BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC Poc lap - Ty do - Hanh phic
86 ff J,  /QP-QLD Ha Néi, ngay 33 thdng ¢,/ nam 2017
QUYET PINH

| BAQ HIEM XA E’fﬁ vige bawt hanh danh muc 02 thubc san xuit gia cong trong nwoc dugce c§p
i s0 ding ky luwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
at Duoc ngéy 06 théng 4 ndm 2016;

ghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctGia Chinh phu quy
dinh chirc nang, nhiém Vi, quyén han va co cau t6 chitc cia B8 Y t8;

Céan ¢ Quyét dinh $6 :861/Q_3—BYT ngay 30/9/2013 cua BO truong BO Y té

quy dinh chic nang, nhiém vu, quyén han va co ciu td chitc cia Cuc Quan ly
Dugc thudc BO Y t€;

Can ctt Thong tu s 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y t& quy dinh
viée ding k¥ thube;

Can &t Théng tu s6 23/2013/TT-BYT ngay 13/8/2013 ciia B Y t& huéng din
‘hoat dong gia cong thube;

Xét d& nghi clia Phong Dang ky thude - Cue Quan ly Duoe,
| QUYET PINH:

Piéu 1. ‘Ban hanh kém theo Quyet dinh nay danh muc 02 thudc san xuit gia
cong dugc cap sb dang ky Ivu hanh tai Viét Nam.

Didu 2. Cong ty san xuat va cong ty dang Ky ¢co thubc Iuu hanh phai in so
ding ky dugc Bo Y t& c:ap 1€n nhan thuoc: va pha1 chép hanh ding céc quy dinh cé
lién quan to1 san xuét va luu hanh thudc. Céc 56 dang kv ¢co ky hiéu GC-...-17 co
gid tri 05 nim ké tir nf:ray ky Quyét dinh.

Piéu 3: Hidu luc s6 ding ky cla cac thudc Smgulalr SDK: VN—19262-15 va
Singulair, SDK: VN-19261-15 ta1 Quy /&t dinh s6 548/QD- QLD ngay 06/10/2015
cia Cuc truo*'lg Cuc Quén ly Dugc vé viéc ban hanh danh muc 400 thudc nude
ngoal dugc cap so ding ky luu hanh tal Viét Nam - Dot 91 sé€ cham dit sau 03
thang ké tir ngay s6 dang ky gia cong c6 hiéu luc.

Piéu 4. Quyét dinh nay c6 hidu luc ké tu ngay k¥ ban hanh.

Diéu 5. Giam doc S& Y t& céc tinh, thanh phd truc thude trung uong va gidm
&8¢ don vi ¢6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay.

Noinhan:
- Nhu Diéu §;
BT Mm‘l}fnﬁ Th_ . W m J.. "-.-'J.J. I\L.l-'u' b.f 'u}
- Cuc Quiny-Bd Quoc phong, Cuc Y té - Bo CA;
- Cuc Y té giao théng vén tai- Bd GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém x& hai Viét Nam;
- Vu Phép ché, Cuc Quan ly Y Duogc cd truyen Cuc Quén ly
Kham, chita bénh - B8 Y té; Thanh tra B8 Y té:
- Vién KN thuc;c TU va VKN thuée TP.HCM;
- Téng Codng ty Duge VN;
- Céc bénh vién, Vién ¢6 giudng bénh tryc thuge BY'T;

- Website ctia Cuc QLD, Tap chi Duge My phim — Cuc QLD;
-Luvu: VT, KDD, BDXKT (2b).
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BO Y TE  CONGHOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUGC -_ Poc lap - Tw do - Hanh phiie

DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUOC
DUGC CAP SO DPANG KY HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh s&: B2../QB-QLD, ngayla. /(). LiF

1. Co s& dit gia cbng: Merck Sharp & Dohme (Asia) Ltd (Plc: Flat/RM 1401A&B 14/F &
27/F., Lee Garden Two, 28 Yun Ping road, Causeway Bay, Hong Kong)

1.1. Co s& san xuat thudc: Merck Sharp & Dﬁhme Ltd (P/c: Shotton Lane, Cramlington,
Northumberland NE23 3JU — UK)

1.2. Co s& dong gobi cap 1: PT Merck Sharp Dohme Pharma Tbk (D/c: J1. Raya Pandaan Km 48,
Pandaan, Pasuruan, Jawa Timur, Indonesia)

2. Co s& nhin gia cong dong goi cap 2: Cong ty o phan Dwogc pham OPV (B/c: Lo 27,
Ducong 34, KCN Bién Hoa II, Phuicong An Binh, thanh phé Bién Hoa, tinh Déng Nai. - Viét Nam)

) £ , 5 Tubi] ;2 Quy cach
A A Hoat chat chinh - | Dang bao Tieu 1y cact £ = ..
St Tén thude Ham lwogng ché tho | hudn!| dong goi S0 dang ky
‘ _ Montelukast (dud Vién nhai V4 1180 4 vix 7 |
1 |Singulair dang Montelukast théng TCCS viéi via GC-261-17
natri) 4mg
) Singulair Montelukast (dLI'é‘l Vién nhai 2:4 TCCS Hfép 4vix7 GC-262-17
dang Montelukast thang vien
natrl) Smg |
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