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

Sé: 15 /2022/TT-BYT Ha Néi, ngay09 théng 12 nim 2022

THONG TU

Sira doi, b6 sung mot s6 diéu va Phu luc tai Thong tw s6 03/2019/TT-BYT
ngay 28 thang 3 nam 2019 cia Bj truong Bo Y té ban hanh Danh muc
thudc sin xu:‘it trong nudc dap irng yéu cau vé diéu tri, gia thudc va kha
ning cung cip va Thong tw s6 15/2020/TT-BYT ngay 10 thang 8 nam 2020
cua Bo trer’ng BoY té ban hanh Danh muc thude diu thau, Danh muc
thudc dau thau tap trung, Danh muc thudc dwge ap dung hinh thirc dam
phan gia

Cdn cit Ludt Duoc s6 105/2016/QHI3 ngay 06 thing 4 nim 2016,
Cdn cik Ludt Pdu thau sé 43/2013/QH13 ngay 26 thang 11 ndm 2013,

Can cir Nghi dinh s6 95/2022/ND- -CP ngay 15 thang 11 nam 2022 cua Chinh
phu quy dinh chirc ndng, nhiém vu, quyén han va co cdu 16 chirc ciia B Y té;

Can cir Nghi dinh 56 63/2014/ND-CP ngay 26 thdang 6 nam 2014 cua Chinh
phu quy dinh chi tiét thi hanh mét sé diéu cia Ludt Pdau thau vé lua chon nha

thau,

Theo dé nghi cua Cuc truong Cuc Quan ly Duoc;

Bo truong Bo Y té ban hanh Théng tw sika doi, b6 sung mot s6 diéu va Phu
luc tai Thong tu s6 03/2019/TT-BYT ngay 28 thang 3 nam 2019 cua Bg truong
B4 Y té ban hanh Danh muc thudc san xudt trong nuoc ddp ung yéu cau vé diéu
tri, gid thuoc va kha ndng cung cdp va Thong tu s6 15/2020/TT-BYT ngay 10
thang 8 nam 2020 cua B¢ truong B Y té ban hanh Danh muc thuéc ddu thau,
Danh muc thuée ddu thau tdp trung, Danh muc thuéc duge dp dung hinh thirc
dam phan gia.

Pidu 1. Sira dbi, b6 sung mot s6 diéu va Phu luc tai Thong tw 50
03/2019/TT-BYT ngay 28 thang 3 nim 2019 cua Bo trlrong Bo Y té ban hanh
Danh muc thudc san xuit trong nugc dap ing yéu cau vé diéu tri, gia thude
va kha niang cung cip (sau diy viét tit 1a Thong tu 6 03/2019/TT-BYT):

1. Baibo 11 thudc tai Phu luc Danh muc thuoc san xudt trong nudc dap ung
yéu clu vé diéu tri, gia thudc va kha nang cung cap ban hanh kém theo Thong tu
50 03/2019/TT-BYT (Danh muc chi tiét 11 thudc tai Phu luc ban hanh kém theo

Thong tu nay).

2. Sua 6{01 noéng do, ham luong cua thuoc s6 thir tu 166 tai Phu luc Danh muc
thuoc san xut trong nudc dap tng yéu cau vé diéu tri, gia thudc va kha ning cung
cdp ban hanh kém theo Thong tu s6 03/2019/TT-BYT tir “100mg” thanh

“100mg/10ml”. o
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3. Sira déi don vi tinh cta thuoc so thtr tu 466 tai Phu luc Danh muc thuoc
san xuat trong nudc dép tmg yéu cau vé diéu tri, gia thudc va kha ning cung cip
ban hanh kém theo Thong tu s6 03/2019/TT-BYT tur “vién” thanh “goi”.

4. Bii bo Khoan 3, Khoan 4 Biéu 5 Thong tu s6 03/2019/TT-BYT.

Pidu 2. Sira di, b6 sung mdt sé diu va Phu luc tai Thong tw so
15/2020/TT—BYT ngay 10 thang 8 nam 2020 cua Bo tru’O’ng B0 Y té ban hanh
Danh muc thudc dau thiu, Danh muc thudc diu thiu tap trung, Danh muc
thudc dwoc ap dung hinh thirc dam phéan gia (sau day viét tat Ia Thong tw sb
15/2020/TT-BYT) nhu sau:

1. Stra d6i Phu luc I. Danh muc thudc d4u thau ban hanh kém theo Théng tu
s6 15/2020/TT-BYT, cu thé nhu sau:

a) Su:a ddi tén dé muc qua Phén I tir “Phan I. Danh muc thudc tan dugc”
thanh “Phan I. Danh muc thuoc héa dugc”;

b) Stra di tén hoat chat thudc sé thir tur 148, Phan I, tir “Bo mém, Eucalyptol,
Nuc nac, Vién chi, Tran bi, An tirc huong, Hing chanh, Matri benzoat” thanh “Bo
mém, Eucalyptol, Ntc nac, Vién chi, Tran bi, An tirc huong, Hung chanh, Natri
benzoat”;

c) Sua dbi tén hoat chét thudc sb tht tu 16, Phin II1, tur “Artiso, Nghé, Rau
ma” thanh “Actiso, Nghé, Rau ma”.

2. Stra d6i Phu luc II. 'Danh muyc thubc dau thau tap trung cap qudc gia ban
hanh kém theo Théng tu s6 15/2020/TT-BYT, cu thé nhu sau:

a) Stra ddi tén hoat chét thudc sb thir tur 16 Phan B tir “Lamivudin + Tenofovir
+ Efavirenz” thanh “Lamivudin + Tenofovir disoproxil fumarat + Efavirenz”;

b) Stra ddi tén hoat chit thudc s6 ther tu 17, Phdn B tir “Lamivudin +
Tenofovir” thanh “Lamivudin + Tenofovir disoproxil fumarat”;

c) Stra dbi tén hoat chat thuéc sé thtr tu 26, Phan B tir “Tenofovir” thanh
“Tenofovir disoproxil fumarat”;

d) Stra ddi tén hoat chét thudc s thtr tw 16 Muc I Phan C tir “Lamivudin +
Tenofovir + Efavirenz” thanh “Lamivudin + Tenofovir disoproxil fumarat +
Efavirenz”;

d) Stra dbi tén hoat chét thudc sb tht tu 17 Muc I Phén C tir “Lamivudin +
Tenofovir” thanh “Lamivudin + Tenofovir disoproxil fumarat”;

e) Stra dbi tén hoat chat thubc sb tha tu 27 Muc I Phan C tir “Tenofovir”
thanh “Tenofovir disoproxil fumarat”;

g) Stra dbi tén hoat chat thube sé thir ty 8 Muc III Phan C tir “Ethambutol”
thanh “Ethambutol hydroclorid”;

h) Stra d6i tén hoat chat thubc s6 thu tu 14 Muc VI Phan C tir “Sulperid”
thanh “Sulpirid”.
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3. Stra d6i Phu luc III. Danh muc thubc dugc 4p dung hinh thic dam phan
gia ban hanh kém theo Thong tu s6 15/2020/TT-BYT, cu thé nhu sau:

a) Sua dbi tén thudc sb tht tw 69 Phan I tir “Rocephin 1g 1.V” thanh
“Rocephin 1g [.V.”;

b) Stra déi ndng do/ham luong s6 thir tu 350 Phan II tir “775mg/ml (tuong
duong 350mg lod/ml)” thanh “755mg/ml (twong duong 350mg Iod/ml)”;

c) Stra ddi tén hoat chat thudc sb thir tu 1 Phan IV tir “Tenofovir; Lamivudin;
Dolutegravir” thanh “Tenofovir disoproxil fumarat; Lamivudin; Dolutegravir”;

d) Stra ddi tén hoat chét thudc sb thi tu 2 Phan IV tir “Tenofovir; Lamivudin;
Efavirenz” thanh “Tenofovir disoproxil fumarat; Lamivudin; Efavirenz”.

4. Bai bo Diéu 4 Thong tu sé 15/2020/TT-BYT.
Piéu 3. Hiéu lwe thi hanh
Théng tu nay c6 hiéu luc thi hanh ké tir ngay 01 thang 02 nim 2023

Chanh Vian phong Bg; Cuc trudng Cuc Quan ly Dugc; Cuc trudng Cuc Quan
ly Y, Duogc cd truyén; Vu trudéng Vu Ké hoach - Tai chinh; Chanh Thanh tra B9;
Giam dbc Trung tdim Mua sdm tép trung thudc Qudc gia; Thu trudng cac don vi
thudc va truc thuéc Bo Y té; Giam dbc S& Y té céc tinh, thanh phé truc thudce
Trung wong; cac co s& kinh doanh dugc va cac co quan, td chire, ca nhan c6 lién
quan chiu trach nhiém thi hanh Thong tu nay.

Trong qua trinh thuc hién, néu cd kho khan vudng méc, dé nghj cac co quan,
t6 chirc, ¢4 nhan kip thoi phan anh vé Bd Y t& (Cuc Quan ly Dugc) dé xem xét,
giai quyét./.

Noi nhin:

- Uy ban Xa hoi ciia Quéc hoi;

- Vin phong Chinh phu (Vu KGVX, Cong bao,
Cbng Théng tin dién tir Chinh phu);

- B/c Bo trudng (dé blc);

- Cac Thu trudng BYT;

- Bo Tu phép (Cuc Kiém tra VBQPPL);

- Cac B9, co quan ngang B9, co quan thugc CP;
- UBND cac tinh, TP truc thudéc TW;

- Kiém toan Nha nudr;

- S& Tai chinh, S&' Y té céc tinh, TP truc thuoc TW;
- Lién doan Thuong mai va Cong nghiép Viét Nam;
- Céc don vi thudc, truc thudc BO Y té;

- Bio hiém Xa hoi Viét Nam:

-'Y té cac Bo, nganh;

- Hiép hoi DN Duogc Viét Nam;

- Hiép héi Bénh vién tu nhan Viét Nam;

- Téng Cong ty Duoc Viét Nam - CTCP;

- Cong Thong tin dién tir Bo Y té;

- Trang Thoéng tin dién tir Cuc QLD;

- Luu: VT, PC, QLD.

})5 Xuin Tuyén




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

Phu lyc
DANH MUC 11 THUOC BAI BO KHOI PHU LUC DANH MUC THUOC
SAN XUAT TRONG NUOC PAP UNG YEU CAU VE PIEU TRI,
GIA THUOC VA KHA NANG CUNG CAP BAN HANH
KEM THEO THONG TU SO 03/2019/TT-BYT
(Ban hanh kém theo Thong twsé 15 /TT-BYT ngay09thdangl2ndm 2022
ciia Bé trucng B Y té)

1 268 Ertapenem lg Tiém/truyén (;hal/l,(')./ WHO-GMP
ong/tui
2 279 Etoposid 100mg Ubng Vién WHO-GMP
3 296 Fluorouracil S00mg | Tiémfruydn | 9% | wHO-GMP
ong/tui
- 362 Leflunomid 10mg Udng Vién WHO-GMP
Metronidazol + 200mg +
5 422 Cloramphenicol + 80mg + bat am dao Vién | WHO-GMP
Nystatin 100.0001U
6 487 Pefloxacin 400mg Tiém/truyén (;hal/lg/ WHO-GMP
ong/tui
Phenylephrin )
7 494 hydroclorid + 5mg + 5mg Udng Vién WHO-GMP
Loratadin
8 495 Piperacilin lg Tiemftrugén | 2 | who-GMP
ong/tui
9 516 Progesteron 200mg Udng Vién WHO-GMP
10 587 Thalidomid 100mg Udng Vién | WHO-GMP
Vitamin A + 2500IU + z -
11 615 Vitamin D3 2501U Uong Vién WHO-GMP

U/



