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trinh bay tai H6i thao s& dugc g link download trude khi sy kién dién ra 1 tuan

Th Nam, Ngay 5 thang 11 nam 2026

8.30 Dang ky dai biéu

9.00 Phat biéu khai mac

Shanshan Liu, Thanh vién HPDQT Québc té, ISPE,
Chu toa Hoi nghi, ISPE Singapore & Global
Process Giam doc Khoa hoc va Phap ché,
Fedegari

. Dai dién l1anh dao Hiép hdi Doanh nghiép Dugc

Viét Nam (VNPCA)
. Daidién lanh dao Cuc Quan ly dugc (DAV)
Tong quan quy dinh GMP

Téng quan quy dinh GMP

9.15 Cac cdp nhat va xu huwéng thay ddi dua
trén GMP/EU-GMP

Nhing khéc biét vé yéu cau cia EU-GMP/PIC/S-
GMP danh cho San pham thuéc va thuéc vo trung

9.45 Cap nhat tir Phu luc 15 & 19 cuia EU-
GMP

Shanshan Liu, Thanh vién HPQT Qudc té, ISPE,
Chu toa Hbi nghi, ISPE Singapore & Global
Process Giam déc Khoa hoc va Phap ché,
Fedegari

10.15 Nghi giai lao
10.45 Cach tiép can C&Q hién nay va Gidi
thiéu vé E-Document & Cac hé théng nghién
ctru GMP
. Céachtiép can Cc&Q hién nay theo quy dinh
trong Phu luc 15 clia WHO va PIC/S GMP
« Chién lugc kiém soat 6 nhiém (CCS), bao gém
kiém soat 6 nhiém vi sinh
Tahara Shigehiro, Tu vin cdp cao vé GMP, CM
Plus Corporation, Nhit Ban
Bui Thi Héng Loan, Tro' ly GMP & Thdm dinh, CM
Plus Vietnam

11.15 Quy trinh thanh tra theo Hwéng dan cuta
US FDA va EMA

Bao gom Audit Trails va Toan ven dit liéu
Shanshan Liu, Thanh vién HPDQT Québc té, ISPE,
Chu toa Hoi nghi, ISPE Singapore &Global
Process Giam déc Khoa hoc va Phap ché,
Fedegari

Scan QR Code
to Reglster / Quet QR

11.45  Phu luc 1 GMP - T4i dinh hinh Thiét bi
va quy trinh chiét rét — hoan thién vé trung doi
v&i lo thiy tinh va bom tiém
Phu luc 1 EU- GMP phién ban s(ra déi dang lam
nén mot su thay doi I6n déi vai quy trinh chiét rot
vo trung thdng qua kiém soat 6 nhiém dua trén
nguy co, tu ddng hoa, gidm can thiép tir con
ngudi, va tang cudng dam bao vo trung.
Giacomo Guidi, Chuyén vién X ly vo tring, IMA
LIFE, Y
12.15 Nghi an trua
Tham dinh hé théng may tinh (CSV) &
Pharma4.0

1.45 CSV, Phan loai & Toan ven dir liéu —
géc nhin tir thuc tién

T ly thuyét dén cach bat dau, cac uu tién, cach
tan dung GAMP & phan loai.

2.15 Chuyén ddi chat lwgng véi QMS ky
thudt s6 cho san xuat trong linh vurc khoa hoc
doi song

Bai hoc kinh nghiém tur trién khai du an tai Viét
Nam va ASEAN, nhirng diém khac biét.

David Margetts, Giam doc diéu hanh tdp doan,
Factorytalk, Thai Lan

2.45 Mot case study vé QUMS | CSV
Céng ty Co phén Duoc Hdu Giang

3.15 Nghi gidi lao

3.45 Toan ven dit liéu va San sang thanh tra
Dea Marsendah, Trudng bo phdn, PT Biofarma,
Indonesia

4.15 Thdo ludn va Héi & Pap: Diéu lam nén
nhi¥ng vién thudc an toan: GMP, Chdt lu'ong,
va Su’ tuéan thu

Céc dién gid ctia Ngay 1

5.30 Két thuc ngay 1
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Cac noi dung trinh bay tai Hoi thdo s& dugc gi link download trudc khi su kién dién ra 1 tuan

Thar Sau, Ngay 6 thang 11 nam 2026

9.00 Phat biéu khai mac
Chat lurong & An toan

9.10 Cac thuc hanh t6t nhat trong Quy trinh
luan chuyén nguyén vat liéu

« Céc yéu cau quan ly vé Kiém soat 6 nhiém
trong quy trinh luan chuyén nguyén vt liéu.

« X&c dinh va quan ly cac nguy co & nhiém trong
luan chuyén nguyén vat liéu trong méi truding
GMP.

. Cac case study trong quy trinh luan chuyén
nguyén vat liéu

Richard Chai, Qudn ly Dich vu chuyén mén cao
cdp tai STERIS Corporation, Singapore

9.40 Giam thi€u su hinh thanh biofilm trong
cac hé thdng san xuit duwgc pham

Hi€u duoc céc rui ro lién quan dén 6 nhiém biofilm
va cac chién luge xUr ly va loai bo biofilm trong thiét
bi san xuéat.

Neo Aik Ann, Giam dbc khu vuc, STERIS
Corporation, Singapore

10.15 Nghi gidi lao
10.45 Phu luc 1 EU GMP - Viéc trién khai va
cac can nhac thuc té trong San xuat vé trung

Dea Marsendah, Trudng bo phdn, PT Biofarma,
Indonesia

HVAC & Céc kiém soat méi truéng

11.15 Toéng quan vé hé thdng HVAC & Cac
ki€ém soat méi truéng trong san xuat vé trung
Phong sach tiét tring cudi va hé thong

11.45 Phong sach xtr ly vé trung va hé thong
HVAC

. Cong nghé rao can va céach ly: RABS, Isolator

. Thiét bj dac biét: BFS, FFS, Robotics

« An toan sinh hoc, luu y an toan doéi vdi cac chat

c6 hoat tinh cao va chat nguy hiém

Totsapon Santitewagun, Chu tich, ISPE Thai Lan
Affiliate & Giam dbc diéu hanh, Global Tech Co;
Thai Lan

12.15 Nghi an trua

1.45 Phan loai va giam sat phong sach bao
goém truc quan héa dong khi

Totsapon Santitewagun, Chu tich, ISPE Thai
Lan Affiliate & Giam doc diéu hanh, Global Tech
Co; Thai Lan

2.15 Thao luan: Phu luc 1 & Phu luc 15

EU- GMP: Tir Danh gia HVAC dén Kiém soat 6
nhiém—Cac chién luwgc thuc tién trong san
xuat vé trung

Ong Nguyén Vin Vién - trudng phong Qudn ly
Chdt luong thube- Cuc Qudn ly Dugc & Tdt cd
dién gid

2.45 Nghi gidilao

3.15 HAi & Pap mé cho dai biéu tham du
Ong Nguyén Vin Vién - trudng phong Quadn ly
Chdt lugng thube- Cuc Qudn ly Duoc & Tdt cd
dién gia

445 Két luan & két thac hdi thao

Chup anh nhém

Khan gid hdi dap mé& vadi tat cad cac diéh gid. Cac
cau hdi co thé dugc glri bang van ban trudéc va
bat clr Iuc ndo trong su kién. G cdu hdi tai day

Gidi thiéu vé ISPE: https:/lispe.org/

Hiép hoi K§ thuat Dugc pham Qudc té la hiép
hoi phi lgi nhuan 16n nhat thé gidi phuc vu cac
nudc Thanh vién thong qua nhirng tién b khoa

hoc, k¥ thuat va quy dinh hang dau xuyén sudt
toan bd vong ddi clia san pham dugc pham.
Cong ty lién két cua ISPE Singapore dang co
hon 500 thanh vién va la nhan t6 chinh thuc day
nganh san xuat trong nudc.
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DRAFT PROGRAMME

oresentations will be available for download 1 week before the event

Thursday, 5 Nov 2026

8.30 Registration

9.00 Welcome
Shanshan Liu, International Board Director, ISPE,
Conference Chair, ISPE Singapore & Global

Process Science and Regulatory Director, Fedegari

. Representative of VNPCA’s Leaders
« Representative of DAV’s Leaders

GMP Regulatory Overview

9.15 Variation Updates, and Changing Trends
according to GMP/EU-GMP

Differences in the Requirements of EU-GMP/PIC/S-
GMP for Medicine & Sterile Medicinal Products

9.45 EU-GMP Annex 15 & Annex 19 Updates
Shanshan Liu, International Board Director, ISPE,
Conference Chair, ISPE Singapore & Global

Process Science and Regulatory Director, Fedegari

10.15 Morning refreshment

10.45 Current C&Q Approach and
Introduction of E-Document & GMP Research
Systems
« Current C&Q approach in compliance with
WHO and PIC/S GMP Annex 15
« Contamination Control Strategy (CCS),
including microbiological contamination control
Tahara Shigehiro, Senior GMP Consultant, CM
Plus Corporation, Japan
Bui Thi Hong Loan, GMP & Validation Assistant,
CM Plus Vietnam

11.15 Inspection Process in Line with USFDA
and EMA Guidelines

« Including Audit Trails and Data Integrity
Shanshan Liu, International Board Director, ISPE,
Conference Chair, ISPE Singapore & Global

Process Science and Regulatory Director, Fedegari

Scan QR Code
to Reglster / Quet QR

11.45 GMP Annex 1 Reshaping Aseptic
Fill-Finish Equipment and Processes for
Vials and Syringes Revised EU- GMP

Annex 1 is transforming aseptic filling through
risk-based contamination control, automation,
reduced human intervention, and enhanced
sterility assurance.

Giacomo Guidi, Aseptic Processing Specialist,
IMA LIFE, Italy

12.15 Lunch

Computer System Validation & Pharma4.0

1.45 Computer System Validation,
Classification & Data Integrity in Practice
Beyond theory, how to get started, priorities,
how to leverage GAMP & classification.

215 Transforming Quality with Digital
QMS for Life Sciences Manufacturing
Lessons from project implementations in
Vietnam and ASEAN, how it differs.

David Margetts, Group Executive Director,
Factorytalk, Thailand

245 QMS/CSV Case study
DHG Pharma

3.15 Afternoon refreshment

3.45 Data Integrity and Inspection
Readiness

Dea Marsendah, Head Department, PT
Biofarma, Indonesia

4.15 Discussion followed by Q&A: Making
Safe Medicines: GMP, Quality, and
Compliance

Day 1 Speakers

5.30 End of day 1
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All presentations will be available for download 1 week before the event

Friday, 6 Nov 2026

9.00 Opening Remarks
Quality & Safety

9.10 Best Practices in Material Transfer
Process
« Regulatory requirements on Contamination
Control in material transfer process.
. ldentification and management of contamination
risks in material transfer GMP environment.
. Case studies in material transfer process
Richard Chai, Senior Technical Service Manager
STERIS Corporation, Singapore

9.40 Mitigating Biofilm Formation in
Pharmaceutical Manufacturing Systems
Understand the risks associated with biofilm
contamination and the strategies for biofilm
remediation in process equipment.

Neo Aik Ann, Area Director, STERIS Corporation,
Singapore

10.15 Morning refreshment

10.45 EU GMP Annex1 Implementation and
Practical Considerations in Aseptic
Manufacturing

Dea Marsendah, Head Department, PT Biofarma,
Indonesia

HVAC & Environmental Controls

11.15 Overview of Sterile Manufacturing HVAC
& Environmental Controls

Terminal Sterilization Cleanroom and HVAC
System

11.45 Aseptic Processing Cleanroom and
HVAC System

« Barrier and Isolation Technology : RABS ,

Isolator

. Special Equipment : BFS, FFS, Robotics

. Biosafety, Potentand Hazardous consideration
Totsapon Santitewagun, President, ISPE
Thailand Affiliate & Managing Director, Global
Tech Co; Thailand

12.15 Lunch

1.45 Cleanroom Classification and
Cleanroom Monitoring Including Airflow
Visualization

Totsapon Santitewagun, President, ISPE
Thailand Affiliate & Managing Director, Global
Tech Co; Thailand

215 Discussion: EU-GMP Annex 1 & Annex
15: From HVAC Qualification to
Contamination Control - Practical Strategies
for Sterile Manufacturing

Mr. Nguyen Van Vien — Head of the Drug Quality
Management Division, Drug Administration of
Vietnam (DAV) & All speakers

2.45 Afternoon refreshment

3.15 Audience Open Q&A

Mr. Nguyen Van Vien — Head of the Drug Quality
Management Division, Drug Administration of
Vietnam (DAV) & All speakers

4.45 Concluding remarks; end of Workshop

Group photo

Questions may be submittedin writing
beforeand at any time duringthe event.
Submit here

About ISPE https://ispe.org/

The International Society for
Pharmaceutical Engineering is the world'’s
largest not-for-profit association serving
its Members by leading scientific, technical
and regulatory advancement throughout
the entire pharmaceutical lifecycle. ISPE
Singapore Affiliate has over 500 members
and is a major enabler of the local
manufacturing industry.
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Shanshan Liu, Chu tich HDQT quéc t€, ISPE, Chu toa héi nghi, ISPE Singapore & Global Process — Giam déc
Khoa hoc va Phap ché, Fedegari, Singapore

Shanshan 1a ngudi dan dau trong viéc cai tién cac hé théng san xudt danh cho cac dang bao ché mdi va phurec tap,
déng thdi hop tac chat ché vdi cac co quan quan ly dugc phdm trén toan cau. Vi hon 20 ndm  kinh nghiém, ba da
trng dam nhiém nhiéu vai tro ki thuat va tu van tai cac tap doan dugc pham 16n, bao gdm Novartis. Ba cling m&
rong chuyén mon clia minh sang cac linh vurc chat lugng, tuan thd va chién luge quan ly, qua do hgp tac vdi cac nha
san xuat va co quan quan ly trén toan thé gidi nham cling c6 hé thong chat lugng, gidi quyét cac rui ro vé tuan thd va
thic ddy su d6i mdi trong nganh khoa hoc su séng.

Shanshan Liu, International Board Director, ISPE, Conference Chair, ISPE Singapore & Global Process Science
and Regulator Director, Fedegari, Singapore

Shanshan leads the advancement of manufacturing systems for emerging and complex modalities and collaborates
closely with global regulatory authorities. Over more than 20 years, she has held technical and consulting roles across
major pharmaceutical organizations, including Novartis, and expanded her expertise into quality, compliance, and
regulatory strategy, partnering with manufacturers and regulators worldwide to strengthen quality systems, address
compliance risks, and support innovation in life sciences.

Tahara Shigehiro, Tu van cap cao vé GMP, CM Plus Corporation, Nhat Ban

Chuyén gia tu van GMP cép cao vdi hon 40 nam kinh nghiém trong linh vurc k§ thuat dugc pham, tu van GMP va
quan ly du an. C6 chuyén mén sau rong trong viéc thiét k&, thdm dinh va quan ly cac nha may san xuat API, thudc vod
tring, trang thiét bi y t€ va nha may san xuat tai Nhat Ban, Singapore, Viét Nam, Indonesia va Hoa Ky, dam bdo tuan
th( nghiém ngat cac tiéu chudn GMP qudc té.

Tahara Shigehiro, Senior GMP Consultant, CM Plus Corporation, Japan

Senior GMP consultant with over 40 years of experience in pharmaceutical engineering, GMP consulting, and project
management. Extensive expertise in designing, validating, and managing API, sterile, medical device, and
manufacturing facilities across Japan, Singapore, Vietnam, Indonesia, and the United States, ensuring international
GMP compliance.

Bui Thi Héng Loan, Trg ly GMP & Thadm dinh, CM Plus Vietnam

Hon 15 n&m kinh nghiém trong linh vuc QA, QC, GMP va Tham dinh trong nganh dugc pham. Chuyén mén sau vé
CSV, danh gia thiét bi, thdm dinh quy trinh, va cac du an san xuat vé trung. Nang luc da dugce chimng minh trong viéc
dan dat cac du an lién phong ban, ho trg tuan th GMP, va cdi tién hé théng chat lugng tai cac cong ty dugc pham da
qudc gia.

Bui Thi Hong Loan, GMP & Validation Assistant, CM Plus Vietham

Over 15 years of experience in pharmaceutical Quality Assurance, Quality Control, GMP, and Validation. Strong
expertise in CSV, qualification, validation, and sterile manufacturing projects. Proven ability to lead cross-functional
projects, support GMP compliance, and improve quality systems in multinational pharmaceutical companies.

Giacomo Guidi, Chuyén vién XUt ly vé trung, IMA LIFE, Y

Giacomo la mét chuyén gia vé quy trinh vo tring va la nha Ianh dao chién lugce tiép thi tai IMA LIFE, mot b phan
thudc Tap doan IMA. Vé&i han 20 nam kinh nghiém trong cdng nghé cach ly, 6ng tap trung chuyén sau vao quy trinh
xUr ly v tring va dam bdo vé triing cho céc loai thuéc tiém vo trung va dugc chat phéng xa. Cong viéc clia 6ng gan
lién vdi viéc thuc day cac hoat ddng déng goi - hoan thién thudc bang cach tich hgp tu déng hoa, hé théng bao kin
cap do cao va tuan thu cac quy dinh quan ly. Ong dang tich cuc thic ddy su phat trién clia cac cong nghé vé tring,
doéng gop chuyén mén trong thiét ké quy trinh, cac gidi phap khir nhiém tién tién va chuyén ddi s Pharma 4.0.
Giacomo Guidi, Aseptic Processing Specialist, IMA LIFE, Italy

Giacomo is an expert in aseptic processes and a strategic marketing leader at IMA LIFE, a division of the IMA Group.
With over 20 years of experience in barrier technology, he has focused on aseptic processing and sterility assurance
for sterile pharmaceutical and radiopharmaceutical injectable drugs. His work has been dedicated to advancing drug
product fill-finish operations by integrating automation, high-containment systems and regulatory compliance. He is
activelypushing the evolution of aseptic technologies, offering expertise in process design, cutting-edge
decontamination solutions and Pharma 4.0 digital transformation

David Margetts, CEO, Factorytalk, Thai Lan

La mot ¢6 van, chuyén gia tu van va chuyén gia k¥ thuat trong linh vure tuéan thd quy dinh va cdng nghé théng tin,
David c6 kinh nghiém sau réng vé cac gidi phap IT cho cac rng dung GxP. Lam viéc tai Chau A t&r nam 2004, 6ng da
tham gia thanh Iap Factorytalk, tirng lam viéc trong mang k¥ thuat va tham dinh tai Industrial Technology Systems
Ltd., d&@m nhan céc vi tri k§ su tai AstraZeneca, va tirng 1a Giam d6c Diéu hanh khu vuc Chau A clia Werum/Koerber
Pharma. Bén canh d6, David la dao tao vién dugc ching nhan bdi ISPE vé thdm dinh hé théng may tinh (CSV).
David Margetts, CEO, Factorytalk, Thailand

An advisor, consultant, and technical expert in compliance and information technology, David’s wide experience spans
IT solutions for GxP applications. In Asia since 2004, he helped to start Factorytalk, worked in engineering and
validation for Industrial Technology Systems Ltd., engineering roles for AstraZeneca and was Asia MD for
Werum/Koerber Pharma. David is an ISPE certified trainer for computer validation.
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Dea Marsendah, Trudng bd phan, PT Biofarma, Indonesia

Vé&i han 15 nam kinh nghiém trong linh vuc san xuat theo tiéu chudn GMP va phat trién nang luc déi ngii nhan sur,
Dea ludn tam huyét vdi viéc irng dung céac yéu té con ngudi, khung dao tao va hé théng chat lugng nham nang cao
kha nang kiém soat nhiém khuan, cling ¢8 van héa chat lugng va thic ddy su xuat sac trong van hanh bén virng.
Dea Marsendah, Head Department, PT Biofarma, Indonesia

With over 15 years of experience in GMP manufacturing and workforce capability development, Dea is passionate
about leveraging human factors, learning frameworks, and quality systems to enhance contamination control,
strengthen quality culture, and drive sustainable operational excellence.

Richard Chai, Quan ly cap cao vé dich vu chuyén mon, STERIS Corporation, Singapore

Richard da va dang cung cap dich vu ho trg ki thuat va dao tao lién quan dén kiém soat & nhiém phong sach, ciing
nhu quy trinh 1am sach va tiét trung thiét bi san xuat. Richard c6 hon 20 nam kinh nghiém trong nganh dugc pham
thudc cac linh vurc san xuét, thdm dinh, tu van va ho trg k§ thuét.

Richard Chai, Senior Technical Service Manager, STERIS Corporation, Singapore

Richard has been providing technical support and training related to contamination control for cleanrooms and
process equipment cleaning & sterilization process. Richard has more than 20 years of pharmaceutical industry
experience in manufacturing, validation, consultancy and technical support.

Aik Ann Neo, Giam déc khu vuc, STERIS Corporation, Singapore

Neo hién dang quan ly cac san phdm Hoéa chat Bao ché tai khu virc Chau A - Thai Binh Duong. Ong chiu trach nhiém
hé trg vé mat thuong mai, chudi cung Ung va ky thuat cho cac khach hang trong khu vurc, déng thdi cung cdp cac
gidi phap dap (rng yéu cau clia ho trong linh vuc 1am sach, khir trung va tiét trung.

Aik Ann Neo, Area Director, STERIS Corporation, Singapore

Neo currently manages the Formulated Chemistries products for Asia Pacific. He provides commercial, supply chain
and technical support for customers in the region, providing solutions for their requirements in cleaning, disinfection
and sterilization.

Totsapon Santitewagun, Chu tich, ISPE Thailand Affiliate & Giam doc diéu hanh, Global Tech Co; Thai Lan

M6t thanh vién sang 1ap, ngudi da gop phan thanh 1p van phong tai Thai Lan clia Hiép hoi K§ thuat Dugc pham
Quéc té (ISPE) tir hon hai thap ky trudc. Ong hién la Gidng vién dat chudn cla ISPE, chuyén vé hé théng Sudi,
Théng gi6 va Diéu hoa khéng khi (HVAC) trong méi trudng san xuat duge pham.(Toa dam)

Totsapon Santitewagun, President, ISPE Thailand Affiliate & Managing Director, Global Tech Co; Thailand

A founding contributor who helped establish the Thailand branch of the International Society for Pharmaceutical
Engineering over two decades ago. He serves as an ISPE Qualified Instructor specialized in Heating, Ventilation, and
Air Conditioning (HVAC) systems for pharmaceutical environments. (Panel discussion)

Tién si. SasivimolKittivoravitkul, Thu ky, ISPE Thailand & Giam doc diéu hanh, Advance Pharmaceutical
Manufacturing, Thai Lan

Tién si Pu c6 han 15 nam kinh nghiém, bao gbm viéc lam trudng du an thiét k&, chay thdr, danh gia va tham dinh
(CQV) m6t nha may san xuat thuéc khong vo tring mdéi (APm). C6 ciing la Dai dién Lanh dao vé Chat lugng (QMR)
clia codng ty, s& hiru bang Tién st Khoa hoc May tinh, va dugc CQI va IRCA ¢ong nhan 1a Kiém dinh vién trudng cho
chirng nhan 1ISO 9001:2015 cung Kiém dinh vién trudng cho chirng nhan Hé théng quan ly chat lugng 1ISO
13485:2016.

Dr Sasivimol Kittivoravitkul, Secretary, ISPE Thailand & Managing Director, Advance Pharmaceutical
Manufacturing, Thailand

Dr Pu has over 15 years experience, which includes project leader in constructing a new non-sterile plant (APm)
design, commissioning, qualification and validation. She is also the company's Quality Management Representative
(QMR), holds a PhD in Computer Science, is accredited by CQl and IRCA for Certified ISO 9001:2015 Lead Auditor
and Certified Quality Management System ISO 13485:2016 Lead Auditor.
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CM Plus Group la cong ty tu van va ky thudt hang dau tir Nhat Ban, chuyén cung cap gidi phap toan dién cho cac
nha may cdng nghé cao. Céng ty hd trg khach hang tir thiét k&, xay dung dé&n van hanh va thdm dinh du an. Vi
chuy&n mén sau va kinh nghiém quéc t€, CM Plus phuc vu cac nganh dugc pham, thuc phdm, m§ phdm va ban dan,
gilip nang cao chat lugng, hiéu qua va tuan tha tiéu chuan. Hoat ddng manh tai chau A, CM Plus I d6i tac tin cay
gitip doanh nghiép t6i wru hiéu sudt va phat trién co s& san xuét hién dai, bén virng. https://cm-plus.co.jp/vn/

CM Plus Group is a leading Japan-based engineering and consulting firm delivering end-to-end solutions for
advanced manufacturing facilities. We combine deep technical expertise with global project experience to support
clients from concept and design through construction, validation, and operation. Serving industries such as
pharmaceuticals, food, cosmetics, and semiconductors, we drive excellence in quality, compliance, and efficiency.
With a strong presence across Asia, CM Plus is your trusted partner to accelerate project success, optimize
performance, and build future-ready facilities. https://cm-plus.co.jp/vn/

Pugc thanh 1ap vao nam 2013, Tap doan Efor la m6t cong ty hang dau toan cau vé chat lugng va tuan thd cho
nganh Khoa hoc Sy s6ng. Véi hon 3.000 nhan vién tai 18 quéc gia, Tap doan hb trg cac cong ty dugc phdm, cong
nghé sinh hoc va céng nghé y t€ hang dau trong viéc ddm bao hoat ddng san xuét va day nhanh viéc cung cdp cac
liéu phap déi mdi, an toan va dang tin cdy cho ngudi bénh. https://efor-group.com/

Founded in 2013, Efor Group is a leading global player in quality and compliance for the Life Sciences industry. With
more than 3,000 employees across 18 countries, the Group supports leading pharmaceutical, biotech, and medtech
companies in securing their manufacturing operations and accelerating the delivery of innovative, safe, and reliable
therapies to patients. https://efor-group.com/

IMA Italy: nha sdn xudt may méc dugc pham s6 mot trén thé gidi. La nha cung cap tin cdy cho cac cong ty da quéc
gia dau nganh,IMA d3t ra tiéu chudncho cong nghésan xuét thudcvd trung, san xudt thuécdang ran va congnghé bao
goi. Véi kha nang d6i mdi vuottrdi, tu ddnghda tién tién va tuanthti nghiém ngatcGMP, IMA dam bdo hiéu qud, dé tin
cdy va su an tam vé mdt phap ly - trd thanh d8i tac dugc ua chudng trén toan ciu trong san xuat dugc pham.
www.ima.it

IMA Italy: the world’s number one in pharmaceutical machinery. Trusted by leading multinational companies, IMA
setsthe benchmark for sterile, soliddose, and packaging technologies. With unmatched innovation, automation, and
GMP compliance, IMA ensures efficiency, reliability, and regulatory confidence—making it the preferred global partner
in pharmaceutical production. www.ima.it

Empowering you to make confident, well-informed decisions for your pharmaceutical development &
manufacturing!

Kham pha danh muc san phdm Millipore® va SAFC® clia ching t6i d€ ti€p cdn mét thé gidi day hlra hen vai vo sd
giadi phap t6i uu gidp gidi quyét nhitng thach thirc cap thiét nhat trong linh vurc duge phdm va duge sinh hoc, chang
han nhu ting cudng quy trinh sdn xudt (process intensification), chuyén déi s6, liéu phap ndng dé cao, cac mé hinh
quy trinh cho cac phuong thirc diéu tri mdi, ciing nhu hd trg chuyén sau nham dap (ng cac yéu cau quy dinh dang
khéng ngirng thay déi.

Vé&i danh muc cac san pham, dich vu phong phu va tién ti€n, cling nhu kha nang nam bat, tu van vé cac quy dinh
cap nhat trong nganh, ching t6i c6 thé ho trg t6i wu hoa quy trinh ra quyét dinh clia Quy khach hang, déng thoi ddng
hanh cung hanh trinh nghién cru phat tri€n san pham, giup Quy khach hang tu tin va nhanh chong trién khai tir giai
doan phat trién quy trinh dén san xudt GMP quy mé 16n. Strategies for Drug_Development

Empowering you to make confident, well-informed decisions for your pharmaceutical development &
manufacturing!

Explore our Millipore® and SAFC® portfolios to access an exciting world full of options to solve your most urgent
pharma and biopharma challenges like process intensification, digital transformation, high-concentration therapeutics,
process templates for new modalities, or support to help navigate evolving regulatory requirements. With a wide
portfolio of cutting-edge products, services, and regulatory consultancy, we can help streamline your decision-making
and support your drug development journey as you move confidently and quickly through process development and
larger-scale GMP production. Strategies for Drug Development

STERIS Life Sciences |4 d8i tac tin cdy clla Quy Khach hang trong linh vuc kiém soat nhiém khuan. V&i hon 100
nam kinh nghiém, STERIS la tdp doan hang dau thé gidi va chuyén gia trong cac linh vuc tiét trung, 1am sach va
kiém soat nhiém khuan. T d6i mai cdng nghé dén cac gidi phap thuc tién, danh muc san pham va dich vu toan
dién clia ching t6i dugc phat trién nhdm dap (ng hiéu qua cac nhu cau vé lam sach, khir tring va tiét tring cia Quy
Khach hang. www.sterislifesciences.com

STERIS Life Sciences is your trusted partner in contamination control. For over 100 years, STERIS has been a
global leader and expert in the industries of sterilization, cleaning and infection control. From innovation to results,
our comprehensive portfolio of products and services is designed to meet yourcleaning, disinfection & sterilization
needs. www.sterislifesciences.com

Yokogawa cung cap cac gidi phap tién tién trong linh vuc do Iudng, diéu khién va théng tin cho nhiéu nganh céng
nghiép, bao gém dugc phdm, thuc phdm, nang lugng, héa chat va vat liéu. Chung téi ddng hanh cung khach hang
trong viéc t6i wu héa sdn xudt, tai sdn va chubi cung (rng théng qua viéc ing dung hiéu qua cac cdng nghé s6, tao
tién dé cho qua trinh chuyén d8i sang md hinh van hanh tu déng. https://www.yokogawa.com/vn/

Yokogawa provides advanced solutions in the areas of measurement, control, and information to customers across a
broad range of industries, including pharmaceuticals, food, energy, chemicals, and materials. Yokogawa addresses
customer issues regarding the optimization of production, assets, and the supply chain with the effective application
of digital technologies, enabling the transition to autonomous operations. https://www.yokogawa.com/vn/
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P6i Tac Pang Tin Ciy Cuia Ban Trong Pam Bao V6 Khuan Va Tuan Thi Quy Pinh

Pugc thanh 1p tai Singapore vao nam 2012, Bio-Engrg da khang dinh vi thé 1& mét déi tac dang tin cdy trén khdp khu vuc
ASEAN. Chung t6i gilip cac cd sd san xuat dé dang tuan thi cac tiéu chudn clia US-FDA, EU GMP Annex 1 va cac quy dinh
tai dia phuang. Hé thong thiét bi chinh: Kham pha cac hé théng rira, tiét trung va tao hoi nuwdc van hanh bén bi, dugc thiét ké
dé t6i da hoa thai gian hoat ddng san xudt va dap (ng cac tiéu chuan quy dinh khat khe trén toan cau;

Coéng nghé VHP®: T6i uu hdéa cac chu ky khir nhiém cho phong sach va thiét bi; cac giai phap VHP ctia STERIS mang lai
hiéu qua phéd rong, kha nang tuang thich vat liéu vuot troi va két qua co tinh 13p lai cao;

Giai phap tron goi toan dién: Déi ngii chuyén gia dugc dao tao chinh hang hd trg du an tir 1ap k& hoach va tuy chinh dén trién
khai gidi phap tron géi va thdm dinh. https://bio-engrg.com.sg/

Your Trusted Partner in Sterility Assurance & Compliance

Incorporated in Singapore in 2012, Bio-Engrg has established itself as a trusted partner across the ASEAN region. We help
facilities seamlessly comply with US-FDA, EU GMP Annex 1, and local regulatory standards.

Capital Equipment: Robust washing, sterilization, and steam generation systems engineered to maximize manufacturing
uptime and meet stringent global regulatory expectations;

VHP® Technology: Optimize clean-room and equipment decontamination cycles with STERIS VHP solutions that deliver
broad-spectrum efficacy, excellent material compatibility, and highly repeatable results;

Comprehensive Turnkey Expertise: Factory-trained specialists support projects from initial planning and customization through
turnkey delivery and validation. https://bio-engrg.com.sg/

ESTEC la nha cung cap giai phap va dich vu trong linh vuc tu déng héa va sé hoa cho cac nganh cong nghiép tai Viét Nam.
Chung t6i cung cap céac dich vu toan dién, bao gém tu van, thiét k& ky thuat, tich hgp hé théng, phat trién phan mém, lap dat,
chay thir va bdo tri. La doi tac Gy quyén clia Siemens, ESTEC mang dén cac hé thong tu déng hoéa tién tién, ho so 16 dién tr
(eBR), hé thdng diéu hanh san xuat (MES), hé théng bdo tri stra chira va dai tu (MRO), cung hé théng quan ly dir liéu va tai
liu (DDMS) cho nganh dugc phdm, giup doanh nghiép dap (rng cac tiéu chudn GMP va trién khai mé hinh sdn xuét théng
minh, qua d6 t8i wu héa quy trinh van hanh, nang cao chat lugng sdn pham va dat dugc sy phat trién bén virng.
www.estec.vn

ESTEC is a solution and service provider of automation and digitalization for industries in Vietham. We offer comprehensive
services, including consulting, engineering design, system integration, software development, installation, commissioning and
maintenance. As an authorized partner of Siemens, ESTEC delivers advanced automation systems, electronic Batch Record
(eBR), manufacturing execution system (MES), maintenance repair and overhaul system (MRO), data and document
management system (DDMS) to the pharmaceutical industry, helping enterprises meet GMP standards and implement smart
manufacturing models, thereby optimizing operational processes, enhance product quality, and achieve sustainable
development. www.estec.vn

Factorytalk la nha cung cap gidi phap k¥ thuat sé va tu van hang dau cho cac nganh khoa hoc su séng tuan theo cac tiéu
chudn GxP, bao gdbm dugc phdm, cdng nghé sinh hoc, liéu phap té bao va gen, thiét b y t€, thubc thdo dugc, cong nghé y té,
m§ phdm va thuc phdm & d6 udng. Factorytalk c6 mdt ddi ngd chuyén gia hoat déng trén khdp chau A, chau Au va Hoa Ky tr
cac van phong tai Bangkok, Thai Lan va Manchester, Anh Quéc. Cong ty hgp tac vdi hon 200 khach hang trén toan thé gidi va
da cung cép dich vu thdm dinh, tu van va trién khai hé théng cho cac coéng ty sdn xuat tuan theo céc tiéu chudn GxP, cac t8
chirc chinh phdi va co quan quan ly. www.factory-talk.com

Factorytalk are a leading digital solutions provider and consultancy for the GxP regulated life sciences industries, including
pharmaceuticals, biotech, cell and gene therapy, medical device, herbal medicines, health tech, cosmetics, and F&B.
Factorytalk has a team of experts operating across Asia, Europe, and the US from their offices in Bangkok, Thailand, and
Manchester, UK. The company engages with over 200 customers worldwide and has offered validation, consulting services,
and systems implementation for GxP-regulated manufacturing companies, government organizations, and regulators.
www.factory-talk.com

Tap doan GEMU la nha sdn xuat hang dau, chuyén sdn xuat van, hé théng do ludng va diéu khién. V&i 6 nha may san xudt
va 27 cbng ty con, han 2400 nhan vién trén toan thé gidi, cling v&i mang ludi déi tac thuong mai liénkét chat ché, chung toi
c6 thé cungcdp céac san phdm va dich vu chat lugng cao cho Quy Khach hang trén toan cau. www.gemu-group.com

The GEMU Group is a leading manufacturer of valves, measurement and control systems. With 6 manufacturing sites and 27
subsidiaries employing over 2400 staff worldwide and together with a closely linked network of commercial partners we are
able to provide quality products and services to our clients globally. www.gemu-group.com

Véi han 100 nam kinh nghiém, KT 1a nha sdn xuat hang dau Nhat Ban vé hé théng chiét rét dugc pham, dac biét trong linh
vuc sdn phadm vo tring nhu thudc tiém va thuéc nhé mét. Dan dau thi phan tai Nhat Ban, KT s& hitu cong nghé dap rng cac
tiéu chuan qudc té khat khe nhu FDA, EMA va PIC/S GMP (EU). Chung t6i cam két mang dén nhitng gidi phap tién tién, dang
tin cdy va t6i uu cho nganh dugc pham Viét Nam. https://www.ktmfg.co.jp/

With more than 100 years of experience, KT is Japan’s leading manufacturer of pharmaceutical filling systems, specializing in
sterile products such as injectable drugs and ophthalmic solutions. As the market leader in Japan, KT possesses advanced
technologies that comply with the most stringent international standards, including FDA, EMA, and EU PIC/S GMP
requirements. We are committed to delivering innovative, reliable, and optimized solutions to support the pharmaceutical
industry in Vietnam. https://www.ktmfg.co.jp/
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Morimatsu Pharmadule 1 don vi sang lap ra khai niém cung cdp nha may mé-dun cho cac cd s& dugc pham. Morimatsu
da thuc hién thanh céng cac du an tich hap tir khau san xut dén khau tiéu thu dé san xuat insulin, khang thé don dong,
vac-xin, albumin tai t6 hap, yéu té tai t6 hop, ADC (thudc lién hop khang thé), polypeptide, v.v. cho nhiéu nha sdn xuat dugc
pham sinh hoc ndi ti€éng. https://www.morimatsu-lifesciences.com

Morimatsu Pharmadule is the founder of modular delivery concept for pharmaceutical facilities. Morimatsu has successfully
delivered integrated upstream and downstream projects to produce insulin, monoclonal antibodies, vaccines, recombinant
albumin, recombinant factor, ADC (antibody-drug conjugates), polypeptides, etc. to many well-known biopharmaceutical
manufacturers. https://www.morimatsu-lifesciences.com

Tap doan REPASSA DBong Nam A 1a d6i tac dang tin cdy clia quy cong ty khi nhic dén Thiét bi San xuat Dugc pham Sinh
hoc. Co tru s& chinh dat tai Singapore, vdi cac van phong Kinh doanh & Dich vu tai Viét Nam, Malaysia, ThaiLan, Indonesia,
Philippines va Myanmar, chingtéi luén sdnsang trd thanhmot phan trongday chuyén 13p rap clia quy céng ty dé giup quy
cong ty dat dugc muc tiéu clia minh. https://repassa.com/

REPASSA Group South East Asia is your reliable partner when it comes to Biopharmaceutical Manufacturing Equipment.
Head-quartered in Singapore, with Sales & Service offices in Vietnam, Malaysia, Thailand, Indonesia, Philippines & Myanmair,
we are alwaysready to be part of your assembly line to helpyou achieve your goals. https://repassa.com/

Sao Nam - nha phan phoi doc quyén dugc Uy quyén cla Particle Measuring Systems (PMS) va Veltek Associates (VAI) tai
Viét Nam - cung cap gii phap kiém soat 6 nhiém phong sach toan dién: giam sat méi truding, d€m hat va chat khir khuén
dat chudn nudc cat pha tiém vo trung. Hoan toan phi hgp vai Phu luc 1 GMP clia EU, ISO 14644 va tiéu chudn USP Sy
tuan thd clia quy vi dugc hd trg bdi nhirng gidi phap tét nhat! www.saonamchem.com

Sao Nam - exclusive authorized distributor of Particle Measuring Systems (PMS) and Veltek Associates (VAI) in Vietham -
delivers end-to-end cleanroom contamination control: environmental monitoring, particle counting, and sterile WFI-grade
disinfectants. Fully aligned with EU GMP Annex 1, ISO 14644, and USP standards. Your compliance, backed by the best!
www.saonamchem.com

Cong ty SatiCus han hanh tham gia tai HGi thdo ISPE Viét Nam, mang dén nhirng gidi phap thiét bj tién ti€n trong inh vuc
nghién ctru (R&D), ki€ém nghiém chét lugng (QC) va san xuat cho nganh Dugc phdm. V&i dinh hudng phuc vucac doanh
nghiépdat chudn FDA, EU-GMP, chiing t6i cung cdp céng nghé hién dai, t6i uu héa quy trinh va dadm bao chét lugng vuat
troi. SatiCus tu hao ddng hanh cung quy déi tac trén hanh trinh phat tri€én doanh nghiép va khang dinh vi thé trong thi truding
duoc phdm quéc t&. www.saticus.com

SatiCus provides advanced equipment solutions for Research & Development (R&D), Quality Control (QC), and
pharmaceutical production. To support businesses in meeting FDA and EU-GMP standards, we provide cutting-edge
technology to optimize processes and ensure exceptional quality. SatiCus takes pride in accompanying our valued partners
on their journey of business growth and establishing a strong presence in the international pharmaceutical market.
www.saticus.com

Bugc thanh 1ap ndm 1993, Tofflon 1a nha cung cap toan cau vé thiét bi va gidi phap k¥ thuét tich hgp cho nganh dugc sinh
hoc. V&i hon 30 nam kinh nghiém, Tofflon cung cap cac hé thdng toan dién bao gom san xuat thuogng ngudn va ha nguon,
chiét rot vé trung, déng kho va hé thdng cach ly mirc d6 cao. Céng ty chii trong tuan th( céac tiéu chudn quéc té, hé théng
quan ly chat lugng chit ché va tu dong hoa tién tién theo nguyén tic ISA-88. Vi cac co sd san xuat tai Trung Quéc, Y, An
D6 va Mexico, cling ddi ngii ho trg tai Dong Nam A, Tofflon d3m bdo trién khai du &n hiéu qua tir thiét k& dén tham
dinh.Tofflon Science and Technology Group Co., Ltd.

Founded in 1993, Tofflon is a global provider of pharmaceutical equipment and integrated engineering solutions for the
biopharmaceutical industry. With over 30 years of experience, Tofflon delivers end-to-end systems covering upstream and
downstream processing, aseptic fill-finish, lyophilization, and high-containment isolators. The company emphasizes
compliance with international regulatory standards, robust quality management systems, and advanced automation aligned
with ISA-88 principles. With manufacturing facilities across China, Italy, India, and Mexico, and regional support in Southeast
Asia, Tofflon enables reliable project execution from design to validation. We partner with clients to deliver scalable,
compliant, and efficient solutions for modern pharmaceutical manufacturing. Tofflon Science and Technology Group Co., Ltd.

Veltek Associates, Incorporated (VAI) da hoat déng trong thi trdng khir tring va vé tring trong sdn xuat cho nganh cong
nghé sinh hoc va dugc pham han 40 nam. Chung t6i 1a nhirng nha tién phong trong linh vurc héa chat/khan lau vé trung, thiét
bi 18y mau khong khi vi sinh, hé théng theo dai tai sdn RFID va quan &o dung mét 1an cho phong sach, véi hon 150 bang
sang ché ké tlr nam 1981. Cac cd s san xuat clia chung téi tai Pennsylvania, Hoa Ky dugc dang ky vdi EPA, FDA va tuan
th(l cac tiéu chudn USP dé kiém tra tit c& cac san phdm dugc san xuat (néu cé). D€ md réng cd s& khach hang hién cé vdi
hon 500 khach hang trén toan cau, chang t6i ¢ van phong dai dién khu vuc ngay tai Singapore dé phuc vu cdng déng san
xudt cong nghé sinh hoc va dugc pham dang phat trién manh mé& & Pong Nam A. Chuang t6i mong mudn duoc két néi véi
quy vi. https://sterile.com/

Veltek Associates, Incorporated (VAI) has been in the Biotech and Pharmaceutical manufacturing decontamination, sterility
market for over 40 years. We are innovators in the areas of Sterile Chemicals / Wipes, Microbial Air Samplers, RFID Asset
Tracking and Cleanroom Disposable Garments with well over 150 patents since 1981. Our manufacturing facilities in
Pennsylvania, USA are EPA, FDA registered, in conformity to USP standards for testing of all manufactured products where
applicable. To expand our existing client base of over 500 customers globally, we have a regional presence right here in
Singapore to service the ever-growing Biotech and Pharmaceutical manufacturing fraternity in Southeast Asia. We look
forward to connecting with you. https://sterile.com/
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