BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
------- Doc lap - Tu do - Hanh phic

Sé: 10/2016/TT-BYT Ha Ngi, ngay 05 thang 5 nim 2016

THONG TU

BAN HANH DANH MUC THUOC SAN XUAT TRONG NUGC DAP UNG YEU CAU VE
DIEU TRI, GIA THUOC VA KHA NANG CUNG CAP

Can cir Ludt dau thau s6 43/12013/QH13 ngay 26 thang 11 niam 2013;

Can cir Nghi dinh LS:OA’ 63/2014/ND-CP ngay 26 thang 6 nam 2014 cua Chinh phi quy
dinh chi tiét thi hanh mot so diéu cua Ludt dau thau vé lwa chon nha thau,

Can cir Nghi dinh so 63/2012/ND-CP ngay 31 thang 8 nam 2012 cua Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co cau té chirc ciia Bo Y té;

Theo dé nghi ciia Cuc trudéng Cuc Qudn Iy Dige;

Bo truong Bo Y té ban hanh Théng tw ban hanh Danh muc thude sdn xudt trong nudce
ddp ieng yéu cau vé diéu tri, gid thuoc va khd ning cung cdp,

Piéu 1. Ban hanh kém theo Théng tu ndy Danh muc thubc san xuét trong nudc dap tng
yéu cau vé diéu tri, gia thuoc va kha nang cung cap tai Phu luc L.

Piéu 2. Nguyén tic, tiéu chi xy dung danh muc

Danh muc thudc san xut trong nudc dap tng yéu cau vé diéu tri, gia thudc va kha ning
cung cap duoc xay dung can cur theo céc ti€u chi, nguyén tac tai Phu luc II ban hanh kém theo
Thong tu nay.

Piéu 3. T6 chirc thuc hién

Cuc truéng Cuc Quan 1y Dugc dé xuét viée cap nhat, bd sung hodc diéu chinh danh muc
thudce cho phu hop tinh hinh thyc t€ va bao dam déap tng kip thoi thudc phuc vu cho cong tac
phong bénh, chira bénh tai cac co so y te.

Diéu 4. Diéu khoin thi hanh
Thong tu nay co6 hiéu lyc thi hanh ké tir ngdy 01 thang 7 ndm 2016.

Trong qué trinh thyc hié¢n, néu c6 kho khan vudng méc, dé nghi cc co quan, td chuc, ca
nhan kip thoi phan d&nh vé BO Y t€ (Cuc Quan 1y Duoc) dé xem xét, giai quyet./.

KT. BQ TRUONG

Noi nhén: THU TRUONG
- Van phong Chinh phu (Vu KGVX, Cong bao,

Céng TTDT Chinh phu);

- Bo Tu phap (Cuc Kiém tra vin ban QPPL);

- B9, co quan ngang B9, co quan thugc Chinh phu;

- BHXHVN;

- Cac Thur truong BYT; x < K e
- Cac Vu, Cuc, T6ng cuc, Van phong B¢, Thanh tra Nguyen Viét Tién
B thudc BO Y té;

- UBND cac tinh, thanh pho truc thude trung wong;

- S&'Y té tinh, thanh phd truc thue trung wong;

- Céc don vi tryc thude Bo Y té;

- Y té cac Bo, Nganh;

- CTTDT BYT, Website Cuc QLD;

- Luu: VT, PC, QLD (2 ban).



PHU LUCI

DANH MUC THUOC SAN XUAT TRONG NUGC BAP UNG YEU CAU VE BIEU TRI,
GIA THUOC VA KHA NANG CUNG CAP
(Ban hanh kem theo Thong tw so 10/2016/TT-BYT ngay 05 thang 5 nam 2016 cua B¢ truong Bo

Y té)
STT Tén hoat chit Nong d6, Him |Puwong diung | Pon vi tinh | Tiéu chi k¥
lwgng thuat
I. Dung dich diéu chinh nuwéc, dién gidi, can bz"lng acid-base va cac dung dich tiém truyén
khac
1 |Acid amin 5%/500ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
2 [Glucose 5%/500ml Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
3 [Glucose 10%/500ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
4  |Glucose 5%/250ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
5  |Natri chlorid 0,9%/250ml Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
6 |Natri chlorid 0,9%/500ml Tiém/Truyén Chai nat hai  WHO-GMP
cong
7 |Natri chlorid 0,9%/1000m| Tiém/Truyén [Chai/Lo/Ong WHO-GMP
8  |Natri chlorid 0,9%/500ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
9 [Natri chlorid 0,9%/100ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
10 [Nudc ct 5ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
11 [Ringer lactat 500ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
I1. Hocmon va cac thudc tic dong vao hé thong ndi tiét
12 |Acarbose 50mg Ubng \/ién WHO-GMP
13 [Gliclazid 30mg Udng \Vién WHO-GMP
14 [Gliclazid 80mg Ubng \/ién WHO-GMP
15 |Hydrocortison 100mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
16  [Metformin 850mg Udng \Vién WHO-GMP
17 |Methyl prednisolon 40mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
18 [Methyl prednisolon 16mg Ubng Vién WHO-GMP
I11. Khoang chit va vitamin
19 [Calci carbonat + Calci  [300mg + 2940mg |[Udng Vién WHO-GMP
gluconolactat
20 [Calci glycerophosphat+ 456mg+426mg  [Udng Chai/Lo/Ong WHO-GMP




Magnesi gluconat

21 [Calcitriol 0,25mcg Ubng Vién WHO-GMP
22 Mecobalamin 500mcg Ubng Vién WHO-GMP
23 |Vitamin B1 250mg Udng \Vién WHO-GMP
IV. Thudc chdng co giat, chong dong kinh
24 |Gabapentin 300mg Ubng Vién WHO-GMP
25 |Levetiracetam 500mg Udng \Vién WHO-GMP
26 |Pregabalin 75mg Ubng \/ién WHO-GMP
V. Thudc chong di ing va ding trong cac trwong hop qua min
27 [Ebastin 10mg Udng \Vién WHO-GMP
VI. Thudc chdng rdi loan tim thin
28 |Levomepromazin 25mg Ubng Vién WHO-GMP
29 [Olanzapin 10mg Udng \Vién WHO-GMP
VIL Thudc c6 tac dung thiic dé, cAm mau sau dé va chdng dé non
30 [Oxytocin 51U Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
VIIL Thudc diéu tri ky sinh trung, chong nhiém khuin
31 |Amikacin 500mg/2ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
32 JAmoxicilin 500mg Ubng Vién WHO-GMP
33 |Amoxicilin 250mg Udng GOi WHO-GMP
34 JAmoxicilin + acid 500mg +125mg  [Ubng Vién WHO-GMP
clavulanic
35 |Amoxicilin + acid 1g +0,29 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
clavulanic
36 |Amoxicilin + 250mg +62,5mg  [Udng GOi WHO-GMP
acidclavulanic
37 |Amoxicilin + acid 875mg +125mg  [Udng \ién WHO-GMP
clavulanic
38  |Amoxicilin + acid 250mg +31,25mg [Udng Goi WHO-GMP
clavulanic
39 [Cefaclor 500mg Ubng Vién WHO-GMP
40 [Cefaclor 250mg Udng \Vién WHO-GMP
41 |Cefaclor 125mg Ubng GOi WHO-GMP
42 |Cefadroxil 500mg Ubng Vién WHO-GMP




43  |Cefamandol 19 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
44 |Cefdinir 300mg Ubng Vién WHO-GMP
45 Cefepim 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
46 (Cefepim o) Tiém/Truyén [Chai/Lo/Ong WHO-GMP
47 |Cefixim 200mg Ubng Vién WHO-GMP
48 |Cefixim 100mg Ubng Vién WHO-GMP
49 [Cefixim 100mg Udng GOi WHO-GMP
50 [Cefmetazol 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
51 |Cefoperazon + 0,59+0,5¢ Tiém/Truyén [Chai/Lo/Ong WHO-GMP
Sulbactam
52 |Cefoperazon + 1g+1g Tiém/Truyén [Chai/Lo/Ong WHO-GMP
Sulbactam
53 |Cefoperazon 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
54 |Cefotaxim 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
55 |Cefotiam 19 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
56 [Cefoxitin 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
57 |Cefpirom 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
58 (Cefpodoxim 200mg Udng \ién WHO-GMP
59 [Cefradin 500mg Ubng Vién WHO-GMP
60 [Ceftazidim 19 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
61 [Ceftazidim g Tiém/Truyén [Chai/Lo/Ong WHO-GMP
62 [Ceftizoxim 1g Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
63 [Ceftriaxon 19 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
64 (Cefuroxim 500mg Udng \ién WHO-GMP
65 |Cefuroxim 750mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
66 [Cefuroxim 1,59 Tiém/Truyén [Chai/Lo/Ong WHO-GMP
67 [Cefuroxim 250mg Udng \Vién WHO-GMP
68 |Cefuroxim 125mg Ubng GOi WHO-GMP
69 (Cephalexin 500mg Udng \ién WHO-GMP
70 [(Ciprofloxacin 500mg Udng \ién WHO-GMP
71 [Clarithromycin 500mg Ubng Vién WHO-GMP




72 [Clarithromycin 250mg Udng \Vién WHO-GMP
73 |Imipenem + Cilastatin  [500mg+500mg  [Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
74 |lvermectin 6mg Ubng \/ién WHO-GMP
75 |lvermectin 3mg Udng \Vién WHO-GMP
76 |Lamivudin 100mg Ubng Vién WHO-GMP
77 |Meropenem 1g Tiém/Truyén [Chai/Lo/Ong WHO-GMP
78 [Meropenem 500mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
79 |[Metronidazol 500mg/100ml  [Tiém/Truyén [Chai/Lo/Ong WHO-GMP
80 [Piperacilin + 4g +0,5¢ Tiém/Truyén [Chai/Lo/Ong WHO-GMP

[Tazobactam
81 [Spiramycin BMIU Ubng Vién WHO-GMP
82 [Tenofovir 300mg Udng \Vién WHO-GMP
83 |Vancomycin 500mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
IX. Thudc diéu trj ung thw va diéu hoa mién dich
84 |Anastrozol 1mg Udng \Vién WHO-GMP
85 [Paclitaxel 30mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
X. Thudc dwong tiéu hoa
86 |Acetyl leucin 500mg Udng vién WHO-GMP
87 JAluminium phosphat  [20%-12,38¢g Ubng GOi WHO-GMP
88 JArginin 200mg Udng Vién WHO-GMP
89 |Attapulgit hoat héa +  [2,5g +0,5¢ Udng GOi WHO-GMP

hon hop magnesi

carbonat-nhdm

hydroxid
90 [Diosmectit 39 Udng Goi WHO-GMP
91 [Diosmin + Hesperidin ~ #50mg+50mg Udng \Vién WHO-GMP
92 |Drotaverin 40mg Ubng \/ién WHO-GMP
93 [Esomeprazol 40mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
94 [Esomeprazol 20mg Udng \ién WHO-GMP
95 |[Esomeprazol 40mg Udng \/ién WHO-GMP
96 [Lactobacillus 19 Udng Goi WHO-GMP

acidophilus




97 |L-Ornithin - L- aspartat [200mg Udng \Vién WHO-GMP
98 |L-Ornithin - L- aspartat [Lg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
99 |L-Ornithin - L- aspartat [500mg Ubng Vién WHO-GMP
100 |L-Ornithin - L- aspartat [500mg/5ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
101 [Magnesi hydroxid + 400mg +800mg + [Ubng GOi WHO-GMP
Nhoém hydroxid + 80mg
Simethicon
102 |Omeprazol 40mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
103 (Omeprazol 20mg Udng \ién WHO-GMP
104 [Pantoprazol 40mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
105 |Rabeprazol 20mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
106 [Sucralfat 19 Udng Goi WHO-GMP
107 [Ursodeoxycholic acid  [300mg Ubng Vién WHO-GMP
XI. Thudc giai doc va thudc dung trong truwong hop ngd doc
108 (Glutathion 300mg Tiém/Truyén [Chai/Lo/Ong WHO-GMP
XII. Thudc giam dau, ha sét; chdng viém khong steroid; thudc diéu trj giit va cac bénh
xuwong khop
109 |Alendronat 70mg Udng \Vién WHO-GMP
110 |Alendronat + Vitamin[7Omg +28001U  [Udng Vién WHO-GMP
D3
111 |Alpha chymotrypsin 4,2mg (hodc 21  [Ubng Vién WHO-GMP
microkatal)
112 (Celecoxib 200mg Udng Vién WHO-GMP
113 |Diacerein 50mg Ubng vién WHO-GMP
114 |Glucosamin 500mg Udng vién WHO-GMP
115 (Glucosamin 1,50 Ubng GOi WHO-GMP
116 [Paracetamol 19/100ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
117 |Paracetamol 500mg Udng \Vién WHO-GMP
118 [Paracetamol 150mg Ubng GOi WHO-GMP
119 [Paracetamol 250mg Ubng GOi WHO-GMP
120 [Paracetamol + Codein  [500mg + 30mg  [Udng \Vién WHO-GMP
121 [Paracetamol + Tramadol [325mg +37,5mg  [Udng Vién WHO-GMP




XIII. Thudc giin co va e ché cholinesterase

122 [Eperison 50mg Ubng Vién WHO-GMP
123 |Galantamin 2,5mg/ml Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
XTV. Thudc loi tiéu

124 [Furosemid 20mg/2ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
XV. Thubc tac dung dbi véi mau

125 [Tranexamic acid 250mg/5ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
XVI. Thudc tac dung trén dwong hd hip

126 |Acetyl cystein 200mg Udng GOi WHO-GMP
XVII Thudc tiy trang va sat khuin

127 [Povidone iodine 10%/500ml Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
128 [Povidone iodine 10%/100ml Tiém/Truyén [Chai/Lo/Ong [WHO-GMP
129 [Povidone iodine 10%/90ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
XVIIL Thudc tim mach

130 |Atorvastatin 20mg Ubng Vién WHO-GMP
131 |Bisoprolol 5mg Udng \Vién WHO-GMP
132 [Cholin alfoscerat 1g/4ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
133 [Clopidogrel 75mg Ubng Vién WHO-GMP
134 [Fenofibrat 200mg Udng \Vién WHO-GMP
135 ([Imidapril 10mg Ubng Vién WHO-GMP
136 |Imidapril 5mg Udng \ién WHO-GMP
137 |Irbesartan 150mg Udng \Vién WHO-GMP
138 [Isosorbid mononitrate  60mg Udng Vién WHO-GMP
139 |Losartan 50mg Udng Vién WHO-GMP
140 |Perindopril Amg Udng \Vién WHO-GMP
141 [Piracetam B800mg Ubng Vién WHO-GMP
142 |Piracetam 3g/15ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
143 |Piracetam 1g/5ml Tiém/Truyén [Chai/Lo/Ong WHO-GMP
144 Rosuvastatin 10mg Ubng Vién WHO-GMP
145 [Trimetazidin 35mg Udng \Vién WHO-GMP
146 [Valsartan 80mg Udng \Vién WHO-GMP




PHU LUC II

TIEU CHI, NGUYEN TAC XAY DUNG DANH MUC THUOC TRONG NUGC SAN XUAT
BUGC PAP UNG YEU CAU VE BIEU TRI, GIA THUOC VA KHA NANG CUNG CAP
(Ban hanh kém theo Thong tw so 10/2016/TT-BYT ngay 05 thang 5 nam 2016 cia Bo trucng Bo

Y te)
Nguyén tic Tiéu chi
- Danh muc dugc xdy dung trén co sé cac Céac mit hang thudc dua vao danh muc phai dap
thudc san xuat tai cac co s¢ san xuat trong g tat ca cac tiéu chi sau:

nude dap tmg yéu cau diéu tri cia cac co so
kham, chita bénh theo tiéu chi k¥ thuat ctua ) : )
thudc, c6 gia thude hop 1y va c6 kha nang dam [ DA co toi thiéu tir 3 (ba) s6 dang ky cia cua 3
bao cung cép cho cac co so dléu tri trén ca ba) nha san xuat trong nudc theo nhém ti€u chi
nudc. k¥ thuat.

L Thudce thudc danh muc thude dau théu;

L Gia cuia thudc san xuét trong nude khong cao
hon so v&i thuoc nhap khau ¢o tiéu chi k¥ thuat
twong duong.

L Pam bao kha ning cung tmg thudc cho cac co
5O y té khi khong mua thude nhap khau san xuét
tai co s& co ti€u chi k¥ thuat tuong duong véi
thudc san xudt trong nudc.




