BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc ldp - T do - Hanh phiie
sé Jd /QD-QLD Ha Ngi, ngdy j3 thdng ¢, ndm 2017
QUYET PINH

V& viéc ban hanh danh muyc 02 thude sin xuit gia cong trong nwée dwge cdp
s6 ding ky lru hanh tai Viét Nam

CUC TRUONG CUC QUANLY DUGQC
Cén ¢t Luat Dugce ngéy 06 théang 4 n#&m 2016,

Cin ¢t Nghj dinh s 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy .
dinh chitc ning, nlnem Vi, quyén han va co cdu td chire ciia By Y #4;

Cén ¢t Quyet dinh sb 3861/Qb-BYT ngay 30/9/2013 ctta Bé truong B6 Y té
quy dinh chirc ning, nhiém vy, quyén han v co céu t8 chizc cia Cuc Quén Iy
Dugc thudc Bo Y té;

Cin ¢t Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ctia B3 Y té quy dinh
viéc diing ky thubc;

Cén cur Thﬁng tu 56 23/2013/TT-BYT ngay 13/8/2013 ciia B Y té hutmg din
‘hoat dong gia cong thubc;

Xét d& nghj clia Phong Ding ky thubc - Cuc Quén 1y Duoc,

QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 02 thudc sin xuit gia
cong duqc cép s6 ding ky luu hanh tai Viét Nam.

Piéu 2. Cong ty san xudt va cong ty da.ng ky cé thude luu hénh phai in sé
dang ky dugc B9 Y t€ cap 1én nhan thuoe va phéx chip hanh ding céc quy dinh ¢
lién quan t6i san xudt va luu hﬁnh thudc. Céc s6 ding ky cé ky hiéu GC-...-17 ¢6
gié tri 05 nim ké tir ngdy ky Quyét dinh.

Didu 3: Hiéu lyc sd ding ky ciia cdc thuéc Singulair, SDK VN-19262-15 va
Singulair, SDK: VN-19261-15 tai Quyét dinh s6 548/QD-QLD ngdy 06/10/2015
cia Cuc truong Cuc Quén ly Dugc vé viéc ban hanh danh muc 400 thubc nude
ngodi duge cap sé ding ky luu hanh tai Viét Nam - Dot 91 s& chim dit sau 03
thang k& tir ngdy s6 ding ky gia céng c6 hiéu lyc.

-Piéu 4. Quyét d’.mh nay ¢d higu Iyc ké tur ngéy ky ban hanh.

Diéu 5. Glam d8c S& Y € céc tinh, thanh phé tryc thudc trung uong va glam
déc don vi¢ch thubc tai Didu 1 chiu trach nhiém thi hanh Quyét dinh nay.

Noinhin:
- Nhu Piéu 5;
- BT. Nguyén Thj Kim Tién (d¢ blc);
- Cuc Quény - BY Qudc phong, Cuc Y t& - B§ CA,;
Cuc Y té giao thdng vén tdi- B§ GTVT;
- Téng Cuc Hai Quan- B§ Tai Chinh;

- Bao hiém x& hi Viét Nam;
- Vu Phap ché, Cuc Quén ly Y Dugc cb truyén, Cuc Quén Iy i .
Khim, chita bénh - B3 Y té; Thanuéch tra B Y té; #C TRUCNG
-VlénKNthuﬁc TU va VKN thuée TP.HCM;
- Téng Céng ty Duge VN; e/lgm 77 %ZZZ J)M‘

- Cic bénh vién, Vign c6 givdng bénh tryc thugc BYT;
- Website clia Cuc QLD, Tap chi Duge My pham ~ Cuc QLD;
- Luu; VT, KDD, PKT (2b). _
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Boc l3dp - Ty do - Hanh phac

DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUGC
PUGC CAP SO PANG KY HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh sé: 2../QD-QLD, ngayel4./ AL 54T

1. Co s& dit gia céng: Merck Sharp & Dohme (Asia) Ltd (B/c. Flat/RM 14014&B 1 4/F &
27/F., Lee Garden Two, 28 Yun Ping road, Causeway Bay, Hong Kong)

1.1. Co s& sin xuéit thudc: Merck Sharp & Dohme Ltd (B/c: Shotton Lane, Cramlington,
Northumberland NE23 3JU - UK)
1.2. Co s& déng gbi cdp 1: PT Merck Sharp Dohme Pharma Tbk (B/c: J1. Raya Pandaan Km 48,

Pandaan, Pasuruan, Jawa

Timuz, lndonesm)

2. Co s& nhin gia cdng d6ng goi cdp 2: Céng ty CbH phﬁn Dugc pham OPV (D/e: Lé 27,
. Duong 34, KCN Bién Hoa II, Phuong An Binh, thanh phé Bién Hoa, tinh Déng Nai. - Viét Nam)
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