BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6 9/¢ /Qb-QLD Ha Néi, ngay y5 thdangyoss ndam 2015
QUYET PINH

Vé viéc ban hanh danh muyc 08 thudc ding ngoai sin xuat trong nuéc
dwgc cap s0 ding ky lwu hanh tai Viét Nam

CUC TRUGNG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 14/6/2005;

Can cr Nghi dinh s6 63/2012/ND-CP ngay 31/08/2012 cta Chinh pha quy
dinh chirc ndng, nhiém vy, quyen han va co cdu t6 chirc cia BO Y té;

Can ¢t Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cua B¢ truéng B Y té
quy dinh chirc nang, nhiém vy, quyén han va co c4u t6 chirc cia Cuc Quan ly Duogc
thuée B6 Y té;

Cén clr Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B Y té qui dinh
viéc dang ky thubce;

Can cir cong van s6 2727/SYT-QLD ngay 01/12/2014 cua S¢ Y té Thanh
Hoéa; cong vin s6 2132/SYT-QLD ngay 29/9/2014 cta S& Y té Binh Thuén; cong
van s6 5987/SYT-QLD ngay 10/10/2014 cta S¢ Y té TP. H6 Chi Minh; cdng vin
s6 225/SYT-NVD ngdy 15/01/2015 cua S¢ Y té TP. Ha Noi vé viée de nghj cap s6
dang ky cho céc thudc ding ngoai thudc phu luc V - Thong tu sb 44/2014/TT-

BYT;
Xét dé nghi ciia Truéng phong Pang ky thube - Cuc Quan ly Dugec,

QUYET PINH

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 08 thudc san xuét
trong nude duoe cip sb ding ky luu hanh tai Viét Nam.

Piéu 2. Cong ty phai in sb ding ky dugc Bo Y té cAp 1én nhan thudc va phai
chip hanh ding cdc quy ché c6 lién quan t6i san xuét va luu hanh thudc. S6 ding
ky c6 ky hiéu VS-...-15 ¢6 gia tri 05 nim ké tir ngay ky quyét dinh.

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

Diéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thude trung wong va gidm
déc don vi c6 thude tai diéu 1 chju trach nhiém thi hanh Quyét dinh nay. A

Noi nhdn:
- Nhu Diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quén y - Bd Qudc phong; Cuc Y t€ - Bo Cong an;
- Cuc Y t€ giao thong van tai-Bo GTVT;
- Téng Cuc Hai Quan- Bo Tai Chinh;
- Bao hiém xi hoi Viét Nam;
- Vu Phép ché; Cuc Quan 1y Y, Duoc ¢é truyén; YLD
Cuc Quan Iy Khim chita bénh; Thanh tra Bo Y t€; Truong Quéc Cudng
- Vién KN thuéc TW va VKN thuéc TP. HCM;
- Téng Cong ty Dugc VN;
- C4c Bénh vién, Vién c6 giudng bénh truc thuéc BYT;
- Wehcite Cuc OIL.D: Tan chi Dirae - M< pham - Cue OT. D




CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

DANH MUC 08 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANGKY

HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh s6://4../QD-QLD, ngay-22./(4%./2015

1. Céng ty déng ky: Cong ty c6 phan dwgc phim 2/9 - Nadyphar (B/c: 299/22 Ly Thucng Kiét,
P.15, .11, TP. H6 Chi Minh - Viét Nam)

1.1 Nha san xuét: Cong ty c¢b phan dwgc phim 2/9 - Nadyphar (B/c: 930 C4, Puong C, Khu
céng nghiép Cat Lai, Cum 2, phuong Thanh My Loi, Q.2, TP HCM. - Viét Nam)

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céach £ ;
SFT Tenifime Ham lugng ché tho [chuin| doéng géi S0 ding ky
1 |DR. Mubi Natri clorid 4,5g/  |Dung dich 36 |TCCS |Chai 500ml VS-4891-15
1500ml ~[stc miéng  |théng]
2. Cong ty ding ky: Cong ty cb phin dwoc va vat ti y té Binh Thuin (B/c: 192- Nguyén Hoi -
Phan Thiét - Binh Thudn - Viét Nam)
2.1 Nha san xuét: Céng ty cb phan duge va vat tw y té Binh Thuin (P/c: 192- Nguyén Hopi -
Phan Thiét - Binh Thudn - Viét Nam)
% X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S ax ;
oY Henthuge Ham lugng ché tho |chuin dong goi O g ky
2 |Cén 90° Ethanol 90 60 ml  |Cén thuéc | 36 [TCCS |Chai 60 ml VS-4892-15
dung ngoai [théng

3. Cong ty ding ky: Cong ty ¢b phin dwoc-vat tw'y té Thanh Hoa (P/c: 232 Trdan Phi, Thanh

Hoa - Viét Nam)

3.1 Nha san xuéit: Nha méy sin xuit thuéc Péng dwgc Cong ty c6 phan Dugc - VIYT Thanh
Héa (D/c: L6 4-5-6, KCN Tay Bdc Ga, phuong Dong Tho, Tp. Thanh Héa - Viét Nam)

" £ Hoat chiét chinh - | Dang bdo Tudi| Tiéu | Quy cich Sé di ;
STT Tensiaoe Ham lurong ché tho |chuén dong goi g
3 |Aseptin Acid boric 3,0% Dung dich 36 |TCCS [Chai 250ml, VS-4893-15
(kl/tt) ding ngoai |[thang chai 500ml,
(Dung dich chai 750ml
sic mi¢ng)
4 |Orfresh Hurong bac ha  |Clorhexidin Dung dich 36 |TCCS |Chai 250ml, VS-4894-15
gluconat 0,05% ding ngoai |[thidng chai 500ml,




(kl/tt) (Dung dich chai 750ml
stic miéng)
5 |Orfresh Huong cam Clorhexidin Dung dich 36 |TCCS |Chai 250ml, VS-4895-15
gluconat 0,05% dung ngodi |[thang chai 500ml,
(kl/tt) (Dung dich chai 750ml
stic miéng)
6 |Orfresh Huong tra xanh |Clorhexidin Dung dich 36 |[TCCS |Chai 250ml, VS-4896-15
gluconat 0,05% dung ngoai [thang chai 500ml,
(kl/tt) (Dung dich chai 750ml
siic miéng)

4. Cong ty diing ky: Céng ty c6 phin Hoéa dwgc Viét Nam (B/c: 273 phé Tdy Son, Qudn Péng
Da, Ha N¢i - Viét Nam)

4.1 Nha sin xuét: Cong ty cb phin Héa dwogc Viét Nam (D/c: 192 Phé Pirc Giang, qudn Long
Bién, Ha N¢i - Viét Nam)

o Hoat chit chinh - | Dangbao |Tudi| Tieu | Quyeich | ggao -
BLE Ten thnos Ham lwgng ché tho |chuidn| dong goi 0Uang Ky
7 |Cbn Iod spray-SHD M&i 10 ml chira: Dung dich 24 |TCCS |Lo 10 ml; 15 VS-4897-15
Povidon iod 1g dung ngoai [thing ml; 20 ml; 30
ml; 50 ml; 100
ml

5. Cong ty diing ky: Céng ty C6 phin Thwong mai Duge phim Quang Minh (P/c: S6 44 Lo
Lu, P. Truong Thanh, Qudn 9, TP. H6 Chi Minh - Viét Nam)

5.1 Nha san xuat: Cong ty C6 phin Thwong mai Dwge phim Quang Minh (B/c: 56 44 Lo Lu,
P. Truong Thanh, Qudn 9, TP. Ho Chi Minh - Viét Nam)

Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cich

A A
STT Tén thuoe Ham lrgng " ché tho [chudn| doéng géi

S$6 ding ky

8 |Washmint 250 ml dung dich  |Dung dich 24 |TCCS [Chai 250 ml VS-4898-15
chira: Menthol 500 |[ding ngoai |[thang
mg; Thymol 62,5  |(Dung dich
mg; Tinh ddu Qué [suc miéng)
137,5 mg

CUC TRUONXG

Truwong Quéc Cudng
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