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S6: 12022/TT-BYT

DQc l~p - Tl)' do - H~nh phDC

HaNoi, ngay thang ndm 2022

THONGTU
Sira dBi, bB sung mQt s6 di~u va Phu luc tai Thong to' s6 03/2019/TT-BYT
ngay 28 thang 3 nam 2019 cua BQ trurmg BQY t~ ban hanh Danh muc
thudc san xu§t trong ninrc dap ",ng yeu c~u v~ di~u tr], gia thuoc va kha

nang cung c§p va Thong tu s6 15/2020/TT-BYT ngay 10 thang 8 nam 2020
cua BQ trmrng BQY t~ ban hanh Danh muc thu6c d§u th~u, Danh muc
thu6c d§u th~u t~p trung, Danh muc thu6c dO'Q'cap dung hinh thirc dam

phan gia

Can cicLudt DU(Jcs6 105120161QH13 ngay 06 thong 4 ndm 2016;
Can cu Ludt Ddu thdu s6 43120131QH13 ngay 26 thang 11 ndm 2013;
Can cu Nghi dinh s695120221ND-CP ngay 15 thang 11 ndm 2022 cua Chinh

phu quy dinh chuc nang, nhiem v¥, quyen han va co cdu t6 chuc cua Br Y ti;
Can cu Nghi ainh s6 63120141ND-CP ngay 26 thang 6 nam 2014 cua Chinh

phu quy ainh chi tiit thi hanh mrt s6 ai~u cua Lug,t Dau thdu v~Iva Ch9n nha
thdu;

Theo a~ nghi cua C¥c trucmg C¥c Quan If;DU9'C;
Br trucmg Br Y ti ban hanh Thong tu sua a6i, b6 sung mrt s6 ai~u va Ph¥

I¥c tgi Thong tu s6 03120191TT-BYT ngay 28 thang 3 nam 2019 cua Br trU'ong
Br Y ti ban hanh Danh m¥c thu6c san xudt trong nU'o'caap ung yeu cdu v~ ai~u
tri, gia thu6c va kha nang cung cdp va Thong tu s6 15120201TT-BYT ngay 10
thang 8 nam 2020 cua Br truong Br Y ti ban hanh Danh m¥c thu6c adu thdu,
Danh m¥c thu6c adu thdu tg,p trung, Danh m¥c thu6c aU(Jcap d¥ng hinh thuc
aam ph an gia.

Di~u 1. Sua dBi, bB sung mQt s6 di~u va Ph\l Il)C t~i Thong to' s6
03/2019/TT-BYT ngay 28 thang 3 nam 2019 clla BQ tru'o'ng BQY t~ ban hanh
Danh m\lc thu6c san xufit trong nu'o'c dap D'ngyeu c~u v~ di~u tri, gia thu6c
va kha nang cung cfip (sau day vi~t t~t la Thong hI' s6 03/2019/TT-BYT):

1. Biii b6 11 thu6c t~i Ph\ll\lc Danh rn\lc thu6c san xw1t trong nuac dap Ung
yeu c~u v@di@utri, gia thu6c va kha nang cung c~p ban hanh kern thea Thong tu
s6 03/20 19/TT-BYT (Danh rn\lc chi tiSt 11 thu6c t~i Ph\ll\lc ban hanh kern thea
Thong tu nay).

2. Sl'l'ad6i n6ng dQ,harn luqng cua thu6c s6 thu t\1'166 t~i Ph\ll\lc Danh rn\lc
thu6c san xu~t trong nuac dap ung yeu c~u v@di@utri, gia thu6c ya kha nang cung
c~p ban hanh kern thea Thong tu s6 03/2019/TT-BYT tu' "100rng" thanh
"100rng/lOrnl". V
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3. Sr;a d6i dan vi tinh cua thuoc s6 thir tv 466 tai Phu luc Danh muc thuoc
san xu~t trong mroc dap ung yeu c~u v~ di~u tri, gia thu6c va kha nang cung c~p
ban hanh kern thea Thong tu s6 03/20 19/TT-BYT til "vien" thanh "goi".

4. Bili bo Khoan 3, Khoan 4 Di~u 5 Thong tir s6 03/20 19/TT-BYT.

Di~u 2. SU'a d8i, b6 sung mQt sB di~u va Phu luc t~i Thong tu sB
15/2020/TT-BYT ngay 10 thang 8 Dam 2020 cua BQ trurrng BQY t~ban hanh
Danh muc thuBc dflu thau, Danh muc thuBc dfiu thfiu t~p trung, Danh muc
thu&c dll'(}'cap dung hinh thtrc dam pharr gia (sau day vi~t t~t la Thong tll's&
15/2020/TT-BYT) nhu sau:

1. Sua d6i Phu luc I.Danh muc thuoc d~u th~u ban hanh kern thea Thong nr
s6 15/2020/TT-BYT, C1,lthS nhir sau:

a) Sua d6i ten d~ muc cua Ph~n I tir "Ph~n I.Danh muc thuoc tan dugc"
thanh "Ph~n I.Danh m1,lcthu6c hoa dugc";

b) Sua d6i ten ho?t ch~t thu6c s6 thu tv 148, Ph~n I, tu "Be;>m~m, Eucalyptol,
Nuc nac, Vi~n chi, Tdn bi, An tuc huang, Hung chanh, Matri benzoat" tnanh "Be;>
m~m, Eucalyptol, Nuc nac, Vi~n chi, Tdn bi, An tuc huang, Hung chanh, Natri
benzoat'" ,

c) Sua d6i ten ho?t ch~t thu6c s6 thu tv 16, Ph~n III, tu "Artiso, Ngh~, Rau
rna" thanh "Actiso, Ngh~, Rau rna".

2. Sua d6i Ph1,ll1,lcII. Danh m1,lcthu6c d~u th~u t~p trung c~p qu6c gia ban
hanh kern theo Thong tu s6 15/2020/TT-BYT, C1,lthS nhu sau:

a) Sua d6i ten ho?t ch~t thu6c s6 thu tv 16Ph~n B til "Larnivudin +Tenofovir
+ Efavirenz" thanh "Lamivudin +Tenofovir disoproxil fumarat + Efavirenz";

b) Sua d6i ten ho?t ch~t thu6c s6 thu tv 17, Phftn B tu "Lamivudin +
Tenofovir" thanh "Lamivudil1 +Tenofovir disoproxil fumarat";

c) Sua d6i ten ho?t ch~t thu6c s6 thu tv 26, Ph~n B til "Tenofovir" thanh
"Tenofovir disoproxil fumarat";

d) Sua d6i ten ho?t ch~t thu6c s6 thu tll 16 M1,lcI Ph~n C tu "Lamivudin +
Tenofovir + Efavirenz" thanh "Lamivudin + Tenofovir disoproxil fumarat +
Efavirenz'" ,

d) Sua d6i ten ho?t ch~t thu6c s6 thu tv 17 M\lc I Ph~n C til "Lamivudin +
Tenofovir" thanh "Lamivudin +Tenofovir disoproxil fumarat";

e) Sua d6i ten ho?t ch~t thu6c s6 thu tv 27 M1,lcI Ph~n C til "Tenofovir"
thanh "Tenofovir disoproxil futnarat";

g) Sua d6i ten ho?t ch~t thu6c s6 thu tv 8 M1,lcIII Ph~n C til "Ethambutol"
thanh "Ethambutol hydroclorid";

h) SU'ad6i ten ho~t ch~t thu6c s6 thu tv 14 M1,lcVI Ph~n C til "Sulperid"
thanh "Sulpirid". V
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3. Sua d6i Phu luc III. Danh muc thuoc duoc ap dung hinh thirc dam phan
gia ban hanh kern thea Thong nr s6 15/2020/TT -BYT, cu thS nhu sau:

a) Sua d6i ten thuoc s6 thir tv 69 Ph~n I tir "Rocephin 19 LV" thanh
"Rocephin 1g LV.";

b) Sua d6i nong do/ham hrong s6 thir nr 350 Ph~n II tir "775mg/ml (tuong
duong 350mg Iod/ml)" thanh "755mg/ml (urong duong 350mg Iod/ml)";

c) Sua d6i ten hoat ch~t thuoc s6 thir tv 1Ph~n IV tir "Tenofovir; Lamivudin;
Dolutegravir" thanh "Tenofovir disoproxil fumarat; Lamivudin; Dolutegravir";

d) Sua d6i ten hoat ch~t thuoc s6 thir tv 2 Phan IV tir "Tenofovir; Lamivudin;
Efavirenz" thanh "Tenofovir disoproxil fumarat; Lamivudin; Efavirenz".

4. B3:ibo DiSu 4 Thong tir s6 15/2020/TT-BYT.

Di~u 3. Hi~u l,!c thi hanh

Thong tir nay co hieu lire thi hanh kS tir ngay thang .nam 202

Chanh Van phong BQ;C\lCtnrong C\lCQuan ly Diroc; C\lCtnrong C\lCQuan
ly Y, Duoc c6 truyen; Vu tnrong Vu KS hoach - Tai chinh; Chanh Thanh tra BQ;
Giam d6c Trung tam Mua s~m tap trung thuoc Quoc gia; Thu tnrong cac don vi
thuQc va tr\1"CthuQc BQ Y ts; Giam d6c Sa Y tS cac tinh, thanh ph6 trvc thuQc
Trung uang; cac co sa kinh doanh duqc va cac co quan, t6 chuc, ca nhan co lien
quan chiu trach nhi~m thi hanh Thong tu nay.

Trong qua trinh thvc hi~n, nSu co kho khan vuong m~c, dS nghi cac co quan,
t6 chuc, ca nhan kip thai phan anh vS BQY tS (C\lCQuan ly Duqc) dS xem xet,
giai quySt.!.
NO'i nh9-n:
- Uy ban Xa hQi cua Qu6c hQi;
- Viin phong Chinh phu (VI,IKGVX, Cong bao,
C6ng Thong tin di~n tu Chinh phu);
- D/c BQ tmcmg (d~ b/c);
- Cae Thll"truo'ng BYT;
- BQTu phap (CI,ICKi~m tra VBQPPL);
- Cac BQ, co quan ngang BQ, co' quan thuQc CP;
- UBND cac tinh, TP trl,l'cthuQc TW;
- Ki~m toan Nha nu6-c;
- So' Tai chinh, So' Y tS cac tinh, TP trl!c thuQc TW;
- Lien doan Thu'O'ngm?i va Cong nghi~p Vi~t Nam;
- Cac dun vi thuQc, tr~rcthuQc BQY tS;
- Bao hi~m Xa hQiVi~t Nam:
- Y tS cac BQ, nganh;
- Hi~p hQiDN DuQ'c Vi~t Nam;
- Hi~p hQi B~nh vi~n tu nhan Vi~t Nam;
- T6ng Cong ty DUQ'cVi~t Nam - CTCP;
- C6ng Thong tin di~n tu' BQY t€;
- Trang Thong tin di~n tiT CI,ICQLD;
- Luu: VT, PC, QLD,

KT. BO TRUONG
THUTRUONG

D6 Xuan Tuyen

,.-,
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BOYTE CONG HoA xX HOI CHU NGHiA VIET NAM. . .
DQc l~p - T\l' do - H~nh phuc

Phu luc
DANH Mve 11 rnuoc BAI BO KHOI PHV r.uc DANH Mve rnuoc

SAN XUAT TRONG xuoc DA.P UNG YEU eAu veDIEU TRI,
GIA. 'rnuoc vA. KHA NANG eUNG cAp BAN HA.NH

KEM THEO THONG TU SO 03/2019/TT-BYT
(Ban hanh kern thea Thong tu s6 ITT-BYT ngay thing nam 2022

cua Be; truong Be; Y ti)

268 WHO-GMP

2 279 WHO-GMP

3 296 Fluorouracil WHO-GMP

4 362 Leflunomid 1 WHO-GMP

Metronidazol + 200mg +
5 422 Cloramphenicol + 80mg+ f)~t am dao Vien WHO-GMP

Nystatin 100.000IU

6 487 Pefloxacin 400mg Tiern/truyen Chai/lo/ WHO-GMP

Phenylephrin
7 494 hydroclorid + 5mg+5mg U6ng Vien WHO-GMP

Loratadin

8 495 Piperacilin Chai/lo/ WHO-GMP

9 516 Pro steron 20 WHO-GMP
10 587 Thalidomid WHO-GMP

11 615 Vitamin A + 2500IU + U6ng Vien WHO-GMP
Vitamin D3 250IU
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