
BO GIAO THONG VAN TAl
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S6: g93 ICYT-NVYD&TTBYT
VIv ban hanh danh muc thuoc san
xu~t trong mroc duoc c~p s6 dang ky
luu hanh tai Vi~t Nam - dot 159 (be,
xung)

C<)NGHoAxA H(Hcan NGHiA vrer NAM
DQc l~p - Tl}' do - Hanh phuc

Ha N(Ji, ngay21 thang 11 nam 2017

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t€ chuyen nganh GTVT;
- Cong ty cb ph§.nBenh vien GTVT.

Ngay 19/09/2017, C\lC Quan ly Diroc - B<)Y t€ c6 Quyet dinh s6 413/QD
QLD v~ viec ban hanh danh muc thuoc san xu~t trong mroc diroc c~p s6 dang Icy
hru hanh tai Vi~tNam - dot 159 (bb xung). Noi dung cu th€ cua Quyet dinh tren
ducc dang tai tren trang thong tin dien ill cua C\lC Y t€ GTVT - Dia chi:
http://ha.mt.gov.vn -Muc: Thong tin thuoc,

C\lC Y t€ GTVT thong baa d€ cac don vi biet va thuc hien.'. ~

NO'i nhiin:
- Nhir tren (Qua website Cl)C Y t€ GTVT);
- Luu: VT, NVYD&TTBYT.

Cl)CTRUaNG



BOYTE
CVC QUAN LY DUQC

S6: 4J 3 IQD-QLD

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
I>Qcl~p - TV do - H~nh phuc

Ha N(Ji,ngay~gthangg nam 2017

QUYETDINH
V~ vi~c ban hanh danh muc 02 thuAc san xu§t trong nurrc

dU'gc c§p sAdang kY lU'u hanh t~i Vi~t Nam - I>qt 159 u~ . _. 0 ~ybNG Vj.,N 1f'

~ p'~ CVCTRlfONGCvcQuANLYDl1QC I C{l~;;_:'\~~O~EN \FC~ c~ Luat .IA:'gc n~ay 06 thang 4 nam 2~16; • \. .. ~ (';K.{ • . I
Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua dbffih pbu' quy d!nh

clnrc nang, nhiem vu, quyen han va co cftu t6 chirc cua BQY t8;
Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY t8 quy

dinh clurc nang, nhiem vu, quyen han va co cftu t6 chirc cua C\lCQuan ly Diroc thuoc
BQYt8;

Can cir Thong nr s6 44/2014/TT-BYT ngay 25/1112014 cua BQ Y t8 qui dinh
viec dang ky thuoc,

Can cu y ki8n cua HQi d6ng tu vftn cftp gifty dang ky hru hanh thuoc, nguyen lieu
lam thuoc - BQY t8;

Xet dS nghi cua Truong phong Dang ky thuoc - C\lCQuan ly DuQ'c,

QUYET I>INH:

I>i~u 1. Ban hanh kern theo Quy8t dinh nay danh m\lc 02 thu6c san xuftt trong
nu6c duQ'ccftp s6 dang kY luu hanh t~i Vi~t Nam - Dqt 159 (B6 sung).

I>i~u 2. Cong ty san xuftt va cong ty dang ky co thu6c luu hanh phai in s6 dang
ky duQ'cBQ Y t8 cftp len nhan thu6c va phai chftp hanh dung cac quy dinh co lien
quan t6i san xuftt va luu hanh thu6c. Cac s6 dang kY co kY hi~u VD- ...-17 co gia tri
05 nam k@tu ngay kY Quy8t dinh.

I>i~u 3. Quy8t dinh nay co hi~u Ivc k@tu ngay ky ban hanh.
I>i~u 4. Giam d6c Sa Y t8 cac tinh, thanh ph6 trvc thuQc trung uang va giam

d6c cong ty san xuftt va cong ty dang kY co thu6c t~i DiSu 1 chiu trach nhi~m thi hanh
QuySt dinh nay.

Nui nhan:
- Nhu Di~u 4;
- BT. Nguy~nThj Kim Ti8n (d~ b/c);
- Cvc Quan y - BQQu6c phOng,Cvc Y t8 - BQCA;
- CvcY t8 giao thOngv~n titi- BQGTVT; /
- T6ng ~vc Hii Quan- BQTai Chinh; .c- .
- Bao hiem xii hQiVi~t Nam; c .",i.:-~i?:lJ~---------
- Vv Phap ch~, Cvc Quan 1yY DuQ'c c6 truy~n, Cvc " ~
Quan 1yKMm, chua b~nh - BQY t~; Thanh tra BQY t8; .............~rlf(mg QuAe CUOng
- Vi~nKN thu6c TU va VKN thu6c TP.HCM; Thfr tru01lg Bo.Y tS
- T6ng C6ng ty DuQ'cVN;
- Cac b~nhvi~n,Vi~n co giuemgb~nh tqfCthuQcBYT;
- Website cua Cvc QLD, Tl.lpchi DuQ'cMy phAm- eVc
QLD;
- Luu: VT, KDD, DKT (ISb).



BOYTE
CVC QUAN LY DU'QC

CONG HOA xA HOI cmr NGHiA VI:6TNAM
DQcl~p - TV do - Hanh phuc

DANH Mt)C 02 THUOC DlJOC cAP SO DANG KY HI:6U Ll)'C 5 NAM - DOT 159 (BO SUNG)
Ban hanh kern thea quyet dinh sf,:41J. .....lQD-QLD, ngay .).9.....I..J). ..I.d.al.r-

1.Cong ty dang ky: Cong ty c6 ph§n dU'Q'c phim Imexpharm (Dlc: S604, duang 3014,Phuong
1, Tp. Cao Liinh; Tinh D6ng Thdp - Vi?tNam)

1.1Nha san xu§t: Chi nhanh 3 - Cfmg ty c6 ph§n dU'Q'c phim Imexpharm t,i Binh Duong,
(Dlc: S622, duong 86 2, KCN n« Nam-Singapore II, Phuong Hoa Phil, TP Thu Ddu M9t, tinh
Binh Duong - Vi?tNam)

STT Ten thu8c Dang bao
ch~

Tu8i Tieu Quy each
thQ chuin dong goi

Hoat chit chinh -
Ham IU'Q'Ilg S8 dang Icy

1 Bactamox 1,5g

2 Bactamox 750

24 TCeS H9P 1 IQ,h9P
thang 101Q.

24 rccs H9P 1 19,h9P
thang 10 19.

H6n hQ'PAmoxicilin Thuoc b9t
natri va Sulbactam pha tiem
natri 1)' I~2: 1nrong
dirong: Amoxicilin
lg; Sulbactam 0,5g

H6n hopAmoxicilin Thu6c h9t
natri va Sulbactam pha tiern
natri 1)' I~2: 1 nrong
dirong: Amoxicilin
500mg; Sulbactam
250mg

VD-28647-17

VD-28648-17

........._.-- Truong QuAc CU'Ong
Thrr truong BQY t~

Trang 1


