BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc ldp - Tw do - Hanh phiic
S6: 443 / Qb-QLD Ha Néi, ngay 6 thang 3 nam 2018
QUYET PINH

vé Vlec ban hanh danh muc 17 thudc san xuft trong nwéc
dwgce cip s6 ding ky luu hanh tai Viét Nam - Pot 162 b sung

CUC TRUONG CUC QUAN LY DUQC

Cén cr Ludt Duoc ngay 06 thing 4 ndm 2016;

Cén ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cia Chinh pht quy dinh
chirc nang, nhiém vy, quyen han va co c4u té chirc cia B6 Y té;

Cin ¢t Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia B truéng B6 Y té quy
dinh chirc néng, nhi¢m vy, quyén han va co cdu td chire ctia Cuc Quan Iy Dugc thudc
Bo Y té;

Can ctr Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 ctia B6 Y t& quy dinh
viée ding ky thudc,

Cin ctr y kién cua Hoi dong tu van cép gidy ding ky luu hanh thubc, nguyén lidu
1am thudc - BO Y té;

Xét ¢& nghi cta Trudng phong Ping ky thudc - Cuc Quan ly Dugc,
QUYET DINH:

Piéu 1. ‘Ban hanh kém theo Quyét dinh nay danh muc 17 thubc san xuét trong
nuée duge cip sb déng ky luu hanh tai Viét Nam - Dot 162 bd sung.

Pidu 2. Coéng ty san xuét va cong ty déng ky c6 thubc lru hanh phai in s§ ding
ky dugc B6 Y te cap 1én nhan thubc va phai chip hanh ding cac quy dinh c6 lién
quan téi san xut va luu hanh thube. Céc s6 dang ky co6 ky hiéu VD-...-18 ¢6 gia tri
05 ndm ke tir ngay ky Quyét dinh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phb truc thudc trung wong va giam
dbe cong ty sin xuét va cong ty déng ky c6 thudc tai Pidu 1 chiu trach nhiém thi hanh

Quyet dinh nay.
Nui nhidn:
- Nhu Piéu 4;
- BT. Nguyen Thi Kim Tién (de b/c);
- TT. Trurong Quéc Cudng (dé ble);
- Cuc Quan ¥~ B¢ Qudc phong, Cuc Y té - Bo CA;
- Cuc Y té giao théng vén tai- B6 GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém xa hm Viét Nam;
- Vu Phép ché, Cuc Quan ¥ Y Dugc cd truyén, Cuc
Quén Iy Khém, chita bénh - B4 Y té; Thanh tra B3 Y té;
- Vién KN thude TU va VKN thudc TP.HCM;
- Tong Cong ty Dugc VN - CTCP;
- Céc bénh vién, Vién c6 givdng bénh tryc thuoc BYT:
- Website ctia Cyc QLD, Tap chi Duge My phdm — Cuc
QLI ;
- Luu: VT, KDD, BKT (15b).

CUC TRUONG







BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1dp - Ty do - Hanh phiic

DANH MUC 17 THUOC SAN XUAT TRONG NUGC
DUQC CAP SO PANG KY HIEU LUC 5 NAM - DQT 162 b sung

Ban hanh kém theo quyét dinh sb: ‘.!}.q‘.g./QB -QLD, ngay

1. Cong ty dang ky: Cong ty ¢b phin dwgc Apimed. (D/c: 263/9 Ly Thuong Kiét, phuong 15,
qudn 11, thanh phé Ho Chi Minh - Viét Nam)

1.1 Nha sin xuit: Cong ty ¢b phan duge Apimed (B/c Duong N1, cum cong nghiép Phu Thanh -
Vinh Thanh, xd Vinh Thanh, huyén Nhon Trach, tinh Péng Nai - Viét Nam)

L g Hogt chit chinh - | Dangbao |Tudi| Tiéu [ Quy cach 5 di ;
b T sl Ham lugng ché the |chudn| déng géi Shiling ly
1 [Apibrex 100 Celecoxib 100mg | Vién nang 24 [TCCS [Hop3vix10 | VD-30910-18
Y —— T pung___fang _ pew
Apibrex 200 Celecoxib 200mg  |Vién nang 24 |TCCS [Hop3vix10 | VD-30911-18
A R SR— Gng__ fang  pwes 4 ]
3 |Apitec 20 -H IEnalapril maleat Vién nén 24 |[USP [Hop2vix 10 | VD-30912-18
20mg ; thang|38 vién
Hydroclorothiazid
12,5mg
4 |Apival Plus 160/25 Valsartan 160mg; [Viénnén bao| 24 |USP |[HOop2vix 14 | VD-30913-18
Hydroclorothiazid |phim théng|(38 vién
- _ [25mg 4 - E
5 |Sucrapi M3i 5ml chira: Hén dich 24 |TCCS [Hop20 géix | VD-30914-18
Sucralfat 1000mg  |udng thang 5ml; Hép 50
g6i x Sml B |

2. Cong ty diing ky: Cong ty c6 phin dwgc phdm Bidopharma USA (P/c: 263/11 Ly Thuong
Kigt, phuong 15, qudn 11, TP. Ho Chi Minh - Viét Nam)
2.1 Nha sin xuét: Cong ty ¢ phin dwgc phdm Bidopharma USA - Chi nhanh Long An (D/c:

Duong 56 6, kho K2-1, KCN. Tdn Kim mé réng, dp Tan Phudc, xd Tén Kim, Can Giude, Long An -

Viét Nam)
, Hoat chét chinh - | Dangbao |Tudi| Tieu | Quyedch | gg x001o
8 0 g g 2 0 din

kL i Ham lwong ché tho |chuan| déng g6i gly

6 |Bidovidine M>bi 10 ml chira Dung dich 24 |DPVN|HGp 1 chaix VD-30915-18
Povidon-iod 1g ding ngoai |thang|IV 10ml, 20ml;
Chai9%0ml |
7 Trangusa AAA (Fort) |MJdi 8 gam kem Kembdida | 36 |TCCS [Hopllox8 VD-30916-18
thang gam

Trang 1




chira: Dexametason
acetat 4mg;
Cloramphenicol

160mg

3. Cong ty diing ky: Cong ty c¢b phin dwge Phiic Vinh (B/c: Lo CN 4-6.2 Khu Céng nghiép
Thach Thét, Quéc Oai, x& Phimg Xé, huyén Thach Thét, Ha Néi - Viét Nam)

3.1 Nha san xuét: Cong ty cb phin duoc Phic Vinh (D/c: L6 CN 4-6.2 Khu Cong nghiép Thach
That, Quéc Oai, xd Phing Xd, huyén Thach That, Ha N¢i - Viét Nam)

R £ Hoat chit chinh - | Dang bao Tudi| Titu Quycach "| g5 4 ;
LL Tk Hiok Ham lwong ché tho |chudn| déng géi 0 ding ky
8 [Bach chi phién Bach chi phién Nguyén liéu | 24 \'TCCS |Tai PE hankin | VD-30917-18
lam thuoc  [thang chira 0,5kg,
lkg, 2kg, Skg,
10kg, 20kg
9 |Bach déu khau Qua bach dgu khau |Nguyénliéu | 18 |TCCS |Tai PE hankin | VD-30918-18
lam thuée  |thang chura 0,5kg,
1kg, 2kg, Skg,
10kg, 20kg,
25kg, 30kg
10 |Cetirizin ~ |Cetirizin | Vién nén bao| 36 |TCCS [Hop 10 vix 10 | VD-30919-18 |
dihydroclorid 10mg |phim thang vién; Hop 1 lo
100 vién, 200
vién
11 |Cd nho ndi Cé nho noi Nguyén’liéu 18 |TCCS |TGi PE hankin | VD-30920-18
lam thuée  |thang chua 0,5kg,
kg, 2kg, 5keg,
10kg, 20kg,
25kg, 30kg
12 |Hoang ba phién Hoang b4 phién Nguyen liéu | 24 |TCCS |Tai PE han kin VD-30921-18 |
lam thude  |thang chira 0,5kg, -
lkg, 2kg, Skg,
10kg, 20kg
13 |ich miu fch mAu Nguyén ligu | 24 |TCCS |Thi PE hankin | VD-30922 18
lam thudc  |thdng chira 0,5kg,
lkg, 2kg, Skg,
10kg, 20kg
14 |Long nhin Long nhin Nguyén liéu | 24 |TCCS |Tuai PE han kin | VD-30923-18
lam thuée  |thang chira 0,5k g,
lkg, 2kg, Skg,
10kg, 20kg
15 |Tién ho phién Tién hd phién Nguyén ligu | 18 |TCCS |TdiPE hankin | VD-30924-18
lam thudc  |thang chia 0,5kg, 1kg,

2kg, Skg, 10kg,
20kg, 25kg,

30ke

Trang 2



16

17

L4 vong nem

1am thudc

1am thubc

Nguyén liéu

Nguyén ligu

Tai PE han kin
chira 0,5kg,
kg, 2kg, Skg,
10kg, 20kg
Tui PE han kin
chira 0,5kg,
kg, 2kg, Skg,
10kg, 20kg,
25kg, 30kg

VD-30926-18
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