BO GIAO DUC VA PAO TAO
TRUONG PAI HOC THANH PONG
Khoa: Y DUQC

PE CUONG CHI TIET Lén ban hanh:
HQC PHAN THUY'C HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM Ngay ban hanh:
Trinh d6 dao tao: Pai hoc SO trang:

Nganh: DUQC HQC
Mi sd: 7720201

1. Thong tin chung
1.1. Théng tin vé hoc phin

- Tén hoc phan: Tiéng Viét: THU'C HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM
Tiéng Anh: PRACTICING DRUG PRODUCTION AT PHARMACEUTICAL FACTORIES

- M4 s6 hoc phan: PPP1171

- Thudc nganh/nhém nganh: Khoa hoc Strc khoe (Khdi nganh VI)

- Thudc khéi kién thire/ky nang:

[0 Kién thirc dai cuong/chung [0 Hoc phan chuyén vé k¥ nang chung
[ Kién thirc co s6 nganh J Hoc phﬁn day hoc dy an
M Kién thirc nganh [0 Kién thtrc khac
- Thudc loai hoc phan: M Bit budc [0 Ty chon
- S6 tin chi: 03 (00/03)
+ S0 tiet 1y thuyeét : 00 tiét

+ S6 tiét thuc hanh/thao luan: 135 tiét
+ S6 tiét tu hoc - 135 tiét




- Piéu kién tham gia hoc phan:
Hoc phan tién quyét: Khong Mi s6 HP
Hoc phan hoc trudc: (ghi tén HP néu c6) Mai sb HP: (ghi MSHP)
Hoc phan song hanh: (ghi tén HP néu ¢é)  Ma sb HP: (ghi MSHP)

- Yéu cau ctia hoc phan (gidng vién ghi cu thé cdc yéu cau)
Thoi gian ngudi hoe c6 mat tai co sé thyc hanh: 100%.
Nguoi hoc phai nop day du bai tap, bao céo, ...
Tham gia day du cac bai thyc hanh.
Tham gia ddy du cac bai kiém tra danh gi4 thudng xuyén.

- B mon/Khoa phu trach hoc phan: Khoa Y Dugc

1.2. Cac giang vién phu trach
- Giang vién phu trach chinh: Ths. Phung Thi Huong Giang
- Céc giang vién cung giang day: Ths. Pham Hiru Phong

2. M ta hoc phan

Cung cap cho ngudi hoc nhitng kién thirc thyc tién lién quan dén san xuét, dam bao chét luong thude va cac nguyén tic ciia GPs c6
lién quan. Mat khac rén luyén tac phong 1am viéc, k¥ ning thuc hanh trong méi trudng san xuét thuc té tai Cong ty Dugc.

Hoc phan Thuwe hanh san xuit thudc tai cong ty dwoc phim déng vai tro quan trong trong chwong trinh dao tao nganh Duoc, thudc
khéi kién thirc chuyén nganh bt budc. Hoc phan nay nham muc dich trang bi cho sinh vién nhiing kién thirc thuc tién trong san xuat va
dam bao chat luong thudc, dong thoi rén luyén k¥ ning thuc hanh va tac phong lam viéc trong méi truong san xuat thuc té.

Hoc phan tap trung vao viéc:

o Cung cap kién thurc vé cac quy trinh san xuat thuoc, kiém nghiém, bao quan va cac nguyén tac lién quan dén tiéu chuan GPs (GMP,

GLP, GSP).

o Phat trién cac k¥ ning nghé nghiép nhu 1am viéc nhom, tudn thu quy trinh san xudt, va xt Iy cac tinh hudng trong méi trudng cong

nghiép.



« Rén luyén y thirc ky luét, trach nhiém, thai d6 lam viéc chuyén nghiép va dao dtrc nghé nghiép, tir 46 gop phan nang cao chat luong
cham soc strc khde nhan dan.

3. Muc tiéu hoc phan (Course Objectives — COs)

Bang 1. Muc tiéu ciia hoc phan

5 Pap itng CDR| Trinh do
Mo tda muc tiéu hoc phan ’
TT ) P cia CTDT nang luc
co Trang bi cho ngudi hoc nhing kién thirc thuc tién lién quan dén san xuat, dam bao chat luong PLO 36
" | thuée va céac nguyén tic ctia GPs c6 lién quan. ¢
co Rén luyén cho ngudi hoc cac k¥ ning thuc hanh trong méi trudng lam viéc, san xudt thyc tién. PLO 35
* | Rén luyén tac phong cong nghiép, tinh tap thé, tinh ky luat trong méi trudng san xuat thyc té. ’
Gido duc, rén luyén cho nguoi hoc vé tAm quan trong ctia thuc hanh san xuit thudc tai cong ty
CO3 | duoc phém, c6 y thirc hoc tap nghiém tic, y thurc t6 chirc ky luat cao, chép hanh ding cac quy dinh, |PLO11, PLO12 4/5
c6 thai do khiém t6n hoc héi, cau tién gdp phan trong cong tac chim soc stc khoe nhan dan.

4. Chuan dau ra hoc phan (Course Learning Outcomes - CLOs)
Bang 2. M ti chuin diu ra hoc phin THU'C HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM dap tng

chuin diu ra CTPT nganh Dwgc hoc

PLOs nganh Dwgc hoc phin nhi¢m cho HP
THUC HANH SAN XUAT THUOC TAI

CLOs HP THUC HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM

CONG TY DUQC PHAM
Mikrc Mirc | Trong
Ky hi¢u Mb ti NL cin| Ky hi¢u M ti NLcin| so | urons P
dat dat | (%) :
(1) (2) (3) (4) (5) (6) (7) (8)
3/6 | CLO; | Co duoc nhitng kién thuc thuc té tai cosd | 3/6 Bai 1-8
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PLOs nganh Dwgc hoc phian nhi¢m cho HP
THUC HANH SAN XUAT THUOC TAI

CLOs HP THU'C HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM

CONG TY DUQC PHAM
[1.2.2.1] {thyc hanh v€ san xuat, ddm bao chat luong
thudc va cac nguyén tac cua GPs.
Nam duoc kién thire thuc t€ tai co so thuc
Ap dung ki én thite nganh va hrfmh veé Sfll’l )iuét,q dam bao chat lugng thudc va
o \ \ . cac nguyén tac cua GPs.
chuyén nganh vao quy trinh thu ~ RETEY X - .
- XA \ Xoq:R Van dung céc kién thic vé Thuc hanh san
PLO4 | hai, ché bién, bao ché, kiém £ A 2 e R e 4
A , £, 1.7 x xuat thudc tai cong ty dugc pham dé: Ti€p thu
[1.2.2] | nghi€ém, sdn xuat, va huéng dan - £ , X 1en IS
; X \ o nhitng kién thuc thyc tien lién quan dén san
st dung thuoc an toan, hiéu £ \ \ % £ .
, CLO; [xuat, ddm bao chat lugng thudc va cac .
qua. AL y oA 3/6 Bai 1-8
[1.2.2.2] Inguyén tac cua GPs c6 lién quan.
Van dung kién thirc ly thuyét dé tiép thu cac
kién thirc thuc tieén vé san xuat va dam bao
chat lugng thudec.
Van dung céc kién thirc vé thyc hanh san xuat
thuoc tai cong ty du',(.)'C pham dé: Hi€u, Van
dung duoc nhitng kién thirc lién quan da hoc
CLOs [ °, n X A .
2.2.1.1] vao cac hoat dong thyc tién ctia ngh€ nghiép 3/5 Bai 1-8
Thanh thao cac k¥ nang thuc B Hi€u va ap dung kién thirc vao cac hoat
hanh trong thu hdi, ché bién, dong thuc tién ctia nghé nghiép, rén luyén ky
bao ché, kiém nghiém, san nang trong moi trudng san xuat.
PLO9 L s . . A T~ = X —
[2.22] xuat, va huéng dan sur dung 3/5 Thuc hién duogc cac ki nang nghé nghiép
o thuoc, dam bao thuc hién quy mot cach thanh thao trong linh vuc hoat dong
trinh mot cach khoa hoc, an cua nganh lién quan v€ san xuat, bdo quan
toan va hiéu qua. CLOs4 (thude, dam bao chat lugng thude va cac noi 3/5 Bai 1-8
[2.2.1.2] |dung co ban ctua GPs

Thyc hi¢n thanh thao cac ky nang nghé
nghiép lién quan dén san xuat, bao quan

thudc va cac ndi dung co ban cua GPs.
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PLOs nganh Dw¢'c hoc phén nhiém cho HP
THUC HANH SAN XUAT THUOC TAI
CONG TY DUQC PHAM

CLOs HP THUC HANH SAN XUAT THUOC TAI CONG TY DUQC PHAM

Th‘é hién phém chit dao duc
nghé nghiép, tu duy doc lap, lap
truong ving vang va kha nang

C6 pham chat dao dic va y thirc tot trong
viéc hoc tip phat trién chuyén mén theo dung
phap luat.

Thé hién pham chét dao duc nghé nghiép, ¥

PLOw tl.lf ;h(,)c ?EOt dc,l’ chu~ dol}g pha‘t 4/5 CLOs thirc trach nhiém va tuén thu nghiém tic cac 4/5 Bai 1-8
[3.1.1] | trién kién thtrc, k§ ndng va [3.1.1]
< A A 3 o, quy dinh trong méi truong thyc hanh san xuat
nang luc chuyén mon nham dap
. A A s \ . thudc, tir d6 phat trién nang luc chuyén moén
ung yéu cau cua nganh Duogc va
T YRR va dao dtrc nghé nghiép phu hop véi nganh
su phat trién xa hoi.
Duoc.
] ‘ Ludn ton trong, hop tac vai dong nghiép,
Thé hién tinh than trach nguoi bénh, nguoi nha nguoi bénh; Co y thirc
nhiém v6i xa hoéi va moi trach nhi€ém vdi chuyén moén, moi trudng va
truong, ton trong quyen va loi xa hoi
PLO12 | ich cua dong nghi¢p, bénh 4/5 CLOs | Hop tac hi¢u qua voi d6ng nghiép trong moi 4/5 Bai 1-8
[3.2.1] | nhan; duy tri phong cach lam [3.2.1] ftruong san xuat, thé hién ¥ thirc trach nhiém

viéc chuyén nghiép va chuan
muc dao dirc nghé nghiép trong
moi hoat dong chuyén mén

d6i voi chat luong san pham, bao vé moi
truong va gop phan nang cao sirc khoe cong
dong théng qua cac hoat dong thuc hanh san
xut thudc.




Biang 3. Ma trin déng gop ciia cac chwong cho viée dat cac CLOs HP THU'C HANH SAN XUAT THUOC TAI CONG TY

DUQC PHAM
1.2. Kién thirc nganh K¥ ning nghé nghiép NL tu chu Tu ;l:ilél:ac}l
cLo CLO1 CLO2 CLO3 CLO4 CLOS CLO6
[1.2.1.1]-3/6 [1.2.1.2] - 3/6 [2.2.1.1]-3/5 [2.2.1.2] - 3/5 [3.1.1.1]—4/5 | [3.2.1.1]-4/5
Bai 1 3/6 3/6 3/5 3/5 4/5 4/5
Bai 2 3/6 3/6 3/5 3/5 4/5 4/5
Bai 3 3/6 3/6 3/5 3/5 4/5 4/5
Bai 4 3/6 3/6 3/5 3/5 4/5 4/5
Bai 5 3/6 3/6 3/5 3/5 4/5 4/5
Bai 6 3/6 3/6 3/5 3/5 4/5 4/5
Bai 7 3/6 3/6 3/5 3/5 4/5 4/5
Bai 8 3/6 3/6 3/5 3/5 4/5 4/5
5. Panh gia hoc phan
Bang 4. Panh gia hoc phin
e as ., CLOs Piém NL Trong ) Hinh thirc Thoi diém
Bai danh gia . A A .
dugc danh gia can dat (%) danh gia danh gia
(1) (2) (3) (4) (3) (6)
Al. Danh gia qua trinh 50
AL 1. Sw chuyén cdn, thdi dé hoc tip 20
) CLO5 4/5 5 .2
Su chuyén can (LT, TH) CLOG 15 5 biém danh hutme suyén
Thai d6 hoc tap (LT, TH) CLOS 5 > Tham gia phét biéu, thao luan
T CLO6 45 5 i




L ., CLOs Piém NL Trong $0 Hinh thire Thoi diém
Bai danh gia , . A ) . . . .
dwogc danh gia can dat (%) danh gia danh gia
AL2. Kiém tra dinh ky 30
CLO1 3/6 8
1R CLO2 3/6 8 . P A .
Bai kiém tra CLO3 175 7 Tu luan/Trac nghi€ém/TL va TN Bi 1.2.3.4.5.6.7.8
CLO4 4/5 7
A2. Panh gia cudi Ky (thi két thiic hoc phdn) 50
CLO1 3/6 12,5
g 3 CLO2 3/6 12,5 L ., Khi két thiic hoc tai
Thi két thuc hoc phan CLO3 175 2.5 Thuyét trinh/Bao céo HRe co 1813 oc tal
CLO4 4/5 12,5
Bang 5. Ma tran twong thich giira cac bai danh gia véi CPR hoc phan
. 3 3.2.Tw chiu trach
CLO 1.2. Kién thirc nganh 2.2. K§ ning ngh? nghiép 3.1. NL tu chi ‘:’lﬁl e‘:l rac
Bai ¢
Dz CLO1 CLO2 CLO3 CLO4 CLOS5 CLO6
[1.2.1.1]-3/6 | [1.2.1.2]-3/6 [2.2.1.1]-3/5 [2.2.1.2] - 3/5 [3.1.1.1]—4/5 [3.2.1.1]—4/5
Al.1(20%) X X
A1.2 (30%) X X X X
A2 (50%) X X X X




6. Noi dung va ké hoach giang day

Bang 6. Noi dung va ké hoach giang day hoc phan

R So tiét (LT/ | Pap tng .. Hoat dong hoc cua Bai
TT Tén Chwong, muc TH) CLOs PP giang day NH dénh gid
(1) ) A3) 4 () (6) (7)
Bai 1: Gi6i thi¢u ch ¢ co' sé thue ta ,
- ! . l?u f un'g Ve,c . > n l.rc' P \ Thuyét trinh, | Nghe giang. Thuc Al. 1
1. Khai quat tén, dia chi va thong tin co s& CLO1234, e .A AL,
1 Y x 5 phat van, lam nghiém, viét bao Al.2
2. H¢ thong t6 chuc 5,6 X oo .
N : n mau, kém cap cao A2
3. Quy mo va pham vi hoat dong
Bai 2: Phong hanh chinh nhén sw CLO Thuyét trinh, | Nghe giang. Thuc Al l
2 | 1. So db, chirc ndng, nhiém vu 5 P34 1 ohat van, lam | nghiém, viétbao | A1.2
2. Ho s0, s6 sach > mau, kém cip cao A2
Bai 3: Nguyén tic, tiéu chuan va quy dinh
chung san xuat thudc cLO Thuyét trinh, | Nghe giang. Thuc Al 1
3 1. Chuéan bi 15 L334 phat van, 1am nghi¢m, viét bao Al.2
2. Thuc nghiém >0 mau, kém cip cao A2
3. Panh gia két qua
Bai 4: Kho
1. Chtrc nang, nhiém vy, vi tri nhan vién kho CLO Thuyét trinh, | Nghe gidng. Thuc Al 1l
4 2. Co s& vat chat, trang thiét bi 20 L34 phat vén, lam nghi¢m, viét bao Al.2
3. Phén chia cac khu vuc sap xép va bao quan >0 mau, kém cip cao A2
4. HO so, sb sach
Bai 5: Kh tiéu chuan dat tiéu chuAn GMP , .
u qu Yl'rc :eu ¢ uan' £ ? : 1e‘u cA l.lan . Thuyét trinh, | Nghe giang. Thuc Al 1
1. Co s& vat chat, trang thict bi va v¢€ sinh tai CLO1234, e n AL,
5 R , 20 phat van, lam nghi¢m, viét bao Al.2
phéan xudng 5,6 XA ;
.. o n o A mau, kém cap cao A2
2. Churc nang, nhiém vy, vi tri cua tirng bg phan




. S6 tiét (LT/ | Pap vng . Hoat dong hoc ciia Bai
TT Tén Chwong, muc TH) CLOs PP gidng day NH danh gia
3. Cac quy trinh thao tac chuan, ho so ting phan
xuong
Bai 6: Phong kiém nghiém
1. Churc nang, nhiém vu cLO Thuyét trinh, | Nghe giang. Thuc Al.l
6 | 2. Co s vat chét, trang thiét b 25 P34 1 ohat van, lam | nghiém, viétbao | AI.2
A X 5,6 X \ - ,
3. HOo so, so sach mau, kém cap cao A2
4. Quy trinh thyc nghiém
Bai 7: Ph¢ hién ctru va phat trién san pha : :
al orng rjg en C}l’ll va phattrien san pham Thuyét trinh, | Nghe giang. Thuc Al.l
1. Churc nang, nhiém vu CLO1234, i A s n L,
7 . a2k A 15 phat van, lam nghiém, viét bao Al.2
2. Co s¢ vat chat, trang thiét bi 5,6 X N ,
N ., mau, kem cadp cao A2
3. HOo so, so sach
Bai 8: Phong kiém tra chit hrgng (QA, QC : .
- (?ng - rem r? chd lr 'g (Q ’ QA ) n Thuyét trinh, | Nghe giang. Thuc Al.l
1. Chtrc nang, nhiém vu va vi tri ting bo phan CLO1234, N n A1,
8 N f 30 phat van, lam nghiém, viét bao Al.2
2. HO so, so sach 5,6 X N ,
. o mau, kem cdp cao A2
3. Quy trinh thyc nghiém
Tong 135

7. Co s& vat chat phuc vu giang day

Bang 9. Co sé vat chat phuc vu gidng day hoc phén
Tén giang dwong, PTN, | Danh muc trang thiét bi, phan mém chinh phuc vu TN, TH | Phyc vu cho néi dung
TT . o ’ . S . . °
xuong, co so TH Tén thiet bi, dung cu, phan mém,... So lugng bai hoc/chwong
| Cong ty duroc - Trang thiét .E)i’ (%unﬁg 01;1, may moc chuyén
nganh, ......... hién co6 ctia cong ty




8. Cic rubrics danh gia két qua hoc tip
- Rubric ddnh gid chuyén cin va thdi dé hoc tip

- , Mic d§ dat chuin quy dinh
Tiéu chi _ _ _ _ _ Trong
danh gi4 MUC F MUC D MUC C MUC B MUC A 6
(0-3.9) (4.0-5.4) (5.5-6.9) (7.0-8.4) (8.5-10)
Khoéng di Bi hoc khé . . . . | Dihoc day du, rat chuyé
Chuyén ong &1 ' Q(i ?ng Di hoc kha chuyén can|  Pi hoc chuyén can Hhoe ay li rat chuyen
in hoc chuyén can (<70%) (<90%) can 50%
(<30%) (<50%) ° ° (100%)
Khone tham Hiém khi tham gia |Thinh thoang tham | Thudng xuyén phat Tham gia tich cyc cac hoat
Dong gop | . 5 phat biéu, dong gia phat biéu, trao doi | biéu va trao ddi y kién |dong tai 16p: phat biéu, trao
1 gia hoat , .. N , o IO 2 1A 1A L s
tai 16p 4610 oi tai gop cho bai hoc tai |y kién tai 16p. Phat  |li€n quan dén bai hoc. |do61y kién lién quan dén bai | 50%
1('1. EER 16p. Bong gop biéu it khi c6 hiéu Céc dong gop cho bai | hoc. Cac ddng gop rat hiéu
P khong hiéu qua. qua. hoc 1a hi¢u qua. qua.

- Rubric ddnh gid kiém tra/thi bang hinh thirc tw lugn
Panh gia kiém tra: Theo thang diém 10: theo két qua diém tai co s thuc tap
9. Thi két thic hoc phin (50%)
Hinh thtrc: Nop bao cao thuc hanh va thuyét trinh béo cdo két qua thuc hanh

Truwéng khoa

(Bad ky)

GS.TSKH Phung Pic Cam
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Giang vién

(Da ky)

Ths. Phung Thi Hrong Giang




