/ BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc ldp - Ty do - Hanh phic
S6: 443 /QP-QLD Ha Ngi, ngay 9.9 thang 4 ndm 2017
QUYET PINH

V& viée rit s6 dang ky luu hanh thubc ra khéi danh muc céc thube
dugc cap s6 ding ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

~ Can ctr Luat Duoc ngay 06 thang 04 nam 2016;
iinr Can cir Nghi dinh s0 75/2017/ND- -CP ngay 20 thang 6 nam 2017 cua Chinh
phu quy dinh chirc ‘nang, nhi¢m vy, quyén han va co ciu td chirc cia BO Y té;
Cén ctr Quyét dinh s6 3861/QD- -BYT ngay 30/9/2013 cua Bg truong B Y
té quy dinh chuc nang, nhiém vy, quyén han va co cdu t chirc ctia Cuc Quan ly
dugc thuoc BO Y té;
Can clr Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 cia By Y té quy
dinh viéc dang ky thude;
Cién ctt hd so ty nguyén dé nghi rit s6 dang ky ctia cc co s¢ dang ky thube;
Xét dé nghi cua Truong phong Phong Ding ky thude - Cuc Quan 1y Duoc,

QUYET PINH:

Didu 1. Rat b ding ky cta cac thude ¢6 tén tron g Danh muc cac thude rat
s6 dang ky ban hanh kém theo Quyet dinh nay.

Ly do: Co s¢ dang ky thude tu nguyén rat sb ding ky luu hanh thude do
khéng ¢6 nhu cau kinh doanh.

Diéu 2. Cac co s¢ dang ky thude, nha san xuat cac thudc néu tai Diéu 1
phai ¢o trach nhiém theo ddi, chiu trach nhiém vé chét luong, an toan, hi¢u qua
ctia thude trong qua trinh Tuu hanh cho dén khi hét han dung cua thude ddi voi cac
thude dé nghi rat sb ding ky néu trén da duogc san xuat, nhap khau trudc ngay
Quyét dinh nay co hiéu luc.

BILU 3. Quyét dinh nay ¢6 hi¢u lyc ké tir ngay ky ban hanh.
Diéu 4. Giam doc So Y té, cac co so kinh doanh duoc va Giam ddc co so
c6 thude néu tai Didu 1 chiu trach nhiém thi hanh Quyct dinh nay.

Noi nhin: KT CUC TRU ONG

- Nhu Diéu 4;
- B truong \Jg:,uyn.n Thi Kim Tién (dé b/c); C TRU ONG

- TT. Truong Québc Cuong (dé bic);
- Cuc Quad anY - Bo Quéc phong, Cyc Y té - Bo Cong an;
- Cuc Y t¢ Giao thdng vin tii - Bo Giao théng vén tai;
- Tong cuc Hai quan - Bo Tai chinh, Bao hiém Xa héi Viét Nam;
- Vu Phéap ché, Cyc Quan ly Y, Dugc co truyén, Cuc Quan ly KCB,
Thanh tra B9, Vién KN thude T W, Vién KN thum, TP. HCM;
-Tong C ‘ong ty Dugce Viét Nam — Cong ty co ph an, Cac Cong ty XNK
Dugc phim;
- Cac B¢nh vién & Vién co giuong bénh true thude Bo;
N\ Website Cuc QLD, Tap chi Duge & My phﬁm-Cuc QLD;
- Luu: VT, Céc Phong thuge Cyc QLD, DKT(12).
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(Ban hanh kém theo Quyét dinh sé 42 3 /OD-QOLD ngay. 22 thang § nam 2017 )

1. Co st dang ky thudc: Cong ty TNHH Duge pham va Thiét bi Y té Phwong L&
(d/c: B2, 16 15, Khu dé thi méi Dinh Céng, P. Dinh Cong, Q. Hoang Mai, Ha Noi, Viet
Nam).

1.1.Nha sén xuét: Sarren Pharma Private Limited (d/c: Village: Asarawad, Post:

Dudhia, Nemawar Road, Indore-453331 M.P, India).

STT Tén thudc Hoat chit, Him lwong | Dang bao ché S6 ding ky
. | Imipar Rabeprazole natri 20mg Bot dor{;% S VN-19877-16
pha tiém
v | sissmekan Omeprazol (dU'ql dang Bot dong kho VN-19876-16
Omeprazol natri) 40mg pha tiém

2. Co sé diing ky thube: Cong ty TNHH Duge pham Van Hoa (d/c: 611-612 L6 5,
Chung cw Phii Tho, Nguyén Thi Nho, phuong 15, qudn 11, thanh pho Ho Chi Minh, Viét

Nam).

2.1.Nha san xudt: M/S Stallion Laboratories Pvt. Ltd (d/c: CIB, 305, 2&3 GIDC,
Kerala (Bavla) Dist. Ahmedabad (Gujarat), India).

STT Tén thubc Hoat chit, Ham lugng | Dang bao ché S6 ding ky
Cefpodoxime (duoi dang e HE
3. | Hesopak Cefpodoxime proxetil) o P VN-17911-14
100mg

Danh muc gom 01 trang 03 thude./.
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