BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap — Tu do — Hanh phuc
S6: 299 /QB-QLD Ha NGi, ngay 03 thdng 06 ndm 2022
QUYET PINH

Vé viéc thu hoi Giay ding ky luu hanh thuéc tai Viét Nam doi véi 17 thuoc
duoc cap giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cu Luat Duwoc ngay 06 thang 4 nam 2016;

Cdn cur Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phit quy dinh
chi tiét mot sé diéu vé bién phap thi hanh Ludt duoc;

Cdn cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan
Iy nha nwéc ciia Bo Y té;

Cdn cir Nghi dinh sé6 75/201 7/NP-CP ngay 20/6/2017 ciia Chinh phit quy dinh
chirc ndng, nhiém vu, quyén han va co' cdu té chirc clia Bo Y té;

Cdn cir Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia B truéng Bo Y té
quy dinh viéc ddang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ciia B truomg Bo Y té
quy dinh chirc ndng, nhiém vu, quyén han va co cdu to chirc ciia Cuc Quan ly duoc
thuéc Bo Y té;

Cdn cir Két ludn s6 166/KL-TTrB ngay 27/8/2021 ciia Thanh tra Bé Y té vé
viéc thuc hién cdac quy dinh cua phap ludt vé dang ky, luu hanh, quan Iy chat lwong

thuéc, nguyén liéu lam thuéc, my pham tai mét sé co' sé san xudt, nhdp khau, kinh
doanh co lién quan trén dia ban tinh Binh Duong,

Theo dé nghi ciia Truéng Phong Ddng ky thuéc - Cuc Quan Iy Duoc.
QUYLT PINH:
Diéu 1. Thu hoi Gidy dang ky luu hanh thudc tai Viét Nam d61 vé1 17 thude
da duoc cap giay dang ky luu hanh, cu thé sau day:

1. Co s¢ dang ky thubc: Céng ty cb phan duoc phim Viét Nga (B/c: S6 2B,
ngdach 374/7, duwong Au Co, phuong Nhdt Tan, Qudn Tay Hé, Ha Néi - Viét Nam)

1.1. Co s& san xuét thudc: Globe Pharmaceuticals Ltd. (B/c: BSCIC Industrial
Estate, Begumgonyj, Noakhali — Bangladesh)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky

Cendn  {ouol  cine Vién nén bao

1 | Trin Tablet Cetirizin  dihydroclorid) : VN-20261-17
10mg phim




1.2.Co s6 sén xuit thudc: S.C.Arena Group S.A. (B/c: Bd. Dunarii nr. 54,
Valuntari, Ilfov district, 077910 — Romania)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
‘bar 2
2 Catbaro  200me, Carbamazepin 200mg Vién nén VN-19895-16
tablets
3 | Eurovir 200mg '?; éill(g);vu‘ vitmh the | e, nang cing | VN-19896-16

1.3.Co s6 sén xuét thude: Stallion Laboratories Pvt. Ltd. (B/c: CI1B 305, 2&3
G.1.D.C. Kerala (Bavla) Dist. Ahmedabad, Gujarat — India)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Levocetirizin Vien nen bao
4 | Stalevo-5 dihydrochlorid Smg phim VN-19897-16
Esomeprazol (duoi dang Vién nén bao
5 | Esoprazole-20 esomeprazol magnesli tan trone Tubt VN-20985-18
dihydrat) 20mg S

2. Co sé& ding ky thube: Cong ty TNHH Kién Viét (B/c: 437/2 Lé Birc Tho,
Phuong 16, O. Go Vap, Tp. Hé Chi Minh - Viét Nam)
2.1. Co s& sén xuét thube: Incepta Pharmaceuticals Limited (B/c: Dewan Idris
Road, Zirabo, Savar, Dhaka — Bangladesh)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Doxycyclin (dwol dang
6 | Ipadox Capsule Doxycyclin hyclat) 100 [ Vién nang cung VN-19892-16
mg

2.2.Co sé san xuat thubc: M/s Getwell Pharmaceuticals (B/c: 474, Udyog
Vihar, Phase V, Gurgaon-122016, Haryana — India)

STT Tén thudc Hoat chit, ham lugng | Dang bao ché S6 dang ky
Getoxatin- Dung dich dam
7 100mg/50ml Oxaliplatin 2mg/1ml dac ?’e pha dich VN3-119-19
truyen
Getoxatin- Dung dich dam
8 Oxaliplatin 2mg/1ml dac de pha dich VN3-228-19
50mg/25ml i

2.3.Co s& san xuit thudc: S.C.Arena Group S.A. (B/c: 54 Dunarii Blvd,
Valuntari, Ilfov district, 077910 — Romania)

2




STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
. s it Vien nen bao
9 | Europlin 25mg Amitriptylin HCI 25mg plii VN-20472-17

3. Co sé ding ky thubc: Coéng ty TNHH Larissa Pharma (B/c: 437/2 Lé Pirc
Tho, Phwong 16, Q. Go Vip, Tp. Hé Chi Minh - Viét Nam)

3.1. Co s& san xuét thudc: M/s Getwell Pharmaceuticals (B/c: 474, Udyog
Vihar, Phase V, Gurgaon-122016, Haryana — India)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Docetaxel (dwor dang | Dung dich dam
10 | Taxewell-20mg Docetaxel trthydrate) | dac de pha dich VN-19893-16
20mg/0,5ml truyen
. Dung dich dam
i | S raee Paclitaxel USP 30mg/Sml | déc dé pha dich | VN-19894-16
30mg/5ml truyén
Doxorubicin .
. .. Dung dich dam
12 Xorunwell -L | hydrochlonid (du_oq dang dic dé pha dich VN-20262-17
20mg/10ml Pegylated Liposom) S W
20mg/10ml Y
- Dung dich dam
Xorunwell Doxorubicin .- ;
2 5
4 10mg/5ml hydrochlorid 10mg/5ml gj;{gﬁ phaicicn VISORIC
. Dung dich dam
Xorunwell Doxorubicin S '.
49 -
o 50mg/25ml hydrochlorid 50mg/25ml g_?;gs PRE-CIEh MRRESL
: Dung dich dam
Tipakwell- : 5 - ; ”
15 260mg/43 4ml Paclitaxel 260mg/43,4ml g-?;, gs pha dich VN2-544-17

4. Co s ding ky thudc: Euro Healthcare Pte. Ltd. (B/c: I North Bridge

Road # 19-04/05, High Street Centre, Singapore (179094) - Singapore)

Estate, Begumgonj, Noakhali — Bangladesh)

4.1. Co s& san xuét thudc: Globe Pharmaceuticals Ltd. (B/c: BSCIC Industrial

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Cefpodoxim (dwoi dang | . =
16 | Zedoxim Sachet Cefpodoxim proxetil) B.('}t thl e VN-21246-18
40mg dich uong




5.Co sé& ding ky thubc: Incepta Pharmaceuticals Ltd. B/c: 40, Shahid
Tajuddin Aluned Sarani, Tejgaon 1/ A, Dhaka -1208 - Bangladesh)

5.1. Co s& sén xuét thude: Incepta Pharmaceuticals Limited (B/c: Dewan Idris
Road, Zirabo, Savar, Dhaka — Bangladesh)

STT Tén thudc Hoat chat, ham luong | Dang bao ché S6 dang ky
Mo6i  nhat xit chua: X 4 .
17 | Incepcom Fluticasone propionate 50 iglil dichat VN-20469-17
mceg

Ly do: Thuc hién kién nghi cua Thanh tra BO Y té tai Két luan sd 166/KL-
TTrB cua Thanh tra BO Y té.
Piéu 2. Quyét dinh nay c¢6 hiéu luc ké tir ngay ky ban hanh.
’ DPiéu 3. Giam déc S& Y té céc tinh, t{hénh phf"‘) truc thudc Trung wong, Giam
doc nha san xuat va co s¢ ding ky co thudc tai Piéu 1 chiu trach nhi€ém thi hanh
Quyét dinh nay./.

e vt KT. CUC TRUONG
-BT. Nguyér; Thanh Long (dé b/c); P HQ\CUC TRUONG

- TTr. P6 Xuan Tuyén (dé b/c);

- Cuc truong (dé b/c);

- Cuc Quan Y - Bo Qudc phong; Cuc Y té - B Cong an;
Cuc Y té Giao théng van tai - Bé Giao théng vén tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém X3 héi Viét Nam;

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

- Cac Vién: KN thuéc TW, KN thuéc TP. HCM;

- Téng Céng ty Duoce Viét Nam — Céng ty ¢6 phan; Cac
Céng ty XNK Dugc pham;

- Cac Bénh vién & Vién co girong bénh truc thude Bo;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCTTra,
QLGT,Van phong; Website Cuc QLD;

-Luu: VT, PKT (TA).
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