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Bai trinh bay nay gi¢i thiéu khung Thwe hanh Quan ly Tét (GRP) cla MalayS|a va minh hoa
cach cac cong cu GRP dwoc trién khai trong quan ly kiém soat san phadm thuéc, bao gébm
nhirng thach thirc va bai hoc rut ra.

Thwe hanh quan ly tbt (GRP) & Malaysia 1

Trién khai NPGRP va W[—IO GRP trong quan ly
kiém soat san pham thudc tai Malaysia

Nhirng khé khan trong viéc trién’khai GRP cho
quan ly kiém soat san pham thudc tai Malaysia va
bai hoc rut ra
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Thwe hanh quan ly tbt (GRP) & Malaysia
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DINH NGHIA VE THUYC HANH QUAN LY TOT

CHAT LUQNG CAC
QUY DINH

Nang cao chét luon
clia cac quy dinh dé
dam bao chung phu
hop v&i muc dich va cé
kha nang dat dwoc cac
két qua chinh sach
cong dv kien.

HE THONG QUAN
TRI CO CAU TRUC

Ap dung cac nguyén
tac, phuong phap, quy
trinh va céng cu mét
cach co hé thédng nhdm
thuc ddy viéc ra quyét
dinh quan Iy can béng,
c6ng béng va minh
bach

QUY TRINH DUA
TREN BANG
CHUNG

Can thwce hién phan tich
van dé& sém, danh gia
cac lwa chon quan ly va
tham van hiéu qua voi
cac bén lién quan trong
subt vong doi quan ly.
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QUYET DINH DUA
TREN THONG TIN

Muc tiéu chinh la giup
nguoi ra quyét dinh
dwa ra quyet dinh sang
subt thong qua mét quy
trinh xay dwng quy dinh
manh mé va minh bach
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CHINH SACH QUOC GIA VE GRP O' MALAYSIA ‘S

Chinh sach quéc gia vé phat trién va CHinh sach quéc gia vé thwc hanh t6t

trién khai quy dinh (NPDIR) (NPGRP)
1. Ra mét ngay 15/7/2013 1. Ra mét ngay 30 thang 7 ndm 2021.
2. Chinh sach d4u tién ciia Malaysia 2. Chinh séach hoan thién va dwoc cling cb
nham gidi thiéu cac khai niém vé& quan dwa trén bai hoc tir nam 2013.
ly tét. 3. Tap trung vao chét lwong quy dinh trong
3. Tap trung vao cach thirc xay dwng va toan bod vong doi quan ly. Nhan manh két
trién khai cac quy dinh qua, trach nhiém giai trinh va cai tién lién
4. Thiét lap quy trinh va nang cao nhan tuc
thire. 4. Phu hop voi:

« Cac nguyén tac hwéng dan ctia OECD vé
chét lwong va hiéu qua quy dinh
« Khuyén nghi ctia H6i ddng OECD vé chinh
sach va quan tri quy dinh.

Link tham khao: National Policy on GRP

NPGRP d4 chinh thirc thé ché héa Thuwc hanh Quan ly Tét (GRP) nhw mét yéu ciu bét budc trong toan bo
vong doi quan ly, nhdm téng cwéng trach nhiém gidi trinh, tinh minh bach va néng cao chét lwong ra quyét

5
R . ) / APE; 2
NGUYEN TAC CUA NPGRP e
.conomic Cooperation
—0—< Sw cin thiét va Iy do rd rang
Tinh can xirng
Loi ich vwot troi so véi chi phi
Minh bach va tham van cac bén
lién quan
Trach nhiém
6
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https://irp.cdn-website.com/9c99ef26/files/uploaded/Buku%20Panduan%20Amalan%20Baik%20Peraturan.pdf
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QUY TRINH QUAN LY THEO NPGRP

Link tai liéu: Handbook on Best Practice Regulation

Co quan quan ly dién théng bao
quy dinh trwc tuyen (DRN)

C can phan 8 Thyec hign danh gia sau khi trién
tich tac dong khai (PIR)
quy dinh (RIA)

khong

Co quan quan ly Thwe hién phan

tich tac dong quy dinh (RIA) Luu y:

Tt ca dé xuét quy dinh déu phai thwc hién

DRN. Pham vi phan tich tac ddéng quy dinh (RIA

— day da hoac rut gon) sé dwoc xac dinh dwa

trén mirc d6 quan trong cla tac dong quy dinh 7

Co quan quan ly nép bao cao tac

dong quy dinh (RIS)

7 YEU TO CUA PHAN TiCH TAC PONG QUY PINH

1. Xac dinh Lam ré van dé can giai quyét, vi du: thiéu thudc, dau
van de hiéu lién quan an toan thuéc.
1. K& hoach truyén théng " .
2. K& hoach thyc thi | L il T Muc tiéu cu thé hung
~ . s 4 L. trién khai . Muc tiéu t6i
3. Ké hoach giam sat va danh gia

. Quy dinh hay phi quy dinh,
Buara it_ra chen t6i vu dwa 6. Két luan va < L= o0 | tham chiéu, kiém sodt sau phé
trén két qua phan tich tac khuyén nghi : : duyet
dong. o

1. Tham van truc tuyén o o
2. Phién hop céng khai . 4. Phan tich 1. Phan tich chi phi-lgi ich (CBA)
3. Nhém lam viéc tac dong 2. Phan tich da tiéu chi (MCA)

4. Tham vén céng ching (UPC) 3. Phan tich hiéu qua- chi phi (CEA)

—



https://irp.cdn-website.com/9c99ef26/files/uploaded/Best%20Practice%20Regulation%20Handbook%202.0.pdf
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ThUAT NG’ TRONG NPGRP

THONG BAO QUY DINH PHAN TICH TAC BONG QUY BAO CAO TAC BONG QUY
TRYC TUYEN (DRN) DINH (RIA) DINH (RIS)

M6t quy trinh c6 hé thong, dua

%ci”a?gﬁ;ﬂoggubgagggéugﬁgno’ trén béng ching dé xem xét ban Tai liéu chinh thirc tom tat két
i dun’g & chinh thirc chét ctia vén dé quan ly, danh gid qli'a phﬁ” tich ta%dong qtuy dinh,
i5ng béo'y dinh ban hanh hodc céc lwa chon kha thi (bao gébm giai ;”a CI ol gt'a' p kip U’g ién va
stra déi quy dinh. Didu nay gidp 1710 € Uy GlalD Wl AT gLy oflnlt), & ﬁ o v oy tgl hwgc gu;:
nang cao nhan e S phéi phan tich tac dong ctia ching déi ﬁro’o clggcr’; rauq:¥%|nt:nm|?1hat?;ct$
hop va minh bach trudc khi bat VB SIS LB i dong STy 3 d 1 4 b3 h
dau soan thao 'quy dinh chi tiét nghigp va co quan qua}n ly, dugc va dua fren bang cning.

: ! ) ho tro b&i tham van cac bén lién

quan.

Bao gbm phan tich chuyén sau déi véi cac dé xuét quy banh gla c6 hé thdng sau khi quy dinh dwoc trién

khai dé xac dinh liéu quy dinh c6 dat dwoc muc tiéu

dinh c6 tac dong Ién dén strc khée cong ddng, kinh té
vé strc khde cong dong hay khéng, c6 duy tri tinh

ho&c doanh nghiép, chdng han nhw cai cach chinh

sach Ién, khung quy dinh m&i hoac thay ddi dang ké can xtrng va khong gay ganh nang khong can thiét
trong kiém soat san pham thudc.Yéu cau phan tich cho nganh hoac co quan quan Iy Két qua danh gla
véan dé toan dién, danh gia tac dong dinh lwgng va c6 thé dan dén viéc stra doi, tiép tuc hoac hiy bod
dinh tinh, cung v&i tham van rong rai cac bén lién quy dinh.
quan.. 9
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Trién khai NPGRP va WHO GRP trong quan ly 2
kiém soat san pham thubc tai Malaysia

10
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OECD GRP so véi WHO GRP

Trong khi OECD GRP cung cAp cac nguyén @éc quan tri quy dinh lién nganh, WHO GRP didu chinh cac nguyén
t&c nay cho phu hop v&i co quan quan ly quéc gia giam sat san pham y té& va strc khoe.

CAU TRUC KHUNG MUC PiCH

S E 0 Chinh sach qudc gia vé Thichanh  Céch thire thiét ké va ra soat cac
CLCULELRGE Quan ly Tét dya trén OECD GRP quy dinh

Quan ly Céch thirc hoat dong clia co quan

Thwe hanh Quan ly Tét cia WHO oAt A A
quan ly san phamy té

theo ngan

OECD GRP:

= Phan tich Tac dong Quy dinh
= Bdo cdo Tac dong Quy dinh
WHO GRP; .
= Hé thdng quan Iy chat luong (QMS) ngay
= Cong cu chung danh gia toan cau

(GBT) 11

Thyc hién cong viéc quan ly hang

11

TRIEN KHAI KIEM SOAT QUY DINH BOI VOI SAN PHAM@
THUOC (1) Economis Caooneration

Céc slide sau minh hoa cach cac nguyén tic NPGRP dwoc ap dung trong hé thdng quan ly sdn pham thudc
clia Malaysia:

NGUYEN TAC

WHO GRP MALAYSIA NPGRP

= Trach nhiém
Tinh phap ly * Quy dinh dwa trén co sé& phap ly
va thdm quyén

Quy dinh rd rang vé dang ky san
pham, cAp phép va kiém tra

= Danh sach kiém tra danh gia
chuén hoa

= Tiéu chi ra quyét dinh théng nhét
gilra cac bo phan cia NPRA

= Tuyén bd xung dét lgi ich

= Trach nhiém . L’Jy ban ky thuat déng vai tro c6

= Minh bach van

= Quyét dinh dwa trén bang chirng 12

= Vong doi quan ly quy trinh
Tinh nhét quan = Théng béo quy dinh trwc tuyén
= Bao cao tac dong quy dinh

Tinh doc lap

12
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NGUYEN TAC

WHO GRP

Tinh cong béng

Tinh twong x&ng

Tinh linh hoat

TRIEN KHAI KIEM SOAT QUY BINH DOI V&I SAN PHERD

THUOC (2

MALAYSIA NPGRP

L] Minh bach
= Ap dung cong béng va théng nhét

Pam bao tinh twong xing

Ngoai I& cho cac van dé khan cép
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+ Dbi xt binh ding v&i cac don vi
ndp hd so

+ Coéng bd yéu cau rd rang

+ Co ché khiéu nai

= Cach tiép can dwa trén rui ro (vi
du: kiém tra GXP, giam sat chat
lwong s&n pham)

= Cac 16 trinh dang ky khac nhau
tuy theo mirc d6 rdi ro clia sén
pham

Lo trinh dang ky dwoc don gian héa

13
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NGUYEN TAC

WHO GRP

Tinh ré rang

Tinh hiéu qua

Tinh minh bach

TRIEN KHAI KIEM SOAT QUY BINH DOI V&I SAN PHERD

THUOC (3)

MALAYSIA NPGRP

=  Minh bach
» Tham van cac bén lién quan

trwdre khi trién khai

= Loiich vwot tréi so véi chi phi

= Trach nhiém
= Minh bach
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* Huwéng dan dé tiép can

= Pébi thoai thuwdng xuyén véi hiép
héi nganh

= Tham véan cac bén lién quan
trwée khi trién khai

Ap dung co ché tham chiéu trong

dang ky, giam sat an toan thudc,

kiém tra GXP va xuét xwéng 16

= Danh sach san phdm dang ky dé tiép
can

= Danh sach chi s& hitu gidy phép dé tiép
can

= Cong bb canh bao an toan

= Cong bb béo cao hiéu suat 14
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Nhirng khé khan trong viéc trién’khai GRP cho
quan ly kiém soat sdn pham thuoc tai Malaysia va
bai hoc rut ra

3
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NHPNG KHO KHAN BU'Q'C XAC PINH

Can bang gitra bao vé strc khde cong déng va
hiéu qua quan ly

Dap (rng yéu ¢au vé tinh cap bach va cac tinh

huongk n cap

Sw da dang cla cac bén lién quan va lgi ich
xung dot

n Phéi hop glua nhiéu quy dinh phap luat va co
quan quan ly

Hai hoa gilra tinh minh bach va bao mat théng
tin
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BAI HOC RUT RA KHI AP DUNG GRP TRONG

Q U AN LY T H U é C Economic Cooperation

Ap dung dwa trén rii ro va twong xirng la
-~ yéu t0 thiét yéu

.~ _d Banh gia sau trién khai déc biét quan
N7 trong doi v&i thuoc

Can dam bao tinh linh hoat trong khung
] GRP

I\ - r
,/' sl Tang cudng sy tham gia c6 hé thong cua
‘ cac bén lién quan dé cai thién két qua

Asia-Pacific

Y Chuyén ddi so la yeu to then chot 17
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CAM ON DA LANG NGHE
\\ +603-7883 5400 (General line)
» +603-7801 5416
@ maslinda@npra.gov.my
@ http://www.npra.gov.my
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