
BO GlAO THONG VAN TAl
CVCYTE

S6: o£1ICYT-NVYD&TTBYT
VIv ban hanh danh muc thuoc san
xuat gia cong diroc c~p s6 dang ky hru
hanh tai Vi~t Nam

CQNG HoA xA HQI CHiT NGHlA VItT NAM
DQc l~p - Tl}'do - H~nh phuc

Ha N9i, ngay 01 thang 8 nam 2017

Kinh giri: - Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT;
- Cong ty c6 phan Benh vien GTVT.

Ngay 24/7/2017, C\lC Quan ly Duoc - BQY tS co Quyet dinh s6 279/QU-QLD
v@viec ban hanh danh muc 01 thuoc san xu~t gia cong duoc c~p s6 dang ky hru hanh
tai Viet Nam. NQi dung cu thS cua Quyet dinh tren duoc dang tai tren trang thong
tin di~n til cua C\lC Y tSGTVT - Dia chi: http://ha.mt.gov.vn -Muc: Thong tin thuoc,

C\lC Y tS GTVT thong bao dS cac dan vi biSt va thirc hien.', -/4r
NO'i nhiin:
- Nhir t;en (Qua website Cue Y t~ GTVT);
- Liru: VT, NVYD&TTBYT.

Vii Van Tri~n



CQNG HoA xA HQI CHU NGHiA VI:E:TNAM
DQc l~p - T1! do - H~nh phuc

Ha N9i, ngay 0(,/ thang .f ruim 2017

QUYETDINH

V~ vi~c ban hanh danh muc 01 thu8c san xuit gia cong dU'gc cip s8 dan
IU'uhanh tai Viet Nam \cue Y~Tt GIAO T_hONGV~A,NTAl

• • CONeVA.N DEN

/~ A/tM .... , ~ 2 7vY#, ~ eve TRUONG eve QUAN LY nUQ -07- 2017
- Can cu Luet Ducc ngay 06 thang 4 nam 2016; Al' 3 I

Can cu Nghi dinh s6 75/~0171ND-CP n_gay.20106/2017 dJ.[·~hjnb·pb)·lqny'"
dinh chirc nang, nhiem vu, quyen han va co cau to clnrc cua BQY te;

Can cu Quyet dinh s6 3861/QD-!3YT ngay 30/9~201? cua BQ tnrong BQY tS
quy dinh chirc nang, nhiem vu, quyen han va co cau to chirc cua C\lC Quan ly
Diroc thuoc BQY te;

Can cu Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY tS quy dinh
viec dang kY thu6c;

Can cu Thong tu s9 23/20 13/TT-BYT ngay 13/8/2013 cua BQY tS huang dfin
hoat dQng gia cong thuoc;

Xet dS nghi cua Truong phong Dang ky thu6c - C\lCQuan ly Duoc,
QUYETDINH:

Di~u 1.,Bal} hanh kern thea Quyet dinh nay danh m\lc 01 thu6c san xuftt gia
cong dugc cap so dang kY luu hanh t~i Vi~t Nam.

Di~u 2. Cong ty san xuftt va cong ty dang ky co thu6c luu hanh phai in s6
dang ky dugc BQY !S cftp len nhan th~6c va ph~i chftp hanh dung cae quy dinh co
lien quan t6i sill?-xuat va luu h8.fl!1thuoc. Cac so dang kY co kY hi~u GC- ...-17 co
gia tri 05 nam ke til ngay ky Quyet dinh.

Di~u ~: Hi~u lyc s6 dang kY cua thu6c Hyzaar 50/12.5mg, SDK: VN-19502-
15 t~i Quyet dinh so 672/QD-QLD ngay 17/12/2015 cua C\lC t~(mg, C\lCQuan ly
Dugc ve vi~c ban hanh danh m\lC 168 thuoc nu6c ngoai dugc cap so dang ky luu
hanh t~i Vi~t Nam - Dgt 92 se chdm dfu sau 03 thang kS til ngay s6 dang kY gia
cong co hi~u h.rc.

Dieu 4. QuySt dinh nay co hi~u h.rckS tiI ngay kY ban hanh.
Dieu 5. Giam d6c So' Y tS cac tinh, thanh ph6 truc thuoc trung uang va giam

d6c dan vi co thu6c t~i DiSu 1 chiu trach nhi~m thi hfum QuySt dinh nay.

BOYTE
CVC QUAN LY DUQC

S6: ol1CJ IQD-QLD

NO'i nh(in:
- Nhu Di8u 5;
- BT. Nguy~n Thi Kim Ti€n (dS b/c);
- C\lCQuan y - B<)Qu6c phong, C\lCY t€ - B<)CA;
- C\lCY t~ giao thong v~n tai- BQGTVT;,....-
- T6ng CI,lCHai Quan- B<)n.i Chinh; ,
- Bao hiSm xii hoi Vi~t Nam; "?-" tVt~,
- VI,l Phap ch~, 'CI,lCQuan ly Y Dugc c6 tr~y8n, C\l ~"1~-;~;;;~:-;-/
Khlim, chua b~.nh- B<)Y t~; Than~ tra B<)Y te; (.,:..,'~-'""'i.. -;~~-;::.:--::s,.~-s~__ -------
- Vi~n KN thuoc TV"va VKN thuoc TP .HCM; ..
- T6ng Cong ty Dugc VN;
- Cac b~nh vi~n, Vi~n co giuemg b~nh tr1,1'Cthu<)cBYT;
- Website cua C\lCQLD, T~p chi DUQ"cMy phAm - CI,lCQLD;
- Luu: VT, KDD, DKT (03b).

PHV TRAcH QuA
DlEUHANH

TruO'ngQuAe Cllimg
Thrr truOng BQYd



BOYTE
CVCQUANLY DUQC

CONGHOAxA H(>ICOONGHlA VIeT NAM
DQcl,p - T1}'do - Hanh phuc

DANHMUC 01 THUOC sAN XUAT GIA CONG
DU'OCcAp so DANGKY LU'UHANH TAl VIeT NAM

Ban hanh kern thea quyet dinh s6:.J,¥.JIQf)-QLD, ngaya!.11.f..la!IJ.J.f

1. Coosa d,t gia cfmg: Merck Sharp & Dohme (Asia) Ltd (Die: FlatlRM 1401A&B 141F &
27IF., Lee Garden Two, 28 Yun Ping road, Causeway Bay, Hong Kong)
1.1. Coosa san xuit thuac: Merck Sharp & Dohme Ltd (Die: Shotton Lane, Cramlington,
Northumberland NE23 3JU - UK)
1.2. Coosa dong goi cip 1: PT Merck Sharp Dohme Pharma Tbk (Die: II. Raya Pandaan Km
48, Pandaan, Pasuruan, Jawa Timur, Indonesia)
2. Coosa nh,n gia cong dong g6i cAp 2: Cong ty cA phin DlfQ'Cphim OPV (Die: s6 27,
Duong 3A, KCN Bien Hoa II, Phuong An Binh, thanh ph6 Bien Hoa, tinh D6ng Nai. - Viet Nam)

1 Hyzaar SO/12.Smg

Ten thu6c Hoat chit chinh -
Ham hrQ1lg

T ;:..
Dang bao UOI Tieu

ch~ thQ chuan
Quy cach
dong goi sa dang kY

Losartan kali 50mg; Vien nen bao 24 H~ 2 . 15
Hydrochlorothiazid phim thang TCCS i~~ VI x
12,5mg

GC-280-17

STT

PHVTRAcHQU
DIEUHANH V

Truong Quac Cuong
Thu trmrng BQY t~


