UBND THANH PHO CAN THO CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Poc 1ap — Ty do — Hanh phiic

sé - 454syT-NvD Cén Tho, ngay@3thing 6 nam 2015
V/v Rut s6 dang ky, dinh chi luu
hanh va thu hoi thuoc
Kinh goi :

- Cac don vi truc thudc So;
- Céc phong Y té quan/huyén;
- Bénh vién da khoa Trung wong Can Tho;
- Bénh vién Dai hoc y dugc Can Tho;
- Bénh vién 121 - QKO9;
- Bénh vién cong an Can Tho;
- Céc bénh vién tu nhan; q
- Cac cong ty, DN san xuat kinh doanh dugc pham;
- Ban bao v¢ stic khoe Thanh uy;
- Pai Phat thanh va Truyén hinh TP.Can Tho
- B4o Can Tho:
- Hoi duoce hoc Can Tho.

Cuc truong Cuc Quan ly Dugc - B Y té co quyét dinh s6 237/QD-QLD ngay
18/5/2015 ve vigc dimg xem xét, tiép nhan hd so nhap khau, hd so dang ky thude va
rat so dang ky luu hanh thudc ra khoi danh muc cac thude duoc cap s dang ky tai
Viét Nam.

- Rt s6 dang ky cua thude sau ra khoi Danh muc céc thude duoc cap s6 dang
ky luu hanh tai Viét Nam :

Omeprazole capsules 20mg (Omeprazole 20mg) ; Dang bao ché : vién nang ; SO
dang ky : VN-11336-10 ; Nha san xuét : Syncom Formulations (India) Limited (dia
chi: 256-257 Sector-1, Pithampur Dist., Dhar, India) ; Cong ty dang ky : Syncom
Formulations (India) Limited (dia chi : 7 Niraj Industrial Estate, off, Mahakali Caves
Road, Andheri (East), Mumbai-400093, India)

[.y do : Thubc khong dat tiéu chuan chét luong theo quy dinh vé quan ly chat
lugng thude ctia Bo Y té.

- Dinh chi luu hanh trén toan quéc va thu hoi toan bo thude Omeprazole
capsules 20mg néu trén. Yéu cau cac don vi kinh doanh, su dung thude thu hoi toan
bo thude noi trén, goi bao cao thu hoi theo Thong tu s6 09/201 10/TT-BYT ngay
28/4/2010 cua BO Y té vé viéc hudng dan quan ly chat luong thude vé SO Y .
- Phong Y té cac quan/huyén c6 trach nhiém trién khai cong van nay dén cac
nha thudc, quay thude va dai ly trén dia ban.

S'Y té Can Tho thong bao dén cac co s6 kinh doanh va sir dung biét dé thuc
hi¢n kiém tra, giam sat.,/

Noi nhgn:

- Nhu trén;

- Thanh tra S¢;

- Website SYT;

- Luu VP, NVD.

Nguyen Phuéc Toén



UBND THANH PHO CAN THO ~ CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE DPoc 1ap — Tu do — Hanh phuc
s6 4 55{/SYT-NVD Can Tho, ngay { Sthang 6 nam 2015
V/v Rt s6 dang ky, dinh chi luu
hanh va thu héi thudc

Kinh goi :
- Cac don vi truc thuoc So;
- Céc phong Y té quan/huyén;
- Bénh vién da khoa Trung wong Can Tho;
- Bénh vién Pai hoc y dugc Can Tho;
- Bénh vién 121 - QKO;
- Bénh vién cong an Can Tho;
- Cé4c bénh vién tu nhan; |
- Céc cong ty, DN san xuat kinh doanh duoc pham:;
- Ban bao v¢ stic khoe Thanh uy;
- Dai Phét thanh va Truyén hinh TP.Can Tho
- Bdo Can Tho;
- Hoi duoc hoc Can Tho.

Cuc truong Cuc Quan ly Duge —Bo Y té co quyét dinh s6 236/Qb-QLD ngay

18/5/2015 vé viéc khong xem xét, tiép nhan ho so nhap khau, ho so dang ky thude

va rit s6 dang ky luu hanh thuée ra khoi danh muc céc thude duoce cip s6 dang ky
tai Viét Nam.

- Rutsd dang ky cua céac thude sau (co danh muc kem theo) ra khoi Danh muc
céc thude duge cap sb dang ky Iuu hanh tai Viét Nam.

Ly do: Cung cap gidy to phap ly trong hé so ding ky thude khong ding quy dinh,
san xuat thudc tai co s¢ khéc theo hinh thirc muon gidy phép (Loan Lisence) .

- Dinh chi luu hanh trén toan qudc va thu hdi toan bd cac thude trong danh muc
kém theo. Yéu cau céc don vi kinh doanh, su dung thude thu hdi toan b cac thude
noi trén. Goi bdo céo thu héi theo Théng tu 56 09/2010/TT-BYT ngay 28/4/2010 cua
Bo Y té vé viéc hudng dan quan ly chat luong thude ve SO Y té.

- Phong Y t€ cdc quan/huyén co trach nhiém trién khai cong van nay dén cac
nha thudc, quay thudc va dai ly trén dia ban.

S6'Y té Can Tho thong béo dén cac co sd kinh doanh va st dung biét dé thuc
hién kiém tra, giam sat.

(Dinh kem Danh muc ban hanh kém theo Quyét dinh s6 236/0D-QLD ngay
18/5/2015 cua Cuc truong Cuc Quan Iy Duoc). o

Noi nhin:

- Nhu trén;

- Thanh tra So;

- Website SYT;
- Luu VP, NVD.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic

DANH MUC CAC THUGC BI RUT SO PANG KY VA THU HOI DO
CONG TY AMN LIFE SCIENCES PVT.LTD.INDIA SAN XUAT

(Ban hanh k&m theo Quyét dinh s6 2 34 /QD-QLD ngiy A J thang 5 nam 2015)

1. Cong ty dang ky: Céng ty TNHH Kinh doanh Dugc phim Phic Nghi (d/c: 179
Huynh Van Bdnh, phwong 12, Phii Nhudn, TP. H6 Chi Minh).

1.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
I | Melamno Tablet 17‘4;1:1’;““‘“ Vién nén VN-9582-10)

2. Cong ty dang ky: Céng ty'TNHH Reliv Pharma (d/g.' 22 HI duong sé 40, Khu
dan cu Tan Quy Déng, Phuong Tan Phong, qudn 7, Ip. H6 Chi Minh). -

2.1. Nha san xuit: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thube Hoat chit Dang bao ché S6 ding ky

Fluconazole

150mg Vién nang ciing VN-12322-11

2 | Amsufung

Cefpodoxime
(dudi dang
Cefpodoxime
proxetil) 200mg

3 | Amocef-200 Vién nén bao phim | VN-15338-12

3. Cong ty dang ky: Cong ty 6 phin Duge phim Minh Ky (@/c: S6 3, Lé C, Cue xd
Lac Long Qudn, P.5, Q.11, TP. H6 Chi Minh).

3.1. Nha san xudt: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Cefixime (dudi
4 | Suncexim-200 dang Cefixime Vién nén phan tan | VN-14037-11
trihydrate) 200mg

4. Cong ty ding ky: Cong ty TNHH DP Nghia Tin (/c: 24 Puong s6 1, Khu phé 5,
P. Hiép Binh Chdnh, Q. Thi: Pire, TP. H6 Chi Minh).

4.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. C ity., Ahmedabad, Gujarat, India).
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proxetil) 100mg

STT Tén thudc Hoat chét Dang bao ché S6 ding ky
Cefpodoxime

5 | Ampodox-100 | (dudidang Viennénphantin | VN-14073-11
Cefpodoxime

5. Cong ty dang ky: AMN Life Science Pvt. Ltd. (d/c: 215 Bharat Industrial
Estate, 2nd floor LBS Marg, Bhandup (w) Mumbai-400078, India).

5.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,

Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT

Tén thubc

Hoat chit

Dang bao ché

S6 dang ky

Amtopid

Atorvastatin (dudi
dang Atorvastatin
calcium) 10mg

Vién nén bao phim

VN-16565-13

Acimip

Imipenem 500mg;
Cilastatin (du6i
dang Cilastatin
natri) 500mg

Bot pha tiém

VN-16937-13

Amnox

Clopidogrel (duéi
dang Clopidogrel
bisulphate) 75mg

Vién nén bao phim

VN-16938-13

Fipam

Cefepime (dudi
dang Cefepime
hydroclorid) 1g

Bot pha tiém

VN-16939-13
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Ampito

Piperacilin (dudi
dang Piperacilin
natri) 4g;
Tazobactam (dudi
dang Tazobactam
natri) 0,5g

Bt pha tiém

VN-17225-13

(*): S6 dang ky thu6c da hét hiéu luc.
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