
BO GIAO THONGvAN TAl eONG HoA xA HOI eHU NGHiA VI~T NAM
eve Y TE DQC l~p - Tl].'do - H~nh phuc

s6:.l311CYT-NVYD&TTBYT Ha Noi, ngay 4::r thdng 3 ndm 2017
VIy ban hanh danh muc 02 thuec san
xu~t gia cong trong mroc duoc c~p
s6 dang ky hru hanh tai Viet Nam

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t@chuyen nganh GTVT.

Ngay 23/02/2017, C\lCQuan ly diroc - BQ Y t@co Quyet dinh s6 72/QfJ
QLD v@viec ban hanh danh muc 02 thuoc san xu~t gia cong trong mroc diroc
c~p s6 dang kY hru hanh tai Vi~t Nam. NQi dung cu thS cua Quyet dinh tren
duoc dang tai tren trang thong tin di~n nr cua C\lC Y t@GTVT - Dia chi:
http://ha.mt.gov.vn -Muc: Chi dao va huang dan nghiep vu y t@.

, C\lCY t@GTV! thong bao dS cac dan vi bi@tva thuc hien.'..it'
NO'i nhttn:
-Nhu tren (Quawebsite C1,lC Y t~GTVT);
- LUll: VT, NVYD&TTBYT.

,,

Vii Van Tri~n



CONG ROA xx HOI CHU NGHiA VIET NAM
flQc l~p - T\}' do - H~nh phtic

Ha N9i, ngay J.J thang c~;nam 2017
QUYETDJNH

V~ vi~c ban hanh danh muc 02 thuac san xuat gia cdng trong mro
sa dang Icy hru hanh tai Viet Nam r,:c~u;'"C~Y_-'!:TE7:'G~'A~O~"~-HO-'-'N-G-V-"N-TAI
________ o__ o__ CONf; VAN f)EN

BOYTE
CVC QuANLY DUQC

S61~ IQB-QLD

o;f: Aiv", eve TRlfONG eve QuANLY mroc 13 -03- 2017

f / Can cu Luat Ducc ngay 06 thang 4 nam 2016; 3 ~..c
Can cu Nghi dinh s6 63/2012INB-CP ngay 31/8/2012 cua L-1TInn-i'ft1ll-tfU¥----~_:_:_j

I dinh chirc nang, nhiem vu, quyen han va co c~u to chirc cua B9 Y t8;
Can cu Quyet dinh s6 3861/QB-!3YT ngay 3019~201.3cua BQ tnrong BQY t8

quy dinh chirc nang, nhiem vu, quyen han va co cau to clnrc cua C\lC Quan ly
Duoc thuoc BQY te;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY t8 quy dinh
viec dang ky thuoc;

Can cir Thong tu s9 23/20 13/TT-BYT ngay 13/8/2013 cua BQY tS huang d§n
heat dQnggia cong thuoc;

Xet d@nghi cua Phong Dang kY thuoc - C\lCQuan ly Duoc,

QUYETDJNH:
Di~u 1.,Bru: hanh kern thee QuySt diM nay danh rn\lc 02 thu6c san xu~t gia

cong duqc cap so dang kY lUll h8.nht~ Vi~t Narn.
Di~u 2. Cong ty san xu~t va cong ty dang kY co thu6c lUll h8.nh phai in s6

dang kY duqc BQY !S c~p len nhan th~6c va ph~i ch~p h8.nh dUng cac quy dinh co
lien quan t61.san xuat va lUll hanh thuoc. Cac so dang kY c6 kY hieu GC- ...-17 co
gia tIi 05 nam kS illngay kY QuySt dinb. . . .

Di~u 3: Hi~u hIc s6 dang kY clla c~c thu6c ~ingulair, SD~: VN-19262-15 va
Singulair, SDK: VN-19261-15 t~i Qu:yet diM so 548/QB-QLp. ngay 06/10/2015
CllaC\lC trum:g ~\lC Quill ly Duqc ve vi~c ban hanh danh mljc 490 thuoc nuac
ngoai dlIqc cap so, dang kY luu hanh t~i Vi~t Nam - Bqt 91 se cham dill sau 03
thang ke tlr ngay so dang kY gia cong co hi~u lvc.

Dieu 4. QuySt diM nay co hi~u lvc kS tU ngay kY ban hanh.
Dieu 5. Giam d6c Sa Y tS cac tinh, thanh ph6 tI1;rcthuQc trung uang va giam

d6c dan vi co thu6c t~i DiSu 1 chiu trach nhi~m thi h8.nhQuySt diM nay., "

NO'inh~:
- Nhu Di~u 5;
- BT. NguySn "Thi Kim Ti8n (08 b/c);
- C\lCQU8nY- BQQu6c phOng, C\lCY tS - BQCA;
- C\lCY tS giao thong v~ mi- BQGTVT; /'
- Temg C\lCHai Quan- BQTai Chinh;
- Bao hi€m xa hQi Vi~t Nam;
- V\l Phap chS, C\lC QuAIl ly Y DuQ'c c6 truy~n, Cl,lCQuan ly
Kham, chua b~nh - BQY tS; Thanh tra BQY tS;
- Vi~n KN thu6c TV va VKN thu6c TP .HCM;
- T6ng Cong ty DuQ'c VN;
- Cac b~nh vi~n, Vi~n c6 giuOng b~nh tr\Ic thuQc BYT;
- Website cua C\lCQLD, Tl,lpchi DuQ'cMy phfun - eVc QLD;
- Luu: VT, KDD, DKT (2b).



BOYTE
eve QuAN LY DU'Qe

eONG BOA xA HOI eHU NGHlA V$T NAM
DQc l~p - TIl do - H~nh phuc

DANH M1)C 02 THUOC sANXUAT GIA CONG TRONG mroc
BUQC cAP so BANG KY HIEU LUC 05 NAM

B hanh ' :...:.. ..::j. } , . 12 -') Jr-:L-an i:1.lll1 kern thea quyet dinh so.. _p.:. •.lQB-QLD, ngayx.j ..lL.........I..~J I

1. CO' sO'Q~t gia cfmg: Merck Sharp & Dohme (Asia) Ltd (Die: Flat/Rid 1401A&B 141F &
271F., Lee Garden Two, 28 Yun Ping road, Causeway Bay, Hong Kong)

1.1. CO' sO' san xu it thudc: Merck Sharp & Dohme Ltd (Die: Shotton Lane, Cram lingto n,
Northumberland NE23 3JU - UK)
1.2. CO'sO'dong goi cip 1: PT Merck Sharp Dohme Pharma Tbk (Dzc: Jl. Raya Pandaan Km 48,
Pandaan, Pasuruan, Jawa Tirnur, Indonesia)
2. CO' sO-nh~n gia cdng dong goi cip 2: Cfmg ty C8,phAn DllQ'C phi~ OPV (Die: La 27,
Duong 3A, KCN Bien Hoa IL Phuong An Binh. thanh pha Bien Hoa, tinh Dong Nai. - r:i?tNam)

Ten thuBc Hoat chit chinh - Dang bao Tu8i Tieu Quy cach
S8 dang IcySTT

Ham hrQ'Ilg ch~ tho chuAn d6ng g6i
--- ---------- --------- ----- --- --- ------ -------

Montelukast (dum Vien nhai 24 TeCS iH¢p 4 vi x 7 GC-261-171 Singulair dang Montelukast thang [vien
natri) 4mg

f--- ---------- --------- ----- 1--- --- ------- --------~

Singulair Montelukast (diroi Viennhai 24 TCCS lH~p 4 vi x 7 GC-262-172
dang Montelukast hang vien .
natri) Srng


