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Tong quan nganh Dugc Viét Nam

Quy mb thi trusng S6 lugng nha may
Udc tinh tir 2,7 ty USD (2015) - WHO - GMP: 243 nha may

|é tdng trudng trung binh : i L
nSm trén 12% PIC/S-GMP: 04 nha may

Thi truéng cung ung

Khoang 80-90% nguyén liéu phai nhap khau;

Gia tri thudc san xuat trong nudc chiém khoang 60% vé so
luong str dung va khoang 46% vé gia tri;

Chu yéu thuéc generic, thudc dwoc liéu, thudc cé truyén.
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Tong quan nganh Dugc Viét Nam (2)

1996 2015 2025
NRA véc xin
level 3 Pang ky WHO -
NRA thuéc

Ap dunﬁ tiéu chuan
WHO-GMP bao gém vac xin

(dang khac phuc
ton tai)

2030 - 2045

- Céng nghiép duoc
muc dob 4,

- NRA tormurc dé 3
Thuc hién PIC/S-
GMP hodc tuon

hop tac thanh tra
dugc phdm PIC/S
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Pinh nghia

PIC/S - Pharmaceutical
Inspection Co-operation
Scheme - la coéng cu hgp
tac gitra cac co quan quan
ly dugc qudc gia, hai hoa
thd tuc thanh tra toan cau.

Nguyén tac hoat déng

Dua trén cong nhan lan
nhau vé nang luc hé théng -
Hé théng thanh tra cua céc
qudc gia thanh vién la
"tuvong duong” nhau.

PIC/S: Hé théng hop tac thanh
tra vé Dugc pham

Phuong phap

- Xay dung tiéu chuén
chung trong linh vyc GMP

- Cung cap co hdi dao tao
Thanh tra GMP cho céc
quac gia thanh vién

Trong tam

Nang luc, quy trinh va hé
thong quan ly chat lugng
cla cog quan quan ly nha
nudéc
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Can cu trién khai - Cac chu truong cua Viét Nam vé

viéc gia nhap PIC/S

1. "Chién lugc quéc gia phat trién nganh Duogc Viét
Nam giai doan dén nam 2030 va tam nhin dén nam
2045", dugc phé duyét theo Quyét dinh sé 1165/Qb-
TTg ngay 9/10/2023 cua Thu tuéng Chinh phu:

...dua Viét Nam tré thanh "trung tdm san xuat duoc phdm
gid tri cao trong khu vuc" va phan dau dén nam 2030 ¢6
"20% co s& san xuét thubéc dat tiéu chudn EU-GMP,
PIC/S-GMP hodc tuong duong”

3. Tai K& hoach trién khai ctia B6 Y té (ban hanh theo
Quyét dinh 388/QP-BYT), Cuc QLD dugc giao: " trién
khai thuc hién tiéu chuén PIC/S-GMP hodc tuong duong
trong san xuét thuéc pha hop véi xu hudng héi nhap
quéc té khuyén khich trién khai thuc hién EU-GMP;
nghién ctru tham gia PIC/S .

2. Chuong trinh phat trién cong nghiép dugc (phé
duyét theo Quyét dinh sé 376/QDP-TTg cta Thu tuéng
Chinh pha): ..Trién khai thuc hién tiéu chudn EU-GMP
hodc tuong duong EU-GMP trong san xuédt thubc céng
nghé cao; tao diéu kién cho doanh nghiép nudc ngoai
déu tu ndng cédp co s¢ san xudt trong nudc dat tiéu
chuén EU-GMP hodc tuong duong.
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Y nghia chién lugc cua viéc tham

gia PIC/S

Nang cao uy tin nganh dugc

San pham Viét Nam dugc 54 quéc gia thanh vién
cong nhan, gidam hang rao ky thuat khi vao céac thj
truong kho tinh (M, EU, Nhat Ban). . .

Tao moi trudng phap ly minh bach, thic day chuyén
giao cong nghé tir céc tap doan da quéc gia.

Lgi ich déi véi doanh nghiép

Tang cuong loi thé canh tranh quéc t€, giam chi phi tai
thadm dinh khi xut kh&u sang nhiéu qudc gia, ké ca
cac nudc chua la thanh vién PIC/S.

Lgi ich déi véi co quan quan ly

Chuyén nghiép héa va chudn héa néi bd, nang cao
nang luc chuyén mén, cai thién hé théng thanh tra va
quan ly chat luong thudc, giam trung ldp danh gia
GMP gitra céc qudc gia.
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Kha nang va Co héi gia nhap PIC/S cua DAV

Diém manh

Viét Nam da c6 nén tang ap dung GMP-
WHO.

Nhiéu doanh nghiép néi dia da dat chuan
EU-GMP hodc tuong duong.

C6 thé hoc hoi kinh nghiém tir céc nude
khai ASEAN d3 gia nhap PIC/S
(Singapore, Thai Lan, Malaysia).

Thach thuc
- Nhan luc

Luc lugng Thanh tra GMP mdng, thi€u chuyén moén sau: Cuc Quan ly Dugc hién chi co
khoang 11 nhan sy chju trach nhiém quan ly chat lugng thudc trén toan quéc; Nhiéu
thanh vién doan kiém tra dén tur Vién Kiém nghiém va S& Y té chua dugc dao tao bai ban,
chua tham gia thudng xuyén céc chuong trinh dao tao.

D3i vdi cdc CSSX: Céc co sG san xudt thiu nhan luc chat lugng cao am hiéu vé GMP dé
van hanh.

- Kinh phi

Dai vdi Cuc QLD: Viéc gia nhap PIC/S doi hoi ngudn luc tai chinh I6n va 8n dinh hang nam
dé duy tri hé théng chéat lugng, dao tao thanh tra vién va tham gia céc hoat dong qudc té
ctia PIC/S.

Dai véi cdc CSSX: Chi phi dau tu d€ nang cadp moét nha may tir GMP-WHO Ién tiéu chun
EU-GMP hod&c PIC/S-GMP la rat 16n; Nhiéu ca sd chua cé dinh hudng xuat khau.
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pMASE 2

N
HARMONIZATlo
(01 1025)

Ké hoach thuc hién

* Xay dung D@ an quéc gia: Nghién ciu, bdo céo Chinh phi va ban hanh dé an chinh thirc vé viéc gia nhap PIC/S;
nghién ctru phan dau tham gia PIC/S vao ndm 2030.

* Hai hoa héa quy dinh: Ra soét va cap nhat hé théng van ban quy pham phép luét, quy trinh SOPs theo b tiéu
chuan ctia PIC/S nham dam bao tinh tuong thich tuyét dai.

+ Dao tao nhan sy: Ctr cén bo tham gia céc chuong trinh dao tao thanh tra vién quéc té va cac cudc hop thudng
nién ctia Hoi dong PIC/S dé nam bat quy trinh danh gia.

* Chuong trinh Tu thanh tra (Self-lnspectlon) Trién khai dinh ky hoat déng tu danh gia hé thdng quan Iy chat
lwong ctia DAV d& nhan dién va khic phuc cac "khoang cach” (Gap analysis).

* Hop tac song phuong/da phuong: Kéu goi su ho tro ky thuat va tu van tlr cac co quan quan ly dugc 16n da la
thanh vién (nhu FDA, EMA, TGA) va t6 chirc WHO.

+  Két néi mang ludi: Tang cudng trao dai chuyén gia, tan dung cdc du an ODA hodc hé trg ky thuat quéc t&€ dé hién
dai héa hé thong canh bao nhanh va ha tang céng nghé thong tin.
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PHASE 2

GMP
HARMONIZATION
(012025)

Ké hoach thuc hién

Hiép hdi, doanh nghiép san xuat thuéc: dong vai trd cau ndi, gidp thic ddy su théng nhat va hé trg hdi nhap.

- Tham gia xay dung 16 trinh gia nhap PIC/S, kién nghj chinh sach d& hai hoa tiéu chudn GMP véi quéc té, va hd
tro B Y t€ trong viéc nop don, tu thanh tra.

- T6 chirc dao tao va hoi thao: hdi thdo vé GMP, chia sé kinh nghiém tlr cac nudce thanh vién PIC/S.

- Chia sé thong tin, tai liéu, va thic day ap dung PIC/S-GMP cla céac thanh vién.

- Doanh nghiép sén xuét thu6c can chd déng nang cao néng luc dé dap (ng tiéu chudn PIC/S-GMP: Nang cép
diéu kién va quy trinh san xuat: (Dau tu vao thiét k&€ nha may, trang thiét bj, hé thdng kiém sodét chat lugng), Dao
tao nhan su: Xay dung doi ngii chuyén gia, tham gia khéa hoc vé GMP, thdm dinh quy trinh sén xut dé dam bao
tuan thd...
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Xin tran trong cam on!




