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PHU LUC III
CAC TRUONG HQP YEU CAU THAM PINH LAI
TIEU CHUAN CHAT LUQNG VA PHUONG PHAP KIEM NGHIEM

1. Céac sb liéu thim dinh phuong phap chua ching minh tinh kha thi cua
phuong phap phan tich.

2. Cac s6 liéu tham dinh phuong phap chua du thuyét phuc dé chimg minh
tinh dac hiéu cua phuong phap phan tich (chua chirng minh dugc cac phuong phap
phan tich (dinh tinh, dinh luong, d6 tinh khiét, tap chat...) ap dung d6i v6i mot
duogc chat trong cong thirc khong bi anh huong bai cac dugc chét khac ciing nhu
cac thanh phan ta dugc khac co mit trong cong thirc).

3. Cac phuong phap phan tich moi hodc cac ky thuat phan tich moi duge
dung dé danh gia chat luong ctia mot dang bao ché chua duoc ap dung tai Viét
Nam.

4. Cac phuong phap phan tich méi hay cac ky thuat phan tich moi d6i voi
mot hoat chat chua dugc ap dung tai Viét Nam.
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PHU LUC IV
HUONG DAN VE PHAT TRIEN LAM SANG

THUOC PHOI HQOP CO PINH LIEU, SINH PHAM TUONG TU

Hudng dan vé phét trién 1am sang thuc hién theo huéng dan cua Bo Y té
Viét Nam, cua céc to chic qubc té ma Viét Nam 14 thanh vién (WHO, ASEAN),
ICH hoic co quan quan ly tham chiéu theo quy dinh ctiia Thong tu nay. Cu thé theo
cac ngudn tham khao sau:

I. Hwéng dan vé phat trién 1am sang thudc phdi hep cé dinh lidu:

1. To chirc Y té Thé giéi (WHO): Hudéng dan dang ky san pham thuoc phoi hop
¢b dinh lidu (2005):

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

2. Co quan Quin Iy Dwgc pham Chau Au (EMA): Huong dan phat trien lam
sang cua thuoc phoi hop ¢o dinh lieu (2017):

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

3. Co quan Quan ly Dwoc pham, Thuc pham My (US-FDA):

- Huéng dan vé phaét trién thuéc Phdi hop ¢é dinh liéu dé diéu tri ting huyét ap
(2018):

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

- Hudng dan ve Phoi hop ¢6 dinh liéu, cac san pham thudc dong dong goi va céc
phién ban don 1¢ cuaa thuoc khang vi-rat dugc cap phép trude day dé dieu tri HIV
(2006):
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRequlatorylnformation
/Guidances/ucm079742.pdf

II. Hwéng din vé phat trién 1am sang sinh pham twong tu:

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


http://apps.who.int/medicinedocs/en/d/Js19979en/
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2017/03/WC500224836.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2017/03/WC500224836.pdf
http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/%20document/ucm593825.pdf
http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/%20document/ucm593825.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079742.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079742.pdf
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http://www.who.int/biologicals/publications/trs/areas/biological therapeutics/TRS
977 Annex 2.pdf

2. Co quan Quan Iy Dwoc pham Chau Au (EMA):

Céc hudng dan chung va chuyén biét vé cac san pham thudc sinh hoc twong tu:

https://www.ema.europa.eu/en/human-requlatory/research-development/scientific-
guidelines/multidisciplinary/multidisciplinary-biosimilar

3. Co quan Quan ly Dwoc pham, Thuc pham My (US-FDA):

Huéng dan vé cac van dé khoa hoc trong viéc chimg minh tuong ty véi sinh pham
tham chiéu (2015):

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

Truong hop ¢6 hudéng dan cu thé doi vai ting loai thudce, 4p dung theo cac
huéng dan chung néu trén va timg huéng dan cu thé. Truong hop cac huéng dan
néu trén c6 ban cap nhat, 4p dung theo ban cap nhat cia cac huéng dan nay. Chap
nhan cac huong dan dugc xay dung trén co s& cac hudng dan néu trén.


http://www.who.int/biologicals/publications/trs/areas/biological_therapeutics/TRS_977_Annex_2.pdf
http://www.who.int/biologicals/publications/trs/areas/biological_therapeutics/TRS_977_Annex_2.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/multidisciplinary/multidisciplinary-biosimilar
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/multidisciplinary/multidisciplinary-biosimilar
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291128.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291128.pdf
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PHU LUC V
HO SO AN TOAN, HIEU QUA THUOC DUQC LIEU

Yeéu cau vé cau tric cuia ho so an toan, hiéu qua thudéc dugc liéu bao gom
cac phan nhu sau:

Phan I. H6 so tién 1am sang
1. Muc luc ciia hd so tién 1am sang
2. Tom tit nghién ciru tién 1am sang
2.1. M dau
2.2.  Tém tat vé duoc 1y hoc bang vin ban va bang bang biéu
2.3.  Toém tat vé dugc dong hoc (néu co) bang vin ban va bang bang biéu
2.4. Toém tat vé doc tinh bang van ban va bang bang biéu
3. B4o cdo nghién ctru tién 1am sang
4. Danh muc tai li¢u tham khao chinh

Néu can thém théng tin chi tiét, tham khdo huéng dan hé so Tién 1am sang theo
ASEAN (ACTD) hodc ICH — CTD.

Phan II. Ho so 1am sang
1. Muc luc ciia hd so 1am sang

2. Tong quan 1am sang: Cung cip thong tin vé co s phat trién san phim, chuong
trinh phat trién 1am sang, cac huéng dan v¢é phat trién thuoc hodc cac quy dinh ma
chuong trinh phat trién 1am sang tuan thu.

3. Tom tit 1am sang

3.1. Tom tat vé hiéu qua 1am sang
3.1.1. Co s& nghién ctru va tong quan vé hiéu qua 1am sang
3.1.2. Tém tat két qua cac nghién ciru riéng 1é
3.1.3. So sanh va phan tich cac két qua xuyén sudt cac nghién ciru
3.1.4. Phan tich cac thong tin 1dm sang lién quan dén cac khuyén cdo
vé liéu dung
3.1.5. Sy duy tri hi€u qua va/hodc su quen thube
3.2. Toém tat vé tinh an toan lam sang
3.2.1. Mirc d6 st dung thudc
3.2.2. Bién cb ngoai y



448

3.2.3. Panh gia két qua xét nghiém
3.2.4. Dau hi¢u sinh ton, tri¢u chirng thuc the va cac ghi nhan khac
lién quan dén sy an toan
3.2.5. Su an toan d61 v&i cac nhom dan s6 dac biét va tinh huéng dac
biét
3.2.6. Cac dir 1i¢u sau khi dua thudc ra thi truong (néu co)
3.3. Bang tom tit cac nghién ciru riéng 1
4. Bao cao nghién ciru 1am sang

Néu can thém thong tin chi tiét, tham khdo hwéng dan ho so lam sang theo ASEAN
(ACTD) hogc ICH — CTD.





