BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CyYC QUANLY DUQC Péc lap - Tw do - Hanh phiic
S6: 75 /QP-QLD Ha Noi, ngay -~ thdang 1, nam 2018
QUYET PINH

Ve v1ec ban hanh danh muc 04 thudc san xuit gia cong
dwgc cdp sé ding ky lwu hanh tai Viét Nam — Dot 162 b sung 2

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Dugc ngay 06 thang 4 nam 2016;

Céan cr Nghij dinh s6 75/2017/ND- CP ngay 20/6/2017 cta Chinh phu quy
dinh chdc ning, nhiém vu, quyén han va co cau to chirc ciaB§ Y té;

Cin cir Quyét dinh s6 3861/QD- -BYT ngay 30/9/2013 cua B trudng BO Y té
quy dinh chtrc nang, nhiém vu, quyén han va co cdu td chuc cta Cyc Quan ly
Duoc thudc B Y té;

Cén ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctiaB§ Y té quy dinh
viéc dang ky thude;

Cin c Thong tu s6 23/2013/TT-BYT ngay 13/8/2013 cia Bo Y t& huéng dan
hoat dong gia cong thudc;

Cénclry kién cua Hoi ddng tu vén cap gidy dang ky luu hanh thude, nguyén
liéu lam thudc - B Y té;

Xét d& nghi cia Trudng phong Pang ky thudc - Cuc Quan ly Dugec,

QUYET DINH:

Picu 1. ‘Ban hanh kem theo Quyét dinh ndy danh muc 04 thude san xuét gia
cong duoc cip sb dang ky luu hanh tai Viét Nam — Dot 162 bé sung 2.

Picu 2. Cong ty sén xuét va cong ty dang ky c6 thudc lvu hanh phai in sd
dang ky dugc Bo Y te cép 1én nhin thubc va phal chép hanh ding céc quy dinh c6
lién quan t&i san xuét va luu hanh thube. Cac so ding ky co ky hiéu GC-...-18 c6
gia tri 05 ndm ké tir ngay ky Quyét dinh.

Picu 3. Hiéu luc s6 déng ky cua thudc Panadol Extra, SPK: VD-21189-14 tai
Quyet dinh sé 296/QD-QLD ngay 12/06/2014 cta Cuc trudng Cuc Quan ly Duoc
vé viéc ban hanh danh muc 582 thudc san xuét trong nudc duge cap 50 dang ky
luu hanh tai Viét Nam - Dot 145 sé chdm dut sau 03 thang k& tir ngay s6 dang ky
gia cong c6 hiéu luc.

Piéu 4. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.

Diéu 5. Giam ddc S& Y té céc tinh, thanh phd truc thude trung uong va giam
dbc don vi c6 thubc tai Didu 1, Piéu 3 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhén: CucC TRUONG
- Nhu Diéu 5;
- BT. Nguyén Thi Kim Tién (de blc);
-TT. Truong Qubc Cudng (dé blc);
- Cuc Quiny - Bd Quée phong, Cuc Y té - B6 CA,;
- CueY té giao thong vén tai- B GTVT;
- Tong Cuc Hai Quan- B Tai Chinh;
- Bao hiém xd hoi Viét Nam;
- Vu Phap ché, Cuc Quan 1y Y Dugc ) truyen Cuc Quan ly
Kham. chita bénh - B3 Y t&; Thanh tra Bo Y té;
~Vién KN thube TU va VKN thuée TP.HCM:
- Téng Céng ty Dugc VN - CTCP:
- Cac bénh vién, Vién ¢ giudng bénh truc thuge BYT;
- Website cua Cuc QLD, Fap chi Duge M§ phidm — Cuc QLD;
- Luw VI, KDD, BKT (15h).




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic

DANH MUC 4 THUOC SAN XUAT GIA CONG PUGC CAP SO PANG KY HIEU LUC 5 NAM -
POT 162 BO SUNG 2

Ban hanh kém theo quyét dinh s&:7.2.2/QD-QLD, ngay ..l L LL.LLLY
1. Céng ty ding ky: (Co sé diit gia cong): Co sé' san xuit thuée YHCT Thé Thao (B/c: 69 Trdn
Phui, Lam Son, Thanh Héa - Viét Nam)

1.1 Nha sdn xuét: (Co s& nhin gia cong): Nha may sén xuét thubc dong dwge Cong ty co phan
dwoe - VI'YT Thanh Héa (D/c: L6 4-5-6 KCN Tay Bac Ga, p. Péng Tho, Tp. Thanh Hoa - Viét

Nam)
- o Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cich S8 di ,
SLL Fe e Ham lwgng ché tho |chuin dong gori . 0 fing ky
1 |Khoi duong hoan M0i 6g hoan climg | Vién hoan 24 |TCCS [Hop 15tuix 6g| GC-304-18
chira: Loc nhung cing thang

500mg; Nhan sim
500mg; Hoang ky
500mg; Puong quy
500mg ; Lién nhuc
400mg; Trén bi
300mg; Mau 1¢
350mg; Nhuc thung
dung 500mg; Cao
dac duoc liéu (tuong
{ing 2,25g hdn hop
dugc liéu: Ngii vi tir
300mg, hoai son
350mg, bach trudt
400mg, son thu
500mg, hoang ba
300mg, ba kich
400mg) 352mg

2. Cong ty ding ky: (Co sé dit gia cong): Cong ty ¢ phén dwge phém Ninh Binh (P/c: 12 Lé
Dai Hanh, 1p. Ninh Binh, tinh Ninh Binh - Viét Nam)

2.1 Nha sdn xué‘it:r(CU s& nhin gia cong): Cong ty ¢6 phin dwge - VIYT Thanh Héa (B/c: L6
4-5-6 KCN Tdy Bdc Ga, p. Dong Tho, Tp. Thanh Hoa - Viét Nam)

Trang |




Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich

STT Tén thube o i ché tho |chudn|  déng goi

S$6 ding ky

2 |Pai trang hoan - NB M&i gbi 4g hoan Vién hoan 24 |TCCS |Hop 10thi x 4g| GC-305-18
' cing chira: Hodng  |cing thang
ba 0,6g; Hoang déng
0,6g; Bach truat
0,48g; Chi thuc
0,48g; Hau phéc
0,4g; Moc huong
0,4g; Pai hoang
0,32g; Trach ta

0,32g
| 3 |GasroNB  |M3itaiSgchia:  |Thudcbot | 24 |TCCS [Hop 15 thixSg| GC-306-18
; Dang sdm 1g; Bach [udng thang

trudt 1g; Hoai son
1g; Mach nha 0,7g;
Mbc huong béc
0,5g; O tic cbt 0,5g;
Cam thao béc 0,3g

3. Cong ty diang ky: (Co s& dit gia cong): GlaxoSmithKline Pte Ltd (D/c: 23 Rochester park,
singapore 139234 - Singapore)

3.1 Nha sin xuit: (Co sé nhin gia cong): Cong ty C5 phin Sanofi Viét Nam (P/c: L6 I-8-2,
Duong DS, Khu céng nghé cao, Q.9, TPHCM - Viét Nam)

e il Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich B i
: s 2 S6 d k
STT Tén thuoc Hiim Trgine ché tii6 Lebuin déng goi 0 ding ky
4 |Panadol extra Paracetamol 500mg; [ Vién nén 24 |TCCS |Hoép 15 vix 12 GC-307-18
Caffein 65mg thang vién; hop 2 vi x
- ) 12 vién

Trang 2






