Phu luc IV
HUONG DAN VE PHAT TRIEN LAM SANG
THUOC PHOLHOQP CO PINH LIEU, SINH PHAM TUONG TU
(Ban hanh kém theo Théng twso  /2024/TT-BYT
ngay thdng  ndm 2024 ciia B3 Y té)

Huéng dan vé phat trlen lam sang thyc hién theo hudéng din cua By Y té Viét
Nam, cuacac to chirc qudc té ma Viét Nam 1a thanh vién (WHO, ASEAN), ICH
hodc cofquan quan 1y tham chiéu theo quy dinh ctia Thong tu ndy. Cu thé theo céc
ngudn tham khao sau:

I. Huéng din vé phat trién 1am sang thudc phdi hop b dinh liéu:

1. To chirc Y té Thé giéi (WHO): Huéng dan déng ky san pham thudc phoi hop cd
dinh lidu (2005):

http://apps.who.int/medicinedocs/en/d/Js19979en/

2. Co quan Quan ly Dugc pham Chiu Au (EMA): Hudng dan phat trién 1am sang
ctia thudc phéi hop cd dinh liéu (2017):

http://www.ema.europa.ecu/docs/en GB/document library/Scientific guideline/201
7/03/WC500224836.pdf

3. Co quan Quan Iy Dwoc pham, Thue pham My (US-FDA):

- Hudng dan vé phat trién thuéc Phdi hop c¢b dinh liéu dé diéu tri ting huyét ap
(2018):

http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/
document/ucm593825.pdf

- Huéng dan vé Phéi hop ¢ dinh liéu, cac san phém thudc dong dong goi va cac
phién ban don 1¢ cua thudc khang vi-rut duoc cap phép trudc day dé diéu tri HIV
(2006):
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation
/Guidances/ucm079742.pdf

II. Hwéng din vé phat trién 14m sang sinh pham twong tu:

1. T6 chire Y té Thé giéi (WHO): Hudng dan vé danh gia san pham sinh hoc twong
tu (2009):

http://www.who.int/biologicals/publications/trs/areas/biological _therapeutics/TRS
977 _Annex_2.pdf
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2. Co quan Quan ly Dwoc pham Chau Au (EMA):
Céc huéng dan chung va chuyén biét vé cac san pham thudc sinh hoc tuong tu:

https://www.ema.europa.ecu/en/human-regulatory/research-development/scientific-
ouidelines/multidisciplinary/multidisciplinary-biosimilar

3. Co quan Quan Iy Dwoc phadm, Thue pham My (US-FDA):

Huéng dan vé cac van dé khoa hoc trong viéc ching minh twong tu véi sinh pham
tham chiéu (2015):

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformatio
n/Guidances/UCM291128.pdf

Truong hop c¢6 hudng dan cu thé ddi voi ting loai thude, ap dung theo céc
huéng dan chung néu trén va ting hudng dan cu thé. Truong hop cac huéng dan néu
trén co ban cap nhat, 4p dung theo ban cip nhat cia cac hudng dan nay. Chép nhan
cac huéng dan duoc xay dung trén co sd cac huéng dan néu trén.
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