BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tu do — Hanh phic

s6: 444  /QP-QLD

Ha Noi, ngay //q :hangj ndm 2011

- QUYET DINH
Ve viée cong bé thudc san xuat trong nuée duoc phép luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUGC
Can cit Luat Dugc ngay 14/6/2005;
Cin cif Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 ctia Chinh pht quy dinh
" chifc nang, nhiém vu, quyén han va co ciu té chic ctia Bo Y t€;

Can cit Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 ctia Bo trudng Bo Y t&
vé viéc quy dinh chiic nang, nhiém vu, quyén han va co ciu té chifc ctia Cuc Quan 1y
Dugc thudc BO Y t€;

Can ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia B6 Y t&€ quy dinh viéc
dang ky thudc;

Cian cif cong van sO 1643/SYT-NVD ngay 23/6/2011, cong van s6 2144/SYT-
NVD ngay 11/8/2011, cong van s6 2135/SYT-NVD ngay 10/8/2011 cta S Y t€ Ha
Noi, cong van s6 834/SYT- QLD ngay 17/6/2011 chia S& Y t€ Binh Duong, cong van sé
688/SYT- QLD ngay 26/5/2011 ctia S& Y t&€ Thanh Héa, cong van s6 518/SYT- NVD
ngay 10/6/2011 cia S& Y t€ Yén Bdi, cong van s6 80/TTr-SYT ngay 4/8/2011 cia S&¢ Y
t€ Théi Binh vé viéc dé nghi cdp s6 diang k¥ cho cic thudc;

Xét dé nghi clia Trudng phong Pang ky thudc,

QUYET PINH:

Diéu 1. Cong b6 20 thudc san xudt trong nuéc duoc phép luu hanh tai Viét Nam:

1. Cong ty c6 phan dugc TW. Mediplantex
Thon Trung Hau, xa Tién Phong, huyén Mé Linh, Ha No6i

TT | Tén thudc, ham Iugng | Quy cdch déng géi | Tiéu Tuéi | S6 dang ky
chuin |tho
' (thdng)
1 | Glucose . G6i 100 gam, 200 | TCCS 36 VS-4805-11
(Glucose) dang ky lai gam, 500 gam :
thudc bot uéng.

2. Cong ty cé phan Héa dugc Viét Nam

192 Ditc Giang, Long Bién, Ha Noi

2 | Cén BSI Lo 17 ml, 20 ml TCCS 18 VS-4806-11

(Acid benzoic, acid dung dich ding
salicylic, iod, kali iod, | ngoai

ethanol 96%) dang ky
lai




propylen glycol, ethanol
96%)

3 | Thude d6 1% Lo20ml, 100 ml, |TCCS 18 VS-4807-11
(Mercurocrom) dang ky | 250 ml, 500 ml
lai dung dich ding
ngoai
4 | Con 90° Lo 50 ml, 100 ml, |TCCS 36 VS-4808-11
(Ethanol) dang ky lai 500 ml, 1000 ml,
' dung dich dung
ngoai
5 | Cén 70° Lo 50 ml, 100 ml, | TCCS 36 VS-4809-11
(Ethanol) dang ky lai 500 ml, 1000 ml,
dung dich dung
ngoai
6 | Glucose g6i 100 gam, 250 TCCS 24 VS-4810-11
(Glucose) dang ky lai gam, 500 gam :
' thudc bot uéng
7 | Conlod 1% Lo 20 ml, 50 ml, TCCS 18 VS-4811-11
(Tod, Kali Todid, 100 ml, 500 ml,
Ethanol) dang ky lai 650 ml dung dich
: dung ngoai
8 | Con Iod 5% Lo 20 ml, 50 ml, TCCS 18 VS-4812-11
(Tod, Kali Iodid, 100 ml, 500 ml,
Ethanol) dang ky lai 650 ml dung dich
dung ngoai
9 | Nudc Oxy gia 3% lo 20 ml, 50 ml, | YeCs™ [18 VS-4813-11
(Hydrogen peroxyd) 100 ml, 500 ml
dang ky lai dung dich ding
ngoai
10 | Dung dich A.S.A Lo 17 ml, 20 ml, 50 | TCCS 18 VS-4814-11
(Acid acetylsalicylic, ml dung dich ding
Natri salicylat, Ethanol) | ngoai
dang ky lai
11 | Xanh Methylen 1% Lo 10 ml, 17 ml, 20 | TCCS 24 VS-4815-11
(Xanh Methylen, ml dung dich ding
Ethanol) dang ky lai ngoai
12 | Thu6c nuée D.E.P Lo 15 ml, 17ml, 20 | TCCS 36 VS-4816-11
(Diethylphtalat) dang ky | ml dung dich diing
lai ngoai
13 [Kem D.E.P Hop 6 gam, 8 gam, | TCCS 36 VS-4817-11
(Diethylphtalat) dang ky | 10 gam kem dung
lai ngoai
3. Cong ty TNHH dugc phdm Sai Gon -Sagopha
S6 27, dudng s6 6, KCN. Viét Nam-Singapore, Binh Duong
| 14 | Dermycol Hop 40 chai 15 ml | TCCS 24 VS-4818-11
(Acid benzoic, acid dung dich dung
salicylic, iod, kali 1od, ngoai




4. Cong ty c6 phdn dugc vat tu y t&€ Thanh Héa
S6 4 Quang Trung, TP. Thanh Héa, Thanh Héa

15 | Glucose G61 200 gam thuée | TCCS 24 VS-4819-11
(Glucose) bot udng -

5. Cong ty c6 phan dugc pham Yén Béi
S6 725, dudong Yén Ninh, TP. Yén Bdi, Yén Bii

16 | Oxy gia 3% Lo 20 ml dung TCCS |24 VS-4820-11
(Hydrogen peroxyd, dich dung ngoai
acid benzoic) dang ky
lai

17 | Cén sét trung 70% Lo 50 ml dung dich | TCCS 24 VS-4821-11
(Ethanol) ding ngoai

18 | Con sét trang 90% Lo 50 ml dung dich | TCCS 24 VS-4822-11
(Ethanol) dung ngoai

19 | Dung dich D.E.P Lo 20 ml dung dich | TCCS |24 VS-4823-11
(Diethylphtalat) diing ngoai

6. Cong ty c6 phan dugc vat tu' y t€ Thai Binh
Km 4, duong Hing Vuong, TP. Thdi Binh, Thai Binh

20 | Glucose Tai 100 gam, 200 TCCS 24 VS-4824-11
(Glucose) dang ky lai gam, 500 gam
thudc bot uéng

Diéu 2. Don vi ¢6 thudc dugc luu hanh phai in s6 dang ky duge Bo Y t€ cdp lén
nhan thudc va phai chﬁp hanh ding céc quy ché lién quan dén san xuét va luu hanh
thuéc. S6 ding ky c6 gid tri 05 nam ké tir ngay cép.

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

Diéu 4. Gidam d6c SG Y t€ céc tinh, thanh phé truc thudc trung uong va gidm déc
don vi ¢6 thudc tai diéu 1 chiu trdch nhiém thi hanh quyét dinh nay. -

Noi nhdn:

- PGS-TS. Nguyén Thi Kim Tién — BT (dé b/c);

- TS. Cao Minh Quang - TT (dé b/c);

- Vu Phdp ché, Vu Y duoc cé truyén;

Cuc Quan 1y Khdm chita bénh, Thanh tra By Y t&;

- Vién KN thusc TU va VKN thudc TP. HCM;

- Téng Cong ty Dugc VN;

- S& Y t& cdc tinh, thanh phd;

- Cuc Quén y - Bo Quéc phong, Cuc Y t&€ - Bo CA;

- Cuc Y t€ giao thong van tai- Bo Giao thong van tai;
- Bao hiém xi hoi Viét Nam —

- Cac Bénh vién, Vién c6 giudng bénh truc thudc BYT;
- Cac don vi ¢6 thude dugc luu hanh tai diéu 1;

- Luu: VP, BKT.






