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of Neglect
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— “The pharmaceutical industry has a little secret: Even as it
invents  futuristic new drugs, its manufacturing
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Even as it invents futuristic new drugs, its o .
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manufacturing techniques lag far behind those of
potato-chip and laundry-soap makers.
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I. GMP TREN THE GIOI

GMP TREN THE GIOI

* GMP (Good Manufacture Practices): Thwe hanh san xuat tot
* O Céng dong Chau Au (EC: European Community):
* Tat ca cac qudc gia phai chap nhan EU GMP va cac ban cip nhat
* GMP: van ban dwéi luat qudc gia va cac Chi thi cia EU (National
Law and EU Directives)
* Cac co quan quan ly duoc quéc gia thanh vién EU thanh tra GMP
* EMA khong thuc hién thanh tra

* C6 thé ndp ho so theo hai hinh thire (Central and National licence
applications)
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PIC/S GMP

* PIC (Pharmaceutical Inspection Convention): Hiép dinh ky két
thang 10-1970 bé&i EFTA (European Free Trade Association), véi
tén goi “Hiép wéc cong nhan lan nhau vé thanh tra lién quan
dén san xuat dwgc pham” (The Convention for the Mutual
Recognition of Inspections in Respect of the Manufacture of
Pharmaceutical Products)

» Hé thong hop tac thanh tra dwoc (The Pharmaceutical
Inspection Co-operation Scheme : PIC/S) dwgc thanh [3p nam
1995 la sw mé rong Hiép dinh thanh tra dwoc (PIC)

» Website: https://picscheme.org/en/picscheme

PIC/S GMP

SU MENH:

* “Hudng dan sw phat trién qudc té&, thwe hién va duy tri viéc hai hoa
cac tiéu chuan GMP, tiéu chuan chat lwgng va hé thng chat lwong
cla cac co’ quan thanh tra trong linh vuc dwo'c pham”

* GMP chung (common GMP)
* Su twong dwong vé hoat ddng thanh tra (equivalence of inspection)

* Cong nhan lan nhau két qua thanh tra (mutual recognization of
inspections)

* Chia sé thong tin (sharing information)
* Ho'p tac vé dao tao (training)
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PIC/S GMP

PIC/S

* PIC/S danh gia cac Co’ quan quan ly Duoc qudc gia di nang lwc tham
gia hé thong va ap dung PIC/S GMP

* Cac qudc gia thanh vién cé thé tw nguyén chip nhan PIC/S GMP lam
van ban hudng dan (guidance) hodc la luat (law)

* Mot s6 qudc gia thanh vién cham tré trong viéc cap nhat van ban cuda
PIC/S

* Cac bao cao thanh tra ctia co’ quan quan ly dwoc (NRA) dwoc chia sé
v@i cac doi tac (fellows)

* Co quan quan ly dwoc cac nudc thanh vién (NRAs) thuwe hién thanh
tra GMP (khéng phai PIC/S)

PIC/S GMP

* Cac tai liéu giup nhé cta PIC/S (PIC/S Aide Memoires)
* Puroc ban hanh cho cac thanh tra vien GMP

* Rat cd ich cho doanh nghiép dé hiéu cac van dé thanh tra vién
quan tam

* C6 thé tham khao trén trang web, ndi dung ludn thay déi

* M6t s6 vdn bén Giup nho:

* Aide Memoire on Inspection of Utilities Pl 009-3
* Aide Memoire on Inspection of Packaging PI1028-1
* Aide Memoire on Inspection of QC Laboratories Pl 023-2
* Aide Memoire on Inspection of APIs PI1 030-1
* Aide Memoire on Medicinal Gases Pl 025-2
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PIC/S GMP

THANH VIEN CUA PIC/S (2025): 56 Co quan quan ly duoc
« Chau Au: Phap (ANSM), Anh (MHRA), Dirc (BMG), Italy (AIFA)...

» Chau A: Han Quéc (MFDS), Nhat Ban (PMDA), Hong Kong, Taiwan.
Trung Quoc dang day manh qua trinh gia nhap

* Chau Phi: South Africa

* Trung Poéng: Jordan (JFDA): 1-2026

* Chau My: Hoa Ky (USFDA), Canada, Brazil, Argentine
» Chau Dai dwong: Australia (TGA), New Zealand

» ASEAN: Thailand, Indonesia, Malaysia, Singapore

PIC/S GMP

2022:

* Pang tién hanh tha tuc gia nhap: Bulgaria, Jordan, Nga, Saudi
Arabia

* Da danh gia: Azerbaijan, China

Chuy:

* USA khong sir dung PIC/S GMP , China GMP dya trén co s& WHO
GMP

* M6t s6 nwéc Chau Phi sir dung WHO GMP

« An D6 ban hanh “Schedule M” cho thj trwong néi dia
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PIC/S GMP

THANH VIEN CUA PIC/S (2025):

* Tinh dén nam 2025, trong sé6 11 thanh vién BRICS c6 3
quéc gia la thanh vién PIC/S:

 Brazil (ANVISA), South Africa (SAHPRA), Russia (Ministre of
Industry and Trade: Minpromtorg)

« Chuan bi gia nhap: India va China (Nang c4p Chinese
GMP)

PIC/S GMP
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PIC/S GMP

PIA : The PIC/S Inspectorates' Academy

La sang kién cta PIC/S thiét lap mot Trung tam
dao tao trén co s& trang web duoc sw bao tro cua
PIC/S nham muc tiéu hai hoa va tiéu chuan hoba
viéc huan luyén GMP trén quy mo quac gia

WHO GMP 14

* WHO

* Quéc gia thanh vién caa WHO co6 thé chap nhan WHO GMP.

 Cac van ban cé6t yéu cua WHO GMP c6 thé duoc cac quéc gia
chap nhan va cong bé nhw la hwéng dan (guidance) hoic luat
quéc gia (national law)

* NRA thuc hién thanh tra

* WHO chi thuc hién thanh tra déi véi cac nha may dang ky
tham gia Chuwong trinh mua thudc cia WHO (WHO medicines
procurement programme)
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WHO GMP

* WHO: c0 lich sir 70 nam, la co quan hang dau phu
trach vé y té trong Lién hiép quéc:

« “... tdt ca cdc quéc gia co quyén duoc hwdong tiéu
chuén cao nhét vé suc khée, bét ké chang téc, ton
gido, niém tin chinh tri, diéu kién kinh té-xa héi, dwoc
hwéng dén béi cac hoat déng cua WHO trong 70 nam
qua ké tir khi WHO dwoc thanh lép nhw co quan lanh
dao vé y té toan céu trong hé théng Lién hop quéc”

WHO GMP

* GMP d3u tién chia WHO dwoc théng qua 57 ndm
trwoc day (1968)

* Ho'n 100 quéc gia thanh vién cia WHO coi WHO GMP
13 co’ s& dé ban hanh cdc van ban phap quy

* WHO coi WHO GMP |a co’ s& dé thanh tra cac nha
cung irng dwo'c pham cho chwong trinh y té cia WHO
(HIV/AIDS, Lao, S6t rét ...)




12/17/2025

EU GMP

* EUDRALEX, Volume 4 thié't Idp Quy ché quan ly dwoc
pham & Lién hiép Chau Au (The rules governing
medicinal products in the European Union)

* Tai liéu nay bao gom cac huwéng dan vé nguyén tac va
quy dinh vé GMP cho duoc pham dung cho ngudi va
thd y dwoc quy dinh trong cac chi thi cua Uy ban Chau
Au (Commission Directives)

EU GMP 18

EU GMP la mét tai liéu chung:

* Bat budc ap dung trong cic qudc gia Lién hiép Chau Au theo
quy dinh cta Lién hiép Chau Au

* Bat budc ap dung trong cac nudc thanh vién Khu vye kinh té
Chau Au EEA (European Economic Area) theo luat quoc gia

* Durgc ap dung @ mot vai nwé’c Chau Au khac nhu Vuong
Quoc Anh va Thuy Si (khéng la thanh vién EU)

Néu Ia van ban luat thi vé ly thuyét dé ap dung hon

Puoc cong nhan 1an nhau két qua thanh tra
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cGMP USA 19

* C6 khac nhau it nhiéu vé cach tiép can giira cGMP (USA) va cdc GMP

* US c-GMP co tinh phap ly cao ho'n: Code of Federal Regulations (CFR)

* US c-GMP yéu cau cac nha sdn xuat rng dung cac cdng nghé va hé
thong cap nhat nhat dé dwoc pham cé hiéu qua va an toan

e US c-GMP yéu cau cac nha san xuat dwoc pham dam bao cac dwoc
pham san xuat ra phai an toan va hiéu qua déng th&i US c-GMP quy
dinh chi tiét cac hwéng dan vé cac thwe hanh tét

cGMP USA

US FDA Guidance Q&A on cGMP
Aseptic Processing 2004
B-Lactams & Cross-contamination




Il. EU, PIC/S & WHO GMP
HARMONIZATION

EU, PIC/S & WHO GMP HARMONIZATION

C6 thé két luan vé cac van ban GMP:

* Cung muc tiéu (objectives): Dam bao sy an toan cla
bénh nhan thong qua bdo ddm nhat quan chat lwong
dwoc pham

* EU GMP tuong dwong véi PIC/S GMP

* WHO GMP twong duong 90% v&i PIC/S va EU GMP
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EU, PIC/S & WHO GMP HARMONIZATION

* Vé tuan thit GMP:

* EU: nhat quan, tuan tha hop ly (consistent, reasonable
compliance)

* PIC/S: c6 thay ddi (variable) chiu dnh huéng cta Co’
quan quan ly va tac dong thi truwong (market forces)

* WHO : thay ddi ho'n (more variable) chiu dnh hwéng cta
co’ quan quan ly va thi trwong manh hon (stronger
market forces)

EU, PIC/S & WHO GMP HARMONIZATION

* Hai hoa GMP la van dé cla qua trinh phat trién quan
ly va chat lvging san pham cuda cong nghiép dworc
toan cau

* Quyeén lgi nguai bénh (an toan, hiéu qua) dwoc bao
dam (vested interests) la van dé cot 16i, dwoc quan
tam
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EU, PIC & WHO GMP HARMONIZATION

* Trén thuwc té PIC/S GMP va EU GMP la déng nhat

*» EU GMP: Ap dung cho ca san xuat thuéc dung cho nguoi va
thudc thay

* PIC/S GMP: chi ap dung ddi vé&i thudc dung cho nguoi

* PIC/S GMP str dung thuat ngi* “Nguwéi dwoc iy quyén”
(Authorised person) thay vi “Nguwoi dwoc dao tao”
(Qualified Person) trong EU GMP

EU, PIC/S & WHO GMP HARMONIZATION 26

M6t vi du vé hop tac EU, PIC-S + WHO: Stra ddi Annex 1 EU GMP

* PIC/S thanh I18p Nhém céng tac vé Phu luc 1 (Rome, May 2014)

* Nhém nay sap nhap véi Nhém céng tac EMA IWG clung sira déi
Annex 1

» WHO tham gia qua trinh sira d6i Annex 1 nham théng nhat véi
WHO GMP

* Nhdm cdng tac c6 dai dién cla cac co’ quan quan ly c6 tham
quyén cua PIC/S, EEA va WHO

* Trwdng nhom cong tac dau tién: Andrew Hopkins (UK/MHRA),
sau do la Abdelaali Sarakha (ANSM, Phdp)




EU, PIC & WHO GMP HARMONIZATION

Advanced Therapy Medicinal Products

* Vi du vé su khac biét gitra EU GMP va PIC/S GMP

* EU: EUDRALEX Vol. 4, Part IV: Hwdng dan vé GMP dac biét doi
v@i dwoc pham diéu tri tién tién (Advanced Therapy Medicinal
Products: ATMPs): 88 trang

* Ban hanh 22-11-2017, ngay co6 hiéu lwc: 22-05-2018

* PIC/S: Annex 2A: San xuat ATMP str dung cho ngu¢i: 44 trang,
ban hanh: 1-02-2022

EU, PIC & WHO GMP HARMONIZATION

Cac tai liéu giup nhé ctia PIC/S GMP (PIC/S Aide Memoires)
» Khong phai la cac hwéng dan hai hoa, dwoc bién soan dé hwéng dan
Co quan quan ly va Thanh tra vién
* 2020, Hwéng dan danh gia Gidi han phoi nhiém trén co sé strc khoe
(HBEL) str dung trong quan ly chat lwo'ng (QRM), gitp ich cho doanh
nghiép duorc
* Khéng déng thei véi EU:
» 2012, Huéng dan thiét 1ap gidi han phoi nhiém trén co s& sirc khoe
dung dé xac dinh rai ro trong san xuat cac dwo'c pham trong cac day
chuyén dung chung (shared facilities)

12/17/2025
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I1l. PIC/S & VIEI NAM ’
CHINH SACH CUA CHiINH PHU

PIC/S & VIET NAM — CHINH SACH CUA CHINH PHU 30

* 2012: Dy 4n UNIDO — WHO - BYT “Thic day phat trién céng
nghiép dwoc trong nuwé'c” (Fostering local pharmaceutical
industry” do UNIDO (Vienna) tai trgr

* 03 thanh phan cta Dy an:

* Tang cwd’ng nang lwc ctia DAV vé thanh tra duwoc dé tham
gia PIC/S

* HO tro’ cong nghiép duo'c trong nwd'c nang cao tuan thi
PIC/S GMP

* Nang cao chat lwong thudc va hoat ddng giam sat chat
lrong thudc trén thi trudong
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PIC/S & VIET NAM - CHiNH SACH CUA CHiNH PHU 31

2023:

Qb 1165/QD-TTg ngay 9 thang 10 nam 2023 phé duyét
“Chién lwogc phat trién nganh Dwoc dén ndm 2030, tém
nhin 2045”

Muc tiéu cu thé dén 2030:

“...20% co’ s& san xuat thudc dat tiéu chuan EU GMP,
PIC/S GMP hoac twong duwong”

PIC/S & VIET NAM — CHINH SACH CUA CHINH PHU 32

Qb 1165/QD-TTg

Nhiém vu va gidi phap:

* “Xay dwng 16 trinh tirng bwdc nang cao cac tiéu,chué’n
vé thuc hanh t6t d6i vdi cac hoat dong san xuat, kinh
doanh thuéc; trién khai thyc hién tiéu chuan PIC/S
GMP hoac twong dwong trong san xuat thuoc ...”

* “Nghién ciru tham gia Hé théng hop tic thanh tra
dworc (PIC/S)”




PIC/S & VIET NAM — CHINH SACH CUA CHINH PHU 138

Muc tiéu:

* Thi trwong trong nwéc 10 ty USD (2030)

« Xuat khau 1 ty US$ (2030)

* “Xay dwng 10 trinh tirng bud’c nang cao cac tiéu chuan vé
thuc hanh t6t déi véi cac hoat dong san xuat, kinh doanh
thudc; trién khai thuc hién tiéu chuan PIC/S GMP hodc
twong dwong trong san xuat thudc ...

* Nghién ctru tham gia Hé théng hop tac thanh tra duoc
(PIC/S)

PIC/S & VIET NAM — MUC TIEU XUAT KHAU

Xuat khau dwoc pham ctia Viét Nam: 250 triéu USS (2020)
Nhat Ban: 23,7%*
Cambodia: 10,1%
Cyprus: 8,4%
Philippines: 8%
Myanmar: 6,6%
USA: 4,8%
China, Germany, Malaysia, Bulgaria: 3%-4%
QP 376/TTg: Ky vong xuat khau 1 ty USS dwoc pham (2030)
Céc thi trwdrng tham gia PIC/S va Khai BRIC?

* Doanh nghiép FDI Nhét Ban
Ngudn: Export Genius, Vietnam export data, 2020
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PIC/S & VIET NAM — MUC TIEU XUAT KHAU

QP 376/TTg: Ky vong xuat khiu 1 ty USS dwo'c pham
(2030)

Cac thi trweong tham gia PIC/S va Khéi BRICs

Viét Nam d3 ky FTA véi hon 60 khu vuc va quéc gia,
chiém khoang 90% GDP toan ciu

IV. PIC/S & ASEAN




12/17/2025

PIC/S & ASEAN

MALAYSIA:
* 30 triéu dan
* Nop don: 2000
* Thanh vién chinh thirc: 2002
* Giai phap:
* Phat trién nang lwc NRA
* Doanh nghiép ty nang cip va tuan thu

* Doanh nghiép doi héi ap dung PIC GMP dé mé& rdng thi
trwdng xuat khau dén cac quéc gia vung Vinh

PIC/S & ASEAN

INDONESIA:

* Dan s6: 230 triéu

* Nop don: 2002

* Thanh vién chinh thitrc 2012 (sau 10 ndm)
SINGAPORE:

* Dan s6: 3 triéu

* Nop don: 1997

* Thanh vién chinh thirc: 2000 (sau 3 ndm)

* Giai phap: Stra dai Luat Dworc, cling ¢c6 NRA, dao tao thanh tra vién
o TGA (Australia) va MHRA (Vurong Quéc Anh)
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BAI HOC KINH NGHIEM

LANH PAO:

e Cam két manh mé

* Quyét tdm nang cao NRA hué'ng dén sw cong nhan qudc té
* Thiét 1ap 16 trinh gia nhap

* Ho'p tac véi NRA cac nwdc

* Pao tao cho cac nha san xuat

* Tao thudn loi cho doanh nghiép nang cao chat lwong thudc va
huwéng dén xuat khau

BAlI HOC KINH NGHIEM

CONG NGHIEP DUQC
* Nhan thirc ro thach thirc va co hoi
* Vuot qua rao can tam ly

* Xac dinh muc tiéu nham dén EU-GMP, PIC-GMP dé tham gia dau thau
trong nwéc, hay dé xuat khau???

* Danh gia rui ro — lg'i ich (Chi phi ddu tw — Investment Cost) vs Lgii tuc
dau tv (Return of Investment)

¢ Chuan bi nguén luc
» Tw ndng cao hé théng quan ly chat lwong
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VI. LOI1 ICH KHI LA THANH VIEN PIC/S

CONG NGHIEP DU'QC
Giam thanh tra trung lap, giam chi phi
Day manh xuat khau, ké ca dén cac nwéc khong ap dung PIC/S
GMP
Nang cao nang lwc canh tranh quéc té
Thuc day gia nhap thi trwéng
Tao lap uy tin
Cac tiéu chuan thanh tra minh bach
Nhat quan trong hoat déng thanh tra
Chat lwvgng thudc dang tin ciy trong nwéc va quéc té

VI. LO'T iCH KHI LA THANH VIEN PIC/S

CO QUAN QUAN LY DU'Q'C QUOC GIA:
Cai thién nang luvc co quan quan ly dwoc quoc gia
Tiét kiém chi phi, str dung nguén lyc hiéu qua
Nang cao nang lwc thanh tra vién théng qua hoi
thao/dao tao, phéi hgp thanh tra (joint inspection),
hwéng dan thanh tra (coached inspections)
Thuac day hai hoa thanh tra GMP theo chuan cua PIC/S
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VI. LO1 ICH KHI LA THANH VIEN PIC/S

CO QUAN QUAN LY DU'Q'C QUOC GIA:
Duy tri tiéu chuan cao trong thanh tra GMP
Tham gia xay dwng, phat trién cac GMP quéc té
Chia sé théng tin va kinh nghiém
Tham gia Hé thong canh bao nhanh daéi véi vi pham
chat lvgng thudc
Tham gia mang luwéi va tiép xac/quan hé ca nhan

. VII. VIET NAM CAN LAM GI?




VIET NAM CAN LAM GI?

Muc tiéu téng quat:

Dén 2030, Viéet Nam co6 Inspectorate Quéc gia dat
chuan PIC/S, QMS hoan chinh, thanh tra vién dworc
chirng nhan nang lwc, quy trinh thanh tra dwa trén
danh gia rai ro, va cé thé tham gia quan sat vién
(Observed Inspections) cua PIC/S.

VIET NAM CAN LAM GI?

GIAI DOAN 1 - CONG CO NEN TANG (2026-2027)
1. Nang cap khung phap ly
» tham quyén Inspectorate quéc gia doc lap,
* stir dung PIC/S GMP - PE 009 lam tiéu chuian ky thujt.
* loai bé chéng chéo giira DAV - Thanh tra B - Sé& Y té.
2. Cung c6 thanh tra GMP quéc gia
3. Chuan héa hé thong QMS theo PIC/S Pl 002 (SOP, e-documents...)

4. PDao tao thanh tra vién: EU GMP Annex 1-21, QRM (ICH Q9), Data
Integrity (PIC/S Pl 041)

5. Chuan bi cho ap dung thanh tra dwa trén rai ro. Xay dwng Risk
Classification Model
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VI. VIET NAM CAN LAM Gi? 47

GIAI DOAN 2 - TRIEN KHAI THi BIEM VA PIEU CHiNH (2028-2029)

1. Trién khai thanh tra thi&r nghiém (Pilot Inspection Program) vé&i 20-30
nha may (wu tién EU GMP, PIC/S GMP)

« Ap dung:
* Risk-based inspection
* Hb so theo mau PIC/S
+ CAPA follow-up

» 2. Danh gia néi bo - hiéu chinh QMS
» B phan QMS tién hanh Internal Audit chuan PIC/S
 Hiéu chinh hé so, SOP, bao cao, dao tao

VI. VIET NAM CAN LAM GI?

3. Cing cé nang luc thanh tra vién

» Thanh tra vién nong cét (future lead inspectors) tham gia:
» khoa dao tao cia PMDA, TGA, MFDS, TFDA
« workshop PIC/S Expert Circle (Sterile, GDP, QRM...)

4. Thiét lap hé théng dir liéu quéc gia

» Xay dwng hé théng Inspectorate Information Management System (IIMS):
* hé so thanh tra
* lich sir CAPA
+ phan loai rdi ro nha may
* quan ly chirng nhan GMP
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VI. VIET NAM CAN LAM Gi?

GIAI DOAN 3 - TANG TOC HOI NHAP (sau 2030)
Muc tiéu: Van hanh thanh tra PIC/S mét phan

1. Chinh thirc ap dung Risk-Based Inspection toan quéc (Th&i gian thanh
tra linh hoat theo marc d6 rui ro

2. Chuan hoa quy trinh CAPA quéc gia
CAPA phai dugc closing verified bang tai kiém tra (on-site hoic remote).
Tat ca hé so CAPA phai thyc hién theo Pl 013.

VI. VIET NAM CAN LAM GI?

GIAl DOAN 3 - TANG TOC HOI NHAP (sau 2030)
3. Tham gia thanh tra cung cac co quan PIC/S

« Viét Nam co thé tham gia nhw quan sat vién (Observed Inspection) véi
HSA, PMDA, MFDS...

 Day la yéu cau bat budc dé chuan bi nép hé so gia nhap PIC/S.
4, Tang cwong luc lwong thanh tra

» Thanh tra vién toan thoi gian, trieéng doan thanh tra (inspectors and
leads full-time)

* 100% qua dao tao PIC/S danh cho thanh tra vién
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VI. VIET NAM CAN LAM Gi?

GIAI DOAN 4 - HOAN THIEN VA DANH GIA NGOAI (sau 2030)
Muc tiéu: Chuan bi hé so nép PIC/S

Cac nhiém vu chinh:

» Danh gia déc lap béi chuyén gia quéc té (EU, HSA, MFDS).
* Hoan thién Self-Assessment Report theo PIC/S checklist

VI. VIET NAM CAN LAM GI?

GIAI DOAN 5 - NOP HO SO & GIA NHAP PIC/S (sau 2030)
Muc tiéu: Viét Nam dat tu cach thanh vién PIC/S
* Quy trinh:
* Nop don chinh thirc + hé so QMS & Bao cao tw danh gia.
* PIC/S |1ap doan tham dinh sang Viét Nam danh gia 2 dot.
* Viét Nam thyc hién CAPA theo yéu ciu doan danh gia.
* Biéu quyét tai ky hop PIC/S:

Viét Nam tré thanh thanh vién cua PIC/S




VII. KET LUAN 53

L6 trinh 2026—2030 la kha thi (twong dwong thei gian chuan bj gia nhap
PIC/S cua Malaysia, Han Quoc, Indonesia...)

Yéu té quyét dinh la:

1. Thanh lap co quan thanh tra dwoc quéc gia doc lap

2. Ap dung QMS theo Pl 002 va xay dwng ké hoach thanh tra trén co s&
danh gia rui to (Risk-Based Inspection)

3. Pao tao thanh tra vién theo chuan PIC/S

4. Chuan héa CAPA & Data Integrity

5. Tham gia thanh tra qudc té trong hé théng PIC/S

12/17/2025
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