UBND TIiNH HA TINH

SOYTE

S6: 1871/SYT- NVD

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc l1ap — Tw do — Hanh phic

V/v thu hdi Gidy dang ki lwu hanh
thl}éc tai Viét Na,m doi vai 17
thudc dugc cap giay dang ky luu

hanh

Kinh gtri:

- C4c co s¢ kham chira bénh trong tinh;

- UBND cdac huyén, thi xa, thanh phé;

- Céc cOng ty, chi nhanh duoc trong tinh;
- Trung tAm Kiém soat bénh tat Ha Tinh.

Ha Tinh, ngay 07 thang 6 nam 2022

Can ctit Quyét dinh s6 299/QD-QLD ngay 03/6/2022 ctia Cuc Quan 1y duogc
- B0 Y té vé viéc thu hoi Gidy dang ky luu hanh thude tai Viét Nam dbi véi 17
thudc duge cap gidy dang ky luu hanh, S¢' Y té thong bao:

- Thu héi Gidy dang ky luu hanh thudc tai Viét Nam dbi véi 17 thube da
duogc cap gidy ding ky luu hanh, cu thé sau day:
1. Co s6 dang ky thude: Cong ty c6 phan dugc pham Viét Nga (B/c: S6 2B,
ngach 374/7, dwong Au Co, phuwong Nhdt Tan, Qudn Tay Ho, Ha Ngi - Viét
Nam)

1.1. Co so san xuat thudc: Globe Pharmaceuticals Ltd. (B/c: BSCIC
Industrial Estate, Begumgonj, Noakhali — Bangladesh)

10mg

STT Tén thudce Hoat chit, ham lwong | Dang bao ché S6 ding ky
Cetirizin (dudi dang \ién nén bao
1 | Trin Tablet Cetirizin dihydroclorid) ohim VN-20261-17

1.2. Co s san xudt thudc: S.C.Arena Group S.A. (P/c: Bd. Dunarii nr. 54,
Valuntari, Ilfov district, 077910 — Romania)

STT Tén thudc Hoat chat, ham lwong | Dang bao ché S6 diang ky
p | Carbaro200mg, | o mazenin 200mg | Vién nén VN-19895-16
tablets
3 | Eurovir 200mg ?(;:(ﬂ%v” vitinh thé Vién nang cing | VN-19896-16
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1.3. Co sd san xuat thudc: Stallion Laboratories Pvt. Ltd. (P/c: CIB 305,

2&3 G.1.D.C. Kerala (Bavla) Dist. Ahmedabad, Gujarat — India)

Esoprazole-20

magnesi dihydrat)
20mg

tan trong ruot

STT Tén thudc Hoat chat, ham lwong | Dang bao ché S6 diang ky
Levocetirizin Vién nén bao
4 | Stalevo-5 dihydrochlorid phim VN-19897-16
smg
Esomeprazol (dudi A
5 dang esomeprazol Vién nen bao VN-20985-18

2. Co s dang ky thube: Cong ty TNHH Kién Viét (P/c: 437/2 Lé Pirc Tho,
Phuwong 16, Q. Go Vép, Tp. Ho Chi Minh - Viét Nam)

2.1. Co s san xuat thudc: Incepta Pharmaceuticals Limited (P/c: Dewan
Idris Road, Zirabo, Savar, Dhaka — Bangladesh)

100 mg

STT Tén thude Hoat chat, ham lwgng | Dang bao ché S6 ding ky
Doxycyclin (du¢i dang
6 Ipadox Capsule | Doxycyclin hyclat) Vién nang cing VN-19892-16

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

STT Tén thude Hoat chit, ham lwong | Dang bao ché S6 diang ky
Getoxatin- Dung»diCh dim
7 100mg/50ml Oxaliplatin 2mg/1ml dac ge pha dich VN3-119-19
truyeén
Getoxatin- Dung dich dgm
8 Oxaliplatin 2mg/1ml dac de pha dich VN3-228-19
50mg/25ml truyén

2.3. Co so san xuét thudc: S.C.Arena Group S.A. (D/c: 54 Dunarii Blvd.,
Valuntari, Ilfov district, 077910 — Romania)

STT Tén thudc Hoat chat, ham lrong | Dang bao ché S6 diang ky
9 | Europlin 25mg | Amitriptylin HCI 25mg ;’r:f:] nén bao VN-20472-17
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3. Co so ding ky thudc: Coéng ty TNHH Larissa Pharma (B/c: 437/2 Lé

Pic Tho, Phuong 16, Q. Go Vap, Tp. Ho Chi Minh - Viét Nam)

3.1. Co s6 san xuat thudc: M/s Getwell Pharmaceuticals (P/c: 474, Udyog
Vihar, Phase V, Gurgaon-122016, Haryana — India)

STT Tén thudc Hoat chét, ham lwong | Dang bao ché S6 diang ky
Docetaxel (dudi dang | Dung dich dam
10 | Taxewell-20mg | pcetaxel trihydrate) | dic dé pha dich VN-19893-16
20mg/0,5ml truyén
. . D dich da
11 | Tipakwell- Paclitaxel USP g ;;a ton | VN-19894-16
30mg/5ml 30mg/5ml tﬁlyén ’
Xorunwell-L Doxorubicin Dung dich da
. hydrochlorid (dudi ung dich dam
12 Y sc dé - VN-20262-17
20mg/10ml dang Pegylated q%c de phfl dich
Liposom) 20mg/10m| | Hem truyen
D dich da
13 | Xorunwell Doxorubicin d;:ngé 11)(1:13 d?z?l VN-20470-17
10mg/5mi hydrochlorid 10mg/5ml trﬁyén '
Dung dich d
14 | Xorunwell Doxorubicin g f;ia ton | VN-20471-17
50mg/25ml hydrochlorid tfuyén '
50mg/25ml
. D dich da
15 | Tipakwell- Paclitaxel d;:ngé ;ila d??ﬁ VN2-544-17
260mg/43.4ml 260mg/43,4ml trﬁyén ’

4. Co s¢ dang ky thudc: Euro Healthcare Pte. Ltd. (B/c: 1 North Bridge
Road,# 19-04/05, High Street Centre, Singapore (179094) - Singapore)

4.1. Co s6 san xuét thudc: Globe Pharmaceuticals Ltd. (B/c: BSCIC
Industrial Estate, Begumgonj, Noakhali — Bangladesh)

proxetil) 40mg

STT Tén thude Hoat chit, ham lwong | Dang bao ché S6 diang ky
Cefpodoxim (dudi o x
16 | Zedoxim Sachet | dang Cefpodoxim Bot pha hon VN-21246-18
dich udng

5. Co so dang ky thudc: Incepta Pharmaceuticals Ltd. (B/c: 40, Shahid
Tajuddin Aluned Sarani, Tejgaon I/ A, Dhaka -1208 - Bangladesh)
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5.1. Co s san xuat thudc: Incepta Pharmaceuticals Limited (P/c: Dewan
Idris Road, Zirabo, Savar, Dhaka — Bangladesh)

STT Tén thudc Hoat chat, ham lwong | Dang bao ché S6 diang ky
Moi nhat xit chua: Han dich xit
17 | Incepcom Fluticasone propionate . ' VN-20469-17
50 mcg mu

- Ly do thu hdi: : Thuc hién kién nghi cia Thanh tra Bo Y té tai Két luan so
166/KLTTrB cua Thanh tra Bo Y té.

Pé dam bao an toan cho nguoi st dung, S& Y té dé nghi:

- C&c co s6 kham chira bénh thong bao rong rai cho can bg, vién chirc, cac
khoa phong, bd phan biét khong kinh doanh, phan phéi, sir dung cac thudc trong
danh muc néu trén;

- UBND cac huyén, thi x4, thanh phd:

+ Thdng bao cho cac nha thude, quay thude, cac co so hanh nghé y tu nhan
trén dia ban biét khong kinh doanh, phan phdi va str dung céc thudc trong danh
muc néu trén;

+ Thong bao cho cac Tram y té x4, phuong, thi tran trén dia ban biét khong
kinh doanh, phan phdi va st dung céc thudc trong danh muc néu trén;

- Cac Cong ty dugc thong bao cho cac chi nhanh, quay thudc, dai 1y trong
hé thdng phan phdi ctia minh va kiém tra trong kho thudc cta don vi, khong
kinh doanh, phan phéi va st dung cac thudc trong danh muc néu trén;

- Trung tdm Kiém soat bénh tat Ha Tinh ting cudng cong tac truyén thong
thong tin dén cac co s& kinh doanh, st dung thudc va ngudi dan biét dé khong
buédn ban, st dung cac thude trong danh muc néu trén;

- Cac don vi kinh doanh, phan phéi, st dung thude néu c6 céac thude trong
danh muc néu trén phai khan truong thu hoi va béo cao vé Phong Nghiép vu
dugc - S& Y t€ Ha Tinh.

S'Y té thong bao cho cac don vi duge biét va thuc hién./.

Noi nhdn:

- Nhu trén;

- Thanh tra sé;

- Trung tim KN Thudc, MP,TP;

- Website SYT, muc Thudc va TTGT;
- Luu: VT, NVD.

Giri van ban gidy va dién ti.
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