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S6: foa‘ /QP-QLD

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phiic

Ha Néi, ngdyjj thing

QUYET PINH

ndm 2011

Vé viéc cong bé thudc san xuat trong nuée duge phép luu hanh tai Viét Nam

CUC TRUGNG CUC QUAN LY DUGC
Cian ctt Luat Dugc ngay 14/6/2005;

Cin cit Nghi dinh 56 188/2007/ND-CP ngé.y 27/12/2007 cha Chinh phi quy dinh chiic
néing, nhiém vu, quyén han va co cfu té chiic cia Bo Y t€;

Can ct Quyét dinh s§ 53/2008/QD-BYT ngay 30/12/2008 chia Bo trudng Bo ¥ 1€ vé
viéc quy dinh chiic nang, nhiém vu, quyén han va co cfu té chitc ctia Cuc Quan 1§ Duoc thube

BoYz&

Cin cit ThOng tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia Bo Y t€ quy dinh viéc dang

k¥ thudc;

. Can cit cong van s6 1157;’SYT NVD ngay 10/12/2010 cha S& Y t€ Ha Tinh, cong vin s6
465/SYT ngay 28/02/2011 cliia S& Y t€ Cin Tho, cong vin s6 1971/SYT- QLD ngay
17/12/2010 cha S& Y t€ Binh Dwong, cong van s6 119/SYT-QLD ngay 8/3/2011 clia 54 Y t&
Séc Trang vé viéc dé nghi cép s6 dang k¥ cho c4c thudc,

QUYET PINH:

Piéu 1. Cong bs 24 thudc sin xust trong nudc duge phép luu hanh tai Viét Nam:

1. Cong ty dang k¥ va san xuat: Céng ty c6 phin dwgc Ha Tinh
167 Ha Huy Tap, TP. Ha Tinh, tinh Ha Tinh
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TT | Tén thude, ham lugng Quy c4ch déng géi | Tiéu Tudi S6 dang ky
chuén tho
(thdng)

1 | Nu6c Oxy gia 3% Hop201ox 20 ml DbVN4 | 36 VS§-4775-11

(Hydrogen peroxyd 30%) | dung dich ding
. ngoai.

2 | Dung dich ding ngodi . Hop 11p 12 ml dung | DDVN4 | 36 V§-4776-11
ASA dich diing ngoai.
(Acid acetyl salicylic 10g,
Natri salicylat 8,8g) i :

3 | Dung dich DEP Hop 11o 12 ml dung | TCCS 36 VS-4777-11
(Diethyl phtalat 70g) dich ding ngoai.

4 | M6 DEP Hop1lo 8 gamm& | TCCS 36 VS-4778-11
(Diethyl phtalat boi da.
40g/100gam m3)

5 | Cén BSI Hop 11o 12 ml dung | DDVN4 | 36 VS§-4779-11

(Acid benzoic 5g, Acid
salicylic 5g, Iod 2,5g)

dich diing ngoai




Cén thudc chira hic lao
lang ben

(Acid benzoic 7,5g, Acid
salicylic 7,5g, Iod 0,75g)

Hop 1 1o 7 ml dung
dich ding ngoai

TCCS

36

VS-4780-11

2. Cong ty dang ky va san xuét: Cong ty TNHH dugc phdm Phuong Nam

300 C Nguyén Thong, P. An Théi, Q. Binh Thity, TP. Can Tho

e EE LRSS +sJ-3- 3930-3279-*www. PhuVienPhapLamatvir—

7 | Dung dich Xanh Methylen | Chai nhya 18ml, TCCS 24 VS-4781-11
1% 20ml, 30ml, 60ml,
(Xanh Methylen) 90ml, 500ml dung
dich dilng ngoai.
8 | Cén BSI Chai nhua 18ml, TCCS 24 VS-4782-11
(Acid Benzoic, acid 20ml, 30m], 60ml
Salicylic, Jod) dung dich ding
ngoai.
9 | Cénlod 5% Chai nhua 18ml, TCCS 24 VS-4783-11
(Iod, Kali iodid) 20ml, 30ml, 60ml,
100ml, 500ml dung
dich ding ngoai.
10 | Thudc rira phu khoa Chai nhya 18ml, TCCS 24 VS§-4784-11
Povidon 10% 20ml, 30ml, 60ml,
(Povidon iodine, Dinatri 90ml, 500ml dung
hydrophosphat, acid Citric | dich ding ngoai.
“monohydrat) )
11 | Cén 70° Chai nhua 60 ml TCCS 24 V8§-4785-11
(Ethanol) dung dich ding
ngoai.
12 | Cén 90° (khong mau) Chai nhya 60 ml TCCS 24 VS-4786-11
(Ethanol) dung dich diing
ngoai.
13 | C6n 90° (mau xanh) Chai nhya 60 ml TCCS |24 VS-4787-11
(Ethanol) dung dich ding
ngoai.

3. Cong ty diing k¥ va san xust: Cong ty TNHH dugc phdm Sai Gon - Sagopha
S6 27, dudmg s6 6, KCN. Viét Nam — Singapore, Thuan An, Binh Duong

14 | Nudc Oxy gia loang Chai 60 ml dung dich | DDVN4 | 18 VS-4788-11
(Nu6c Oxy gia 10 TT) ding ngoai.
15 | ThuGe do 1% Chai 15 ml dung dich | TCCS 24 VS§-4789-11
(Mercurocrom 0,15g) ding ngoai.
16 | Thudc tim 1g Bich 10 géi x 1g, hop | TCCS 24 V§-4790-11
(Kali permanganat 1g) 1000 g6i x 1g bot :
dung ngoai.
17 | Cén 90° (mau xanh) Thiing 80 chai x 60 | TCCS 24 VS-4791-11
(Ethanol) ml dung dich ding
ngoai.
18 | C6n 90° (khong mau) Thing 80 chai x 60 | TCCS 24 VS§-4792-11
(Ethanol) ml dung dich ding

ngoai.




19 { Con 70° (khéng mau) Thing 80 chaix 60 | TCCS 24 VS-4793-11
(Ethanol) ml dung dich ding
ngoai. .4
20 | Cén 70° (mau xanh) Thing 80 chai x 60 | TCCS 24 VS-4794-11
(Ethanol) ml dung dich ding
ngoai.

4. Cong ty dang k¥ va san xudt: Cong ty ¢ phan Duge S.Pharm
L6 G, KCN. An Nghiép, xa An Hiép, Chau Thanh, S6c Trang

21 | Dung dich Thu6c d6 1% | Chai 30 ml dung dich | TCCS 36 VS-4795-11
(Mercurocrom) Pang k§ | ding ngoai.
lai

22 | Cén 70° Chai 60 ml dung dich | TCCS 36 VS-4796-11
(Ethanol) Pang k¥ lai dung ngoai.

23 | Cén 90° Chai 60 ml dung dich | TCCS 36 V8-4797-11
(Ethanol) Dang ky lai dilng ngoai.

24 | Dung dich Oxy gia 10 thé | Chai 60 ml dung dich [ TCCS 36 VS-4798-11
tich diing ngoai.

Diéu 2. Pon vi ¢6 thuéc duoc [uu hanh phai in s6 ding k§ duge B Y t€ cdp lén nhin
thuéc va phai chdp hanh diing cdc quy ché lién quan dén sin xut va Iuu hanh thuée. S dang
k¥ c6 gid tri 05 nam ké tir ngiy c4p.

Diéu 3. Quyét dinh nay c6 hiéu Iyc k& tir ngay ky ban hanh.

Diéu 4. Gidm d6c S5 Y t€ céc tinh, thanh phé tryc thudc trung wong va gidm déc don vi
c6 thudc tai di€u 1 chiu trdch nhiém thi hanh quyét dinh nay.

Noi nhdn:

- TS, Nguyén Quéc Trieu — BT (d€ b/c);

- TS. Cao Minh Quang - TT (d€ b/c); :
- Vu Phdp ché, Vu Y duge cé truyén, Cuc Y t& du phong
Cyc Quin Iy Kham chita bénh, Thanh tra Bs Y t&;

- Vién KN thude TUva VKN thude TP. HCM:

- Téng Cong ty Duge VN;

- 8& Y t€ cdc tinh, thanh phé; e
- Cuc Quan y - B6 Quéc phong, Cuc Y t€ - Bo CA; Truong Quéc Cudng
- Cuc Y t& giao théng van tai; ’

- Bio hiém xa hoi Viét Nam .

- Céc Bénh vién, Vién c6 givdmg bénh truc thuge BYT;

- Céc don vi ¢6 thufc duge luu hanh;

- Luu: VP, BKT.
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