunuiiluns
pIaeUANugndaslinuLeNyafiinduianasly
MIveAeUNSINAY  JsaunsaduulsyanSam

aa O A v
SUBQ'Jﬁﬂ']iV]@a@‘UiaEJTJUVL@
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How to initiate computerized system validation (GxP Assessment and inventory list)

¥alAINT3

by Microsoft Access.
vyounaseln  uTEm Nleialinead (1979) 91in (Unusid)
id9u an. Uyl dlsnusn

AN, NIUAYA LNYSANSAS
ngy. Ualas Aaeyuna
wa. Tumune uvmlduiug
wa. gdien Juusen

INSEEUTTAUAMAIN
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GRANULATION LINE TABLET PRESS/ CAPSULE FILLING / SOFTGEL MACHINE
Utilizes advanced air suspension technology to enhance drying Processes powders and liquids into precise tablets, soft gelatin capsules,
efficiency and particle consistency. and filled capsules, ensuring accurate dosages and easy ingestion.

INSPECTION MACHINE BLISTER / STRIP PACKING MACHINE
Engineered for precision, our inspection machines ensure Expertly engineered to encase products in high-quality
the highest quality control, detecting imperfections blister and strip packaging, guaranteeing product integrity
with unmatched accuracy and speed. and consumer appeal.

CARTONING [ CASE PACKER MACHINE

Streamline your operations with our high-performance cartoning and case
packing systems, designed for flawless packaging accuracy and speed.

STERILIZING LIQUID FILLING STERILIZING POWDER FILLING
PRODUCTION LINE PRODUCTION LINE

Washing  Sterilization tunnel Filling Capping Washing  Sterilization tunnel Filling Capping

KINETEX CO., LTD. Y info@kinetex.tech

©Q 18/14 Soi Nawamin 111 Yak 4, Nawamin, < 094 289 2656

Buengkum, Bangkok 10230 @ www.kinetex.tech
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PRESS RELEASE y /] CG

Rayong, Thailand

Malke it better.

ACG Expands Global Footprint with New Capsule Manufacturing Facility in Thailand

e  New capsule manufacturing facility in Rayong, Thailand, is strategically positioned to serve key Asian markets.
e Introduction of advanced capsule printing technology to enhance product quality and supply chain efficiency.

ACG, a leading global supplier of integrated manufacturing solutions for the pharmaceutical and nutraceutical industries, has announced
the commencement of operations at its state-of-the-art capsule manufacturing facility in Rayong, Thailand. The new facility, the largest of
its kind in Thailand, is dedicated to the production of empty hard gelatin capsules and is strategically located to serve key markets across
Asia.

This facility is set to play a pivotal role in ACG’s global operations, increasing the company’s capacity to meet the growing demand for high-
quality capsules in the region. In addition to Thailand, countries such as Indonesia, Vietnam, South Korea, Malaysia, and the Philippines will
benefit from shorter transit times and enhanced supply chain efficiencies. The 175,000-square-meter facility will employ 250 people and
is designed to produce 20 billion capsules annually. ACG also aims to secure approvals to supply capsules to China from this facility, further
extending its regional reach.

Karan Singh, Managing Director of ACG, commented on the expansion, saying, “Thailand has always been a strategic market for us, and
the establishment of our Rayong facility marks another important milestone in our global journey, following our successes in Latin America
and North America. With over a decade of experience in Southeast Asia, we recognize the region’s significant growth potential. By
establishing a local presence, we are not only enhancing our capabilities and bringing advanced technology closer to our customers but also
significantly reducing delivery times to improve operational efficiency. This move underscores our commitment to strengthening our position
in the Asian markets and consistently delivering high-quality value to our partners in the region.”

Commenting on this new facility, Selwyn Noronha, CEO, ACG Capsules said "We are thrilled to announce the opening of our new
manufacturing unit in Thailand, a strategic move that enhances our logistics and significantly reduces lead times. This facility not only
adheres to the highest global manufacturing standards but also empowers local communities by employing local talent, ensuring we meet
the unique needs of the region. We are committed to replicating our various sustainability initiatives here, ensuring that our operations in
Thailand contribute to both environmental stewardship and the growth of the local economy."

A key highlight of the Rayong factory is its dedicated production of empty hard gelatin capsules in all the popular sizes. The facility will also
feature ACG's cutting-edge capsule printing technology, which will enhance both product quality and customization capabilities.

Designed with future growth in mind, the Thailand facility ensures that ACG stays agile and responsive to the evolving demands of the
pharmaceutical, herbal and nutraceutical industry The factory will produce capsules for all sectors, aligning with ACG's mission to advance
global health and wellness.

About ACG
For over 60 plus years, ACG has been innovating the production solutions for pharmaceutical and nutraceutical companies, that help make

people better.

As the world’s most integrated provider of oral dosage products and services, we produce capsules, barrier packaging materials,
manufacturing machinery, and visual inspection and traceability solutions. All fully compliant with international standards.

Today, ACG fosters long-term collaborative partnerships with customers in 138 countries across six continents.
Together, we share a common purpose: to solve the world’s greatest health challenges and make it better for everybody we serve.

For more information, please contact the ACG media relations team: madhurima.chakraborty@acg-world.com







