BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap - Tu do - Hanh phiic
0:%9 L /Qb-QLD Ha N¢i, ngay Q) thang M’m 2016
QUYET PINH

vé viéc rit sb dang ky It hanh thudc ra khoi danh muc cdc thude
dwoec cap 56 dang ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 14 thing 6 nam 2005;

Cén ctr Nghi dinh s0 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chtrc nang, nhiém vy, quyen han va co cau t chirc ctia B6 Y té;

Cin cir Quyét dinh sb 3861/QP -BYT ngay 30/9/2013 cua B9 trudng B
Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu tb chirc ciia Cuc Quan
ly duge thude Bo Y té;

Cin ¢t Thong tur sb 44/2014/TT-BYT ngay 25/11/2014 ctia B6 Y té quy
dinh viéc dang ky thubc;

Cian ¢t hd so tu nguyén dé nghi it sé dang ky cta cong ty dang ky thube;

Xét @& nghi ctia Trudng phong Pang ky thube - Cuc Quén 1y Dugc,

QUYET DINH

Piéu 1. Rit s6 dang ky cua cac thude c6 tén trong Danh muc céc thude rat
s6 dang ky ban hanh kém theo Quyét dinh nay.

Ly do: Cong ty ding ky hodc cong ty san xuét tw nguyén rat SPK do
khéng c6 nhu cau kinh doanh.

Piéu 2. Cong ty dang ky, cong ty san xuat va cong ty nhap khau phai cé
trach nhiém theo ddi, chiu trach nhiém vé an toan, hiéu qua cuia thuoc trong qua
trinh luu hanh cho @én khi hét han ding cua thubc dbi véi cac thudc dé nghj rit

56 dang ky tai Piéu 1 néu trén da duoc nhép khiu, san xuit trude ngdy Quyét -
dinh nay c6 hiéu luec.

Di¢u 3. Quyét dinh nay c6 hidu lyc k& tir ngdy ky ban hanh.

Diéu 4. Gidm dbc S& Y té céc tinh, thanh phé truc thude Trung wong, cac
don vi kinh doanh thudc va Gidm doc co s& cé thude néu tai Dieu 1 chiu trich
nhiém thi hanh Quyét dinh nay.

Noi nhan:
- Nhu Didu 4;
- B§ trudmg Nguyén Thi Kim Tién (dé b/c);
- Thir truong L€ Quang Cudng (dé blc);
-Cuc Quéan'Y - B Quéc phong, Cuc Y té - Bo Cong an;
-Cuc'Y té Giao thong vén tai - B§ Giao théng vén tai; e
- Téng cuc Hai quan - By Tai chinh, Bao hlém X3 hoi Viet N
- Vu Phép ché, Cuc Quan ly Y, Dugc cb truyén, Cuc Quan 1y
chita bénh, Thanh tra B3 Y té, Vién KN thubc TW, Vién KN

TP. HCM;
- Téng Céng ty Dugc Viét Nam, Cac Céng ty XNK Dugc phém; "
- Cac Bénh vién & Vién cé givdomg bénh tryc thuéc B Y té ancrng Quoc Cll'(‘J'Ilg
- Website Cuc QLD; Tap chi Duge & My phé.m Cuc QLD;

- Luua VPR, Céc Phong thudc Cuc QLD, PKT(12).




BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC

Poe lap - Tw do - Hanh phic

DANH MUC

CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM
(Ban hanh kem theo Quyét dinh 365% /OD-QLD ngdthnng 2016)

1. Cong ty ding ky: Cong ty TNHH Dugc phim DO HA (de: L’S‘é' 30, Tap thé
Tran Phu, ngo 105, Nguyén Phong Sac, P. Dich Vong Hau, Q. Cau Gidy, Ha ngi, Viét

Nam ).

1.1. Nha sin xuit:
Sec. 64, IIE, SIDCUL, Ranipur, Haridwar, Uttarakhand, India ).

Vee Excel Drugs & Pharmaceuticals (P) Ltd (d@/: 19, 20, 21,

: i Ham |
STT | Ténthudc | Hoat chit MIONE | Dangbaoché | S8 ding ky
Cefpodoxime 100mg Bt pha hdn dich
1. | Efindom proxetil Cefpodoxime ubng VN-13586-11
: Cefpodoxime 100mg Bot pha hdn dich
2. | Podomit el Cefpodoxime - VN-14994-12

1.2. Nha sin xuit:

M/s Biomed Life-Sciences (d/c: 5, Dewan & Sons, Lokmanya
Nagar, Palghar (W), Thane 401404, India ).

) Ham |
STT | Tén thube Hoat chat mitgne Dang bao ché S6 ding ky

Amoxiciline 500mg;

3. | Augbest trihydrate; 125mg Vién neén bao VN-13581-11
Clavulanate phim
potassium
Amoxicilin 500mg

: trihydrate; Amoxicillin; Vién nén bao . )

4 | ABELS Clavulanate 125mg Acid phim bl e
potassium Clavulanic
Sat Fumarate 66mg st
200mg va nguyén to; Vién nén bao : [

% | Tesiomex Acid folic 1,5mg acid phim V- 1R
1,5mg folic

333 1 i §
6. |Natafree | Piracetam g/ Du“fh@c}.‘ UONE | VN-14993-12
o giot J

2. Cong ty ding ky: Vigbha (Asia) Pte. Ltd. (d/c: 1 North Bridge Road #07-10,
High Street Centre, 179094, Singapore ).
2.1. Nha san xult: IKO Overseas (d/c: 106-107, HSIDC, Industrial Estate, Sec-31,

Faridabad - 121003, Haryana, India

STT

Tén thube

Hoat chét

Ham Iwong

Dang bao ché

S6 ding ky

7.

Tkovir-200

Aciclovir

200mg

Vién nén

VN-18117-14

1



8. | Ikovir-400 | Aciclovir Aabmg ish nén VN-18118-14
800
9. |Ikovir-800 | Aciclovir HE Vién nén VN-18119-14
| 150 . ,
10. | Ikofluz Fluconazol me Vién nang cimg | VN-18972-15
A 25 s B .
. | Tolos®5 | Losartenkali mg Viénnénbao | 119547 15
phim
50 B
12. | kolos-50 | Losartan kali mg Viénnénbao | 19545 15
phim
Clindamycin 150mg
5. | elipdign | U6 GHR Clindamyein | ep nano ctmg | VN-19751-16
Clindamycin
HCI)

3. Céng ty ding ky: Céng ty cé phin dwgc phim Anh Sao (d/c: 37 Dudng 74,
Cu xa Binh T hc:"i,’P. 8, Q. 11, TP. H6 Chi Minh, Viét Nam ).
3.1. Nha san xuat: IKO Overseas (d/c: 106-107, HSIDC Industrial Estate, Sec-31,

Faridabad - 121003 Haryana, India ).

” = am 1 ' -
STT | Ténthubc | Hoatchht | ™8 | ponobaoché | S6dingky
. Tizanidine 2mg Vién nén khong
14. | Ikotiz 2 hy diochleids DA dichhe s VN-15761-12
; Tizanidine 4mg Vién nén khong
15. | Ikotiz 4 v ochloride Tizanidine . VN-15762-12
16. | Ikolor Loratadine Himg s ‘L"';Okhong VN-16152-13
O A
17. | Ikoxib-200 | Celecoxib 290me VIELDME | oqgi83.13
gelatin cimg
200 ién né :
18. | Flikof 200 | Ofloxacin mg Viemmnbao | engoreaiieas
phim '
Atorvastatin 10mg
19. | Conchol-10 (dudi dang Atorvastatin Vién nf:n bao VN-16612-13
Atorvastatin phim
calcium)
20. | Ikorib-500 | Ribavirin H0mE VI BCABAS | yag yeRiBeis
phim
Tenofovir 300mg s s B
21. | Ikotef disoproxil . VN-17300-13
£ phim
marate

4. Céng ty ding ky: Céng ty TNHH Dugc phim Nhan Vy Cuwong (d/c: S6 3,
Duong 74, Cu xd Binh Théi, P.8, Q.11, TP. H6 Chi Minh, Viét Nam ).
4.1. Nha san xuat: IKO Overseas (d/c: 106-107, HSIDC Industrial Estate, Sec-31,

Faridabad- 121 003, Haryana, India

STT

Tén thube

Hoat chit

Ham luwgng

Dang bao ché

S6 ding ky

g




22. | Fexikon-120 | Fexofenadine 120mg Viennenbao | sav 555011

Hydrochloride phim
. Fexofenadine 60mg Vién nén bao

23. | Fexikon-60 Hydraehloride i VN-12991-11
Lansoprazole 30mg

34, | Lagiotep | (9AUSTRELED Viénnang | VN-13599-11
tan trong rugt -
8,5%)

5 s —
25. | Ikonap-500 | Nabumetone 00me Vler;;f; b0 | \N.14089-11
: . 100mg v
26. | Ikocox-100 | Celecoxib Vién nang VN-15006-12
; Ciprofloxacin 500mg ih i
27. | Ikoquin-500 hydrochloride | Ciprofloxacin Vién nén VN-15356-12

5. Cong ty ding ky: Cong ty TNHH TM Thanh An Khang (d/c: 44/4 Phan Xich
Long, Phuong 16, Qudn 11, Tp. H6 Chi Minh, Viét Nam ).

1.1. Nha sin xuit:

Sance Laboratories private Limited (d/c: P.B. No.2,
Blv.No.VI/51B, Kozhuvanal-686 523, Kerala, India ).

STT | Tén thube Hoat chét Hitm- hegng Dazg; S6 ding ky
28. | Kaztexim Cefpoc;lomme e : Vn-an nen hag VN-14136-11
proxetil Cefpodoxime | phim
29, | Kaztexim Cefpou:loxune 200mg . Vlfén nén bao VN-14137-11
proxetil Cefpodoxime | phim
Cefuroxime 750mg Bot thube pha 2
30. | Cevucef 750 Axetil Cefrosine | e VN-15393-12
) Cefepime lg Cefepime | Thudc bot
. . . on -14644-
21 | Bpexin dihydrochloide pha tiém VL
33, | Fymezim 40g | CEHxime g Viénnang | VN-15394-12
. trihydrate

Truong Qubc Cuwong





