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HOI THAO KHOA HOC: THUWC HANH TOT QUAN LY THUOC — Ha Noi, 18/12/2025

Kinh Nghiém Quéc Té Trong Viéc Trién Khai Hé Théng
PIC/S

Khuyén nghi cho Viét Nam: Chién lwvoc "Con duwdng Kép" cho Cuc Quan ly Dwoc (DAV) va Nganh
Dwoc
Dién gia: Stuart Sutton

L T=COVA

Sw Cap Thiét Cua Con Pwéng Kép

E#JC QUAN LY DUQC CO QUAN QUAN DOANH NGHIEP NHA SAN XUAT
St ménh: Chirng minh néng lwc thanh tra Str ménh: Nang cép lén Tiéu chuan EU/PIC/S
» Tuyén dung hon 20 thanh tra vien GMP * Thyc hién tuan thd Phu luc 1 (Annex 1)
+ Xay dwng cac quy trinh PIC/S « Pau tw vao cong nghé rao chén vé tring
» Tién hanh cac cudc thanh tra theo chudn « Thiét lap hé théng toan ven di liéu
EU/PIC/S . .
» Cung cap co s& vat chat cho Cuc dao tao
* Dwoc cong nhan .
9 * HO tro cac dot danh gia
« Nop ho so gia nhap PIC/S

DAV khéng thé ching minh néng lwc néu thiéu cac co sé tuan tha.

Doanh nghiép khong thé tiép can thj truong néu thiéu PIC/S. Khéng bén nao thanh cong néu di mot minh.

HOI THAO KHOA HOC: GRP O
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Stra Di Phu Luc 1 EU GMP (Thang 8/2023)

Lan stra ddi Ién dau tién ké& tir nam 2008. B4t budc dé tiép can thi truerng EU/PIC/S.

1. Chién lwoc kiém soat tap 2. Céng nghé Rao chén V6 trung 3. Giam sat méi trwong
DAV: Dao tao danh gia CCS DAV: Hiéu céac yéu cau DAV: Tham tra viéc giam sat lién tuc
DN: Xay dyng CCS toan dién DN: Pau tw 500K-2M USD cho DN: Gi6i han 0 CFU

mdi day chuyén

4. Quan ly rii ro chat lwong 5. Toan ven dir liéu (ALCOA*+)
DAV: Danh gia chét lwong rdi ro DAV: Nang Iyc thanh tra CNTT
DN: Chuyén ddi sang van héa DN: Hé théng duoc tham dinh
cha déng c6 lwu vét

Thuc té quan trong: Viét Nam phai "nhay vot" tir WHO Ién EU Annex 1. Khéng cé con dwdng tiém tién
(di trng bwd'c nhd).

HOI THAO KHOA HQOC: GRP O

L T=COVA

ASEAN LIS: Céng Thong Hanh Bat Budc

| Danh sach cac co quan thanh tra dwoc phé duyét.
Thanh vién hién tai: Singapore, Malaysia, Indonesia, Thai Lan va Philippines.

***
- _

Phippincs

HOI THAO KHOA HOC: GRP
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L6 Trinh Ba Giai Poan Tuan Tw

Giai doan 1
Nén tang
2025-2027

Giai doan 2
ASEAN
202718029

Giai doan 3

Thanh vién PIC/S
2029-2030

HOI THAO KHOA HOC: GRP o]

L T=COVA

Cac Yéu T6 Then Chét: Ba Tru Cét

-~

ﬁ Tru cot 1: Sy sén sang vé co sé vat chat (Doanh nghiép).

Tru c6t 2: Nang lyc thanh tra (DAV).
Tru cot 3: Cai tién lién tuc.

HOI THAO KHOA HOC: GRP O
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2013-2019
Chuén bj

LIS

HOQI THAO KHOA HOC: GRP

2019
Tham gia
ASEAN

Nghién Clru Trwed'ng Hop Cua Philippines

\
| Téng céng: 13-14 nam

2023
Noép don gia nhap
PIC/S

L T=COVA

L trinh chuyén
dbi.

’O
B

Chuwong trinh co s&
thi diém

Sw Hop Tac Giira DAV & Doanh Nghiép

Pao tao va hd
tro

HOI THAO KHOA HOC: GRP
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Rudi Ro Quan Trong & Bién Phap Giam Thiéu

HOI THAO KHOA HQOC: GRP

1.

Sau rui ro chinh

Nang lwc thanh tra vién,
Nang cép co sé vat chét,
Ngudn vén,

Thoi gian tién do,

Sw phéi hop,

Nop hd so khi chwa sén sang.

L T=COVA

Loi ich Pinh Lwong & ROI (Ty Suat Hoan Vén)

HOI THAO KHOA HOC: GRP

Pau tw:

* 5-10 triéu USD trong 5 nam. (3-5 DN)
* 10-25 triéu USD trong 5 nam (5+ DN)

Loi nhuan:

«  Xuét khau dat 200-400+ triéu
USD hang nam vao nam 2030+

ROI: 2000%+

COSTS

BENEFIT “
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L&i Kéu Goi: Q1 2026

=3ay/s):\"A | Thanh Iap ban chi dao, m&i chuyén gia tw van
29 vcal Thanh 1ap ban cb van, xac dinh cac don vj thi diém
l”:;

HOI THAO KHOA HQOC: GRP : O

T=COVA

COMPLIANCE BY DESIGN

TRAN TRONG CAM ON

Tai liéu tham khao:
Tai liéu chinh: EU Annex 1, Hwéng dan PIC/S, Théa thuan Thira nhan Lan nhau ASEAN (MRA).
Chuyén gia hé tro: Bob Tribe, Dr. Revithi and Stuart Sutton.




