TRUONG PAI HOC THANH BONG CONG HOA XA HQI CHU NGHIA VIET NAM
KHOA Y DUQC Poc lap - Tw do - Hanh phiic

CHUONG TRINH GIAO DUC PAI HQC
Trinh d§ dao tao: Pai hoc
Nganh/chuyén nganh: Dwoc hoc
M s6: 7720201
PE CUONG CHI TIET HQOC PHAN
1. Thong tin chung vé hoc phz‘in
1.1. Tén hoc phan: KY THUAT SAN XUAT THUOC

1.2. Ma hoc phan: PPT1131
1.3. S6 tin chi: 03 (3 LT/0 TH)
1.4. Loai hoc phﬁn (bét budc/lua chon): Bit budc
1.5. Piéu kién tham gia hoc phan:
- Hoc phén tién quyét: Bao ché va sinh dwgc hoc 2 (PBB21131)
- Hoc phﬁn hoc trudc:
- Hoc phan song hanh:
1.6. Céc giang vién phu trach HP:
Giang vién phu trach chinh: ThS DS Hoang Thi Hué



Céc giang vién cung giang day: Tran Mai Huong
2. M6 ta hoc phan
Mo ta nguyén tic va quy trinh k¥ thudt trong san xuét cac dang thudc thong thuong theo tiéu chudn GMP. Trinh bay cc budc san xuét tir chuin
bi nguyén li€u, tao hat, dap vién, bao vién, dén dong gobi thanh phém. M0 ta ciu tao va nguyén 1y hoat dong ctia mot s6 thiét bi san xuét nhu may tron,
may ddp vién, mdy sdy, may dong nang,... Trinh bay cac yéu t6 anh huong dén chit luong thude trong qua trinh san xuét, cac chi tiéu can kiém soat

nhu d6 ra, d6 hoa tan, do Am,...
3. Muc tiéu hoc phan (Course Objectives — COs)

Bang 1. Muc tiéu ciia hoc phin

Pap ing CDR | Trinh do

TT M0 ta muc tiéu hoc phan X 5
cua CTDT nang luc

Trang bi cho ngudi hoc kién thirc vé cac giai doan san xuat thudc theo tiéu chuan GMP,
CO1 |bao gdm: nghién ctru phat trién san pham, san xuét thudc generic, kiém soat chat luong va PLO4 3/6

dong goi.

cO 2 Rén luyén cho ngudi hoc kha ning ap dung cic van ban phap luat va tiéu chuan quan Iy PLOS 35
chat lugng trong qué trinh san xuat va kiém tra chat luong thudc.

Trang bi va rén luyén cho nguoi hoc kién thirc va ky nang co ban v€ quan ly san xuat,

CO 3 | kiém soat chit lugng, va khai su kinh doanh trong linh vuc san xuat thudc theo hudng thuc PLOS8 4/5
tién.
Gido duc, rén luyén cho nguoi hoc tinh than tu hoc, trung thyc, kha nang hop tac nhém va PLO1L: 4/5

CO4 y thue trach nhiém véi cong déng, xa hoi trong linh vyc san xuit va dam bao chat lugong

thude. PLO12 4/5

4. Chuan dau ra hoc phan (Course Learning Outcomes - CLOS)



Bang 2. M ti chuian dau ra hoc phan ky thuit sin xuat thudce dap ing chuin diu ra CTPT nganh Dugc hoc

PLOs nganh Dugc hoc phian nhiém

cho hoc phin k¥ thuit sin xuit thudc

CLOs HP KY THUAT SAN XUAT THUOC

Mirc do
o . Trinh do o . - Trinh d¢ | Chwong HP
Ky hi¢u Mo ta . Ky hi¢u Mo ta giang day . N .
nang lwe nang luc | dam nhan
(I, T,U)
1) ) 3) (4) () (6) (7) (8)
Van dung dugc cac kién Trinh bay dugc quy trinh san xuét
thtc co s& nganh va CLOL  thubc tur nghién ctru, bao ché dén
. . = o » . I, T 3/6 Chuong 1-6
chuyén nganh dugc hoc [1.2.1.1] [kiém soat chat lugng theo tiéu chuan
va y duoc hoc cb truyén GMP.
PLO4 trong bao tdn, khai thac, 3/6
(1.2.2)  [uoi trong, ché bien, san Trinh bay dugc dic diém thudc
xuat, tu  van  su CLO2  seneric, céc tiéu chuin danh gia va so
June d lia N ) , L I, T 3/6 Chuong 2
ung dugc ligu va cac [1.2.1.2] [sanh twong duong sinh hoc vdi thude
ché pham c6 ngudn goc biét duoc.
duoc liéu.
Vén dung dugc cac van Phan tich va ap dung dugc cac tiéu
PLO5 | ban phap quy vé€ dugc CLO3 huin phap 1< dinh vé s3 At
¢o lién quan dén linh | 3/5 CHUAR PRAP T, Uy P VE SRR 1 366 |Chuong3- 5
(2.2.2) | vuchoat dong chuyén [1.2.1.3] quan ly chat luong thudc trong thuc

mon trong cac dinh

té san xuat.




PLOs nganh Dugc hoc phian nhiém

cho hoc phin k¥ thuit sin xuit thudc

CLOs HP KY THUAT SAN XUAT THUOC

hudng chuyén nganh

Ap dung dugc quy dinh quan 1y chit

cLos lvong thuéc theo WHO-GMP va | T,U 3/5 Chuong 4-6
(22.1.1) cac tiéu chuin quan 1y san xuit khac
C6 k¥ nang thuc hién 'Van dung dugc kién thirc vé to chirc
cac hoat dong lién quan san xuat, kiém soat chat luong, va
khéi nghiép, khoi su xdy dung mod hinh khoi nghiép
kinh doanh, quan 1y, trong linh vuc san xuét thude
PLO 8 quan tri doanh nghi¢p CLO5
trong linh vyc nudi 4/5 T, U 4/5 Chuong 1 -6
(22.3) trong cay thudc, phat [22.3.1]
trien dugc pham, my
pham, thyc phiam bao
vé suc khoe va trang
thiét bi, dung cu y té.
Co lap truong tu tudng Thé hién duoc tinh than tu hoc, trung
virng vang, dao dirc tét, 16i thuc va tuan thu cadc quy dinh chuyén
PLO 11 séng lanh manh. Chép 4/5 CLO6  imon trong hoc tap va hoat dong san U 405 Chuong 1-6
[3.1.1] |hanh tot chu truong, [3.1.1.1] [xuat thudc.

duong 16i cua Pang, chinh)

sach, phdp luat cua




PLOs nganh Dugc hoc phian nhiém

cho hoc phin k¥ thuit sin xuit thudc

CLOs HP KY THUAT SAN XUAT THUOC

Nha nude. Co kha nang tu
hoc tip va phat trién
chuy&n mon cao hon.

Ton trong, hop tac voi

bénh nhan, ngudi nha

C6 kha nang lam viéc nhom, phoi

hop hiéu qua véi dong nghiép va thé

PLO 12 benh nhan, dong nghiép CLO7  hién trach nhiém x3 hoi trong qud
o ST 4/5 . o ) . U 4/5 Chuong 1 -6
[3.2.1] [vadoi tac; Co y thirc trach [3.2.1.1] [trinh hoc tdp va md phong san xuat
nhiém voi xa hoi va moj thudc.
truong.
Bang 3. Ma tran dong gop cua cac chuwong cho viéc dat cac CLOs
PLOs dugc phian PLO4 PLOS PLOS8 PLO11 PLO12
nhiém
CLOs Kién thirc nganh K§ ning bo tro chuyén nganh NL tu chu Trach nhiém
Bai gidng 1 2 3 4 5 6 7
Chuong 1 X X X
Chuong 2 X X X X X
Chuong 3 X X X X X
Chuong 4 X X X X X




Chuong 5 X X X X X
Chuong 6 X X X X X
5. Panh gia hoc phin (cac thanh phan, cac bai danh gid va ti 1é danh gia, thé hién su twong quan véi cdc CDR ciia hoc phan)
Biang 4. Panh gia hoc phin
Thanh phan danh e CDR HP dwgc | Trong so . _ . .| Thoidiém danh
, Bai danh gia i N L Hinh thire danh gia ,
gia danh gia (CLOs) (ti 1€ %0) gia
Al. Panh gia qua trinh 50
Al.1. Sy chuyén cén, thai @ hoc tip 20
o Tham gia day du céc budi hoc trén . o ..
Su chuyén can l6p CLOG6,7 10 biém danh trén lop Céac buoi hoc
6
o . Thuc hién tich cuc cac hoat dong Théong qua céc hoat ) ..
Thai do hoc tap L CLO6,7 10 A A Cac budi hoc
trén 16p va bai tap ve nha dong trén lop
A1.2. Kiém tra dinh ky
Bai kiém tra 1 CLO1,2,3,4 15 Tu luan Chuong 1 — 4
Bai kiém tra 2 CLO1,3,4,5,6 15 Ty luan Chuong 5 — 6
A2. Panh gia cudi ky
L Theo lich thi cua
Thi cuoi ky CLO1,2,3,4 50 Tu luan
phong QLDT




Bang 5. Ma tran twong thich giira cac bai danh gia véi CPR hoc phin (ldy ¢ cét (3) Bdng 4 dwra xudng bing nay)

PLOs dwgc
R R PLO4 PLOS PLOS8 PLO11 PLO12
phan nhi¢m
CLOs Kién thirc nganh K¥ ning bo tro chuyén nganh NL tu chu Trach nhiém
Bai giang 1 2 3 4 5 6 7
All X X X X X X X
Al.2 X X X X X
A2 X X X X X
6. Ndi dung va ké hoach giing day
Bang 6. Noi dung va ké hoach giang day hoc phan: ky thuit san xuat thuoc
Cac ndi dung co ban ciia SO tiét Pap ing B A . Bai danh
TT PP giang day Hoat dong hoc cua SV .,
Chwong muc (LT/TH) CLOs gia
1) ) ©) (4) () (6) (7)
Chuwong 1. Qua trinh nghién - Mang theo tai liéu hoc
ciru san xudt mdt thudc ra thi tap, vo ghi chép/
5 Al.l,;
truong Trinh bay, phat van, |- Poc trude tai liéu va tom IR
1 5 CLO1,234567 re as LA , "o
hoi dap tat nd1 dung chinh
. A2
- San sang trinh bay khi
duoc yéu ciu




Céac ndi dung co ban cia S6 tiét Pap wng . R i Bai danh
TT PP giiang day Hoat dong hoc cia SV .,
Chwong muc (LT/TH) CLOs gia
Chuong 2. Thubc generic - Mang theo tai li¢u hoc
tap, vo ghi chép/
) All,
Trinh bay, phat van, | - Poc trudc tai li€u va tom )
2 5 CLO26,7 y p o . Al2;
hoi dap tat ndi dung chinh
. A2
- San sang trinh bay khi
duoc yéu cau
Chuong 3. Cic khii niém vé - Mang theo tai liéu hoc
chit lrgng thudc tap, v& ghi chép/
) All,
Trinh bay, phat van, | - Poc trude tai liéu va tom _
3 5 CLO3s6,7 y p A . Alz;
hoi dap tat ngi dung chinh
. A2
- San sang trinh bay khi
dugc yéu cau
Chuong 4. H¢ thong quan ly - Mang theo tai liéu hoc
chit lwong trong san xuit thudc tap, vo ghi chép/
WHO ) All,
Trinh bay, phat van, | - Poc trudc tai liéu va tom 2
4 5 CLO4567 o L , ALZ
hoéi déap tat ngi dung chinh
A2

- S&n sang trinh bay khi

dugc yéu cau




Céac ndi dung co ban cia S6 tiét Pap wng . R i Bai danh
TT PP giiang day Hoat dong hoc cia SV .,
Chwong muc (LT/TH) CLOs gia
Chuwong 5. H¢ théng quan ly
chit lwong trong san xuét khac
) All,
5 5 CLOwase, | 1Timhbay, phatvan, | ypano theo tai Tigu hoc AL2;
o hoéi dap A a1 1
tap, vo ghi chép/ A2
- Doc trudc tai liéu va tom
tat noi dung chinh
- Sén sang trinh bay khi
duoc yéu cau
Chuong 6. Bién phap kiém soat - Mang theo tai liéu hoc
va dam bao chat hrong thudc tap, vo ghi chép/
- £ All,
t t Z .. !
rong san xus Trinh bay, phat van, | - DPoc trudc tai liéu va tom Al2:
5 CLO124567 Ve a, s . gt
6 hoi dap tat noi dung chinh
. A2
- San sang trinh bay khi
duoc yéu cau
TONG SO LY THUYET 30

7. Hoc li¢u




Béang 7. Sach, gido trinh, tai liéu tham khao

Tén sach, gio trinh, NXB, tén tap chi/
T Tén tac gia Nam XB tén bai bao, vian ban noi ban hanh VB
Giao trinh chinh
1 Tur Minh Koong 2007 K thudt san xudt dwgc phiam NXB Y hoc
Sach, gido trinh tham khaio
2 Bo Y té 2017 Duogc dién Viét Nam V NXB Y hoc Ha Noi
3 Bé mén bao ché, trufé.mg 2004 Ky thuat bao ché va sinh dwoc hoc cac dang thuoc Nh xuét ban Y ho
dai hoc Dugc Ha Noi tap 1 & 2,
Bang 8. Danh muc dia chi website dé tham khio khi hoc hoc phan
TT Noi dung tham khao Link trang web Ngay cap nhat
WHO - GMP guidelines | https://www.who.int/medicines/areas/quality safety/quality_assurance
1 | (tiu chuan san xuat thudc 2021
theo WHO)

8. Co s& vat chit phuc vu giang day

Bang 9. Co sé vt chét phuc vu gidng day hoc phan

Tén giang duwong, PTN, xuwdng,

Danh muc trang thiét bi, phan mém chinh phuc vu

Phuc vu cho ndi dung

TT TN, TH
co so TH . NN < bai hgoc/chwong
Tén thiét bi, dung cu, phan mém,... SO lwgng
1 Giang duong nha C - May tinh, may chiéu, phan mém dao tao 01 Chuong 1 -6
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tryc tuyén phan mém hop truc tuyén
Zoom, ...

9. Cac rubrics danh gia két qua hoc tap

Rubric 1: Chuyén cin (Class Attendace)

Tiéu chi Mirc d9 dat chuin quy dinh
danh gia | Mgc F (0-3.9) | MUC D (4.0-5.4) | MUC C (5.5-6.9) | MUC B (7.0-8.4) MUC A (8.5-10) Trong sb
Chuyén Khong di hoc bi hoc khong Pi hoc kha chuyén | Pi hoc chuyén can Pi hoc day du, rat 5004
. . . . 0
can (<30%) chuyén can (<50%) can (<70%) (<90%) chuyén can (100%)
Khong tham | Hiém khi tham gia | Thinh thoang tham | Thuong xuyén phat | Tham gia tich cuc cac
gia hoat dong phat biéu, dong gia phat biéu, trao | bicu va trao d6i y | hoat dong tai 16p: phat
Dong gop gi tai 16p g6p cho bai hoc tai | d6i y kién tai 16p. | kién lién quan dén | biéu, trao doi ¥ kién lién 5004
. . 0
tai lop 16p. Bong gop Phat biéu it khi c6 | bai hoc. Cac dong | quan dén bai hoc. Cac
khong hiéu qua. hi¢u qua. g6p cho bai hoc 1a | ddng gop rat hiéu qua.
hiéu qua.
Rubric 2: Thuyét trinh (Oral Presentation)
Tiéu chi Miic d9 dat chuin quy dinh
danh gia | Mgc F (0-3.9) | MUC D (4.0-5.4) | MUC C (5.5-6.9) | MUC B (7.0-8.4) MUC A (8.5-10) Trong sb
N&id Khong c6 ngi | Noi dung phu hop | Noi1 dung phu hgp | Noi dung phu hop voi | Noi dung phu hop véi
01 dun . \ 5
béo céog dung hoac ndi | véi yéu cau, hinh véi yéu cau. St yéu cau. St dung

dung khong

anh va giai thich

dung thuat ngitr

thuat nglr don gian,

yéu cau. Str dung thuét

ngit don gidn, dé hiéu.

50%
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phu hop voi

yéu cau.

chua r0 rang

don gian, dé hiéu.
Hinh anh minh

hoa r0 rang, dep

dé hiéu. Hinh anh
minh hoa rd rang,
dep, phong phu. Co
str dung video

Hinh anh minh hoa ro
rang, dep, phong phu. Co
st dung video va giai
thich cu thé, biét thiét ké

trén video
Slide trinh bay | Slide trinh bay v6i | Slide trinh bay véi | Slide trinh bay v6i b |  Slide trinh bay véi bd
qué so sai, s6 luong phu hop, b6 cuc logic, o cuc logic, 10 rang, cuc logic, 1 rang, gom 3
Trinh bay khong du s6 sir dung tr ngit va | rang, gom 3 phan | gom 3 phan, thé hién | phan. Thuat ?gﬁ, su duflg 2506
slide lugng theo quy hinh anh rd (introduction, su thanh thao trong don gian de hiéu. Thé
dinh body and trinh bay hién su thanh thao trong
conclusion) trinh bay va ngdn ngfr.
Trinh bay Bai trinh bay ddy | Phan trinh bay ¢6 | Phan trinh biay ngan | Phan trinh bay ngan gon.
khéng logic, du. Giong néi nho, | bd cuc 3 phanrd | gon, dé hiéu. Sir dung | Bb cuc rd rang. Giong
vuot qua thdi | phat am con mots6 | rang. Giong noi cac thuat nglr don | ndi 10 rang, luu loat. Thu
gian quy dinh. tr khong 10, su vira phai, r6 rang, | gian, d& hiéu. B cuc | hut su cht ¥ cia ngudi
Str dung thuat dung thuat nglr dé nghe, thoi gian | rd rang. Giong n6i rd | nghe, twong tac tot véi
Thuyét ngit khong phtrc tap, chua co trinh bay dung rang, luu loat. Thoi | nguoi 7nghve. Nguoi nghe 2504
trinh ding, phat am | twong tac v&i nguodi | quy dinh, thinh gian trinh bay diung c6 thé hiéu va theo kip

khong 10, giong
n6i nhd. Nguoi
nghe khong

hiéu

nghe khi trinh bay.

thoang co6 tuwong
tac voi nguoi
nghe. Nguo1 nghe
c6 thé hiéu va kip

theo doi ndi dung

quy dinh. Tuong tac
t6t voi nguoi nghe.
Nguoi nghe co thé
hiéu duoc ndi dung
trinh bay.

tat ca noi dung trinh bay.
Thot gian trinh bay ding
quy dinh
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trinh bay

Rubric 3: Lam viéc nhom (Teamwork Assessment)

Tiéu chi danh
gia

Mikc d§ dat chuin quy dinh

Mic F (0-3.9)

MUC D (4.0-5.4)

MUC C (5.5-6.9)

MUC B (7.0-8.4)

MUTC A (8.5-10)

Trong so

Khong co su

lam viéc nhom

Trach nhiém va
nhiém vu cong
Vvi€c cua cac

thanh vién trong

Mbi thanh vién c6
nhiém vu cong
viéc riéng nhung
khéng r6 rang va

Nhiém vu cong
Viéc r0 rang va
phu hop voi kha

nang cia moi

Nhiém vu cong viéc cia
mdi thanh vién rd rang, cu
thé, pht hop. Phat huy thé

manh cua cac thanh vién

T6 chirc nhom , A X ‘ Ny o . , 30%
nhom khong khong phu hgp véi | thanh vién trong trong nhom. Tuong tac,
dugc phan cong kha nang cua nhom phéi hop t6t giira cac
cu thé thanh vién trong thanh vién.
nhom
Tham gia lam 100% (Tham gia day du
viéc nhom <30% <50% <70% <90% cac budi hop, thdo luan 20%
(chuyén can) cua nhom)
Khong bao gio | Hiém khi tham | Thinh thoang tham Thuong xuyén Luon tham gia thdo luén
o tham giavao | gia vao thao luan gia thio luén tham gia thao luan | nhém va dong gop v kién
Thao luan A 1A o R o L , 30%
viéc thao luan nhom va dong | nhom va dong gép | nhom va dong gép | hay, hi€u qua cho céc hoat
cua nhom. gop ¥ kién ¥ kién ¥ kién hay dong ctia nhom
. Khong bao gio | Hiém khi hop tac, | Hop tac, phdi hgp | Hop tac, phdi hop | Hop téc, phdi hop véi
Phéi hop nhém | . R AT B P 20%
phoi hop, hop phoi hop lam v6i nhom. Thinh | véi nhom. Thuong nhom. Ludn lubn ton
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Tiéu chi danh

Mikc d§ dat chuin quy dinh

gia Mirc F (0-3.9) | MUC D (4.0-5.4) | MUC C (5.5-6.9) | MUC B (7.0-8.4) MUC A (8.5-10) Trong sb
tac voi nhom viéc nhom thoang ton trong | xuyén ton trong va trong va chia sé kinh
va chia sé kinh chia s¢ kinh nghiém tir cac thanh vién
nghiém tir cac nghiém tir cac khac cia nhém
thanh vién khéac thanh vién khac
cua nhom cua nhom
Rubric 4: Bai tap (Work Assignment)
Tiéu chi Mirc d9 dat chuin quy dinh
danh gia | MgcF (0-3.9) | MUCD (4.0-5.4) | MUC C (5.5-6.9) MUC B (7.0-8.4) MUC A (8.5-10) | Trong s
Khéng ndp bai | Nop bai tap 70% | Nop bai tap day du Nop bai tap day da | Nop bai tap day du
tap s6 luong bai tap | (100% sd lugng duge | (100% sé lwgng duoc (100% sb luong
Nop bai tép duogc giao. Chua | giao). Mot s6 bai tdp | giao). Hau hét bai tap duogc giao). Pling 20%
dang thoi gian ndp chua dang thoi | ndp dang thoi gian quy | thoi gian quy dinh.
quy dinh. gian quy dinh dinh.
Khong c6 bai tap | | Khong c6 bai tap | Bai tap trinh bay Bai tap trinh bay dep, | Bai tap trinh bay
Bai tép trinh bay | Bai tép trinh bay dung yéu cau (font day du, dung yéu cau | dep, day du, ding
Trinh bay 16n xon, khong 16n x0n, khong chit, ¢ chir, gian (font chit, ¢& chit, gidn | yéu cau (font chi, 300
\ \ \ \ 0
bai tap ding yéu cauvé | dungyéucauveé | dong). Ly luan, bang dong). Lap luan st | c& chit, gian dong).

trinh bay (font

chit, cd chit, gian

trinh bay (font

chit, co chit, gian

biéu sir dung trong

bai rd rang, phu hop.

dung trong bai tap rd
rang, hop ly. Ghi chd,

Lap luan logic sur

dung trong bai tap rd
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Tiéu chi Mitc d9 dat chuin quy dinh
danh gia | MgcF (0-3.9) | MUCD (4.0-5.4) | MUC C (5.5-6.9) MUC B (7.0-8.4) MUC A (8.5-10) | Trong sb
dong). Ly luan, dong). Ly luan, Con mot s6 16i nhd | giai thich day du, hop | rang, khoa hoc. Ghi
bang biéu sir bang biéu sir dung vé trinh bay (1 ly chu, giai thich cu
dung trong bai trong bai khéng chinh ta, nhim lan thé, hop 1y.
khong phu hop. phu hop. ghi chu)
Khong c6 bai tdp | Noi dung bai tap | Noi dung bai tap day | Noi dung bai tap day | Noi dung bai tap day
khong day di, mot | du, ding véi yéu cau | du, hop 1y, ding theo dua, hop 1y, dung
Noi dung s6 khong dl'}ng nhi¢m vy nhung chlrra yéu cau nhiém vu. Lap | theo yéu cau nhiém
‘t;éi tip theo yéu cau hop ly. Con mdt s6 luan dang, 1o rang vu. Lap luan ching 50%

nhiém vu.

sai soOt trong tinh toan

ctr logic, chi tiét va
rd rang, hoan toan
hop ly

Trwéng khoa

GS.TSKH. Phiing Pic Cam
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Hai Duong, ngay... ...

thang.....nam 2021

Nguwoi bién soan

Hoang Thi Hué




