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HO trg qua trinh phé duyét thudc maéi, thudc generic va sinh pham
tuwong tu  Thimdinh iy

" da(Condwéng -~ Thudc hiém:.(Cho
chuan) : - bénh hiém) <.
» 245 WD* (Hoat chat mai va thudéc sinh hoc)
* 210 WD (Generic) * Duoc cong nhan |a thudc hiém duva trén danh sach
* Hiéu lyc: 5 ndm bénh hiém theo hwéng dan vé thuc hiém cla
Malaysia

e 120 WD
e Hiéu lyc: 5 ndm

Than dinh-day
da{Pangky:cé-difu kien{CR))

Tham dinh wu tién

Nhu cau y té chua dwoc dap ng, thudc clru s6ng

: (life-saving medicine), wu tién sirc khée chong déng,
giai doan dau (vd:. Dit liéu pha I1) i cung Ung khan cdp, generic dau tién/sinh phdm

* Thi nghiém LS X?C nhan (giai doan I11) c6 thé tuong ty dau tien /generic hodc sinh hoc tuong tw
nop khi dit liéu san sang san xuat trong nuwdc dau tien

e Hiéu lyc: 2 ndm . .

» Buoc dang ky bai it nhat 1 co quan tham chiéu cia DCA
» 245 WD ((Hoat chat méi va thuéc sinh hoc)
* Theo yéu cau dva trén dit liéu lam sang

* 100 WD (Generic)
« Hiéu lyc: 5 nam

Con dwong dang ky nhanh (FRP)

« Puoc pheé duyét bai cac co quan tham chigu cla DCA: nhu EMA,

Dang ky c6 diéu kién cho
thuéc trong trwong hop khan

cap US FDA, TGA, UK MHRA, Health Canada, PMDA,
* Dap tng cac tieu chi da duoc xac dinh SwissMedic/WHO CRP/Danh gia chung ASEAN
ULtEre A i} A . + Tham dinh rat gon: 90 WD
: %IS/\C/SU i e G UL + Tham dinh xac minh: 30 ngay lam viéc (Banh gia chung ASEAN)

+ Phai cung cép bao cao danh gia va danh sach cau hoéi & tra loi
Hiéu lwe: 5 ndm
Ap dung cho: thudc méi, thudc sinh hoc, thudc generic

e Hiéu lyc: 1 nam



HIEU VE THUC HANH CO CHE THAM CHIEU

RELIANCE/Co’ ché tham chiéu: Co’ ché ma theo dé co’ quan
quan ly quéc gia (NRA) tai mét khu vue phdp ly c6 thé xem
xét va ddnh gid céng viéc do mét co’ quan qudn ly khédc
hodc té chire ddng tin cdy thue hién dé dwa ra quyét dinh
cta riéng minh - WHO

Khai niém
* Tan dung bao cdo danh gia tlr cac co quan quan ly dang tin
cay dé day nhanh phé duyét tai dia phuong

* Tin twdng vao chuyén mon va quy trinh cta co quan tham
chiéu
* T&p trung vao béi cdnh dia phwong va nhu cau

Loi ich
Giam danh gai trung 13p, rut ngdn thoi gian phé
duyét — tang tdc do ti€p can thj trwdng, va téi wu hoda

phan b6 ngudn luc.

Xu hwéng toan ciu

Puoc cac co quan quan ly hang dau trén thé gidi ap
dung dé nang cao hiéu qua
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Su phat trién cua FRP tai
Malaysia: Tién trinh thgi gian

3 2024: Cai tién quan trong

M& réng pham vi, rat ngan thoi gian x{ Iy va bé sung danh sach co
quan tham chiéu rong hon, bao gém PMDA va cac quy trinh (WHO
CRP & Danh gid chung ASEAN), thé hién cam két cia Malaysia doi
v&i hdi nhap quy dinh toan cau va tang cuong nang luec.

2 2020: Tich hop v&i Quy trinh dang ky hop tac cta
WHO

1 2019: Khé&i d3u FRP

Puoc gidi thiéu nhdm don gidn hdéa quy trinh déng ky thuéc, tép
trung vao mét sé danh muc sén phdm han ché (hoat chdt mdi &
thudc sinh hoc) va cdc co quan tham chiéu (EMA & US FDA) dé
néng cao hiéu qud quan ly va ddy nhanh kha ndng tiép cén thuéc
thiét yéu cho bénh nhdn.




Co ché diang ky nhanh (FRP): Hudéng dan
dau tién, 2019

5%

Pham vi Co quan tham chiéu

US FDA & EMA
Cac san pham ma WHO tién
thdm dinh cling dwoc tham
dinh bdi quy trinh khac (dwoc
phé duyét boi US FDA & EMA)

Cac san pham thuéc mdi,
bao gdbm hoat chat mdi,
thuéc sinh hoc, bao gém
thudc sinh hoc twong tw

A\ v
H6 so’ phai duoc ndp trong vong 2 nadm ké tir ngay dwoc phé duyét bdi co quan tham chiéu/quy
trinh da chon.
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Nhirng cap nh

GUIDELINE FOR
FACILITATED REGISTRATION PATHWAY

Revision 1 (November 2023)

National Pharmaceutical Regulatory Agency
Ministry of Health Malaysia

Hudng dan FRP sira ddi, Thang 11,
2023 (hiéu lyc 1/1/2024)

t va hoan thién ctia Huéng dan FRP méi

Mé& réng : Danh muc san pham & co’
quan/quy trinh tham chiéu

Tang s6 lvgng san pham dd diéu kién tham gia theo FRP

Quy trinh va yéu cau rd rang hon

Huéng dan dwoc hoan thién — cung cap tiéu chi diéu kién rd
rang va cac budc thuc hién (so d6 quy trinh) cung cong cu hd
tro.

Thoi gian xtr ly nhanh hon

Giam thoi gian phé duyét, véi muc tiéu ciia NPRA la rat
ngan dang ké thoi gian phé duyét trung binh theo FRP so vdi
cac con dudng tham dinh tiéu chuan.




Hudng dan FRP, Phién ban 1 (Thang 11/2023) - Cac diém
chinh

Thei gian xd ly ngan

Mo rong B6 sung hon
= — + fhm dinh rit gon (90
* Thu6c mdi Il + EMA, US FDA, Health . Dhgay lam
2% (NCEs) s _ Canada, PMDA, 4 "—L‘?A%)j'safg gg.""g‘,,fggcd
i = Swiss Medic, TGA, UK Uity oL A
S | Thudc aeneric - MHRA c quan tham chieu nao
c 9 (] . > > 0 hoac dudc phé duyet
© =/ s Quy trinh Dang ky Hop )-SR H N1
— il tac cua WHO (CRP) - c - _ ) )
= ¢ Thudc sinh phdm i~ E— 1 SRA & PreQ § .8 ¢ Tham dinh xac minh
=l bao gom san OIS oL (30 ngay lam
i pham liéu phap té& « Danh aia ch \8 0 Vié'\CIZSé’\n pham dugc
= bao va gen A a“ g'ac ung G £ phé duyét qua ASEAN JA
Gidi thiéu cong cu quan ly: Gidi thiéu cong cu quan ly & cd sad dang ky:
Danh sach kiém tra hd sd - cd sé SG do quy trinh (FRP)

dang ky can lam nGi bét su khac biét Cau hoi thudng gap (FAQ) trén website NPRA
Hudng dan/SOP cho ngudi danh gid




Yéu cau phap ly & Cac cong cu

* H6 sd Ky thuat Chung hoan thién (CTD) - nghién
clu dé 6n dinh tuén thu hudng dan 6n dinh cua
ASEAN (néu ap dung)

e Bdo cdo thdm dinh ddy du (khéng chinh sda)
e Tai liéu Hoi & Bap gitrta PRH va cd quan tham chiéu

e Tai liéu lién quan dén cac thay dbi sau phé duyét

Bang chirng phé duyét

« Bing ching phé duyét tur co quan/quy trinh
tham chiéu da chon

Thu & tuyén b6 xac nhan

e T4t ca cac khia canh giébng vdi néi dung da dugc
phé duyét bdi co quan tham chiéu

e Théng tin va tai liéu nép trong ho so nay la dung
va xac thuc

Tiéu chi dl diéu kién:

[ H6 so duwgc ndp trong vong ké
tr ngay duoc phé duyét boi co
quan/quy trinh tham chiéu d3 chon

Q DPuwoc phé duyét/tham dinh théng qua
quy trinh danh gid day dud (déc 1ap)

1 T&t ca cac khia canh giong véi noi
dung da duoc phé duyét boi co
quan tham chiéu (ngoai trir CCS,
dia diém san xuat néu cé ly do rd
rang)



Cong cu quan ly

anh sach kiém tra ho so

Dir liéu phé duyét

Di¥ liéu nop t&i

Hudng dan/SOP cho
chuyén gia tham dinh

b&i co’ quan tham NPRA
chiéu
Drug Substance
Manufacturer(s) Initial assessment report 1) Name & address of
Manufacturer A
S2.1 Name & address of

Manufacturer A

XXX variation report

Addition of

Name & address of
Manufacturer B

2) Name & address of
Manufacturer B

Specification

$4.1

Document (specific
filename), version, and

page number

Document (specific
filename), version, and

page number

Same as reference
agency

Drug Product

Stability Data

P8

Stability data according
to Zone lll

Document (specific
filename), version, and
page number

Stability data according
to Zone IVb

Document (specific
filename), version, and
page number

To comply with the
ASEAN stability
requirements

EVALUATORS’ GUIDE
FOR PRODUCTS
SUBMITTED VIA A
FACILITATED
REGISTRATION
PATHWAY

Version 1 2024

National Pharmaceutical Regulatory Agency
Ministry of Health Malaysia




Cac cong cu khac cho Co quan Quan

ly & doanh nghiép

Sco do quy trinh
Vi du. San pham dudc phé duyét bai
cac cc quan tham chiéu

Submission for
screening via
QUEST

l

Muc hoi dap (Trang web NPRA )

Payment

noﬁﬁ’;‘}{{,‘ﬁf agRA —>| Abbreviated review p=—>| Technical Meeting

via email

DCA Meeting ——>1 Regulatory Decision

Frequently Asked Questions (FAQs):
Registration application submitted via Facilitated
Registration Pathway (FRP)

1. Does the removal of checklists for protocol of analysis (PoA) and analytical method

valid no
long; n?
AMN\ aw
data
2. Isth - ient by

the a iion?
Yes, | r
secti
In Ai l[ n the
dossi / § ency.
In ca |
requi e
refern - | or
chan, / ‘\‘ mn
numl - -
Reco

Iien

agency 1 1

Drug Substance

Manufacturer(s) | Initial assessment report 1) Name & address of

S2.1 Name & address of Manufacturer A

Manufacturer A

2) Name & address of
XXX variation report Manufacturer B

Addition of
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v Dam bdo céc tiéu chi du diéu kién
dugc dap ng

v Xac nhan ho so hoan chinh va tat
ca tai liéu can theo co ché& tham
chiéu d3 duoc nép

Quy trinh tung budc

v B3t dau véidanh sach kiém tra
hé so — ghi chi su khac biét
v Dua vao dit liéu chat lwvgng, phi
lam sang va di¥ liéu lam sang
ban dau tir co quan tham chiéu.
D6i chi€u bdo cdo tham dinh,
Q&A, thay déi sau phé duyét khi

v
N oal e A,

v Tép trung vao céc yéu té
quan trong tai qudc gia

v DPanh gid ho so loi
ich — rdi ro trong bdi canh
qudc gia.

Xem xét sy khac biét vé
chat lvgng, yéu cau ghi
nhan riéng clia qudc gia va
cac bién phap giam thiéu
rdi ro can duoc thye hién
tai quéc gia.



Budc 1: Sang loc/Xac nhan (Kiém tra tinh day da cia hé so)

No. |Screening Package Remarks
1. |A cover letter to describe the |Mandatory to be submitted during screening
B et - to be attached under E14 and S10
2. |Screening Checklist Mandatory for all, except products submitted via the Facilitated
(Dossier checklist) Registration Pathway
- to be attached under E14 and S10
- to provide applicant remarks only for the relevant fields, with
further details as briefly outlined in the Cover Letter
3. Annex2b Mandatory for products submitted via the Facilitated Registration
Pathway
- to be attached under E14 and S10
4. |Relevant forms

a) Applicant Declaration on
Post-Marketing Commitments

Mandatory for all products

- to be attached under E12

b) ACTD Part lll: Non Clinical
Documentation - Good
Laboratory Practice (GLP)
Compliance Form

Mandatory for all products, except Hybrids (Generic)

- to be attached under E14

C) Bioequivalence Study Report
Submission Checklist

Mandatory for Hybrids only (oral dosage form)
- to be attached under P9

- other application forms and checklist relevant to bioequivalence

Studies can be found nere.

Viéc sang loc

Phai duwoc chuan bj va
ndp b&i ngudi ndp ho so,
ngoai bé hé so hoan
chinh + bao cdo danh gia
day du



Budc 2: Xac minh tinh tucng dong-
Danh sach kiém tra so vdi h6 sd da nop va so vdi bao
cao danh gia (bao gom tai li€u thay doi sau phé

duyét)

INNOVATIVE
BIO-ENGINEERED
FORMULA
teftme s oall | et

Quy trinh xdc nhan

Kiém tra nghiém ngat dé ddm bdo san pham
dwoc phé duyét bédi co quan tham chiéu

Phan tich thong tin quan trong

So sanh chi tiét hé so dang ky vdi bdo cdo danh
gid. Phan tich khoang tréng dé phat hién sai khac.
Da4i chi€u théng tin ho so khi can thiét.

Xdac minh cdc khia canh chinh
Xem xét k¥ chi dinh, liéu dung, dudng dung,
cong thirc, quy trinh san xuat, tiéu chuan ky
thuat. Dam bao su phu hop véi phé duyét cla
co quan tham chiéu.



Budc 3 & 4: Tham dinh dua trén ruai ro — tap trung vao cac yéu
t0 quan trong tai quoc gia — va danh gia cu thée

Ien quan den chat lvo'ng:

Tap trung vao sw khac biét: cac thong s6 chat lwong, dac biét lién quan dén d6 6n

? n~ 7 A - ’ n

Thong tin riéng theo tirng qudc gia:

Quan ly vong d&i san pham sau phé duyét:

Dai chiéu tai liéu thay dbi sau phé duyét vdi ho so

Panh gia loi ich- rai ro:

Ap dung danh gia cla co quan tham chiéu trong béi cdnh Malaysia — chi dinh,
quan thé muc tiéu, dich té& hoc, mirc d6 lién quan 1am sang cuda tiéu chi danh gia,
V.V,

K& hoach quan ly nguy co’




Tham dinh va xac minh —cac
diém quan trong cin xem xét

e Khdng tham dinh toan bd hd so ma “tham dinh” bao cdo dé dam bao san pham phu hop vdi
béi canh quéc gia

e C6 kha ndng khdng giéng nhau gitra cac hd so/san phdm — can cé cach nhin linh hoat vé “tham
chiéu” (reliance)

J Mu‘c do yeu cau can th|et cho mot ho so cd thé khac vdi ho so tiép theo.

an giéng nhau

l

Diém mau chdt: Niém tin vao quy trinh danh gid va viéc ra quyét dinh cla co quan quan
ly can duoc duy tri
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Thich &ng v&i quy trinh mdi, su phire tap
: ( Ua vig inh — xac minh tinh tuo

Thach thirc ;l‘;\g/lec so sanh — xac minh tin ng

vé ky thuat

& quy

trinh Dinh dang béo cao

danh gia khac
nhau gilta cac co
quan tham chiéu.

Danh sach kiém tra ho so

Kho khin 5o v&i ho so ndp cho NPRA
va nhan va bado cdo danh gia cla co
su quan tham chiéu duoc

chon

Phat trién chuyén
mon, dadm bdo tinh
nhat quan, 4p dung
phuong phap dua
trén rdiro



Tham chiéu- Bai hoc kinh nghiém

e Niém tin vao quy trinh ddnh e Xac minh cdc khia canh quan trong R
giad va viéc ra quyét dinh cla tir bdo cdo danh gia (AR) cta co
co’ quan th?m chiey =a quan tham chiéu la rat quan trong
dugc duy tri — tao su tin
twdng 2.
Xac minh la
rat quan )

trong

e Ngudithdm dinh can ap dung chién
lwgc danh gia dua trén rdi ro mot
cach chat ché khi dya vao co quan
tham chiéu; can cé cach nhin linh
hoat vé “tham chiéu”

e Tham chiéu nén duoc xem la
mot quy trinh déng. Viéc danh
gia dinh ky két qua va phan hoi

la rat quan trong.
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Thwc hanh t6i wu:
Khuyén nghi khi ap dung co’ ché
tham chiéu



Thuc hanh tot vu: Khuyén nghi dé trién khai co ché tham chiéu

Tan dung co’
che tham

Thiét Iap

) chiéu de
khung ré rang don gian
va minh bach héa quy

trinh

* Tap trung vao
viéc xac minh
tinh twong
dong.

e SOP cho nguoi

> » =

4 Xay dwng
nang lwc va
dao tao

Bao gdbm thao luan
lién tuc trong
nhédm tham dinh

T6i wu hoa
céng cu
cho co ché
tham chiéu -

Cong cu thuwong dung:

- Danh sach kiém tra h6 so do
ngudi nép chuan bj (dé€ lam
noi bat su khac biét).

- Bdo cdo danh gia cha co quan
tham chiéu, bao gbm Q&A.

- Tai liéu PAC.

CONTINUOUS

IMPROVEMENT

Giam sat &

Cai tien lién

tuc

® Phan hoi tlr cac bén lién

guan —tuong tac chat ché

® Dua trén dit liéu.

® Phat trién quy dinh toan cau
— hoc hai tir cac co quan
khac.

® C3jtién —slra d6i hudng dan
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Thank you for your
Kin



