Bo YTE CONG HOA XA 1101 CHU NGIITA VIET NAM

CUC QUAN LY DuoC Poc 1ap - Tw do - Ilanh phtc
SO /1QBb-QLD Ha Noi, ngay yiy~thang i* nam 2016
QUYET DINH

Ve viéc ban hanh danh muc 03 thuéc san xudt gia céng trong nuwéc
duoc cdp s6 dang ky lvu hanh tai Viét Nam - Dot 154

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 14 thang 6 nam 2005;

Can ct Nghi dinh s 63/2012/NDB-CP ngay 31/8/2012 cla Chinh phu quy
dinh chirc nang, nhiém MI, quyén han va co cau té chirc ciia Bo Y té;

Can ct Quyét-dinh s6 3861/QD-BYT ngay 30/9/2013 cua B truéng BO Y i€
quy dinh chirc nan”, nhiém vu, quyén han va co céu t6 chirc ctia Cuc Quan ly
Duo'c thubc IBOY té;' -

Can ct Thong tv s6 44/2014/TT-BYT ngay 25/11/2014 cltia B Y t€ quy dinh
viéc dang ky thudc;

Can ct Thong tw s6 23/2013/TT-BYT ngay 13/8/2013 clia BO Y té€ hudng dan
hoat ddng gia céng riudc;

Xét dé nghi ctua Phong Bang ky thudc - Cuc Quan ly Duorc,

QUYET BINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 03 thudc san xuat gia
cong trong nudc duoc cap s6 dang ky lwvu hanh tai Viét Nam - Dot 154

biéu 2. Céng ty xudt va cong ty dang ky cé thuéc lvu hanh phai in so
dang ky dugc BO Y té cap l1én nhan thubc va phai chap hanh ding céac quy dinh co
lién quan toi san xuat va luu hanh thudc. Cac so dang ky c6 ky hiéu GC-...-16 co
gia Iri 05 nam keé tlr ngay ky Quyét dinh.

Diéu 3. Quyét dinh nay c6 hiéu luc ko tir ngay ky ban hanh.

Diéu 4. Giam dbéc s& Y té cac tinh, thanh ph6 trwc thudc trung wong va giam

ddc dcfn vi cé thudce tai Biéu 1chiu trach nhiém thi haiih Quyét dinh nay. A
/

A TRUONG

-Nhubiéu 4; —

- BT. Nguyén Thi Kim Tién (dé b/c); A \
- TT. L& Quang Cuong (dé b/c); n i K

- Cuc Quany - B6 Quéc phong, Cuc Y té - Bo CA; N CErit A

- Cuc Y t€ giao thong van tai-B6 GTVT; \
- Téng Cuc Hai Quan- B Tai Chinh;

- B&o hiém x& hoi Viét Nam; '

- Vu Phap ché, Cuc Quan ly Y Dwogc cO truyén, Cuc Quan ly ~ “*1 ruwoTlg Quoc CuwoTlg
Kham, chita bénh - B Y t€; ThanhtraBo Y t€;

- Vléa KN lhuoc Tuv va VKN thudc TP.licM;

- "lonu Cong ly Duu'c VN;

- Cac bonli vién, Vigii cé givong bénh truc thuéc BYT;

- Website clia Cuc QLD, Tap chi Dwgc My phdm - Cuc QLD;

- Luu: VP, KDD, DKT (12b).
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Bo YTE CONG HOA XA HOI CHUNGHTAVET NAM
CUC QUAN LY DuocC Poc 1ap - Tw do - Hanh phuc

D A~ MUC 03111000 SAN XUAT GIA CONG TRONGN v &c
BUOC CAP SODANG KY HCEUL yrc 05 NAM - BOT 154

Ban hanh kém tieo quyét dinh s6:Jil'A../QB-QLD, TigTiy,i5"J.AJ..Z{ié6
1. Cong ty dang ky: (Co s& dat gia cong) Cong ty co phan san xudt - thwemg mai dwoc pham

Pong Nam (B/c: Lo 2A, duong IA, khu cong nghiép Tan Tao, quan Binh Tan, Tp. H6 Chi Minh -
Viét Nam)

1.1Nha san xudt: (Co s6”nhan gia cong) Cong ty c6 phan dwgc pham Phwong Bong (B/c: Lo
7, duwong 2, khu cdng nghiép Tan Tao, quan Binh Tan, Tp. H6 ChiMinh - Viét Nam)

Hoat chitchinh - Dangbao Tubi Tiéu  Quy cach

-8-3930 3279 * www.ThuVienPhapLuat.vn

STT Tén thud R N - = 0 da vF
en thuoc Ham lwong ' ché tho chudn  déng gbi S0 dang ky's
1 Docyclos Lamivudin IOOmg  Viénnénbao 36 TCCS Hop 3vi x 10 GC-245-16
phim thang vién, hop 6 vi X
10 vién. Chai
30 vién, chai 60
vién, chai 100
Vién.
;g
2. Congty dang ky: (Co s¢ dat gia cong): Cong ty Medochemie Ltd (B/c: 1-10 T
Constantinoupoleos Street, 2011 Limassol - Céng hoa Sip) E
2.1Nha s&n xuét: (Co s6-nhan gia céng): Congty TNHH Medochemie (Vién Béng) (B/c: 40 #
ysip 1 duong s 6, KCN ViétNam - Singapore 11, Khu lién hgp Cong nghiép - dich vu-do thi =
Binh iDuwomg, p. Hoa Pha, TP.Tha Dau Mét, Binh Duong - Viét Nam) -y
=
=
R x Hoat chat chinh- Dang bao Tufi Tiéu  Quy cach X Axe L
STT Tén th \ : ANY , y
eh thoe Ham lugTig ché tho chudn  déng géi S0 dang ky
2 Tamisynt 500mg CiproAoxacin (dudi  Vién nén 24 TCCS Hop 1vix 10 GC-246-16
dang Ciproiloxacin bao phim  (riang vién
HCI) 500mg

3. Congty dang ky: (Co s& dat gia cong): Cong ty TNHH dugc pham Pat Vi Phi (B/c: Lo
M7A, dwdng D17, khu CNM§ Phudc 1, phwdng Théi Hoa, thi x4 Bén Cat, tinh Binh Dwong - Viét
Nam)

3.1Nha san xudt: (Co s& nhan gia cong): Céng ty ¢ phan duoc phdm Me Di Sun (P/c: 521 An
loi, Hoa Loi, Bén Cat, tinh Binh Dwong - ViétNam)

Trang 1



Hoat chat chinh - Dang bao Tuol Tiéu Quy cach S6 dang ky

STT Teén thuoc Ham luoBg ché tho chudn  dong goi
3 Ginknex Cao khé la bach qua Vién nang 36 TCCS Hop 6vix 10 GC-247-16
(50:1) 80mg mém thang vién

cuc TRUONG

Truong Quoc Cuong

AWSOft = Tel: +84-8-3930 3279 = www. ThuVienPhapLuat.vi

Trang 2





