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se. IQD-BYT

CONG HoA xA HOI CHU NGHiA VI~T NAM
BQc I~p - Tl}'do - H~nh phuc

Ha N{Ji,ngay thdng ndm 2022

BOYTE

QUYETBJNH
V/v sua d8i thong tin trong Danh muc thu8c bi~t dU'gc g8c
ban hanh kern theo cac Quy~t djnh cong b8 ciia BQY t~

BO TRUONG BO Y TE

Can cteLudt Duac s6 105120161QH13 ngay 06/0412016;
Can cu' Nghi dinh 54120171ND-CP ngay 0810512017 cua Chinh phu quy

dinh chi tiit mot s6ai~u v~bien phap thi hanh Ludt Duoc;
Can cu Nghi atnhs615512018lNfJ-CPngay 12/1112018 cua Chinh phu sua

a6i mot s6quy dinh lien quan ain ai~u kien adu tu kinh doanh thuoc pham vi quan
If;nha marc cua B{JY ti;

Can ctr Nghi dinh s6 75120171ND-CP ngay 201612017 cua Chinh phu quy
dinh chuc nang, nhiem v¥, quyen han va co cdu t6 chtrc cua B{JY d;

Can ctr Nght dinl: s6 30120201ND-CP ngay 051312020 cua Chinh phu v~
ding tac van thu;

Can cu Thong tu s6 32120181TT-BYT ngay 12/11/2018 cua B{Jtruong B{J
Yd quy dinh viec dang kf; luu hanh thu6c, nguyen U¢u lam thu6c;

Can cu Thong tus6 23120211TT-BYTngay 0911212021 cua B{Jyd sua il6i,
b6 sung m{Jts6 van ban quy phqm phap lu(i,tdo B{Jtruirng B{JY d ban hanh;

Theo a~ nght cua C¥c truong C¥c Qulm If;Du9'c - B{JYd.
QUYETBJNH:

Bi~u 1. Sua d6i rnQt s6 thong tin trong Danh rn\lc thu6c bi~t duQ'cg6c ban
hanh kern theo clk QuySt dinh cong b6 Danh rn\lc thu6c bi~t duQ'cg6c cua BQY
ts, c\l th~:

1. Sua d6i thong tin 01 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6 115/QD­
BYT ngay 1110112013cua BQY tS (chi tiSt Ph\ll\lc Ikern theo).

2. Sua d6i thong tin 01 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6
1738/QD-BYT ngay 20/5/2013 cua BQY tS (chi tiSt Ph\ll\lc II kern theo).

3. Sua d6i thong tin 03 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6
2296IQD-BYT ngay 01/712013 cua BQY tS (chi tiSt Ph\ll\lc III kern theo).

4. Sua d6i thong tin 06 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6
2994/QD-BYT ngay 19/8/2013 cua BQY tS (chi tiSt Ph\ll\lc IV kern theo).

5. Sua d6i thong tin 03 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6 814/QD­
BYT ngay 10/3/2014 cua BQY tS (chi tiSt Ph\ll\lc V kern theo).

6. Sua d6i thong tin 02 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6 744/QD­
BYT ngay 03/3/2016 cua BQY tS (chi tiSt Ph\ll\lc VI kern theo).

7. Sua d6i thong tin 01 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6 264/QD­
BYT ngay 23/0112017 cua BQY tS (chi tiSt Ph\ll\lc VII kern theo).

8. Sli-a d6i thong tin 01 thu6c tc;tidanh rn\lc kern theo QuySt dinh s6
5859/QD-BYT ngay 29112/2017 cua BQY tS (chi tiSt Ph\ll\lc VIII kern theo).
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9. Sua d6i thong tin 01 thuoc tai danh muc kern thea Quyet dinh s6
5693/QD-BYT ngay 25/9/2018 cua B<)Y tS (chi tiSt Phu luc IX kern theo).

10. Sua d6i thong tin 01 thuoc tai danh muc kern thea Quyet dinh s6
1465/QD-BYT ngay 30/3/2020 cua B<)Y tS (chi tiSt Phu luc X kern theo).

Cac thong tin khac cua thuoc trong cac Danh muc thuoc biet duoc g6c ban
hanh kern thea cac Quyet dinh neu tren khong thay d6i.

Di~u 2. Quyet dinh nay co hieu hrc k@til ngay ky ban hanh,
Di~u 3. Cac ong, ba: Chanh Van phong B<),Cue tnrong cac Cue: Quan ly

Duoc, Quan ly kham chua benh, Quan ly Y diroc c6 truyen, Khoa hoc Cong nghe
va Dao t';10;Vu tnrong cac Vu: Phap che, Bao hi@rny tS, KS hoach - Tai chinh;
Giarn d6c Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung irong; Giam d6c cac b~nh
vi~n, vi~n co giu(mg b~nh tr\l'c thu<)cB<);Giarn d6c cac co sa san xuftt thu6c co
thu6c duQ'c cong b6,t';1iDi@u1 va Th~}/uang cac don vi co lien quan chiu trach
nhi~rn thi hanh Quyet dinh nay.l.tl./ ~ ~ ?

NO'inh{i1l;: KT. BO TRUONG
- Nhu Dieu 3; THU TRUONG
- Cac d/c Thlf tru6'ng BYT;
- Bao hiSm xa hQi VN;
- T6ng Cong ty dUQ'cVi~t Nam;
- Hi~p hQi Doanh nghi~p dUQ'cVi~t Nam;
- C\lCQuan y-BQ Qu6c phOng; C\lCY t~-BQ Cong an;
- C\lCY t~ giao thong v~n tai-BQ GTVT;
- C6ng thong tin di~n tu BQY t~; DB Xuan Tuyen
- Website cua C\lCQLD;
- Luu: VT, QLD (02b),
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Phu Inc I
DANH MUe THUOe mroc sir A DOl THONG TIN TRONG DANH MUe THUOe BIET mroc GOe KEM THEO

o QUYET DINH so 11S/QD-BYT NGAy 1110112013eVA BO Y °TE 0

(kern thea Quyit dinh. s6 IQD-BYT ngay I I cua B(JY d)

HQP,l 19 100mI dich
truyen

Quy each dong g6i:
HQP I 19 100mI dich
truyen

Quy each dong g6i:
HQP 1 chai 100mI dich
truyen
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Phu luc II
DANH MUC THUOC DUOC sirA DOl THONG TIN TRoONG DANH MUC THUOC BIET DUOC GOC KEM THEO

o QUYET DJNH SO 1738/QD-BYT NGAy 20/512013 eVA BO Y °TE 0

(kem theo Quyet dinh. sJ IQfJ-BYT ngay I I cua so Y d)

succinate
HOp 3 vi PVC/ nhom x 10 vien
nen bao phim Vesicare Vesicare Smg
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Phu luc III
DANH MUC THUOC DUaC sir A DOl THONG TIN TRONG DANH MUC THUOC BIET DUaC GOC KEM THEO

o QUYET DJNH SO 2296/QD-BYT NGAy 01/712013 eVA BO Y °TE 0

(kern thea Quyit dinh s6 IQD-BYT ngay I I cua so Y ti)

Natri valproate Hop 1 1930 vien Dia chi co' sa san Dia chi CO' sa san xu Cong van
333mg, Acid nen bao phim 1, rue de la Vierge- 1, rue de la Vierge - Ambares 2647/QLD-DK ngay
valproic 145mg phong thich keo ambrares et Lagrave - 33565 et Lagrave - 33565 Carbon 20103/2020

dai Carbon Blanc Cedex Blanc Cedex, Phap

2 Fosmicin for Fosfomycin Sodium 19 Hop 10 19bet pha VN- 1. Ham hrong: 1. Ham luong:
I.V.Use 19 tiem 13784- Ig 1g (hoat lire)

11 2. Ten CSSX thanh pham: 2. Ten CSSX thanh pham:
Meiji Seika Pharma Co., Ltd Meiji Seika Pharma Co., Ltd.
3. Dia chi CSSX thanh Odawara Plant
pham: 3. Dia chi CSSX thanh pham:
1056, Kamonomiya 1056, Kamonomiya Odawara-
Odawarasi, Kanagawa, shi, Kanagawa, Japan
Japan

3 Fosmicin for Fosfomycin Sodium 2g Hop 10 19b(>tpha VN- 1. Ham hrong: 1. Ham hrong:
I.V.Use 2g tiem 13785- 2g 2g (hoat lire)

11 2. Ten CSSX thanh pham: 2. Ten CSSX thanh pham:
Meiji Seika Pharma Co., Ltd Meiji Seika Pharma Co., Ltd.
3. Dia chi CSSX thanh Odawara Plant
pham: 3. Dia chi CSSX thanh pham:
1056, Kamonomiya 1056, Kamonomiya Odawara-
Odawarasi, Kanagawa, shi, Kanagawa, Japan
Japan
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Phu luc IV
DANH MVC THUOC DUQC SUA DOl THONG TIN TRONG DANH MVC THUOC BI:¢T DUQC GOC KEM THEO

QUYET DINH SO 2994/QD-BYT NGAy 19/8/2013 CVA BO Y TE
(kem thea Quyet dinh s6 IQD-BYT ngay I I cua no Y d)

Hop 2 vi x 14 Dia chi co so san Dia chi co so san Cong van
vien nen bao 1, rue de la Vierge - Ambares 1, rue de la Vierge - Ambares et 2647/QLD-DK ngay
phim et Lagrave - 33565 Carbon Lagrave - 33565 Carbon Blanc 20103/2020

Blanc Cedex Cedex,Phap

2 Aprovel Irbesartan 150mg Hop 2 vi x 14 VN- Dia chi co' so san Dia chi CO' so san Cong van
vien nen bao 16719-13 1, rue de la Vierge - Ambares 1, rue de la Vierge - Ambares et 16211/QLD-DK
phim et Lagrave - 33565 Carbon Lagrave - 33565 Carbon Blanc ngay 23/1 0/2020

Blanc Cedex Cedex, Phap

3 Coaprovel Irbesartan; 150mg;12,5 Hop z vi x 14 VN- Dia chi CO' so san Dia chi co so san Cong van
Hydrochlorothiazide mg vien; 16721-13 1, rue de la Vierge - Ambrares 1, rue de la Vierge - Ambares et 2647/QLD-DK ngay

Vien nen bao et Lagrave - 33565 Carbon Lagrave - 33565 Carbon Blanc 20103/2020
phim. Blanc Cedex Cedex, Phap

4 Cordarone Amiodarone 200mg H(>p2 vi x 15 VN- Dia chi co so san Dia chi co so san Cong van
hydrochloride vien 16722-13 1, rue de la Vierge - ambrares 1, rue de la Vierge - Ambares et 2647/QLD-DK ngay

Vien nen et Lagrave - 33565 Carbon Lagrave - 33565 Carbon Blanc 20103/2020
Blanc Cedex Cedex, Phap

5 Tarceva Erlotinib 150mg H(>p3 vi x 10 VN- Dia chi co so san Dia chi co so san Cong van
vien nen bao 11868-11 Grenzacherstrasse 124, CH- Grenzacherstrasse 124, CH- 108701QLD-DK
phim 4058 Basel; 4070 Basel, Switzerland ngay 09/8/2011

6 Tarceva Erlotinib 100mg Hop 3 vi x 10 VN- Dja chi C<J so san Dia chi co so san Cong van
vien nen bao 11870-11 Grenzacherstrasse 124,CH-4058 Grenzacherstrasse 124, CH- 108701QLD-DK
phim Basel; 4070 Basel, Switzerland ngay 09/8/2011

~
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Phu Inc V
DANH MUC THUOC DUaC SUA DOl THONG TIN TRONG DANH MUC THUOC BIltT DUaC GOC KEM THEO

. QUYET DJNH SO 814/QD-BYT NGAy 10/312014eVA BO Y 1'E .
(kern thea Quyit dinh s6 IQD-BYT ngay I I ella B(J Y Ii)

Irbesartan; Dia chi co sa san Dia chi CO' sa san Cong van
Hydrochlorothiazide vien 1, rue de la Vierge - 1, rue de la Vierge - Ambares 2647/QLD-DK ngay

Vien nen bao ambrares et Lagrave - et Lagrave - 33565 Carbon 20103/2020
phim. 33565 Carbon Blanc Cedex Blanc Cedex, Phap

2 CoAprovel Irbesartan; 300mg; HQP2 vi x 14 VN-17393- Dia chi CO' so san Dia chi CO' sa san Cong van
300/25mg Hydrochlorothiazide 25mg vien 13 1, rue de la Vierge - 1, rue de la Vierge - Ambares 2647/QLD-DK ngay

Vien nen bao ambrares et Lagrave - et Lagrave - 33565 Carbon 20103/2020
phim. 33565 Carbon Blanc Cedex Blanc Cedex, Phap

3 Rocephin 19 Ceftriaxone Ig HQP 119 VN-17036- 1. Quy each dong goi, dang 1. Quy each dong goi, dang 1.
I.V + 1 6ng 10 ml 13 bao che: bao che:

dung moi pha HQP 1 19thuoc + 1 6ng 10 HQP 1 19thu6c + 1 6ng 10 ml
tiem ml dung moi pha tiem dung rnoi pha tiem; Thu6c bQt 2. Quyet dinh s6

pha tiem 265IQLD-DK ngay
2. Dia chi co sa san xu~t: 2. Dia chi co sa san xuat: 11105/2022
CH-4303 Kaiseraugst Wurmisweg, 4303 Kaiseraugst
3. Hoat ch~t: Ceftriaxone 3. Hoat chit: Ceftriaxone

(duoi dang Ceftriaxone natri)
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Phn Inc VI
DANH MUC THUOC DUaC SUA DOl THONG TIN TRONG DANH MUC THUOC BUtT DUaC GOC KEM THEO

. QUYET DINH SO 744/QD-BYT NGA.y 03/312016 eVA BO Y TE .
(kern theo Quyit dinn s6 IQD-BYT ngay I I cua B9 Y d)

Nebivolol (diroi dang
Nebivolol HC1)

HQP 1 vi x 14 vien nen;
hQp 2 vi 14 vien nen;
Vien nen

VN-19007- Ten co SO' san
15 AstraZenneca UK Ltd.

1. CO'sa dong g6i va
xuftt xirong:
Berlin-Chemie AG

xuong:
Berlin-Chemie AG
(Menarini Group);
2. Dia chi:
Glienicker Weg 125 D-
12489 Berlin, Duc.

2. Dia chi:
Glienicker Weg 125
12489 Berlin, Duc.

2 Nolvadex- Tamoxifen (diroi dang 20mg
D Tamoxifen citrat)

HQP 3 vi x 10 vien;
Vien nen bao phim

Ten co sa san
AstraZeneca UK Ltd
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STT

Phu lue VII
DANH Mue muoc nrroc sir A DOl THONG TIN TRONG DANH Mue 'rmrocBIET nrroccoc KEM THEO

o QUYET DINH SO 264/QD-BYT NGAy 23/01l2()17eVA BO Y°TE 0

(kern thea Quyit dinh s6 IQD-BYT ngay I I ella B{5Y d)

Spasm omen Otilonium
bromide

40mg HQP 3 vi x 10
vien; Vien nen
baa phim

VN-18977-
15

1. Co sa san xuk Berlin­
Chemie AG (Menarini Group);
2. Dia chi co sa san xuk
Tempelhofer Weg 83, D-12347,
Berlin, Dire,
3. Co sa dong goi va xuftt
xuong:
Berlin-Chemie AG (Menarini
Group)

Co sa san xuat: Berlin­
ChemieAG;

2. Dia chi: Tempelhofer Weg
83, 12347 Berlin, Duc

3. Co so' dong goi va xuftt
xirong:
Berlin-Chemie AG

Quyet dinh s6 463/QD­
QLD ngay 05/08/2021
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Phu luc VIII
DANH Mue muoc mroc SUA DOl THONG TIN TRONG DANH Mue muoc BIltT mroc coc KEMTHEO

. QUYET DJNH SO 5859/QD-BYT NGAY 29/12/2017 eVA BO y'TE .
(kern thea Quyit dinh s6 IQD-BYT ngay I I cua so Y d)

Bronuck
ophthalmic
solution 0.1% natri

HQPchua 1 19x
Sml, dung dich
nho mitt

Ham IUQ11g:
M6i ml dung dich
chua: Bromfenac
natri

Ham IU9ng:
M6i ml dung dich chua:
Bromfenac natri hydrat 1
mg
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Phn Inc IX
DANH MUC THUOC DUOC sir A DOl THONG TIN TRONG DANH MUC THUOC BUtT DUOC GOC KEM THEO

o QUYET DJNH SO 5693/QD-BYT NGA.y 25/9/2(n8 eVA BO Y °TE 0

(kern thea Quyet dinh. s6 IQD-BYT ngay I I cua B9 Y d)

1 Fosfomycin
Sodium

300 mg HQP 1019 + 10 ong
dung moi 10 ml; BQt
pha dung dich thuoc
nho tai

VN-
19707-16

1. Ten thuoc: Fosmicin-S
for Otic
2. Ham luong:
300 mg (hoat tinh)
3. Ten CSSX thanh pham:
Meiji Seika Pharma Co.,
Ltd. - Nha may Odawara
4. Hoat chk Fosfomycin

4. Hoat chk Fosfomycin natri
sodium

1. Ten thuoc: Fosmicin
S for Otic
2. Ham luong:
300 mg
3. Ten CSSX thanh
pham:
Meiji Seika Pharma Co.,
Ltd

2. Quyet dinh s6
575/QD-QLD ngay
11110/2021

Fosmicin S for
Otic
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Phu Iuc X
DANH Mue 'rmroc nrroc sir A DOl THONG TIN TRONG DANH Mue 'rmroc BIltT ntroc coc KEM THEO

o QUYET DINH SO 1465/QD-BYT NGAy 30/3/2()20 eVA BQ Y°TE 0

(kern thea Quyet dinh s6 IQD-BYT ngay I I cua BI) Y tt)

i gram chua:
Tobramycin 3mg;
Dexamethasone 1mg

gram chua:
Tobramycin 3mg;
Dexamethasone 1mg

xuk
S.A.Alcon­
Couvreur.N.V
2. Dia chi XO" so' san
xuat:
Rijsweg 14, B-2870
Puurs

xuk
S.A Alcon­
Couvreur NV
2. Dia chi CO" So'
san xuat:
Rijksweg 14,
2870 Puurs, Bi

2. Cong van s6
7290IQLD-DK ngay
16/5/2019
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