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HOI THAO GMP/GMP-EU
Ngay 6-7 thang 11 nam 2025, tai khach san Le Méridien Saigon

DU KIEN CHUO'NG TRINH
Thi* Nam, ngay 6 thang 11 nam 2025

8.30 Dang ky dai biéu

9.00 Phat biéu chao mirng: Andreas Kappler, Chl
tich, Thanh vién, ISPE Singapore & Giam déc Quan
ly Dwoc pham khu viee ASEAN, Siemens, Singapore
Pai dién Hiép ho6i Doanh nghiép dugc Viét Nam
(VNPCA), Pai dién Cuc QLD (DAV)
9.15 Nang c3p co s& WHO GMP |én EU GMP - Co
hoi va thach thirc, Ong Dao Xuan Hudng- Chu tich
HDPQT Cong ty GMPC Viét Nam
9.30 Kinh nghiém trién khai EU GMP (kinh nghiém
thanh tra va duy tri EU GMP), Ong Lé Ngoc Trinh —
Pho TGP Céng ty C6 phan dwo'c pham Boston Viét
Nam

Téng quan Quy dinh vé GMP
9.45 Sy hoa ho'p va Tham chiéu cac yéu cdu GMP
(EU-GMP, PIC / S, US FDA & WHO) - Lgi ich ddi
v@i nganh cong nghiép dwoc
Vee Revithi, C6 van cdp cao cho cac co quan quan
ly duwgc pham vé GMP, GDP; Hy Lap
10.05 Nhirng thay doi gan day déi véi Phan 1
trong Hwéng dan vé GMP cla EU va PIC/S
Vee Revithi, C6 van cap cao cho cac co quan quan
ly duwgc pham vé GMP, GDP; Hy Lap
10.30 Nghi giai lao sang
11.00 Nhirng thay ddi gan day d6i véi Phu luc 1
clia trong Hwéng dan vé GMP cha EU va PIC/S
Bob Tribe, C6 van vé cidc van dé phap ly clia APAC,
ISPE Singapore, Uc

Chat lwong va An toan

11.25 Co s& duo'c pham mo-dun: Twong lai cha
san xuat mé rdng, an toan va tuan thu
Chen lJie, Gidm déc Ky thuit, Morimatsu
Pharmadule, Singapore

Cac ndi dung trinh bay tai HOi thao sé duoc gl

Link Download trwdc khi sy kién dién ra 1 tuan

Kiém tra va tuan tha
11.50 TAm quan trong trong viéc thwc hién kiém

tra GMP
Tién si Nizamil Fairuz Yahya, Giam déc diéu hanh
& Tu van chinh, PharmEng Technology Malaysia

12.15 Nghi an trua

1.30 Cach thirc lam viéc tét nhat véi cac co
quan quan ly - Nhirng diéu nén Iam va khéng
nén lam lién quan dén tuan thu

Vee Revithi, C& van cip cao cho cac co quan quan
ly duwgc pham vé GMP, GDP; Hy Lap

2.00 Nap méi trwong — Bai hoc rut ra tir cac
quan sat quy dinh méi nhat

Richard Chai, Gidm ddc Dich vu Ky thuat Cap cao,
Tap doan STERIS, Singapore

2.30 Tir di¥ liéu dé&n théng tin chi tiét: Cach

ti€p can dua trén nguy co’ dé giam sat tuan

tha

Sheng Sheng Su, Gidm d&c Phat trién Thi trwong
Dwoc phdm Cap cao ASEAN, Waters Pacific,
Singapore

3.00 Nghi giai lao chiéu

Chat lwgng, Tuan tha va tinh S3n sang cla co
quan quan ly

3.30 Quan ly thanh tra GMP clia co’ quan quan ly
nha nuwéc theo quy dinh ctia EU va PIC/S

Bob Tribe, C6 van cac van dé phap ly APAC, ISPE
Singapore, Uc

4.00 Thao luan, H6i & Dap: San xuat thudc an
toan: GMP, Chat lwong va Tuan thu
Dién gid ngay 1

5.30 K&t thic ngay 1



Singapore
Affiliate

HOI THAO GMP/GMP-EU

Ngay 6-7 thang 11 nam 2025, tai khach san Le Méridien Saigon

DU KIEN CHUO'NG TRINH
Thir Sau Ngay 7 thang 11 nam 2025

9.00 Phat biéu khai mac
Andreas Kappler, Chu tich, Thanh vién, ISPE
Singapore & Gidm d6c Quan ly nganh Dugc phdm
ASEAN, Siemens, Singapore

Cong nghé & Ung dung ky thuat so doi voi

GMP
9.10 Dam bao tuan thu trong thoi gian ngan hon
véi céc giadi phap ky thuat s6
Vissarut Saksureemongkol, Gidm ddc kinh doanh,
Factorytalk, Thai Lan
9.30 Cac céng cu thdng minh dé tuan tha thong
minh hon: S6 héa EU-GMP véi eQMS, MES &
LIMS
Krishna Chaitanya, Chuyén gia - Dugc phdm &
Khoa hoc Doi song, Yokogawa Engineering Asia,
Singapore
9.50 Chuyén ddi hoat ddng san xuat: Cich
trién khai thanh céng hé théng EBR va MES
Piyaras (Ning) Uboldejpracharak, Trudng bd phan
Ban hang & Tiép thi, Khu vyc Chau A, Koerber
Pharma Software, Thai Lan
10.10 Hwéng dan tirng bwéc thay thé cac quy
trinh tha céng trong phong thi nghiém GLP véi
LIMS
Chamnong Ingsathit, Gidm d&c Kinh doanh khu
vuwc ASEAN, LabWare, Thai Lan
10.30 Nghi giai lao sang
11.00 Chuyén dai ky thuat sé cia canh quan
phong thi nghiém
Thomas Kamrat, Gidm d6c san phdm cta AP
Connect, Anton Paar GmbH, Ao

Gi@i thiéu vé ISPE: https://ispe.org/

11.20 Xay dwng Chién lwgc kiém soat tap nhiém
hiéu qua(CCS) dadi véi loc vd trung: Ky vong va
thwc hanh tét nhat

Anand G Ibrahimpur, Gidm d6c cdp cao, Dich vu
Tham dinh nhanh; APAC., Cytiva, An Do

11.40 Ap dung giai phap déng géi da dung tién
tién dé bdo vé dwoc pham nhay cam véi nhiét
do

Marcus Guilhem, Gidm déc diéu hanh, Cargoteam
Pharma, Viét Nam

12.00 Thao ludn: Khi GMP dap rng s héa: Ching
ta chi don thuan |13 dang diém danh — hay taora
gia tri kinh doanh thuc sy?

12.30 Nghi &n trua

1.45 Lam sach va Tiét trung — Phu luc 1 Yéu cau
& Bai hoc kinh nghiém tir cac quan sat cac quy
dinh quan ly

Neo Aik Ann, Gidm déc Khu vuc &

Richard Chai, Gidm d6c Dich vu Ky thuat Cap cao
Tap doan STERIS, Singapore

2.45 Nghi gidi lao chiéu
3.15 Hoi dap mé& cho toan thé dai biéu

4.45 Két luan & két thac hodi thao

Dai bidu c6 thé glri cau hdi bang van ban truéc
va vao bat ky lic nao trong qué trinh Hoi thao

Hiép hoi Ky thuat Dwoc pham Qudc té [a hiép hdi phi loi nhuan I&n nhat thé gidi phuc vu cac
Thanh vién ctia minh bang nhitng ti€n bd khoa hoc, ki thuat va quy dinh hang dau trong toan bo
vong doi cta san phdm dugc pham. Cong ty lién két cha ISPE Singapore c6 hon 500

thanh vién va 1a nhan t6 chinh thdc ddy nganh san xuét trong nudc.



https://ispe.org/
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Tiéu slr cha cac dién gi

Andreas Kappler, Ch( tich, Thanh vién, ISPE Singapore & Giam d6c Quan ly nganh
Duagc khu vire ASEAN, Siemens Pte Ltd, Singapore

Andreas hién dang dan dat nganh Dugc pham va Héa chat tai Siemens khu vuc
ASEAN. V&i hon mét thap ky kinh nghiém toan ciu trong viéc thic day cac sang kién
tw déng hda quy trinh va s6 héa quy md I&n, dng la mét chuyén gia vé chuyén déi
hoat déng trong linh vic dugc phdm va hda chat d3 dugc cdng nhan

Vee Revithi, C& van cip cao cho céc co quan quan ly dugc phdm vé GMP, GDP; Hy Lap;
Tu van qudc té cao cap cho cac co quan quan ly GMP. Vee d3 gilt vi tri Chanh Thanh
tra tai Co quan Quan ly Dugc phdm Hy Lap trong hon 3 thap ky, tham gia vao cac cudc
hop va cac quy trinh ctia EU. Ong ciling d3 tirng tham gia PIC/S, va quan ly danh gia EOF
cla Hy Lap bdi PIC/S. Vee ciing d3 tirng lam viéc tai ROCHE, Thuy ST trong 5 ndm, hd
trg thuc hién cac quy dinh GMP cltia nganh.

Bob Tribe, C6 van céc van dé phap ly APAC, ISPE Singapore, Uc

Tw van qudc té cho cac co quan quan ly GMP. B3 ho tro va hién dang hd tro nhiéu co
quan quan ly trén khap thé gidi gia nhap PIC/S. Cyu Chd tich PIC/ S. Cyu Truwdng bo
phan GMP tai TGA, Uc.

Chen Jie, Gidm d6c K§ thuat, Morimatsu Pharmadule, Singapore
Chen Jie ¢c6 hon 7 ndm kinh nghiém vé mang ky thuat vdi nén tang vitng chac trong
phat trién dy an co s& san xuat duoc pham, bao gdm thiét ké&, xay dung va tuan tha.

Tién si Nizamil Fairuz Yahya, Gidm déc diéu hanh & Tu van chinh, PharmEng
Technology Malaysia

V&i hon 25 ndm kinh nghiém, Nizamil d3 din dat viéc van hanh va danh gia nha may
khai nghiép trén khap Malaysia, Singapore va Indonesia, quan ly cac dy 4n chuyén giao
cong nghé tir khau xay dung dén khiu phé duyét theo FDA va I1SO. Chuyén mdn cla
ong bao gdbm C & Q, thdm dinh quy trinh, thdm dinh vé sinh, CSV va m3 hda trong
nganh dwoc pham va thiét by t&, cé ndng luc xay dwng SOP, quan ly CAPA va tuan thi
quy dinh quan ly.

Richard Chai, Gidm déc Dich vu Ky thuat Cap cao, Tap doan STERIS, Singapore
Richard cung tro ky thuat va dao tao cho khach hang lién quan dén kiém soat tap
nhiém d&i véi phong sach, quy trinh vé sinh thiét bi, va dam bao vé trung va bao tri.
La mot dién gid thuong xuyén trong nganh, dng cé hon 20 ndm kinh nghiém trong
nganh duoc phdm vé cdc mang san xuat, tham dinh, tw van va hd tro k§ thuat.

Sheng Sheng Su, Giam d&c Phat trién Thj trwdrng Duwgc pham Cap cao khu viec ASEAN,
Waters Pacific, Singapore. Ong hd tro khach hang trén khap khu vuc ASEAN, véi cai
nhin sau sac vé nhitng thach thirc ma cac doanh nghiép phai d6i mit, Sheng Sheng
tan tdm trao quyén cho céc té chirc nang cao sy tuan thd va hiéu qua hoat dong. Ong
hop tac chit ché véi khach hang dé tim hiéu va trién khai cdc cdng nghé méi nham
thic day d6i méi va hd tro ting trwdng bén virng trong moi trudng duoc quan ly.




Vissarut Saksureemongkol, Gidm ddc Kinh doanh, Factorytalk, Théi Lan

Vissarut dan dat cac tai khoan giai phap k§ thuat s6 va da thic day cac sang kién
guan trong, gidi thiéu eQMS va EBR cho mét loat cac khach hang, tir cac cong ty khai
nghiép va cac céng ty dwoc pham toan cau dén cac co quan quan ly cha chinh pha

Krishna Chaitanya, Chuyén gia — Nganh Duoc phdm & Khoa hoc Boi sdng,
Yokogawa Engineering Asia, Singapore

V@i 20 ndm kinh nghiém vé GMP, Tuan th( Chat lvgng, Tinh toan ven Di¥
liéu, Thdm dinh va Chuyén d6i Ky thuat sd, lam viéc véi Pfizer, Roche, MSD,
AbbVie, Samsung Biologics va Dr. Reddy's. Krishna con hd trg dong déi mai
trong Iinh vuc Dugc pham, kinh doanh am thyc (F & B) va Khoa hoc Doi
sdng, gidi quyét cac nut that c6 chai quy trinh bang chuyén d&i k§ thuat sé va
thuc day su san sang clia nganh cong nghiép thong minh véi viéc tuan thd
chat lwong la cét 16i.

Piyaras (Ning) Uboldejpracharak, Truéng bo phan Ban hang & Tiép thi,
khu vuc Chau A, Koerber Pharma Software, Théi Lan

Piyaras gii? vai trd nay tai tru s& & Bangkok trong 5 nam. Piyaras cé bang Cl
nhan Quan tri Kinh doanh va bang Thac st vé Tiép thi Chién lwoc tai Vuong
qudc Anh. C6 cung cap dich vu tw van va dich vu ho tro vé ki thuat ban hang
cho céc khach hang cta cidc doanh nghiép dugc phdm / Cong nghé sinh hoc
trong khu vuc Chau A.

Chamnong Ingsathit, Giam déc Kinh doanh khu viyc ASEAN, LabWare, Thai
Lan

Ké tir khi gia nhap LabWare vao nam 2011, Chamnong da ddng vai trd quan
trong trong viéc ho tro doi ngii kinh doanh khu vuc ASEAN, déng gép cho cac
du an LIMS trong céc linh vie dugc pham, thuc phdm, phong thi nghiém dich
vy, chan doan 1am sang va phong kham.

Thomas Kamrat, Giam d6c san phdm cta AP Connect, Anton Paar GmbH,
Ao

Thomas hoc chuyén nganh Ky thuat Héa hoc tai Pai hoc Cong nghé Graz. Véi
kinh nghiém chuyén mén vé Quan ly Chat lvong va Cac van dé vé Quy dinh
quan ly trong nganh my pham, éng tap trung vao vai tro 1a mot chuyén gia
duwoc cong nhan trong viéc s& hoa phong thi nghiém. Ong hién 13 Gidam ddoc san
pham cta AP Connect, phan mém phong thi nghiém sang tao clia Anton Paar.

Anand G Ibrahimpur, Giam déc cap cao, Dich vu Thdm dinh nhanh (Fast
Trak™); APAC., Cytiva, An D4. Véi hon 18 ndm trong nganh dwoc pham, Anand
mang dén chuyén mon siu vé ché bién vé trung, loc vd trung, GMP va thdm
dinh v6 trung. Ong 1anh dao nhém dich vu tham dinh APAC clia Cytiva, ho tro
cac khach hang dwoc pham va cong nghé sinh hoc trong toan khu vuc.



Marcus Guilhem, Gidm déc diéu hanh, Cargoteam Pharma, Viét Nam
Marcus, v&i trén 20 ndm kinh nghiém trong Iinh virc hdu can va nén tang duoc
pham vitng chic, 1a ngudi sang 1ap Cargoteam Pharma vao ndm 2018. Dudi sy
I3nh dao cha éng, Cong ty da tré thanh mot cdng ty chid chét trong Iinh vee hau
can dwoc pham chuyén dung tai Viét Nam, dam bao cdc hoat ddng van chuyén
thudc, thir nghiém 1am sang, mau sinh hoc va thiét bi y t& an toan, hiéu qua va
tuan thu quy dinh,

Neo Aik Ann, Giam d6c khu viee, Tap doan STERIS, Singapore

Neo hién dang quan ly cac san pham Hdéa chat Cong thirc o rkhu viuc Chau A Thai
Binh Duwong. Ong hd tro vé thuong mai, chudi cung tng va ki thuat cho khach hang
trong khu vire, cung cap cac giai phép cho cac yéu ciu cla ho trong viéc lam sach,
khir trung va vo trung
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Anton Paar phat trién, san xuat va phan phdi cac thiét bi phong thi nghiém va hé théng do lwdng quy trinh cé
dd chinh xac cao. Chung téi 13 don vi hang dau thé gidi vé do lwong ty trong, ndng dd, CO2 va trong linh vuc
lwu bi€én. www.anton-paar.com

Cargoteam Pharma |3 cong ty hau can dugc chirng nhan toan cau trong linh viec phan phéi duwgc phdm. Cac
dich vu clia ching tdi bao gdm phan phéi dugc pham va cac san pham sinh hoc nhay cdm véi nhiét do bang
cach sir dung bao bi nhiét tién tién trong van chuyén dudng bién va hang khéng. Ngoai ra, ching t6i ty hao 13
nha phan phéi ddc quyén tai Viét Nam cho Intelsius - cong ty DGP chuyén san xuat bao bi kiém sodt nhiét do.
https://cargoteampharma.com/



http://www.anton-paar.com/
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Tai Cytiva, s&* ménh cla ching t6i |a thic day va gia tdng sy phét trién cla cdc phuwong phap tri liéu. Danh
muc san pham va cong nghé sau, rong, quy md toan cau va dich vu t8t nhat clia ching téi s& cung cap sy hd
tro quan trong tir nghién clru phat trién dén diéu tri, cho nhitng khdch hang bao gdbm céc nha nghién ciru ma
rong, cdng nghé sinh hoc mdi, dugc pham sinh hoc quy mé 1én va céc nha san xuat dugc theo hop dong.
www.cytiva.com

Factorytalk |a nha cung cap cac giai phép kj thuat sé va tw van hang dau cho cic nganh cong nghiép khoa hoc
doi séng theo quy dinh GxP. CS van phong dat tai Bangkok va Manchester, cidc chuyén gia clia Cong ty hoat
dong trén khdp Chau A, Chau Au va Hoa Ky. Cong ty ching tdi cung cap dich vu xac thuce, tw van va trién khai
hé théng cho hon 200 khach hang 1a cidc doanh nghiép trong nganh dugc pham, cdng nghé sinh hoc, thiét bj
y t&, cdng nghé y t&, chinh pha va co quan quan ly. www.factory-talk.com

Tap doan GEMU |a nha san xuat hang dau, chuyén san xuat van, hé théng do lwdng va diéu khién. V&i 6 nha
mdy san xuat va 27 cdng ty con, hon 2400 nhan vién trén toan thé gidi, cung véi mang Iwdi déi tac thuwong
mai lién két chat ché, ching tdi c6 thé cung cap cac san pham va dich vu chat lwvgng cao cho Quy Khach hang
trén toan ciu. www.gemu-group.com

Thanh An E&T 13 nha phan phdi d6c quyén AHU Huber & Ranner tai Viét Nam, cung cap thiét bj xtr ly khéng
khi chuan Birc cho cac dy any t&, dugc pham, dién tlr va cong nghiép cdng nghé cao. San pham dép tng
tiéu chudn qudc té vé hiéu suat, dd bén va tiét kiém nang lvgng. https://thanhanet.com

IMA Italy: nha sdn xuat mdy méc dwoc pham s6 mét trén thé gidi. La nha cung cap tin cdy cho cac cong ty da
qudc gia dau nganh, IMA dat ra tiéu chudn cho cdng nghé san xuat thudc vo trung, san xuat thudc dang ran va
céng nghé bao goi. V&i kha ndng d&i mdi vuot tréi, ty ddng hda tién tién va tuan thd nghiém ngat cGMP, IMA
ddm bao hiéu qud, d6 tin cay va sy an tdm vé mat phép ly - tré thanh déi tdc dwoc wa chudng trén toan cau
trong san xuat dugc phdm. www.ima.it

Kérber |3 mot tap doan cong nghé quéc té vdi khodng 13.000 nhan vién tai hon 100 co s& trén toan thé gidi.
Danh muc giai phéap toan dién déc ddo cla ching t6i bao gdbm tir may mdc - cho quy trinh x& Iy vd trung, kiém
tra, déng gdi va nguyén vat liéu, hé théng van chuyén - dén tu van, dich vu, phan mém, céc giai phdp kj thuat
s6 va giai phap tri tué nhan tao, déng vai tro |a cac |p tich hgp dé thuc ddy sdn xuat dugc pham.
https://www.koerber.com/

LabWare 13 nha cung cap giai phap phan mém quan ly phong lab (LIMS) hang d4u, thanh |4p nam 1987, tai
M§. Hién LabWare cé hon 2.500 khach hang (>29.000 labs) tai hon 125 nuwéc; 98% ngudi dung hai long véi
LabWare LIMS. LabWare LIMS tudn thi GMP, GLP va nhiéu tiéu chudn khdac trong quan ly phong lab.
www.labware.com

Morimatsu Pharmadule 13 nha séang 1ap mé hinh phan phdi san phdm dang module cho cac co s& dwoc pham.
Morimatsu d3 trién khai thanh céng céc dy én tich hop cd thuong ngudn va ha ngudn dé san xuéat insulin,
khang thé don dong, vac-xin, albumin tai t6 hop, yéu t6 tai t6 hgp, hé théng bdo quan va cap phat thudc ty
déng (ADC), v.v. cho cac nha san xuat dwoc pham sinh hoc.

https://www.morimatsu-lifesciences.com

PharmEng Technology |a cong ty hang dau thé gidi trong linh vuc cung cdp dich vu ki thuat cho cdc nganh
duoc pham, cdng nghé sinh hoc va cham séc sirc khoe. V&i hon 27 ndm kinh nghiém, ching tdi chuyén vé van
hanh thir nghiém, kiém tra va danh gid van hanh, thdm dinh chat lvong (CQV), thdm dinh hé théng may tinh
(CSV), quan ly dy an va tuan thi quy dinh. Ching toi hoat déng trén khap chau A, cung cap cac giai phap sang
tao, tiét kiém chi phi, dugc thiét ké riéng theo tirng khu vure, ddm bao chat lwvgng, tuan thd va van hanh téi
uu. https://pharmeng.com/contact-us/

Tap doan REPASSA Dong Nam A 13 d&i tac dang tin cdy cla quy cong ty khi nhic d&n Thiét bj San xuat Duoc
pham Sinh hoc. C6 tru s& chinh d&t tai Singapore, vdi cac vin phong Kinh doanh & Dich vu tai Viét Nam,
Malaysia, Thai Lan, Indonesia, Philippines va Myanmar, ching t6i ludn sin sang tré thanh mét phan trong day
chuyén 13p rap cla quy cong ty dé gitip quy cong ty dat dwoc muc tiéu cla minh. https://repassa.com/
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Cdng ty SatiCus han hanh tham gia tai H6i thao ISPE Viét Nam, mang dén nhitng gidi phéap thiét bj tién tién
trong linh vire nghién ciru (R&D), kiém nghiém chat lwgng (QC) va san xuat cho nganh Dugc pham. Véi dinh
huwéng phuc vu cédc doanh nghiép dat chudn FDA, EU-GMP, ching tdi cung cap cong nghé hién dai, téi wu hoa
quy trinh va dadm bao chat lvgng vuot trdi. SatiCus tw hao déng hanh cling quy déi tac trén hanh trinh phat
trién doanh nghiép va khdng dinh vi thé trong thj truong duwoc pham qudc t&. www.saticus.com

STERIS Life Sciences |3 d8i tac ddng tin cay clia Quy Khach hang trong linh virc kiém soat tap nhiém. Trong
hon 100 ndm qua, STERIS |a cdng ty hang dau thé gidi va chuyén gia trong linh viurc vo trung, vé sinh va kiém
soat nhiém khuan. Tir phat minh dén két qua, danh muc san pham va dich vu toan dién cla ching t6i duoc
thiét k& dé dap (rng nhu cau vé dich vu vé sinh, v trung va tiét trung cla Quy Khach hang.
www.sterislifesciences.com

TRS, am hiéu kién thirc (rng dung va cé nén tang ky thuat vé GDP/GMP, cam két dwa Kaye trd thanh cong ty
hang dau vé thiét bj giam sat va thdm dinh. Cac dich vu toan dién cla TRS bao gdbm dich vu thdm dinh nhiét,
dich vu hiéu chuin théng qua d6i tac Unitek Co. Ltd. https://www.unitekco.com

Hon 65 ndm qua, Waters - mot trong nhirng cong ty hang dau thé gidi trong linh viec Thiét bj phan tich va
Phan mém - ludn tién phong v&i nhitng d6i m&i trong linh vire Sac ky, Khéi phd va Phan tich nhiét dé phuc vu
phan tich trong céac Iinh virc Khoa hoc sy séng, Vat liéu va Khoa hoc thyc pham. Véi khoang 7.600 nhan vién
toan cau, Waters hoat dong & hon 35 qudc gia va c6 san pham hién dién tai hon 100 quéc gia.
https://www.waters.com/

Yokogawa cung cap cac giai phap tién tién trong linh vuc do ludng, diéu khién va théng tin cho nhiéu nganh
céng nghiép, bao gdbm dugc pham, thuc pham, ndng lvgng, hda chat va vat liéu. Ching tdi déng hanh cung
khach hang trong viéc t8i wu hda san xuat, tai sdn va chudi cung trng thong qua viéc rng dung hiéu qua cac
céng nghé sb, tao tién dé cho qud trinh chuyén ddi sang mé hinh van hanh ty dong.
https://www.yokogawa.com/vn/
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Singapore
Affiliate

GMP/GMP-EU Workshop | HOI THAO GMP/GMP-EU
6-7 November 2025, Le Méridien Saigon Hotel
Ngay 6-7 thang 11 nam 2025, tai khach san Le Méridien Saigon

Draft Programme / DU’ KIEN CHUO'NG TRINH
6 November, Thu Ngay 6 thang 11

8.30 Registration

9.00 Welcome

Andreas Kappler, Chair, Memberships, ISPE
Singapore & Head Vertical Management Pharma
ASEAN, Siemens, Singapore.
VNPCA, Representative of the Drug Administration)
9.15 Upgrading WHO GMP Facilities to EU GMP —
Opportunities and Challenges, Dao Xuan Huong,
Chairman of GMPC Vietham Company
9.30 Experience in Implement EU GMP(Experience in
inspection and maintain EU GMP), Le Ngoc Trinh
Deputy Director of Boston Vietnam Pharmaceutical
Joint Stock Company

GMP Regulatory Overview
9.45 Harmonisation and Reliance of (EU-GMP,
PIC/S, US FDA & WHO) GMP Requirements —
Benefits for Industry
Vee Revithi, Senior Consultant to Pharmaceutical
Regulatory Authorities on GMP, GDP; Greece
10.05 Recent Changes to Part 1 of the EU and
PIC/S GMP Guides
Vee Revithi, Senior Consultant to Pharmaceutical
Regulatory Authorities on GMP, GDP; Greece
10.30 Morning refreshment
11.00 Recent changes to Annex 1 to the EU and
PIC/S GMP Guides
Bob Tribe, APAC Regulatory Affairs Advisor, ISPE
Singapore, Australia

Quality and Safety

11.25 Modular Pharma Facilities: the Future of
Scalable, Safe and Compliant Manufacturing
Chen Jie, Technical Business Manager, Morimatsu
Pharmadule, Singapore

All presentations will be available for download 1
week before the event

Audit and Compliance

11.50 Cruciality in Implementing GMP Audits
Dr. Nizamil Fairuz Yahya, Managing Director &
Principal Consultant, PharmEng Technology
Malaysia

12.15 Lunch

1.30 How to Work Best with Regulatory
Agencies — Compliance Do’s and Don’ts

Vee Revithi, Senior Consultant to Pharmaceutical
Regulatory Authorities on GMP, GDP; Greece

2.00 Maedia Fill - Lessons Learnt from Latest
Regulatory Observations

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

2.30 From Data to Insights: A Risk-Based
Approach to Compliance Monitoring

Sheng Sheng Su, Sr Pharma Market Development
Manager ASEAN, Waters Pacific, Singapore

3.00 Afternoon refreshment
Quality, Compliance & Regulatory Readiness

3.30 Managing Regulatory GMP

Inspections by EU and PIC/S

Bob Tribe, APAC Regulatory Affairs Advisor, ISPE
Singapore, Australia

4.00 Discussion followed by Q&A: Making Safe
Medicines: GMP, Quality, and Compliance
Working Together

Day 1 Speakers

5.30 Endofdayl



7 November, Fri

Ngay 7 thang 11

9.00 Opening Remarks

Andreas Kappler, Chair, Memberships, ISPE
Singapore & Head Vertical Management
Pharma ASEAN, Siemens, Singapore

Technology & Digital Applications for GMP

9.10 Ensuring Compliance in Less Time with
Digital Solutions

Vissarut Saksureemongkol, Sales Manager,
Factorytalk, Thailand

9.30 Smart Tools for Smarter Compliance:
Digitalizing EU-GMP with eQMS, MES & LIMS
Krishna Chaitanya, Industry Expert - Pharma &
Life Sciences, Yokogawa Engineering Asia,
Singapore

9.50 Transforming Manufacturing
Operations: How to Successfully Implement
EBR and MES Systems

Piyaras (Ning) Uboldejpracharak, Head of Sales
& Marketing, Asia, Koerber Pharma Software,
Thailand

10.10 Step-by-Step Guide to Replacing Paper
Processes in Your GLP Lab with LIMS
Chamnong Ingsathit, ASEAN Sales Manager,
LabWare, Thailand

10.30 Morning refreshment

11.00 Digital Transformation of the
Laboratory Landscape

Thomas Kamrat, Product Manager of AP
Connect, Anton Paar GmbH, Austria

11.20 Building an Effective Contamination

11.20 Building an Effective Contamination
Control Strategy (CCS) for Sterile Filtration:
Expectations and Best Practices

Anand G lbrahimpur, Senior Manager, Fast
Trak™ Validation Services; APAC., Cytiva, India

11.40 Apply Cutting-Edge Multiple-Use
Packing Solution to Protect Temperature-
Sensitive Pharmaceuticals

Marcus Guilhem, CEO, Cargoteam Pharma,
Vietnam

12.00 Discussion: When GMP Meets
Digitalization: Are We Just Checking Boxes—or
Creating Real Business Value?

12.30 Lunch

145 Cleaning & Disinfection — Annex 1
Requirement & Lessons Learnt from Regulatory
Observations

Neo Aik Ann, Area Director &

Richard Chai, Senior Technical Service Manager
STERIS Corporation, Singapore

2.45 Afternoon refreshment
3.15 Audience Open Q&A

4.45 Concluding remarks; end of Workshop
Group photo

Questions may be submitted in writing before
and at any time during the event
Submit questions here

All presentations will be available for download
1 week before the event

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.

Gidi thiéu vé ISPE: https://ispe.org/

Hiép hoi K§ thuat Dugc phadm Quéc té 1a hiép héi phi loi nhuan I&n nhat thé gi¢i phuc vu cac
Thanh vién ctia minh bang nhirng ti€n bo khoa hoc, ky thuat va quy dinh hang dau trong toan
bd vong doi cta san phdm dugc phdm. Cong ty lién két cda ISPE Singapore cé hon 500
thanh vién va 1a nhan t6 chinh thdc ddy nganh san xuit trong nudc.
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About the Speakers

Andreas Kappler, Chair, Memberships, ISPE Singapore & Head Vertical Management

Pharma ASEAN, Siemens Pte Ltd, Singapore

Andreas leads the Pharmaceuticals & Chemicals vertical at Siemens ASEAN. With

over a decade of global experience in driving large-scale digitalization and process
. h automation initiatives, he is a recognized expert in transforming operations within
the pharma and chemical sectors.

i Vee Revithi, Senior Consultant to Pharmaceutical Regulatory Authorities on GMP,

' GDP; Greece

5 Senior international Consultant to GMP regulatory authorities. Vee has worked as

Head of the Inspectorate in the Medicines Authority of Greece for more than 3

decades, involved in EU meetings and procedures. Has also participated in PIC/S, and
~ managed Greece’s EOF assessment by PIC/S. Vee has also worked in ROCHE,

Switzerland for 5 years, assisting the implementation of GMP regulations by the industry.

)

Bob Tribe, APAC Regulatory Affairs Advisor, ISPE Singapore, Australia

International Consultant to GMP regulatory authorities. Has assisted and currently
assisting many regulatory authorities around the world to obtain PIC/S membership.
Former Chairman of PIC/S. Former Head of GMP at TGA, Australia.

Chen Jie, Technical Business Manager, Morimatsu Pharmadule, Singapore

Chen Jie has over 7 years of engineering experience with a strong background in
pharmaceutical facility project development, including design, construction, and
compliance.

Neo Aik Ann, 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.

Dr. Nizamil Fairuz Yahya, Managing Director & Principal Consultant, PharmEng

Technology Malaysia

With over 25 years experience, Nizamil has led start-up plant commissioning and

qualification across Malaysia, Singapore and Indonesia, managing technology transfer

projects from construction to FDA and ISO approval. His expertise spans C&Q, process
t and cleaning validation, CSV and serialization in pharmaceutical & medical device

industries, with capabilities in SOP development, CAPA management and regulatory compliance.

Richard Chai, Senior Technical Service Manager, STERIS Corporation, Singapore
Richard provides technical support and training to customers related to
contamination control for cleanrooms, process equipment cleaning process and
sterility assurance & maintenance. A frequent industry speaker, he has more than
20 years of pharmaceutical industry experience in manufacturing, validation,
consultancy and technical support.

Sheng Sheng Su, Sr Pharma Market Development Manager ASEAN, Waters Pacific,
Singapore

Supporting customers across the ASEAN region, with deep insight into the
challenges faced by regulated industries, Sheng Sheng is dedicated to empowering
organizations enhance compliance and operational efficiency. He collaborates
closely with customers to explore and implement new technologies that foster innovation and
support sustainable growth in regulated environments.




' Vissarut Saksureemongkol, Sales Manager, Factorytalk, Thailand
( - Vissarut leads digital solution accounts and has driven key initiatives, introducing
. eQMS and EBR to a range of clients, from start-ups and global pharmaceutical

I i ) I companies to government regulatory agencies.

Krishna Chaitanya, Industry Expert - Pharma & Life Sciences, Yokogawa
Engineering Asia, Singapore
5«7 With 20 years’ experience in GMP Manufacturing, Quality Compliance, Data
2 Integrity, Validation and Digital Transformation, working with Pfizer, Roche, MSD,
‘ /\- AbbVie, Samsung Biologics and Dr. Reddy’s. Krishna supports co-innovation in
‘ Pharma, F&B & Life Sciences, solving process bottlenecks with digital

transformation and driving smart industry readiness with quality compliance at the core.

Piyaras (Ning) Uboldejpracharak, Head of Sales & Marketing, Asia, Koerber
Pharma Software, Thailand

In her role for 5 years, based in Bangkok, Piyaras has a Bachelor degree in Business
Administration and a Master's degree in Strategic Marketing in the UK. She
provides consulting and technical sales support to Pharma/ Biotech customers in
the Asia region.

Chamnong Ingsathit, ASEAN Sales Manager, LabWare, Thailand

Since joining LabWare in 2011, Chamnong has played a key role in supporting the
ASEAN business team, contributing to LIMS projects across the pharmaceutical,
food, service laboratory, clinical diagnostics, and clinic sectors.

Thomas Kamrat, Product Manager of AP Connect, Anton Paar GmbH, Austria
Thomas studied Technical Chemistry at Graz University of Technology. With
professional experience in Quality Management and Regulatory Affairs in the
cosmetic industry, he set his focus as a recognized expert in digitizing the
laboratory landscape. He is currently Product Manager of AP Connect, Anton Paar’s
innovative lab software.

; Anand G Ibrahimpur, Senior Manager, Fast Trak™ Validation Services; APAC.,
E Cytiva, India

With over 18 years in the pharmaceutical industry, Anand brings deep expertise in
| aseptic processing, filtration, GMP, and validation. He leads Cytiva’s APAC
validation services team, supporting pharma and biotech clients across the region.

Marcus Guilhem, CEO, Cargoteam Pharma, Vietnam

Marcus, with 20+ years in logistics and a strong pharmaceutical background,
founded Cargoteam Pharma in 2018. Under his leadership, it has become a key
. player in specialized pharmaceutical logistics in Vietnam, ensuring safe, efficient,
and compliant transport of medicines, clinical trials, biological samples, and

« medical equipment.
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Anton Paar develops, produces and distributes highly accurate laboratory instruments and process
measuring systems, and provides custom-tailored automation and robotic solutions. It is the world leader in
the measurement of density, concentration and CO2 and in the field of rheometry. www.anton-paar.com

Cargoteam Pharma is a globally certified logistics company in the pharmaceutical distribution sector. Our
services include the distribution of temperature-sensitive pharmaceuticals and biological products using

advanced thermal packaging facilitated through sea and air freight. Additionally, we proudly serve as the
exclusive distributor in Vietnam for Intelsius, a DGP company that manufactures temperature controlled

packaging. https://cargoteampharma.com/

At Cytiva, our mission is to advance and accelerate the development of therapeutics. Our broad and
deep portfolio of tools and technologies, global scale, and best-in-class service provides critical
support from discovery to delivery, for customers spanning researchers, emerging biotech, large-
scale biopharma, and contract manufacturers.

www.cytiva.com

Factorytalk is a leading digital solutions provider and consultancy for GxP-regulated life sciences industries.
With offices in Bangkok and Manchester, their experts operate across Asia, Europe, and the US. Serving over
200 customers, they deliver validation, consulting, and system implementation for pharma, biotech, medical
devices, health tech, government, and regulators.

www.factory-talk.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

Thanh An E&T is the exclusive distributor of Huber & Ranner Air Handling Unit in Vietnam, supplying
German-standard air handling equipment for healthcare, pharmaceutical, electronics, and high-tech
industrial projects. The products meet international standards for performance, durability, and energy
efficiency. https://thanhanet.com

IMA Italy: the world’s number one in pharmaceutical machinery. Trusted by leading multinational
companies, IMA sets the benchmark for sterile, solid dose, 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
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Kérber is an international technology group with around 13,000 employees at over 100 locations worldwide.
Our unique portfolio of end-to-end solutions ranges from machines — for aseptic processing, inspection,
packaging and materials, and transport systems — to consulting, services, software, and digital and Al-driven
solutions that serve as integrating layers to boost pharmaceutical manufacturing.
https://www.koerber.com/

LabWare is the world's largest Laboratory Information Management System (LIMS) supplier, established in
1987 with headquarters in USA. LabWare has over 2,500 customers (including > 29,000 Labs) in more than
125 countries; 98% of users are satisfied with LabWare's products. LabWare LIMS complies with 1SO 17025,
GMP, and GLP Standards. www.labware.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, etc. to biopharmaceutical
manufacturers. https://www.morimatsu-lifesciences.com

PharmEng Technology is a global leader in providing technical services to the pharmaceutical,
biotechnology, and healthcare industries. With over 27 years of expertise, we specialize in CQV, CSV, project
management, and regulatory compliance. Operating across Asia, we deliver innovative, cost-effective,
regionally tailored solutions that ensure quality, compliance, and operational excellence.
https://pharmeng.com/contact-us/

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 & Myanmar, we are always ready to be part of your assembly line to help you achieve
your goals. https://repassa.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

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 your cleaning, disinfection
& sterilization needs. www.sterislifesciences.com

TRS, leveraging a robust application knowledge and technical background in GDP/GMP
environments, is committed to establishing Kaye as the pinnacle in validation and monitoring
equipment. Their comprehensive offerings include thermal validation services, calibration services
through local partner Unitek Co. Ltd

https://www.unitekco.com

Waters Corporation, a global leader in analytical instruments and software, has pioneered innovations in
chromatography, mass spectrometry and thermal analysis serving life, materials and food sciences for more
than 65 years. With approximately 7,600 employees worldwide, Waters operates directly in over 35
countries and has products available in more than 100 countries.

https://www.waters.com/

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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