Phu luc 1 ) )
DANH MUC TAI LIEU HUONG DAN PE THAM KHAO
(Kém theo Théng tw s6 12 [2025/TT-BYT
ngay 16thang 5 ndm 2025 ciia BY Y té)

I. Hwong dan vé hd so ky thuit chung trong ding ky thudc

1. Hb so k¥ thuét chung cuia ASEAN (ASEAN Common Technical Dossier -
ACTD), Yéu cau ky thuat chung ASEAN (ACTR) va cac hudng dan ki thuat lién
quan cta Hiép hoi cac nudc Pong Nam A (ASEAN).

2. Ho so k¥ thuat chung cua ICH (Common Technical Dossier — ICH CTD)
va cac huéng dan ky thuat caa ICH vé chat lugng, toan toan, hiéu qua.

IT. Hwéng din vé phat trién 1am sang

1. Hudng dan vé phat trién 1am sang thyc hién theo hudng dan caa Bo Y té Viét
Nam, tham khao cac huéng dan cia WHO, ICH, cac td chirc qubc té ma Viét Nam 1a
thanh vién hoic hudng din cua cac co quan quan 1y quy dinh tai khoan 9 Diéu 2
Thong tu nay.

2. Huéng dan cho mot s truong hop cu thé:

a) Thudc phéi hop cd dinh lidu:

- Huéng dan dang ky san pham thudc phdi hop cé dinh liéu cia WHO
(Guidelines for registration of fixed-dose combination medicinal products - Annex
5, WHO Technical Report Series, N0.929, 2005).

- Huéng dan phat trién 1am sang caa thudc phéi hop co dinh liéu cuia EMA
(Guideline on clinical development of fixed combination medicinal products -
Revision 2, Number: EMA/CHMP/158268/2017, Legal effective date: 01/10/2017).

- Hudng dan vé phat trién thudc Phoi hop cb dinh liéu dé diéu tri ting huyét
ap (Hypertension: Developing Fixed-Combination Drug Products for Treatment
Guidance for Industry, Guidance for Industry, FDA, 2018)

- Huéng dan vé Phéi hop cd dinh liéu, cac san pham thudc dong déng goi va
cac phién ban don 1¢ cua thudc khang vi-rat duoc cap phép trude day dé diéu tri HIV
(Fixed Dose Combinations, Co-Packaged Drug Products, and Single-
EntityVersions of Previously Approved Antiretrovirals for the Treatment of HIV,
Guidance for Industry. FDA, 2006).

b) Sinh pham tuong ty:

- Huéng dan vé danh gia san pham sinh hoc twong tu (Guidelines on
evaluation of similar Biotherapeutic Products (SBPs), Annex 2, WHO Technical
Report Series, N0.977, 2010).

- Hudng dan vé cac san pham thudc sinh hoc tuwong ty (Guideline on similar
biological medicinal products, CHMP/437/04 Rev.l, Legal effective date:
30/04/2015).

- Huéng dan vé cac van dé khoa hoc trong viéc chimg minh tuong ty vai sinh
pham tham chiéu (Scientific Considerations in Demonstrating Biosimilarity to a
Reference Product, Guidance for Industry, FDA 2015).



I11. C4c tai ligu hwéng din khac

- Huéng dan tham dinh tén va dia chi co s& cia co quan quan 1y duoc pham
Chau Au (Guidance on Assessing Organisation Names and Location Data, EMA
2021).

- Huéng dan vé tom tit dac tinh san pham caa EMA (Guideline on summary
of product characteristics, EMA, 2009).

IV. Nguyén tic tham khao cac hwéng din

1. Uu tién tham khao cac huéng dan tai muc I, 11 va 11l Phu lyc nay.

2. Trudng hop c6 nhiéu huéng din cho cling mot van dé, thir ty wu tién ap
dung nhu sau:

a) Huéng dan duoc ban hanh theo phép luat caa Viét Nam.

b) Hudng dan cua cac to chie qubc té ma Viét Nam 1a thanh vién chinh thac
(ASEAN, WHO).

¢) Huéng dan cua céc to chire, co quan quan 1y dugc tham chiéu (ICH, EMA,
US-FDA...).

d) Trudng hop c6 su khac biét gitra cac huéng dan, co sé dang ky can néu rd
ly do lya chon &p dung huéng dan cu thé trong ho so dang ky dé co quan quan ly
xem xét.

3. Truong hop c6 hudng dan cy thé ddi vai ting loai thudce, tham khao huéng
dan cu thé cho loai thudc d6 ngoai cac hudng dan chung néu trén.

4. C6 thé tham khao cac hudng dan ki thuat cua co quan quan 1y duoc qudc
gia dugc xay dung trén co s& phl hop véi cac hudng dan néu trén.

5. Truong hop cac hudng dan néu trén co ban cap nhat, tham khao theo ban
cap nhat méi nhét cua cac hudng dan d6. Ban cip nhat mai nhat dugc xac dinh 1a
phién ban cudi cung duoc céng bd chinh thic trén trang théng tin dién tir coa to
chuc, co quan ban hanh.

6. Céc tai liéu tham khao néu trén co thé duoc tra ctiu trén céc trang thong tin
dién ti chinh thac cua céc to chuc, co quan ban hanh hoac trén cong thong tin dién
tir cia Cuc Quan ly Duoc.
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