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Cac diém khac nhau co ban giira GMP
PIC/S va GMP WHO

Gordon J. Fargunarson,
Sgg((jl—?g]n;]), (I;aErnggharson Shigehiro Tahara, B.Sc.

Chu tich Kiém Gidm doc Didu hanh, Gidm ddc Diu hanh & Giam doc Tac
Congty Critical Systems nghiép, Cong ty CM Plus Singapore

Chuyén gia tw van GMP PIC/S 30 nam kinh nghiém trong nganh Dwoc
va EU vé van dé An toan va va Ky thuit Cong nghiép.
Chat lwong
., A TS - “GMP nhin tir goc do,
‘Dua triet ly vao thue : thiet ke va ky thuat
tien
AKio Nakao, Ph.D. . Osamu Takahashi, Ph.D.
Pho Chu tich, . N Thanh tra vién chirng nhan boi
CM Plus Corporation, Nhat Ban APIC
ek Lé Vin Truyén, Ph.D.
Cuu Giam doc DPiéu hanh Cb van Cap cao, Chuyén gia Tu vén Cao cap,
va Sin xuét, Mitsubishi Cong ty CM Plus Viét Nam CMPlus SSiporatio, N3t Ban
Tanabe Pharma Corp. Nguyen Thur truong Bo Y t€ VN Chuyén gia Tw vin vé QA va
C(%h“ tich dacu tién, ciia VBPNCI:DAO Thanh tra Nha xuéng
“ 2 mot mo uyén gia Cao cap ciia e 2 A N
GMP la mgt mon (2010°2013), Chuyerp1 giangan han  Phuwong phap luén toan
khoa hoc” cita WHO tai Vietnam (2010-2013) cau vé thanh tra”
Doi twong tham du: Phi tham dur:
Hoi thdo nay dic bi¢t danh cho cac chuyén gia trong nganh Dugc: v VND 4.300.000 ( 2 ngay)
v" Quan ly cap cao (Chu Tich, Tong Gidm doc, Giam doc Biéu hanh,v.v...) Bao gom tai liéu, an trua va Gala Dinner
v" Giam doc San xuat, Giam déc QA/QC, . 2z
v Truéng Phong R&D, Dia diem:
v" Vacac Quan ly cap cao khéc. Khéach san New World Saigon
, 76 duong Lé Lai, Quén 1,
4 el A e A hd - X . . .
Tom tat n(.)l dung h(.)l thao- TP Ho Chi Minh, Vietnam

Tel: +84 8 3822 8888

Ngay thi nhét - . ..
Piing ky tham dy tai:

g L http://cm-plus.co.jp/vn/
Tiep don & Dang ky (08:00)

[Phat bidu Khai mac va Chao mimg] Chu tich CM Plus Japan; Lanh dao Hiép hoi Doanh nghi¢p Llén hé .

Dugc Viét Nam, Cuc Quén ly Dugce va S¢' Y t€ TPHCM. i

[ Bai giang -1] Cac quy téic co ban ciia GMP PIC/S va cac diém khéc biét voi GMP WHO
Héi thdo giita trwa (Luncheon Seminar)

[ Bai giang -2] Cac nguyén tic ciia Hé théng Chét lwong Dugc phim (PQS)

[ Bai giang -3] Cac nguyén tic ciia PQS: Khai niém vé Chit luong thong qua Thiét ké (QbD)

., PR A Pon vi to chire
Thdo ludn ban tron Cong ty TNHH
“Gala Dinner” — Tiéc toi: Giao luu va Gdp gé* (17:30-19:00) CM Plus Viét Nam

X - VIETNAM.
Ngay thi hai
08:00-16:45

Tiép dén va Ding ky (07:30) Bon vi ho tro: .
[Bai gidng -4] Phu luc 15 GMP EU — Khéi niém méi vé Tham dinh Hiép hoi Doanh nghiép
[Bai giang -5] Hb so Panh gia Duoc Vigt Nam
[Bai giang -6 ] Chay thir va Panh gia Tinh gon — Quan Iy Thyc hién Cai tién

Héi thdo giita trwa (Luncheon Seminar)

info@cm-plus.asia

[Hoi thao) “ Hoat dong PQS : Quan ly Rui ro Chét lugng (QRM), Hanh dong Khéc phuc & Phéi hop cung: BFE
H. d. Phong ngtra (CAPA), Ngoai khoang xac dinh (OOS) va Xem xét cua L&nh dao. ISPE Japan Affiliate
[ Bai giang -7] Chuén bj dé tiép nhan thanh tra PIC/S
Thdo Iudn ban tron va Dién vin Bé mac Connecting 2 World of

Fharmaceutical Knowledg




Hoi thio GIMP 2015 tai viet Nam
Chll’O'ng tr\l nh (dl.l’ kié’n) Chuong trinh ¢6 thé thay ddi

Ngay thir nhat

08:00-09:00
09:00—09:40

09:40—10:10
10:10—12:10

12:10—13:00

13:00—15:00

15:00—15:20
15:20—16:50

17:00—17:30

17:30—19:00

Tiép don va Pang ky

® Dién vin khai mac: Chu tich CM Plus Japan.

® Phét biéu chao mimng:

(1) Dai dién L&nh dao Hiép hoi Doanh Nghiép Dugc VN,

(2) Dai dién Lanh dao Cuc Quan ly Dugc Viét Nam,

(3) Dai dién Lanh dao S¢ Y t& TPHCM.

Giai lao

[ Bai giang -1]: Céc nguyén tic co ban cia GMP PICS

® Céc diém khéc nhau gitra GMP PIC/S va GMP WHO
Mr. Gordon J. Farquharson

® Hoi thao gilra trwa (Luncheon Seminar).

[ Bai giang -2]: Cac Nguyén tic ciia Hé théng Quan Iy Chét
lwong Duge phdm (PQS) .
® Quian Iy Rui ro Chét lugng (QRM), CAPA, Vén dé
“Ngoai khoang xac dinh (O0S)”, PQS va GMP.
Dr. Akio Nakao
Gidi lao
[ Bai giang -3]: Cac Nguyén tic ciia Hé théng Quan Iy Chét
luong Dugc phim (PQS).
® Khai niém “Chat lugng thdng qua Thiét ké (QbD)” .
Dr. L& Vin Truyén

® Thao luén ban tron (Chu tri: Mr. Tahara)

“Gala Dinner” — Tiéc t6i: Giao luu va gdp g& ciia todn bg
dai biéu tham du Hoi thao.

Ngay thir hai

07:30—08:00
08:00—09:20

09:20—10:20

10:20—10:40
10:40—12:00

12:00—13:00

13:00—14:30

14:30—15:45

15:45—16:30

16:30—16:45

Tiép don va Dang ky
[ Bai giang -4]: Phu luc 15 GMP EU
® Khai niém méi v& Thim dinh — Dién giai vé Phy luc 15
GMP EU.
Dr. Akio Nakao
[ Bai giang -5): Lap Hb so Panh gia Thiét b
® Cé4c van d& chinh cua viéc Lap Hb so Panh gia Lip dat
(1Q), Panh gia Van hanh (0Q), va Kiém tra Nghiém thu
tai xuong (FAT).
Mr. Shigehiro Tahara

Gidi lao
[Bai giang-6]: Chay thir & Danh gia Tinh gon -
Quan ly Thyc hién Cai tién
® GMP PIC/S, C&Q (1Q, OQ, PQ, PV, va FAT)
Mr. Gordon Farquharson

® Hoi thao gilra trwa (Luncheon Seminar)

[Hoi thao] : Chii @& “ Cac hoat dong PQS ”

® Dau la TAm quan trong ctia “QRM, CAPA, OOS,
va Xem xét ctia Lanh dao” d6i vai cac ban?
Dr. Nakao / Dr. Takahashi

[Bai giang -7]): Thanh tra PIC/S
® Ban cén chuén bi gi khi tiép nhan “Thanh tra™?
Dr. Osamu Takahashi

® Thao luén ban tron (Chu tri: Mr. Tahara)

® Dién vin Bé mac
Mr. Tsunehiro Togashi (Chu tich CM Plus Japan)

Muc dich va chi dé:

> Hoi thdo GMP 1an nay l1a co hoi rat tbt cho moi dbi
tweng nhan sw trong linh vwee Khoa hoc Do sc")ng va
nganh Coéng nghiép Dwoc phdm & Viét Nam nham dé
cap nhat kién thirc méi nhat vé GMP PIC/S.

» GMP PIC/S dwoc nhiéu qudc gia va td chirc trén toan
thé gi¢i cong nhan nhw chuan muc québc té, ké ca &
Viét Nam.

> Hoi thdo nay cling chinh Ia co hdi quy bau déi véi toan
thé dai biéu tham dy cling nhu cac doanh nghiép
Duwoc tai Viet Nam ndm dwoc cac diém khac nhau co
ban gitra GMP PIC/S va GMP WHO.

Vi Viét Nam dwgc xem la mét trong nhirng thi tredng
tang trwdng nhanh nhat tai Chau A, Hoi thao 1&n nay
sé& dem dén cac thong tin quan trong va hwéng dan
thwe tién cho moi dbi twong tham dy c6 lién quan.

Thoi gian:

Ngay thir nhat: 21 thang Nam (Tht Nam), 2015
(+ Tiéc toi **Gala Dinner’” 17:30-19:00)

Ngay thir hai: 22 thdng Nam (Thir Sau), 2015

S6 lwgng tham du:
m 120 nguoi

Viéc dang ky s& két thic khi du sé lugng néu trén.

Phi tham du:

VND 4.300.000/ 2 ngay (bao gdm tai liéu hdi thao, an
trua [hai ngay] va Gala Dinner).

Pia diém:

Khéch san New World Saigon

76 duong L€ Lai, Quan 1, TP H) Chi Minh , Vietnam.
DT: +84 8 3822 8888
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Lién hé va diang Ky tai
http://cm-plus.co.jp/vn/ info@cm-plus.asia

Cong ty TNHH CM Plus Viét Nam

Tang 2, Tda nha B15(C4-1), dwong Hoang Van Théi,
Khu A-B6 thi méi Nam TP, P. Tan Phi, Q.7, TP HCM
DT:+84-8-5413-7860 FAX:+84-8-5413-7864
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