BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
Sb: 285 /QP-QLD Ha Ngi, ngay 24 thang o5 ndam 2021
QUYET PINH

V& viéc thu héi Gidy ding ky lwu hanh thudc tai Viét Nam déi véi 15 thude dwoc
cap giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duwoc sb 105/2016/QH13 ngay 06/04/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiet mot so diéu ve bién phap thi hanh Ludt duoc,
~ Can cir Nghi dinh s6 1 55/2018/ND-CP ngay 12/11/2018 cua Chinh phu sira
doi mot s6 quy dinh lien quan den dieu kién dau tw kinh doanh thugc pham vi quan
[y nha nudc cua Bo Y te,

Cdan cit Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chirc cua Bo Y té;

’ Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y
te quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ciia By truong B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu to chirc cua Cuc Quan ly dugc
thuoc Bo Y té;

Can cit don dé nghi thu hoi gidy dang ky luu hanh thuéc tai Viét Nam ciia
cdc co so dang ky thuoc,

Xét dé nghi cia Truong phong Phong Péng ky thuoc - Cuc Quan Iy Duoc,

QUYET PINH:

Diéu 1. Thu hoi Gidy dang ky luu hanh thudc tai Viét Nam doi voi 15 thude
dugc cap giay dang ky luu hanh, cu thé sau day:

1. Co s& dang ky thude: Cong ty ¢ phan duoc pham OPV (d/c: S6 27 dwong
34, KCN Bién Hoa 2, TP.Bién Hoa, Péong Nai, Viét Nam).

1.1. Co s& san xuat thudc: Cong ty c¢d phan duoc pham OPV (d/c: S6 27
dwong 34, KCN Bién Hoa 2, TP.Bién Hoa, Pong Nai, Viét Nam).

STT | Ténthube | THotchabham 1 Dangbao | g4 0.,y
lwgng ché
: Tenofovir disoproxil | Vién nén bao
1. | Opefluvir fumarat 300mg ohim QLDbB-538-16

2. Co s6 ding ky thuoe: Cong ty TNHH Reliv Pharma (d@/c: So 22H1, Puong
50 40, Khu dan cu Tan Quy Pong, Phuong Tan Phong, Quan 7, Tp. Ho Chi Minh,
Viét Nam).



2.1. Co s san xuét thu6~c: Cong ty cd phéi,n duoc vat tu y t& Hai Duong (d/c:
102 Chi Lang, phuong Nguyén Trai, thanh pho Hai Duwong, tinh Hai Duong, Viét
Nam).

STT Tén thudc Hoat chat, ham Dang P a0 S6 ding ky
luwgng che
Moi gobi 5g chira:
Ispaghula Husk (vd £ 1
2. | Natumed hat khé cita ciy Thuoebot |/ Hg508-17
Plantago ovata, uong
plantaginaceae) 3,259

3. Co so ding ky thude: Sanofi-Aventis Singapore Pte. Ltd. (d/c: 38 Beach
Road, #18-11, South Beach Tower, Singapore 189767).

3.1. Co so san xuat thudc: Cong ty co phan duoc pham Ampharco U.S.A (d/c:
KCN Nhon Trach 3, xa Hiép Phuoc, huyén Nhon Trach, tinh Béng Nai, Viét Nam).

STT | Téenthube | Hoatchatham | Dangbao | g Q0. o
lwgng che
Paracetamol Vién nén bao
3. Winthrop 650 Paracetamol 650 mg ohim VD-29588-18
Ampha E- DL-alpha tocopheryl Vién nang
4| 400 acetat 400 IU mém VD-28646-17

3.2. Co s& san xuat thudc: Cong ty cd phan duge pham IMEXPHARM (d/c:
04- duwong 30/4, Phuong 1, Tp. Cao Lanh, Tinh Pong Thap, Viét Nam).

Hoat chit, ham

lwong Dang bao ché | S0 dang ky

STT Tén thube

Calci (dudi dang

. N calci lactat glyconat A .

5 Calcium Corbiére 2940 mg: Calci Viénnénsii | \/5 51058 15

S bot
carbonat 300 mg)

500 mg

4. Co so dang ky thubc: Sanofi-Aventis Singapore Pte. Ltd. (d@/c: 6 Raffles
Quay #18-00, Singapore 048580 - Singapore).

4.1. Co s6 san xuét thudc: Cong ty co phan dugc pham Ampharco U.S.A (d/c:
KCN Nhon Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Bé‘ng Nai, Viét Nam).

Hoat chat, ham Dang bao

STT | Tén thudc < S6 ding ky
lwgng che
Levocetirizin Vién nen bao
6. | Xytab dihydrochlorid 5 mg phim VD-26034-16

5. Co so dang ky thude: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: 123
Nguyén Khodi, qudn 4, TP. Ho Chi Minh, Viét Nam).

5.1. Co s& san xuét thube: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: 123
Nguyén Khodi, quén 4, TP. H6 Chi Minh, Viét Nam).
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STT Tén thudc Hoat chat, ham lwong | Dang bao ché | S6 ding ky
s No-spa Drotaverin HCI 40mg Vién nén VD'i‘gSll'

5.2. Co so san xuét thudc: S.C.Zentiva S.A (d/c: Bulevardul Theodor Pallady
50, sector 3, Bucharest, RO-032266, Romania).

?T Tén thuoc Hoat chit, ham lugng | Dang bao ché | S6 diing ky
Vién nang

8. | Mepraz Omeprazol 20mg khang dich da \1/8'\"20994'
day

6. Co so dang ky thudc: Cong ty C6 phan Dugc phdm Sanofi-Synthelabo Viét
Nam (d/c: 15/6C Dang Van Bi, Thu Puec, TP. Hoé Chi Minh, Viét Nam).

6.1. Co s& san xuét thudc: Cong ty C6 phan Duoc pham Sanofi-Synthelabo
Viét Nam (d/c: 15/6C Dang Vin Bi, Thii Pire, TP. Ho Chi Minh, Viét Nam).

S'I-'r Tén thude Hoat chit, ham lwgng | Dang bao ché | S6 dang ky
9 Gardan Acid mefenamic Vién nén bao | VD-28009-
' 500mg phim 17
Carbazochrom (du6i
10. | Adrenoxyl 10mg | dang Carbazochrom Vién nén VD-24262-
i 16
dihydrat) 10mg

7. Co so dang ky thudc: Cong ty CO phan Sanofi Viét Nam (d/c: LO 1-8-2,
Duong DS, Khu cong nghé cao, P. Long Thanh My, Q.9, TP. Ho Chi Minh, Viét

Nam).

7.1. Co s6 san xuat thudc: Cong ty C6 phan Sanofi Viét Nam (d/c: LO 1-8-2,
Duong DS, Khu cong nghé cao, P. Long Thanh My, Q.9, TP. Ho Chi Minh, Viét

Nam).
ST A A A \ \ A A - 4
T Tén thuoc Hoat chat, ham lwgng | Dang bao ché | So dang ky
11 | Gardan Acid mefenamic Vién nén bao | VD-32206-
' 500mg phim 19
Moi 100ml chira: Acid £,
12. | Lactacyd BB lactic 1g; Lactoserum Eﬁﬁocnnggf VD'?SOZZ'
atomisat 0,93¢g gng
Dried aluminum
hydroxide gel (tuong
duong Aluminum A . | VD-33023-
13. | Maalox hydroxide 306mg) Vién nén nhai 19
400mg; Magnesium
hydroxide 400mg
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Cetirizine Viénnén bao | VD-33021-

14. | Cetirizine dihydrochloride 10mg phim 19

8. Co s¢ dang ky thude: Cong ty c6 phan Dugc pham Am Vi (Amvipharm)
(d/c: L6 B14-3,4 duong N13, khu cong nghiép Dong Nam, x& Hoa Phu, huyén Cu
Chi, TP. H6 Chi Minh, Vi¢t Nam).

8.1. Cong ty ¢ phan Dugc phdm Am Vi (Amvipharm) (d/c: L6 B14-3,4
duong N13, khu cong nghi€p Pong Nam, xa Hoa Pha, huyén Cu Chi , TP. H6 Chi
Minh, Viét Nam).

ST

T Tén thudc Hoat chfit, ham luwgng | Dang bao ché | S6 dang ky
; - Dung dich ] ]
15. | Linezolid 600 Linezolid tiém truyén | VD 200%
600mg/300m| N 17
tinh mach

Ly do: Céac co s¢ dang ky thudc d& nghi tu nguyén thu hodi gidy ding ky luu
hanh thuoc tai Viét Nam.

Piéu 2. Thudc trong nude duge san xut trude ngay Quyét dinh ne‘ly coO hiéu
lyc, thubc nudc ngoai nhap khau vao Viét Nam hoic thuoc nudc ngoai nhap khau
trong trudng hop dugc giao hang tai cang di cua nude xuat khau trude ngay Quyét
dinh nay c6 hiéu lyc dugc phep luu hanh dén hét han dung cua thube. Co sé dang
ky thudc, san xut thudc phai co trach nhiém theo ddi va chiu trach nhiém vé chét
lugng, an toan, hiéu qua cua thudc trong qua trinh luu hanh.

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

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thude Trung wong, cic co
s& kinh doanh duoc va Giam ddc co sé co thude néu tai biéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG

- Nhu Didu 4; ; SN
- B truéng Nguyén Thanh Long (dé b/c); PHO CUC TRUONG

- TTr. Truong Qubc Cudng (dé b/c);

- Cuc truéng (dé b/c);

-Cuc Quan Y - Bo Quéc phong; Cuc Y té - B§ Cong an;
Cuc Y té Giao thong vén tai - Bd Giao thong van tai; Téng
cuc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- B6 Y té: Vu Phap ché, Cuc Quan Iy YDCT, Cuc
QLKCB, Thanh tra Bg; T

_SYT céc tinh, TP truc thuoc TU Nguyén Thanh Lam
- Céc Vién: KN thuéc TW, KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam; Cac doanh nghiép XNK

Duoc ph?im;

- Cac Bénh vién & Vién c6 givong bénh truc thudc Bg;

- Cac phong Cuc QLD: BKT, QLKDD, QLCLT, PCTTra,

QLG, Van phong; Website Cuc QLD;

- Luu: VT, BKT.
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