BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Déc lap - Tu do - Hanh phiic

ss A% jop-QLD Ha Ngi, ngay b thdng Ol nam 2013

-- QUYET DINH
Vé viéc ¢ciip so diing k¥ san xudt trong nude cho 04 thude
duoc phép luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cit Luat Duge ngay 14/6,2003;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/08/2012 ciia Chinh phil quy
dinh chitc nang, nhiém vy, quyén han vi co cu t8 chife clia Bo Y 1€

Can cif Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cia B trudmng
Bo Y t&€ quy dinh chic ning, nhiém vy, quyén han vi co cfu td chifc cha Cuc
Quén Iy Duge thudc Bo Y € va Quyét dinh s6 3106/QD-BYT ngay 29/08/2011
cia Bd truong B6 Y t€ vé viéc sira d6i, bd sung Piéu 3 Quyét dinb so
53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng Bd Y t& quy dinh chidc nang,
nhiém vy, quyén han v co cdu td chic cia Cuc Quén 1y Duoc thude Bo Y té

Can ¢t Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia Bo Y € quy
dinh viéc dang ky thudc;

Cian cif cong van sd 600/SYT-NVD ngay 19/3/2013 cha 8¢ Y & Ha Noi,
cong van s8 257/SYT-NVD ngay 28/01/2013 clia S& Y t&€ HA Noi va cong van sd
507/SYT-QLD ngay 22/3/2013 ctia S Y t€ Binh Thuan vé viéc dé nghi cp s¢
ding ky cho cédc thudc dung ngoai thudc phu luc V - Théng tr sd 22/2009/TT-
BYT;

Xét dé nghi cla Trudng phong Pang k¢ thude - Cue Quén 1y due,

QUYET PINH:

Piéu 1 Ban hinh kém theo Quyétl dinh ndy danh muc 04 thudc san xuft
trong nudc dugce phép luu hanh tai Viét Nam.

BDiéu 2. Cong ty phii in s6 dang k¢ duge Ba Y € cfp 1én nhin thudc va
phii chdp hanh ding cidc quy ché o lién quan 161 sin xudt v lou hanh thude, S6
dang k§ c6 k¥ hiu VS-...-13 c6 gid tri 05 nam k& tir ngay k¥ Quyét dinh.

Diéu 3. Quyét djnh nay cé hiéu luc ké v ngay ky ban hanh.
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Piéu 4. Gidm d6c S§ Y t€ céc tinh, thanh phé tryc thudc trung wong va
gidm d6c don vi ¢6 thudc tai Diéu 1 chiu trdch nhiém thi hanh Quyét dinh nay.

Noi nhén:
- Nhur Diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quan y - BY Quéc phong; Cuc Y t€ - Bo Cong an;
- Cuc Y t€ giao thong van tdi-Bo GTVT;
- Téng Cuc Hai Quan- B6 Tai Chinh;
- Bao hiém x3 hoi Viét Nam;
- Vu Phép ché, Cuc Quan 1y Y, Duge 8 truyén,
Cuc Quan 1y Khdm chita bénh, Thanh tra B Y t&; % 2
- Vién KN thu6c TW va VKN thu6c TP. HCM: ong Quéc Cuong
- Téng Cong ty Dugc VN;
- C4c Bénh vién, Vién c6 giudng bénh truc thudc BYT,
- Website Cuc QLD; Tap chi Duge - My phdm - Cuc QLD;
- Luu: VP, Phong KDD, DKT (02 ban).
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

DANH MUC 04 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY

HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh s6: 44F../QD-QLD, ngay 0h./ b/ L0815

R

1. Cong ty ding ky: Cong ty cb phan duge va vit tw y té Binh Thuan (D/c: 192- Nguyén Hoi -

Phan Thiét - Binh Thudn - Viét Nam) >
=
1.1 Nha san xuit: Céng ty cd phin dwgc va vit tw y té Binh Thuan (D/c: 192- Nguyén Hoi - 3
Phan Thiét - Binh Thudn - Viét Nam) g
Fd
&
&
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy ciach a2
! X d o ky
STT Tén thuoe Ham lwong ché tho |chuin| déng goi M ding by iy
1 |Phacogyno Dbng sulfat Dungdich | 24 |TCCS [Chai 90 ml; 180 VS-4861-13 E
2,5g/100ml; Acid  |dung ngoai |[thang] ml £
boric 2,5g/100ml £~
~
Lad]
2. Cong ty dang ky: Cong ty c6 phan Héa dwgc Viét Nam (B/c: 273 phé Tdy Son, Qudn Pong =
Da, Ha N¢i - Viét Nam) 3
2.1 Nha san xuét: Cong ty c6 phin Hoéa dwgc Viét Nam (B/c: 192 Phé Pirc Giang, qudn Long &
- . -~ - A 2 +
Bién, Ha No¢i - Viét Nam) 2
- =
y =
E 2. T it
n " { Hoat.chit chinh - | Dang bao |Tudi| Tiéu | Quy céich .
BLE Tén thube 3,5 “s> Ham lugng ché tho [chuin| déng goi S0 dang kYo
2 |Cdn Iod Coladerm |Povidon Iod 2g; Cbn thube 24 |TCCS |Chai 20ml, VS-4862-I’5§
Polyesteramide dung ngoai |thang 30ml, 50ml,
1,4g; Natri 100ml

hydroxyd 0,02g; Di
natri hydrophosphat
0,24¢g; Kali iodid
0,2g; Ethanol 80%
17,5ml; Nudc tinh
khiét 2,5m1/20 ml

3. Céng ty diang ky: Céng ty ¢d phin

Nam)

TRAPHACO (D/c: 75- Yén Ninh - Ba Dinh - Ha Ngi - Viét

3.1 Nha san xuét: Cong ty cb phin TRAPHACO- (P/c: Ngd 15, dwong Ngoc Hoi, P. Hoang

Liét-Q. Hoang Mai-Tp. Ha Ngi - Viét Nam)

Trang 1




0,025g; Nipasol
0,01g; Nude tinh
khiét vira dii 250 ml

. Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich g 53
AL Rbaigts Ham lrong ché tho |chudn|  dong goi SuDAng kY
3 |Nudc suc miéng T-B Acid boric 15g; Dung dich 36 |TCCS [Chai 250 ml, VS-4863-13 7]
fresh Xylitol 1,5g; Natri  |dung ngoai [th4ng] Chai 500 ml
clorid 3g; Natri (nude xic
fluorid 0,1g; Tinh  |miéng)
dau qué 0,05g; Tinh
dau Bac ha 0,1g;
Xanh Greenmint
0,1mg; Xanh patent
0,75mg; Nudc tinh
khiét vira da 500 ml
4 |Nudc siic miéng T-B kid [Natri clorid 15g; Dung dich 36 [TCCS [Chai 250 ml; VS-4864-13
Natri fluorid 0,125g; [ding ngoai |thang chai 500 ml
Xylitol 2,5g; (nurée xtc
Sorbitol 5g; Nipagin |miéng)
0,1g; Xanh
Greenmint 0,005g;
Tinh dau Bac ha

-

Trang 2

Truong Qubc Cuong
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