BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 1ap — Tw do — Hanh phuc
86: /58/QP-QLD Ha Néi, ngay g thing 3 ndam 2019
QUYET PINH

V& viée rit sé ding ky lwu hanh thudc ra khéi danh muc céc thube
duge cip gidy diang ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Céan ctr Ludt Dugc ngay 06 thang 4 nam 2016,

Can ctr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu Chinh
phu quy dinh chi tiét mt s6 di€u vé bién phap thi hanh Luét duoc;

Can ¢ Nghi dinh s6155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua
d61i mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan
Iy nha nuéc cia BoY té;

Cin c Nghi.dinh sb 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chtrc ndng, nhiém vy, quyén han va co cau td chitic cia Bo Y t¢;
Cin ctr Quyét dinh sé 7868/Qb- BYT ngay 28/12/2018 cua B6 trudng B Y

té quy dinh chuc nang, nhiém vy, quyén han va co cdu t6 chic cia Cuc Quan ly
dugc thude Bo Y té;

Céan ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y t& quy
dinh viéc ding ky thubc;

Cén ctr don @& nghi riat s ding ky luu hanh tai Viét Nam cia cc co s6 déng
ky thubce;

Xét dé nghi cia Truong phong Phong Ping ky thude - Cuc Quéan 1y Duoc,
QUYET PINH:

Piéu 1. Rat s6 dang ky luu hanh cua cac thude c6 tén trong Danh muc cc
thudc duoc cap gidy ding ky luvu hanh tai Viét Nam theo danh muc ban hanh kém
theo Quyét dinh nay.

Ly do: Co s& diing ky thude tu nguyén dé nghi sé ding ky luu hanh tai Viét
Nam.

Pidu 2. Co s dang ky thubc, nha san xuét thube phai ¢ trach nhiém theo
d6i va chiu trach nhiém vé chat lugng, an toan, hiéu qua cia thudc trong qua trinh
luu hanh cho dén khi hét han dung cia thude déi vai cac thude néu tai Didu 1 va
dap ung cic quy dinh nhu sau:



1. Thudc trong nude duge san xuét trudc ngly Quyét dinh nay c6 hiéu lyc.

2. Thudc di nhép khiu vio Viét Nam hodc thudc nhap khau trong truong
hop dugc giao hang tai cang di cua nudc xut khau trudc ngay Quyét dinh nay c6
hi¢u lyc, co s¢ nhéap khau trinh vén tai don ctia 16 thubc dé thé hién hang hoa duoc

xuét tir cang di ctia nude xuit khau trude ngay Quyét dinh nay c6 hiéu luc dé duoc
thong quan.

3. Thubc san xuét trong nudc quy dinh tai khoan 1 va thudc nhap khau quy
dinh tai khoan 2 Piéu nay dugc phép luu hanh dén hét han ding ctia thude.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

thudc néu tai Piéu 1 chiu trach nhiém thi hanh Quyet dinh nay./.
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Piéu 4. Glam dbec SO Y te cac co so kinh doanh duoc va Gi i m dbc co so ¢d




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc 1ap — Tw do — Hanh phic

DANH MUC
Céc thudc rat s6 ding ky lwu hanh ra khéi danh muc céc thude
duogc cap gidy ding ky lwu hanh tai Viét Nam
(Ban hanh kém theo Quyét dinh sé 17§ /OD-QLD ngay (9 thang3 nam 2019
cua Cuc truong Cuc Quan ly Duoc)

1. Co sé ding ky thudc: GlaxoSmithKline Pte Ltd (d/c: 150 Beach Road, # 21-00
Gateway West, Singapore 189720, Singapore).

1.1.Co sé san xuat thudc: Cong ty c6 phan dwoc phdm SaVi (d/c: Lé Z.01-02-03a
KCN trong KCX Tan Thudn, phuong Tan Thudn Pong, quan 7, Tp. HCM, Viét Nam).

STT Tén thube Hoat chit, Him lwgng | Dang bao ché S6 ding ky

Domperidon (dudi dang
Domperidon maleat)
10mg

Vién nén bao
phim

Domperidone

GSK 10mg VD-25067-16

1.2.Co 6 san xuét thude: GlaxoSmithKline (Tianjin) Co., Ltd (d/c:65 Fifth Avenue,
Teda Tianjin 300457, China).

STT Tén thudc Hoat chit, Him lwong | Dang bao ché S6 ding ky

2. | Hepsera Adefovir dipivoxil 10mg Vién nén VN-19657-16

2. Co s& ding ky thudc: GlaxoSmithKline Pte Ltd (d/c: 23 Rochester Park, Singapore
139234, Singapore).
2.1.Co s& san xuit thudc: Glaxo Wellcome Production (d/c:Zone Industrielle No. 2
23, rue Lavoisier, 27000 Evreux, France); Co s& déng géi thir cip, xudt xwdng:
GlaxoSmithKline Australia Pty Ltd (dia chi: 1061 Mountain Highway, Boronia
Victoria 3155, Uc).

STT Tén thubc Hoat chit, Him lwgng | Dang bao ché So ding ky
Moi liéu xit chira: N
Salmeterol (dudi dang Hon dich hit
Seretide Evohaler | Salmeterol xinafoate qua duong
B, 25/125meg micronised) 25meg; miéng (dang ML - 18
Fluticason propionat phun swrong)
(micronised) 125mceg
Mai liéu xit chira: i
Salmeterol (dudi dang Hon dich hit
Seretide Evohaler | Salmeterol xinafoate qua dudng
% 25/50mcg micronised) 25mcg; miéng (dang AL
Fluticason propionat phun suong)
(micronised) 50mcg

=




Seretide Evohaler
25/250mceg

MG&i lidu xit chira:
Salmeterol (dudi dang
Salmeterol xinafoate
micronised) 25meg;
Fluticason propionat

(micronised) 250mg

Hon dich hit
qua duodng
miéng (dang
phun suong)

VN-19167-15

3. Co s¢ dang ky thude:

Coéng ty C6 phin Dugc phdm OPV (d/c: S6 27, Puong 34,
KCN Bién Hoa I, thmg An Binh, thanh pho Bién Hoa, tinh Péng Nai, Viét Nam).
3.1.Co s& sin xuét thube: Céng ty Co phan Dugc phim OPV (d/c: S6 27, Puong 34,
KCN Bién Hoa II, Phuong An Binh, thanh phé Bién Hoa, tinh Pong Nai, Viét Nam).

STT Tén thudc Hoat chit, Him lrgng | Dang bao ché S6 dang ky

6. | Korofest 180 Fexofenadin hydroclorid | Vién nén bao VD-25750-16
180mg phim

7 | Fenidofex 120 Fexofenadin hydroclorid Vién nén bao VD-25747-16
120mg phim

2 | Korofest 120 Fexofenadin hydroclorid Vién nén bao VD-20458-14
120mg phim

9. | Opefexof 120 Fexofenadin hydroclorid Vién nén bao VD-22968-15
120mg phim

10. | Tinifast 180 Fexofenadin hydroclorid Vién nén bao VD-20799-14
180mg phim

11. | Tinifast 120 Fexofenadin hydroclorid Vién nén bao VD-23638-15
120mg phim

12. | Fenidofex 180 Fexofenadin hydroclorid | Viénnén bao VD-26984-17

180mg

phim

4. Co s¢ ding ky thude:

Allergan Singapore Pte., Ltd. (d/c: 8§ Marina Boulevard #
05-02, Marina Ba)’z Fi ina{zcial Centre, Singapore).
4.1.Co sé san xuat thuoc: Allergan Sales, LLC (d/c: Waco, TX 76712, USA).

STT Tén thubc Hoat chit, Ham lwgng | Dang bao ché S6 dang ky
13 | Rabedh Plus Caﬂ?oxymethylcellulose Dung d1;ch nhé VN-18983-15
natri 0,5%w/v mat
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