BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
£t 5 /Qb-QLD Ha Noi, ngay 4 thang ;4 nam 2018

BAG HIE‘» KA HOTVIET NAM QUYET DINH

BN Sé: 3‘%\73 viéc ban hanh danh muc 01 thudc san xuat gia cong trong nuwoc
Ngay: 2 Oﬁi@{&ap so dang ky lwu hanh tai Viét Nam — Dot 159 b6 sung
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CUC TRUGNG CYC QUAN LY DUQC

Cin ot Luét Dugc ngay 06 thang 4 nam 2016;

Céan cir Nghi dinh $d 7:>X2017fNB CP ﬁgay 20/6/2017 cua Chinh phu quy
dinh chirc n@ng, nhi€ém vy, quyén han va co cAu td chirc cia Bo Y té;

Can ctr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ciia B truong Bo Y te
quy dinh chic ning, nhiém vy, quyén han va co cau td chire cia Cuc Quaén ly
Duogce thudec Bo Y té:

Céan ¢t Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 caa BO Y té quy dinh
viee ding ky thudc;

Can ¢t Théng tu s6 23/2013/TT-BYT ngay 13/8/2013 cua B& Y té hudng dan
hoat d0ng gia cong thube;

Cian cG v kién cha Hoi dong tu van clp gidy dang ky: luua hanh thude, nguyen
~ liéu lam thudc - Bo Y t€;

Xét dé nghij cua Trudng phong Déang ky thuéc - Cuc Quén ly Duoc,

QUYET PINH:

Piéu 1. Ban hanh kem ‘thee Quyét dinh nay danh muc 01 thubc sén xuit g1a
 ¢Ong trong nudc dugce cap $0 ‘dang ky luu hanh tai Vit Nam — Dot 159 bé sung.

Piéu 2. Céng ty san xuit va coéng ty ding ky co thube lou hanh phai in s6
dang ky dugc B Y té cap 1én nhan thube va phai chdp hanh dang céc quy dinh ¢6
lién quan 101 san xuat va luu hanh thude. Céc s6 dang kv ¢é ky hiéu GC3-...-18 c6
oi4 tri 03 nim ké tir ngay ky Quyét dinh.

Pitu 3. Hiéu luc s6 ding ky cia thude Ticnam, SPK: VN-19255-15 tai
Quyet dinh s6 548/QDB-QLD ngay 06/10/2015 cua Cuc tmimg Cuc Quén Iy Dugce
vé viéc ban hanh danh muc 400 thudc nudc ngoai duge cap so dang ky luu hanh

tai Viét Nam ~ Dot 91 s& cham dit sau 03 thing ké tir ngay so ding ky gia cdng
co hiéu luc,

Diéu 4. Quyét dinh ndy cé hiéu [uc ké tir ngdy ky ban hanh.



Piéu 5. Gidm dbc S& Y té céc tinh, thanh phd truc thudc trung vong va gzam
dbc don vi ¢ thube tai Piéu 1, Diéu 3 chiu trach nhiém thi hanh Quyét dinh nay.
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BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Péc 1p - Tw do - Hanh phac

DANH MUC 01 THUOC SAN XUAT GIA CONG TRONG N uocC
PUGC CAP SO PANG KY HIEU LUC 03 NAM - POT 159 bo sung

Ban hanh kém theo quyét dinh sé: 4.4..../QP-QLD, ngay Ab..1.04.12018.

1. Cong ty ding ky: (Co s6 dit gia cdng): Cong fy Merck Sharp & Dohme {Asia) Ltd (D/c:
Flat/RM 1401 A&B 14/F & 27/F., Lee Garden Two, 28 Yun Ping road, Causeway Bay, Hong Kong -
Viét Nam)

1.1 Nhasan xudt: (Co s& nhin gia cong déng goi cap 2): Cong ty Cf'i phan Dugc phﬁrp Oorv
(D/c: 86 27, Dudng 34, KCN Bién Hea Il Phucdng An Binh, thanh pho Bién Hoa, tinh Déng Nai. -

Viet Nam)
o Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch QA ding Lt
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ST Ten thude Ham luong ché thg |chufin d6ng goi O Gans B
1 [Tienam (co 50 san xudt {Imipenem (dudi Bot phatiém| 24 |TCCS {Hop 50 lo; hdp GC3-1-18
va dong gd1 cép 1: dang Imipenem thang 110
Merck Sharp & Dohme {monchydrat)
Corp; dia chi: 2778 500mg; Cilastatin
ISouth East Side (dudi dang
Highway, Elkton, Cilastatin natri)
Virginia 22827, USA)  {500mg
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