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PE CUONG CHI TIET HQC PHAN
1. THONG TIN VE HQC PHAN
Tén mén hoc:  GMP trong san xuét nguyén liéu thude
(Good Manufacturing Practice for Active Pharmaceutical Ingredients)
Tén hoc phan: GMP trong san xut nguyén liéu thudc
(Good Manufacturing Practice for Active Pharmaceutical Ingredients)

Mai hoc phan: ...
Khoa phu trach: Cong nghé¢ hoa dugc
Bo mon giang day chinh:  K§ thuat hoa duoc va chiét xuat
B6 mén phdi hop:
bao tao trinh do: Pai hoc
Nganh hoc: Hoéa Duoc
Khoa hoc: HIK1
Dinh hudng:
Ngon ngir giang day: Tiéng Viét
S0 tin chi: 02
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Tong sb gio hoc trén 16p (tinh theo gior chuan):
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Hoc phan tién quyét:
Hoc phﬁn hoc trudc: Hoa duge 1, 2; Hoa hiru co 1, 2; Hoéa phan tich 1, 2; Héa ly dugc



2. MO TA HQC PHAN

Chuyén dé GMP trong san xuit nguyén liéu thube cung cip cac ndi dung co ban
vé thuc hanh tot san xuat nguyén liéu lam thudc dugce quy dinh boi cac vin ban méi nhat
ciia BO Y Té Viét Nam, T chirc y té thé gidéi (WHO) va mot s nude phat trién theo loai
hinh san xuat (héa chat, API c6 ngudn gbc tir dong vit, chiét xuat tir ngudn gbe thao moc...).
Nguoi hoc dugce cung cép mot s6 ndi dung c6t 16 trong san xuit API theo GMP nhu: ho so
tong thé dugc chat, nha xudng, nhan su, hd so tai liéu, thiét bi, quy trinh sin xuét va kiém
soat quy trinh. Nguoi hoc dugce thuc hién viét mot sb quy trinh thao tac chuan thong dung
trong cac nha may GMP san xuat nguyén liéu thubc, lap ké hoach 1am viéc theo nhém mot

cach hiéu qua.

3. CHUAN PAU RA HQC PHAN

3.1. Chudn ddu ra hoc phin

CLO1: Trinh bay dugc cic ni dung co ban ciia thuc hanh tét san xuat (GMP) nguyén
liéu 1am thubc (APT)

CLO2: Giai thich dugc mot sé ndi dung cbt 15i trong san xuit API theo GMP: hd so
téng thé duoc chat, thiét bi, quy trinh san xuét va kiém soat quy trinh

CLO3: Xay dung dugc mdt sé quy trinh thao tac chudn thong dung trong nha may
GMP san xuét nguyén liéu lam thudc

CLO4: Thiét 1ap dugc ké hoach lam viéc theo nhom hidu qua

3.2. Ma trgn ddp ting chuén dau ra hoc phan va chudn ddu ra chwong trinh dao tao

Chuin diu ra CTPT Dong gop cua HP Chuin diu ra hoc phin

PLO (3:5) CLO1 | CLO2 | CLO3
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4. PANH GIA HQC PHAN
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Cac website, phan mém:

6. NHIEM VU CUA SINH VIEN
Gio tu hoc (tbi thiéu 30h/1TC): 24 gid Dy 16p: toi thiéu 80% budi 1y thuyét, 100%
budi thuc hanh Bai tdp/ Tiéu luan (néu co): khéng c¢6 Thuc hanh (néu c6): Chudn bi bai



thuc hanh theo yéu cAu, trinh bay vao v Phan khéc (néu ¢, vi du: tham quan thyc té): Poc
tai liéu: Poc trude bai giang truwde khi dén 16p.
Ha N¢i, ngay  thang  nam
TRUONG BQ MON TRUONG KHOA HIEU TRUONG

Nguyén Hai Nam



PHU LUC 1. BANG LIEN KET GIUA PHUONG PHAP GIANG DAY, PHUONG
PHAP KIEM TRA PANH GIA VOI CPR HQC PHAN
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