BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic
sé: 344 /QP-QLD Ha Néi, ngay AT théng 5 néam 2019
QUYET PINH

V& viée thu héi gidy ding ky luu hanh thubc tai Viét Nam

_ CUC TRUGNG CUC QUAN LY DUQC
Can Clrdouat Dugc ngay 06 thang 4 nim 2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh phu Chinh
phi quy dinh chi tiét mot sb didu vé bién phap thi hanh Luét duoc;

Can ctr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu stra
d6i mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quén
ly nha nude cia BO Y té;

Can ctt Nghi dinh sb 75/2017/ND-CP ~ngay 20/6/2017 cua Chinh phu quy
dinh chtrc ndng, nhiém vu, quyén han va co céu td chic ciia Bo Y té:

Cén cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cta B0 trudng B6 Y
té quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thudc;

Céan ct Quyét dinh s 7868/QD-BYT ngay 28/12/2018 cua Bo trudng B Y
té quy dinh chirc nang, nhiém vy, quyén han va co ciu té chuc ciia Cuc Quan ly
duoc thude Bé Y té;

Cén ¢t don d& nghi rit sb dang ky luu hanh tai Viét Nam cua cac co s d
ky thube;

Xét dé nghi cia Trudng phong Phong Ping ky thube - Cuc Quan 1y Duoc,
QUYET DINH:

Piéu 1. Thu hoi gidy dang ky luu hanh thudc tai Viét Nam d6i v6i cac thude
co tén trong Danh muc thude bi thu hdi gidy dang ky Iuu hanh tai Viét Nam kém
theo Quyét dinh nay.

Ly do: Co s& ding ky thube tu nguyén dé nghi rat sb dang ky luu hanh tai
Viét Nam.

Piéu 2. Thubc trong nude dwoc san xuét truge ngay Quyét dinh nay c6 hitu
luc, thube nude ngoai nhap khau vao Viét Nam hodc thuoc nudc ngoai nhap khéu
trong trucmg hop dugc giao hang tai cang di cia nudc xuét khdu trude ngay Quyét
dinh nay ¢é hiéu lyc dugc phép luu hanh dén hét han dung ctia thudc va co sO dang
ky thubc, san xudt thudc phai c6 trdch nhiém theo ddi va chiu trach nhiém vé chét
luong, an toan, hidu qua cua thudc trong qua trinh luu hanh.




Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ki ban hanh. |
Pidu 4. Giam dbc So Y té, céc co so kinh doanh dugc va Giém déc co 56 cb
thudc néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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- Nhu Biéu 4; 5

- TT. Truong Qudc Cudng (dé blc);

- CT. Vii Tuén Cudng (di blc);
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KCB, Thanh tra B3, Vién KN thubc TW, Vién KN thuc TP, Nguyen Tat Dat
HCM;
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dbjc Idp — Ty do — Hanh phiic

DANH MUC
Thube thu hdi gidy ding ky Ivu hanh tai Viét Nam
(Ban hanh kém theo Quyét dinh sé 324 /OP-QLD ngay A¥thang 5 ndm 2019
cua Cyc trudng Cuc Qudn Iy Duoc)

I. Co s¢ diang ky thudc: Brawn Laboratories Ltd (d/c: Delhi Stock Exchange
Building 4/4B Asaf 4li Road, New Delhi 110002, India k

1.1.Co 86 san xuit thube: Brawn Laboratories Ltd (d/c: 13, NIT. Industrial
Area, Faridabad-121001, Haryana, India).

STT Tén thude Hoat chit, ham lwgng | Dang bao ché Sb dang ky
l. [ Rabeolone Triamcinolon 4mg Vién nén VN-19805-16
Aciclovir Cream . & i
2, BP Aciclovir BP 5% w/w Kem bdi da VN-19565-16

2. Co s& ding ky thudc: Cong ty TNHH Duwgc phim Thi o (@/c: S6 53, ngé
178/1 Buong Théi Ha, Phuwong Trung Liét, Quan Déng Pa, TP. Ha N5i).

2.1.Co sé& san xuit thude: Wuhan Changlian Laifu Biochemical
Pharmaceutical Co., Ltd. (@/c: No 12, Jiangan Road, Jiangan District, Wuhan,
Hubei, China).

STT Tén thubc Hoat chét, him lwgng | Dang bao ché S6 ding ky

3. | Lydosinat 10 mg | Sodium Aescinate 10mg Bot dong kho

VN-20884-1 8“;\\

pha tiém

AT aR = -\":\ |
4. | Lydosinat 5 mg Sodium Aescinate Smg S0k don§ v VN-20885-18 %'\,

pha tiém i §

3. Co's& diing ky thude: Pfizer (Thailand) Ltd. (@/c: Floor 36, 37, 38 and 5
United Center Building, 323 Silom Road, Silom, Bangrak, Bangkok 105, '
Thailand).

3.1.C0's& sén xudt thube: Pfizer Pharmaceuticals LLC (@/c: K 1.9, Road 689,
Vega Baja, Puerto Rico, (PR) 00693, USA). B

J

STT Tén thube Hoat chit, ham lwgng | Dang bao ché S6 diing ky

Vién nén bao

: VN-19510-15
phim

5. | Zyvox .| Linezolid 600mg

4. Co s6¢ dang ky thube: Co sé dat gia céng: Merck Sharp & Dohme (Asia)
Ltd (@/c: Flat/RM 14014A&B 14/F & 27/F., Lee Garden Two, 28 Yun Ping road,
Causeway Bay, Hong Kong ).



4.1.Co s6¢ sdn xuit thube: Merck Sharp & Dohme Ltd (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU — UK ); Co sé déng géi cap 1: PT
Merck Sharp Dohme Pharma Tbk (P/c: JI. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawa Timur, Indonesia); Co' s nhin gia cong déng géi cap 2: Cong ty
Cb phén Duoc phim OPV (B/e: S6 27, Puong 34, KCN Bién Hoa II, Phuong An
Binh, thanh pho Bién Hoa, tinh Pong Nai)

STT Tén thubce Hoat chit, ham lugng | Dang bao ché S6 dang ky

Losartan kali 50mg;
Hydrochlorothiazid
12,5mg

Vién nén bao
phim

Hyzaar 50/12.5mg GC-280-17

4.2.Co s6 sdn xuit thude: Co sé nhin gia cdng dong géi cap 2: Cong ty C6

phian Dugec ph’ﬁm OPV (d/c: Sé”‘Z 7, Duong 34, KCN Bién Hoa Il, Phuong An
Binh, thanh pho Bién Hoa, tinh Pong Nai)

STT Tén thubce Hoat chit, ham lwgng | Dang bao ché S6 ding ky

Imipenem (duéi dang
Imipenem monohydrat)
7. | Tienam 500mg; Cilastatin (dudi Bot pha tiém GC3-1-18
dang Cilastatin natri)
500mg

4.3. Co sé sin xuat thuée: Merck Sharp & Dohme Ltd (dia chi: Shotton Lane,
Cramlington, Northumberland NE23 3JU - UK); Co' s& déng géi cip 1: PT
Merck Sharp Dohme Pharma Tbk (dia chi: Ji. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawa Timur, Indodenisa); Co s& nhin gia cong déng géi cap 2: Cong
ty Co phin Dwgc phim OPV (a/c: L6 27, Buong 34, KCN Bién Hoa II, Phuong
An Binh, thanh phé Bién Hoa, tinh Dong Nai)

STT Tén thubc - Hoat chit, ham lwgng | Dang bao ché S6 ding ky
| ; - Monetlukast (duéi dang - :
8. | Singulair Montelukast natri) Smg Vién nhai GC-262-17
9. |Singulair Monetlukast (duéi dang Vigh nhai GC-261-17

Montelukast natri) 4mg

Danh muc gom 02 trang, 09 khoan.
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