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QUYFT PINH

V& viéc dirng xem xét, tiép nhan hd so nhip khau, ho so ding ky thube
va rit sb ding ky luu hanh thude ra khéi danh mue
cac thude dwge cap sb6 ding ky tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cur Luét Dugc 'ngay 14 thang 6 ndm 2005;

Can ctt Nghi dinh s& 63/2012/ND- CP ngay 31/8/2012 cta Chinh phu quy
dinh chitc nang, nhiém vy, quyen han va co chu t& chirc cia B Y té;

Cén ctr Quyet dinh sb 3861/QD -BYT ngay 30/9/2013 cua B trucmg B Y té
quy dinh chirc néng, nhlem vu, quyen han va co cAu td chirc cia Cuc Quan ly Duge
thude BOY té;

C#n cir Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 cia BS Y té quy
dinh viéc dang ky thubc;

Can ctr Thong tu s& O9/2010/TT BYT ngay 28/04/2010 cia BO Y te hudng
din viéc quan ly chit luong thubc; |

Can ¢t Thong tu 47/2010/TT-BYT ngay 29/12/2010 ctia By Y té hudng dan
hoat ddng xuft khu, nhap khéu thubc va bao bi tiép xtic tryc tidp véi thube.

Xét d& nghi cta Trudng phong Thanh tra duge, m§ phim, Trudng phong
Dang ky thudc va Trudng phong Quan ly chét luong thudc - Cuc Quan ly Dugec,

QUYLT DINH:

Pidu 1. Rut sé ding ky thubc do cong ty Syncom Formulations (India) Ltd
dtmg tén ding ky trong Danh muc ban hanh kém theo Quyét dinh nay ra khoi Danh
muc cac thubc dugc cip sb dang ky Iuu hanh tai Vi€t Nam.

Ly do: Thube khong dat tiéu chuén chét luong theo qui dinh vé quan ly chét

fugng thuoc cia Bo Y té.

piu 2. Dinh chi fuu hanh trén toan qudc va thu hdi toan bd thude trong

Danh muc ban hanh kém theo Quyét dinh nay. Céc co s& nhap khéu, 0y théc nhap
khiu cac thude néu trén thyc hién thong bao thu hdi, thu hdi va bdo cdo két qua thu
hdi thube theo qui dmh tai Thong tw s6 09/2010/TT-BYT ngay 28/4/2010 ctaBO Y
t& hudng dan quan ly chit lugng thude.



| Piéu 3. Ngimg tiép nhén hd so ding ky 1an dau, hd so dang ky lai va khéng
cip s& ding ky luu hanh thude dbi véi cde hod so &3 ndp do cdng ty Syncom
Formulations (India) Ltd dang ky hoac sén xuét trong thoi han 24 thang.

Piéu 4: Ngimg tiép nhén, xem x&t hd so nhéap khiu thudc @i véi cac thube
do cdng ty Sincoi @ onnlizfions (India) Ltd ding ky hodc sén xudt trong thoi han
24 thang.

Pidu 5. Quyét dinh ndy ¢6 hidu luc k& tir ngay ky ban hanh.

Diéu 6. Gl_am dbc S& Y t c4c tinh, thanh pho triue thude Trung wong, Gidm
dbc cac don vi kinh doanh thube, Gidm dbéc co s& ding ky va/hodc san xuit cac
thubc néu tai Piéu 1, 2, 3, 4 chju trach nhiém thi hanh Quyét dinh nay.

Noinhin:

- Nhu Bidu 6;

- BT. Nguyén Thi Kim Tién (dé b/c);

- Cac Thit truong ( dé bic);

-CucQuan Y - B¢ Quéc phong, Cuc Y té - Bo Céng an;
- Cuc Y té Giao théng van tai - B6 Giao théng vén tai; %
- Téng cuc Hai quan - B3 Tai chinh, Bao hxem Xahdi Viét N

- Vu Phép ché, Cuc Quan ly Y Duoc ¢b truyen Cuc Quan ly I(harm-—--~==r

chita bénh, Thanh tra B6 Y té, Vién KN thubc TW, Vién KN thube e -

TP. HCM: Trwong Quoc Cuwdng
- Téng Céng ty Dugc Viét Nam, Hiép hdi SXKD Dirge, Cic Coag ty

XNK Duge phém;

- Cdc Bénh vién & Vién ¢6 giudng bénh trye thudc BS Y té;
- Website Cuc QLD, Tap chi Duge & M¥ phim-Cuc QLD;
~-Luu:VP,QLKDD,QLCLT, TTra, PKT(12).

~ BOQ TAICHINH SAO Y BAN CHINH
TONG CUC HAI QUAN

] Ha Néi, ngay 15 thdng 6 ndm 2015
So: 104/SY-VP

Noi nhin: ‘ TL.TONG CUC TRUONG
- Cyc HQ céc tinh. TP; KT.CHANH VAN PHONG
-Luu: VT

o PHO CHANH VAN PHONG




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap — Tw do — Hanh phiic

: DANH MUC THUOC BI RUT SO PANG KY, BINH CHIi LUU I—IANH
VA THU HOI DO CONG TY SYNCOM FORMULATION (INDIA) PUNG TEN PANG KY

(Ban himh kém theo Quyét dinh 56 233%/QD-QLD ngay A8 thing 5 ndm 2015)

Cong ty- ding ky: Syncom Formulations (India) Limited (d/c: 7 Niraj Industrial
Estate, off, Mahakali Caves Road, Andheri (East), Mumbai-400093, India).
Nha sin xuit: Syncom Formulations (India) Limited (d/c: 256-257 Sector-1,

Pithampur Dist, Dhar, India).

STT Tén thuébc Hoat chit Dang bao ché S6 ding ky
1 Omeprazole capsules 20mg | Omeprazole 20mg Vién nang VN-11336-10
.4
CUC TRUGNG

Truwong Qudc Cwong





