BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

S6 324 /QP-QLD

Ha Noi, ngay 3 thang 7 nam 2014

QUYET PINH
\'3 viée ban hanh danh muc 20 thudc ding ngoai sin xuit trong nudc
dwoc cap sé diang ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Céan cu Luat Dugc ngay 14/6/2005;

Can ctr Nghi dinh sé 63/2012/ND-CP ngay 31/08/2012 cuia Chinh phu
quy dinh chirc ning, nhiém vu, quyén han va co céu t6 chirc ctia B3 Y té;

Can ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bd
Y té quy dinh chirc ning, nhiém vu, quyén han va co cu td chirc cia Cuc Quan
ly Duoc thude Bo Y té;

Can cu Thong tu sb 22/2009/TT-BYT ngay 24/11/2009 cia BS Y & quy
dinh viéc dang ky thubc;

Cin ¢t cong vin sb6 1972/SYT-QLD ngay 16/10/2013 cta S& Y té Thanh
Hoéa ; cong vin sb 1684/SYT-QLD ngay 25/3/2014 va cong vin sb 2510/ SYT-
QLD ngay 08/5/2014 cia S& Y té thanh phdé H6 Chi Minh; céng van sb
3369/SYT-NVD ngay 26/12/2013; cong vin s6 762/SYT-NVD ngay 23/3/2014;
cong vin sb 3352/SYT-NVD ngay 24/12/2013 va coéng vin sb 3351/SYT-NVD
ngdy 24/12/2013 cia S Y té thanh phé Cén Tho; cbng vin sb 3921/SYT-
NVYD ngay 18/11/2013 cta S& Y t& An Giang; cbéng vin sb 553/SYT-NVD
ngay 18/4/2014 cia S& Y té Binh Pinh; céng vin sb 323/SYT-NVD ngay
05/5/2014 ctia S& Y t& Hai Duong vé viéc dé nghi cap sb ding ky cho cac thude
dung ngoai thudc phu luc V - Théng tu s6 22/2009/TT-BYT;

Xét dé nghi ctia Truéng phong Pang ky thude - Cuc Quan 1y Duoc,

QUYET PINH

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 20 thudc san xuét
trong nudc duogc cip sé dang ky luu hanh tai Viét Nam.



Pidu 2. Cong ty phai in s6 dang ky dugc Bo Y té cp 1én nhan thude va
phai chip hanh ding cac quy ché c6 lién quan tdi san xuét va luu hanh thube. S6
dang ky 6 ky hiéu VS-...-14 ¢6 gié tri 05 nim ké tir ngay ky quyét dinh.

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

Dicu 4. Gidm dbc S¢ Y té céc tinh, thanh phd truc thude trung wong va
giam dbc don vi ¢6 thube tai diéu 1 chiu trach nhiém thi hanh Quyét dinh népf.

Noi nhadn:
- Nhu Diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quén y - B4 Quéc phong; Cuc Y t€ - Bo Cong
- Cuc Y t€ giao thong van tai-Bé GTVT;
- Téng Cuc Hai Quan- B6 Tai Chinh;
- Bao hiém x4 hoi Viét Nam;
- Vu Phép ché; Cuc Quén 1y Y, Dugc c6 truyén;
Cuc Quén 1§ Khim chita bénh; Thanh tra B6 Y t&;
- Vién KN thuéec TW va VKN thuéc TP. HCM;
- Téng Céng ty Dugc VN;
- Céc Bénh vién, Vién c6 giuvdng bénh truc thuée BYT;
- Website Cuc QLD; Tap chi Dugc - M§ phdm - Cuc QLD;
- Luru: VP, Phong KDD, DKT (05 ban).

Truong Quoc Cuong



BOY TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc lap - Ty do - Hanh phiic

DANH MUC 20 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY

HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh sé; 5:/7/QD-QLD, ngay 23./07/2014

1. Cong ty ding ky: Cong ty c6 phan Dwgc Hau Giang (D/c: 288 Bis Nguyén Vén Cir, P. An
Hoa, Q. Ninh Kiéu, TP. Can Tho - Viét Nam)

1.1 Nha sin xuit: Cong ty ¢b phén Dugc Hau Giang (P/c: 288 Bis Nguyén Van Cir, P. An Hoa,
Q. Ninh Kiéu, TP. Can Tho - Viét Nam)

: . o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £
STT Tén thude Ham hrong c%é tho | chuén dézg g6i H6 dengily
1 |Gyterbac Ddng sulfat Dung dich 24 [TCCS |Chai nhya VS-4871-14
0,625g/250ml dung ngoai (thang 250ml
(dung dich
vé sinh phu
nir)

2. Cong ty dang ky: Cong ty ¢b phan duoc pham 2/9 - Nadyphar (D/c: 299/22 Ly Thuong Kiét,
P.15, Q.11, TP. H6 Chi Minh - Viét Nam)

2.1 Nha san xuét: Céng ty cb phin dwgc phdm 2/9 - Nadyphar (B/c: 930 C4, DPuong C, Khu
cong nghiép Cdt Lai, Cum 2, phuwong Thanh My Loi, Q.2, TP HCM. - Viét Nam)

Hoat chit chinh -

Tuoi

. & £ Dang bao Tiéu Quy cach
KT Ton thuoe Ham lwgng ché | tho [chudn| donggsi | SO dAnEKY
2 |Gynonadyphar Péng sulfat Dungdich | 18 |TCCS |Hop I chai VS-4872-14
0.25g/100ml dung ngoai |[thang 90ml, 250ml,
(dung dich 500ml
vé sinh phu
nif)

3. Céng ty ding ky: Cong ty ¢b phin dwgc phim Agimexpharm (D/c: 27 Nguyén Théi Hoe, P.
My Binh, TP. Long Xuyén, An Giang - Viét Nam)

3.1 Nha san xuét: Cong ty ¢b phan dwgc phim Agimexpharm (B/c: Khém Thanh An, P. My
Thoi, TP. Long Xuyén, An Giang - Viét Nam)
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= £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach PP
s Ton thude Ham lwong ché tho |chuin| déng géi S0 dang ky
3 |Cén 70° Ethanol 70% (tt/tt) [Dung dich 24 |DDPNV|Chai 30ml, VS-4873-14
dung ngoai [thang|IV 60ml, 90ml,
i 200ml
4 |Cbdn 90° Ethanol 90% (tt/tt) |[Dung dich 24 |DBNV|Chai 30ml, VS-4874-14
dung ngodi |thang|IV 60ml, 90ml,
8 200ml
5 |Oxygia 10TT Oxy gia 3% Dung dich 18 |[DDNV|Chai 30ml, VS-4875-14
dung ngoai [thang(IV 60ml, 90ml,
200ml

4. Cong ty ding ky: Cong ty cb phin dwgc phdm Bidiphar 1 (B/c: 498 Nguyén Thdi Hoc, Tp.
Qui Nhon, Tinh Binh Dinh - Viét Nam)
4.1 Nha san xuét: Céng ty ¢ phin dwgc phim Bidiphar 1 (B/c: 498 Nguyén Thai Hoe, Tp. Qui
Nhon, Tinh Binh Dinh - Viét Nam)

. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich 5 en ol
SEL e ot Ham lrgng ché tho |chuin déng géi 20 dieghy
6 |[Alcohol 70% Cdn 94% Dung dich 36 |TCCS |Chai 60ml; VS-4876-14
| _[8043ml1000ml _|dingngodi |thingl _ |3500ml; 1000ml |
7 |Hydrogen peroxyd 3% [Hydrogen peroxyd |Dung dich 36 |TCCS |Chai 60ml VS-4877-14
50%.3 (w/w) ding ngoai |[thang
B, .o i NS e e
8 |lodine Povidone lodine Dung dich 36 |TCCS'|Chai 20ml, VS-4878-14
10g/100ml dung ngoai [thang 30ml, 125ml,
. - — i e m—— 2o — — - oiain . Sosbbloes = i REHY ot SETEYNRE SRS pa SOOml
9 |[Solgynopic - F Déng sulfat Dung dich 36 |TCCS |Chai 90ml VS-4879-14
2,7g/90ml dung ngoai |thdng

5. Céng ty ding ky: Céng ty ¢b phin dwge vat tuy té Hai Dwong (P/c: 102 Chi Ling, thanh phé
Hai Duong - Viét Nam)

5.1 Nha san xudt: Cong ty cb phin dugc vat tu y té Hai Dwong (B/c: 102 Chi Lang, thanh phé
Hai Duong - Viét Nam)

" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé da "
g 2 p k
LY Fen G Ham lugng ché tho |chuan| déng gbi weanehy
10 ID.E.P M&i 5g chira: Thubcm& | 36 |TCCS |Lo Sg, tuyp Sg | VS-4880-14
oo |Picthylphtalatdg | = |Jthéng | .
11 [Nude xtic miéng H-B  |Acid boric Dung dich 36 |TCCS |Lo 500ml VS-4881-14
15g/500ml thang
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6. Céng ty ding ky: Cong ty c¢b phin duge-vit tw y t& Thanh Hod. (P/c: L6 4-5-6 khu cong
nghiép Tdy Bac Ga, phuong Péng The, thonh phé Thanh Hod - Viét Nam)

6.1 Nha san xuit: Céng ty cb phin dugc-vit tw'y té Thanh Hoa. (D/c: L6 4-5-6 khu céng nghiép
Téy Bdc Ga, phuong Dong Tho, thanh phé Thanh Hod - Viét Nam)

a £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy céich X v ;
. . » k ¥y
STT Tén thudc N ché tho | chudn|  dong goi So diang ky
12 |Cdn sat trung Ethanol 96% 43,75 |Dung dich 24 |TCCS [Lo 60 ml VS-4882-14
R . [|dungngodi |thingl | U S
13 |Dung dich ASA 20ml Acid acetyl sahcyhc Dung dich 24 ITCCS Lo 20 ml VS-4883-14
2g; Natri Salicylat  [ding ngoai [thdng
1,76g
14 |Dung dich D.E.P D:eth)l phtalat 14 Dung dich 24 |TCCS |Lo 20 ml VS-4884-14
o qmb |dingngodi jthang | . |
15 [Nudc Oxy gid 3% Nude oxy gla dam Dung dich 24 |TCCS [Lo 20 ml V§-4885-14
déc (30%) 2 ml dung ngoai |thdng|

7. Cong ty diing ky: Cong ty TNHH Dwoc phim Detapham (D/c: VP: S6 40B, duong 3/2,
Phuong Hung Loi, Qudn Ninh Kiéu, TP. Can Tho - Viét Nam)

7.1 Nha san xuit: Céng ty TNHH Dugec pham Detapham. (D/c: 324/10F Hoang Quée Viér,
KTTCN Cdi Son, Hang Bang, quén Ninh Kiéu, Tp. Cdn Tho - Viét Nam)

0,02%; Thymol
(bach ly huong)
0,005%; menthol
(huong bac ha)
0,085%

- 5 £ Hoat chét chinh - Dang bao Tudi| Tiéu Quy cach Sé dino kv
ST Tenthysy Ham lwgng ché tho [chuin| déng géi e Rt
16 |Co may Natri Clorid 0,9%; |Gel dung ' 36 |TCCS [Chai nhya 100 VS-4886-14
Acid lactic 0,05%; |ngoai (thudc |thang ml
Aloe vera (16 h¢i) |rra phu
0,01%; Vitamin E  |khoa)

8. Cong ty ding ky: Céng ty TNHH dwgc phim Phuong Nam (B/c: 366 CMTS, phuong Bui
Hitu Nghia, qudn Binh Thiy, Céan Tho. -)

8.1 Nha sin xuét: Céng ty TNHH dugc phim Phuong Nam (P/c: 300C Nguyén Théng, qudn
Binh Thuy, Cén Tho. -)

STT

Tén thube

Hoat chét chinh -
Ham lugng

Dang bao
ché

4
Tuodi

tho

Tiéu
chuan

Quy cach
déng goi

S6 ding ky
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VS-4887-14

17 |Thube rira phu khoa Tinh déu tram Nhii dich 36 |TCCS |Chai nhya
Gyfor 0,24g/60ml thang 60ml, 100ml,
el . I i - 250ml -
18 |Thubc rira phu khoa Pdng sulfat Dung dich 36 |TCCS |Chai nhua VS-4888-14
Gynoformine ~[1,2g/60ml thing| 60ml, 180ml
9. Cong ty diang ky: Cong ty TNHH dwgc phdm USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C, Khu céng nghiép Tan Tao, qudn Binh Tdn, tp. Hbé Chi Minh - Viét Nam)
9.1 Nha san xuit: Céng ty TNHH duwgc phdm USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C, Khu céng nghiép Tdn Tao, qudn Binh Tén, tp. Hé Chi Minh - Viét Nam)
. 4 Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich Sé da .
SR o s Ham lugng ché tho chuin| déng goi 0 dang ky
19 [Natri clorid 0,9% Natri clorid 0,9%  |Dung dich 36 |[TCCS |Chai 500 ml, VS-4889-14
dung ngoai [thang 1000 ml
(nudce suc
miéng)
10. Cong ty ding ky: Cong ty TNHH US Pharma USA (D/c: L6 BI-10, Duong D2, KCN Tdy
Bac Cu Chi, TP. H6 Chi Minh - Viét Nam)
10.1 Nha sin xuéit: Cong ty TNHH US Pharma USA (P/c: L6 BI-10, Puong D2, KCN Tdy Bdc
Cu Chi, TP. H6 Chi Minh - Viét Nam)
o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach el
STX Ao thigs Ham lhrong ché tho | chuén doéng goi Seding iy
20 |Femalcare o - Terpineol thién |Dung dich 36 [TCCS |Hop 1 chai 60 VS-4890-14
nhién 0,6g/60ml; dung ngoai [thang ml, 100 ml, 200
Vitamin E (dung dich ml
0,018g/60ml vé sinh phu
nir)

Trang 4
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