BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 704/QP-QLD Ha Noi, ngay 31 thang 12 nam 2015
QUYET PINH

VE VIEC BAN HANH DANH MUC 10 THUOC DUNG NGOAI SAN XUAT TRONG NUGC
DUQC CAP SO PANG KY LUU HANH TAI VIET NAM

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc ngay 14/6/2005;

Can cir Nghi dinh sé 63/2012/ND-CP ngay 31/08/2012 cia Chinh phii quy dinh chirc
nang, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 3861/0P-BYT ngay 30/9/2013 ciia Bé truong Bo Y té quy dinh
chiec nang, nhiém vu, quyén han va co céu té chire ciia Cuc Quan ly Dwoc thuoc Bo Y té;

~ Can cir Thong tw 6 44/2014/TT-BYT ngay 25/11/2014 ciia Bé Y té qui dinh viée dang ky
thuoc;

Can cit cong van sé 2479/SYT-NVD ngay 14/10/2015 cia S¢ Y té thanh phoé Pa Nang;
cong van s6 5992/SYT-QLD ngay 27/8/2015 cia S¢ Y té TP. H6 Chi Minh; cong van so
1336/SYT-NVD ngay 16/11/2015 cua So Y 1é tinh Hung Yén; cong van 56 1085/SYT-QLD ngay
18/11/2015 cuia So Y te tinh Séc Trang; ¢ong van so 1998/SYT-NVD ngdy 24/7/2015 cia So Y té
thanh phé Can Tho vé viéc dé nghi cap sé dang ky cho cdc thuoe ding ngoai thudc phu luc V -
Théng tw s6 44/2014/TT-BYT;

Xét dé nghi cua Trirong phong Pang ky thuéc - Cuc Quan 1y Duoc,

QUYET PINH

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 10 thudc san xuat trong nudc duoc
cap sb dang ky luu hanh tai Viét Nam.

Piéu 2. Cong ty phai in s6 ding ky dugc B Y té cap 1én nhan thudc va phai chip hanh
dung cac quy ché c6 lién quan td1 san xuét va luu hanh thudc. Sé dang ky ¢6 ky hiéu VS-...-15 ¢6
gia tri 05 nam ké tir ngay ky quyét dinh.

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

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd tryc thudce Trung wong va giam ddc don vi
c6 thudc tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay.

CUC TRUONG

Noi nhan:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Lé Quang Cudng (déble);

- Cuc Quany - B6 Qubc phong; Cuc Y té - B Cong an; X .
- Cuc Y té giao thong van tai-B6 GTVT; Trll’O'ng Quoc Cu’O’ng
- Tong Cuc Hai Quan- Bo Tai Chinh;

- Bao hiém xa hoi Viét Nam;

- Vu Phép ché; Cuc Quan Iy Y, Dugc cb truyén; Cuc Quan Iy

Kham chira bénh; Thanh tra B Y té;

- Vién KN thude TW va VKN thudc TP. HCM;

- Téng Céng ty Dugc VN;

- Cac Bénh vién, Vién c6 giuong bénh truc thuoc BYT;

- Website Cuc QLD; Tap chi Dugc - My phém - Cuc QLD;

- Luu: VP, Phong KDD, DKT (10 ban).



DANH MUC

10 THUOC SAN XUAT TRONG NU’GC BUQC CAP SO PANG KY HIEU LUC 05 NAM
Ban hanh kem theo quyét dinh so: 704/QP-QLD, ngay 31/12/2015.

_1. Cong ty ding ky: Cong ty ¢6 phan dwoc phim dwoc ligu Pharmedic (B/c: 367
Nguyen Trai - Q.1 - TP. Ho Chi Minh - Viét Nam)

_1.1. Nha san Xuit: Cong ty ¢6 phin dwgc phim duwoc liéu Pharmedic (P/c: 1/67
Nguyen Van Qué, Qudn 12, TP. Ho Chi Minh - Viét Nam)

STT

Tén thube

Hoat chit
chinh - Ham
lwong

Tubi
tho

Dang bao
che

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Povidine

Mbi 90 ml
chtra: Povidon
iod 9mg

24
thang

Dung dich
dung ngoai
(dung dich
v¢ sinh phu

i)

TCCS

Hop 1 chai
90 ml

VS-4911-15

2. Cong ty ding ky: COng ty c6 phan dwoe S.Pharm (B/c: Lé G, KCN An Nghiép, P.1,
TP. Soc Trang, tinh Soc Trang - Viét Nam)

2.1. Nha san xuét: Cong ty c¢6 phan dwgc S.Pharm (B/c: Lé G, KCN An Nghiép, P.1,
TP. Soc Trang, tinh Soc Trang - Viét Nam)

Hoat chat . . . .
STT| Teénthubc | chinh-Ham [P2n8bao Tudi | Tieu | Quycach | oe g0 oo
lwon che tho | chuan | dong gol
ong
2 |Gyno-ST Mobi 90ml chira [Dung 36 | TCCS [Chai 90ml, |VS-4912-15
Pong sulfat  [dich dung| thang 250ml
0,225¢ ngoai
(dung
dich vé
sinh phu
nir)
3 |Lacto-Gyno MObi 90ml chia: [Dung 24 [TCCS [Chai 90ml, |VS-4913-15
Pong sulfat  [dich dung| thang 250ml
0,225¢ ngoai (vé
sinh phu
nir)




3. Cong ty ding ky: Cong ty c6 phan dugc trung wong 3 (D/c: S6 115 Ngé Gia Tu,
Phwong Hai Chau 1, Quan Hai Chdau, Thanh pho Da Nang - Viét Nam)

3.1. Nha san xuat: Cong ty co phén dwge trung wong 3 (D/c: S6 115 Ngé Gia Tu,
Phwong Hai Chdu 1, Qudan Hai Chdu, Thanh pho Pa Nang - Viét Nam)

mg

; Hoatchat | o | Tudi | Tieu Quy cach | .z
STT| Ténthuéc | chinh-Ham | >*"8, H | WY LA o8 qang Ky
lwon bao ché | tho | chuan | dong goi
Ong
4 |Con sat tring 70°  [Mdi 30 ml Dung 36 [DDBVN [Hop 32 lo x| VS-4914-15
chtra: Ethanol |dich dung| thang (IV lo 30ml,
96% 21,9 ml  |ngoai 50ml, 60ml,
100ml,
150ml;
Chai
500ml, 1 lit;
Can 10 lit;
20 lit
5 |Con sat tring 90°  [Mdi 30 ml Dung 36 |DBVN [Hop 32 lo x| VS-4915-15
chira: Ethanol [dich dung| thang [IV lo 30ml,
06% 28,1 ml  |ngoai 50ml, 60ml,
100ml,
150ml;
Chai
500ml, 1 lit;
Can 10 lit;
20 lit
6 |[Dungdich A.S.A [Mi 30 ml Dung 24 [TCCS |Hop 32 1o x| VS-4916-15
chtra: Acid dich dung| thang 1o 20ml,
acetyl salicylic |ngoai 30ml
100% 3g; Natri
salicylat 100%
2,649
7 |Dungdich D.E.P  |[Mdi 17 ml chira[Dung 36 [TCCS [Hop 32lo x| VS-4917-15
Diethyl phtalat [dich dung| thang lo 17ml,
5,19 ngoai 20ml, 30ml.
8 |Dungdichxanh  [M&i 30 ml Dung 36 [TCCS [Hop 32 1o x| VS-4918-15
methylen 1% chira: Xanh dich dung| thang 1o 17ml,
methylen 300 |ngoai 20ml, 30ml.




4. Cong ty ding ky: Cong ty cb phén tip doan Merap (D/c: Thon Ba Khé, xa Tén
Tien, huyén Van Giang, Hung Yeén - Viét Nam)

4.1. Nha san xuit: Cong ty c6 phin tip doan Merap (P/c: Thén Ba Khé, xi Tén Tién,
huyén Van Giang, Hung Yén - Viét Nam)

A £ Hoat chét chinh| Dan Tudi | Tiéu | Quy cach | oz .. ,
STT Tén thuoc - Ham lwong | bao ciglé tho | chuin | d6ng goi 50 ding ky
9 |Medoral Mobi 250 ml Dung 24 [TCCS [Chai 250 ml|{VS-4919-15
chura: dich thang
Chlorhexidin  [dung
digluconat 0,5g |ngoai
(nudc
suc
mi¢ng)

phiwrong Bui Hitu Nghia, qudn Binh Thity, Can Tho - Viét Nam)

Théng, phwong An Théi, qudn Binh Thiy, Can Tho - Viét Nam)

5. Cong ty ding ky: Cong ty TNHH dwoc phim Phwong Nam (P/c: 366 CMTS,

5.1. Nha san xuit: Cong ty TNHH dwgc pham Phwong Nam (P/c: 300C Nguyén

STT [Ten thubeI02E chat chinh 1Dang bao| . o | TiU | Quycach fqe oy o
Ham lwong cheé * | chuan | dong goi
10 [Con BSI |Moichai 18ml  [Dung dich| 24 thang [TCCS |Chai nhua |VS-4920-15
chua: Acid dung 18ml, 20ml,
benzoic 0,36g;  [ngoai 60ml
Acid salicylic
0,36g; lod 0,189




