BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap — Tu do - Hanh phiic
S5 J{f/ K 1QP-QLD

Haé Noi, ngay ,/ﬁ‘ thang A ndm 2012

QUYET PINH
Vé viéc cp sé dang ky san xu4t trong nuée cho 08 thudce
dugc phép luu hanh tai Viét Nam

CUC TRUGNG CUC QUAN LY PUGC

Can ctr Luat Duge ngay 14/6/2005;

Can ctt Nghi dinh s& 188/2007/ND-CP ngay 27/12/2007 ctia Chinh phi: quy dinh
chitc nang, nhiém vy, quyén han vi co c4u t§ chifc clia Bo Y €,

Cin cit Quyét dinh s 53/2008/QD-BYT ngay 30/12/2008 cha Bo truémg Bo Y [L
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quy dinh chifc nang, nhiém vu, quyén han va co cdu t§ chic ctia Cuc Quén Iy Diroe thude e.._.
B0 Y t& va Quyét dinh s6 3106/QD-BYT ngay 29/08/2011 cia Bo trudng B Y (& vé viée C'

stra ddi, bd sung Diéu 3 Quyét dinh s¢ 53/2008/QD-BYT ngay 30/12/2008 cha Bo trudmg ¥
B0 Y t€ quy dinh chitc nang, nhiém vu, quyén han va co cdu té chitc clia Cuc Quin 17
Dugc thudc Bo Y 1€

Can cit Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 ciia Bo Y t&€ quy dinh viéc' -

dang ky thudc;

Can c#& cong van s6 1976/SYT-NVD ngay 10/9/2012 cha S& Y t€ Cén Tho, cong
vin s6 4915/SYT-QLD ngdy 29/8/2012 cta S& Y t€ TP. H6 Chi Minh, cong vin s6
41/SYT-QLD ngay 6/01/2012 cta S& Y t€ Binh Thuin vé viéc dé nghi cép s6 dang ky
cho céc thuéc;

Xét dé nghi cta Truéng phong Pang ky thudc - Cuc Quan 1y duge,
QUYET DINH:

Diéu 1. Cap s6 dang ky san xudt trong nudc cho 08 thudc duge phép luu hanh tai
Viét Nam:
1. Cong ty TNHH dudc phdm Phuong Nam
S0 300C, dutmg Nguyénﬂ\bng. P. An Théi, Q. Binh Thuy, Cén Tho.

TT | Tén mud‘c, hém lugng Quy cdch d6éng géi | Tiéu Tubi S6 dang ky
' chuin |tho
(thing)

1 | Nudc Oxy gid 3% chai 60 ml dung TCCS |24 V5-4845-12
(Hydrogen peroxyd dich diing ngoai
6ml/60ml)

2 | Thudc md D.E.P lo 8 gam, 10 gam TCCS |36 VS-4846-12
(Diethyl phtalate md diing ngoai
0,95gam/gam)




2. Cong ty TNHH US Pharma USA
L6 B1-10, dudmg D2, KCN Tay béc Ci Chi, TP. Hé Chi Minh.
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3 | Ladyformine hop4vi,10vix4 |[TCCS |36 VS§-4847-12
(Ddng sulfat khan vién nén sii
40mg, Natri fluorid (thudc vé sinh phu
40mg) ni) o
3. Cong ty c6 phan dugc phdm dugc liéu Pharmedic i
1/67 Nguyén Van Qu4, Quan 12, TP. H6 Chi Minh R
4 | Fluofar hop 1 chai 90 ml, |TCCS |30 VS434812 [0
(Acid benzoic, Natri chai 250 ml dung 5
benzoat, Natri fluorid) | dich siic miéng I -
5 | Gynofar chai 90 ml, 500 ml, | TCCS 18 V84849-12 i
(Déng sulfat) chai dep hinh bdu i
duc 250 ml, chai EE
dep hinh chif nhat [
250 m} dung dich o
vé sinh phu nit L __{_'
4. Cong ty cé phin duge va vat te y t€ Binh Thuan p
S6 192 Nguyén Hoi, KP1, P. Phi Trinh, TP. Phan Thiét, Binh Thuan. e
6 | Cén70° chai 60 ml dung DDVN |36 VS-4850-12 =
(Ethanol) dich ding ngoai | IV B
7 | Cén lod 2% chai 20 ml dung TCCS |36 VS§4851-12 %
(Iod, Kali Iodid) dich ding ngodi S
8 | Nuéc Oxy gia 10V chai 50 mldung | DDVN |36 V5485212 F%
(Nudc Oxy gia dam dac | dich ding ngoai v oy
30% 5 gam) J

Diéu 2. Cong ty phai in s6 ding k¥ dugc Bo Y t€ c4p 1én nhin thudc va phai chdp
hanh ding cdc quy ché€ ¢é lién quan 16i san xudt va luu hanh thude. 56 diang ky c6 ky
hiéu VS... c6 gié tri 05 nam ké tir ngdy k quyét dinh.

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

Diéu 4. Gidm d&c S& Y t€ céc tinh, thanh phé truc thude trung uong va gidm d6c
don vi c6 thuéc tai diéu 1 chiu trdch nhiém thi hanh Quyét dinh nay.

Noi nhén:
- NhubDidu 4

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Cao Minh Quang (dé b/c);

- Cuc Quén y - Bo Quéc phodng; Cuc Y & - Bo Cong an;
- Cuc Y t& giao thong vin tii-Bo GTVT;

- Téng Cuc Hai Quan- Bo Tai Chinh;

- Bio hiém x3 hoi Viet Nam;

- Vu Phép ché, Vu Y duge cé truyén,
Cuyc Quan 1§ Khdm chita bénh, Thanh tra B6 Y &
- Vien KN thuse TU va VKN thude TP. HCM;

- Téng Céng ty Duge VN;

- Ciéc Bénh vién, Vién o6 givdmg bénh tnre thude BYT;
- Website Cuc QLD; Tap chi Dwogc - M§ phém - Cuc QLD;
- Luu: VP, Phéng KD, BKT (02 ban).
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