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QUYET DINH
Ve viec thu hoi giay dang ky luu hanh thuoc tai Viet Nam

CUC TRUING CUC QUAN LY DUOC

Can cu Luat Dupe ngay 06 thang 4 nam 2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu Chinh 
phu quy dinh chi tiet mot so dieu ve bien phap thi hanh Luat duoc;

Can cu Nghi dinh so 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua 
doi mot so quy dinh lien quan den dieu kien dau tu kinh doanh thuoc pham vi quan 
ly nha nude cua Bo Y te;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy 
dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Bo Y te;

Can cu Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bo trudng Bo Y 
te quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;

Can cu Quyet dinh so 7868/QD-BYT ngay 28/12/2018 cua Bo trudng Bo Y 
te quy dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Cue Quan ly 
duoc thuoc Bo Y te;

Can cu don de nghi rut so dang ky luu hanh tai Viet Nam cua cac co so dang 
ky thuoc; i

Xet de nghi cua Truong phong Phong Dang ky thuoc - Cue Quan ly Duoc, \

QUYET DINH:

Dieu 1. Thu hoi giay dang ky luu hanh thuoc tai Viet Nam doi vdi cac thuoc 
co ten trong Danh muc thuoc bi thu hoi giay dang ky luu hanh tai Viet Nam kern 
theo Quyet dinh nay.

Ly do: Co so dang ky thuoc tu nguyen de nghi rut so dang ky luu hanh tai 
Viet Nam.

Dieu 2. Thuoc trong nude duoc san xuat trade ngay Quyet dinh nay co hieu 
luc, thuoc nude ngoai nhap khau vao Viet Nam hoac thuoc nude ngoai nhap khau 
trong trudng hop duoc giao hang tai cang di cua nude xuat khau trade ngay Quyet 
dinh nay co hieu luc dupe phep luu hanh den het han dung cua thuoc va co so dang 
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ky thuoc, san xuat thuoc phai co trach nhiem theo doi va chiu trach nhiem ve chat 
lupng, an toan, hieu qua cua thuoc trong qua trinh luu hanh.



Dieu 3. Quyet dinh nay co hieu luc ke tu ngay ky ban hanh.
Dieu 4. Giam doc So Y te, cac co so kinh doanh dirge va Giam doc co sb co
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thuoc neu tai Dieu 1 chiu trach nhiem thi hanh Quyet dinh nay./.
No’i nhdn:
- Nhu Dieu 4;
- TT. Truong Quoc Cuong (de b/c);
- CT. Vu Tuan Cuong (de b/c);
- Cue Quan Y - Bo Quoc phong, Cue Y te - Bo Cong an;
- Cue Y te Giao thong van tai - Bo Giao thong van tai;
- Tong cue Hai quan - Bo Tai chinh, Bao hiem Xa hoi Viet 
Nam;
- Vu Phap che, Cue Quan ly Y, Dupe co truyen, Cue Quan ly 
KCB, Thanh tra Bo, Vien KN thuoc TW, Vien KN thuoc TP. 
HCM;
- Tong Cong ty Dupe Viet Nam - Cong ty co phan, Cac Cong 
ty XNK Dupe pham;
- Cac Benh vien & Vien co giubng benh true thuoc Bo;
- Website Cue QLD, Tap chi Dupe & My pham-Cuc QLD;
- Luu: VT, Cac Phong thuoc Cue QLD, DKT(12).

KT. CUC TRUONG



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DU*OC Doc lap - Tu do - Hanh phuc

DANHMUC
Thuoc thu hoi giay dang ky lira hanh tai Viet Nam

(Ban hanh kem theo Quyet dinh so 32h /QD-QLD ngay ATthang nam 2019 
ciia Cue trudng Cue Quan ly Duo'c)

1. Co* so* dang ky thuoc: Brawn Laboratories Ltd (d/c: Delhi Stock Exchange 
Building 4/4B Asaf Ali Road, New Delhi 110002, India. ).
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1.1.Co* so* san xuat thuoc: Brawn Laboratories Ltd (d/c: 13, NIT, Industrial 
Area, Faridabad-121001, Haryana, India).

STT Ten thuoc Hoat chat, ham luong Dang bao che So dang ky

1. Rabeolone Triamcinolon 4mg Vien nen VN-19805-16

2. Aciclovir Cream 
BP Aciclovir BP 5% w/w Kem boi da VN-19565-16

2. Co* so* dang ky thuoc: Cong ty TNHH Dirac pham Thu Do (d/c: So 53, ngo 
178/1 Ducmg Thai Ha, Phuong TrungLiet, Quan Dong Da, TP. Ha Noi).
2.1. Co’ so’ san xuat thuoc: Wuhan Changlian Laifu Biochemical 
Pharmaceutical Co., Ltd. (d/c: No 12, Jiangan Road, Jiangan District, Wuhan, 
Hubei, China).

STT Ten thuoc Hoat chat, ham luong Dang bao che Sd dang ky

3. Lydosinat 10 mg Sodium Aescinate lOmg Bot dong khd 
pha tiem VN-20884-18C*

4. Lydosinat 5 mg Sodium Aescinate 5mg Bot dong kho 
pha tiem VN-20885-18

______________
3. Co* so* dang ky thuoc: Pfizer (Thailand) Ltd. (d/c: Floor 36, 37, 38 and 42/j?' 
United Center Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, 
Thailand).
3.1 .Co* so* san xuat thuoc: Pfizer Pharmaceuticals LLC (d/c: Km 1.9, Road 689, 
Vega Baja, Puerto Rico (PR) 00693, USA).

STT Ten thuoc Hoat chat, ham luong Dang bao che So dang ky

5. Zyvox Linezolid 600mg Vien nen bao 
phim VN-19510-15

4. Co* so’ dang ky thuoc: Co* so* dat gia cong: Merck Sharp & Dohme (Asia) 
Ltd (d/c: Flat/RM 1401A&B 14/F & 27/F., Lee Garden Two, 28 Yun Ping road, 
Causeway Bay, Hong Kong).



4.1.Co* so* san xuat thuoc: Merck Sharp & Dohme Ltd (d/c: Shotton Lane, 
Cramlington, Northumberland NE23 3JU - UK ); Co* so* dong goi cap 1: PT 
Merck Sharp Dohme Pharma Tbk (D/c: JI. Raya Pandaan Km 48, Pandaan, 
Pasuruan, J aw a Timur, Indonesia)', Co* so* nhan gia cong dong goi cap 2: Cong ty 
Cd phan Duoc pham OPV (D/c: So 27, Ducing 3A, KCN Bien Hda II, Phuong Anr \
Binh, thanh pho Bien Hda, tinh Dong Nai)

STT Ten thuoc Hoat chat, ham luo*ng Dang bao che Sd dang ky

6. Hyzaar 50/12.5mg Losartan kali 50mg;
Hydrochlorothiazid
12,5mg

Vien nen bao 
phim GC-280-17

4.2.Co* so* san xuat thuoc: Co* so* nhan gia cong dong goi cap 2: Cong ty Cd 
phan Dupe pham OPV (d/c: Sd 27, Duong 3A, KCN Bien Hda II, Phuong An 
Binh, thanh pho Bien Hda, tinh Dong Nai)

STT Ten thuoc Hoat chat, ham luong Dang bao che So dang ky

7. Tienam

Imipenem (dudi dang 
Imipenem monohydrat) 
500mg; Cilastatin (dudi 
dang Cilastatin natri) 
500mg

Bot pha tiem GC3-1-18

4.3. Co* so1 san xuat thuoc: Merck Sharp & Dohme Ltd (dia chi: Shotton Lane, 
Cramlington, Northumberland NE23 3JU - UK); Co* so* dong goi cap 1: PT 
Merck Sharp Dohme Pharma Tbk (&z chi: JI Raya Pandaan Km 48, Pandaan, 
Pasuruan, J aw a Timur, Indodenisa)', Co* so* nhan gia cong dong goi cap 2: Cong 
ty Co phan Diror pham OPV (d/c: Lo 27, Duong 3A, KCNBien Hda II, Phuong r \
An Binh, thanh pho Bien Hda, tinh Dong Nai)

------------------------- _---------------------- ----------------------
Danh muc gom 02 trang, 09 khoan.

STT Ten thuoc Hoat chat, ham lirong Dang bao che Sd dang ky

8. Singulair Monetlukast (dudi dang
Montelukast natri) 5mg Vien nhai GC-262-17

9. Singulair Monetlukast (dudi dang
Montelukast natri) 4mg Vien nhai GC-261-17


