BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: {0 /QP-QLD Ha noi, ngay 33 thdng 4 nam 2015
QUYET PINH

Vé viéc rut so dang ky luu hanh thudc ra khoi danh muc cac thuoc
duoc cap so dang ky tai Viét Nam

CUC TRUOGNG CUC QUAN LY DUGC

Can ctt Luat Dugc ngay 14 thadng 6 nam 2005;

Cin ci Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chiic nang, nhiém vu, quyén han va co ciu t6 chiic ctia Bo Y t€;

Cin c Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia B6 truong Bo Y
t€ quy dinh chic niang, nhiém vu, quyén han va co ciu t6 chitc ctia Cuc Quan ly
dugc thudc Bo Y t&;

Can ¢t Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B Y t&€ quy
dinh viéc dang ky thudc;

Cén ct hé so tu nguyén dé nghi rit s6 dang ky cta cidc cong ty dang ky
thudc;

Xét dé nghi ciia Trudng phong Dang ky thuée - Cuc Quan 1y Dugc,

QUYET PINH

Piéu 1. Rat s6 dang ky cua cdc thude sau ra khoi Danh muc cdc thude
dugce cdp s6 dang ky luu hanh tai Viét Nam (c6 Danh muc kém theo).

Piéu 2. Céc cong ty ding ky, nha san xuét phai cé trach nhiém theo dai,
chiu trdch nhiém vé an toan, hiéu qua trong qud trinh luu hanh cho dén khi hét
han ding ctia thuéc d6i vé6i céc thudc dé nghi rit s6 dang ky da duge nhap khiu,
san xudt trude ngay Quyét dinh nay cé hiéu luc.

Diéu 3. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Gidm d6c S& Y t€ cdc tinh, thanh phé truc thudc Trung wong, cic
"don vi kinh doanh thuéc va Gidm déc co s& ¢6 thude néu tai Diéu 1 chiu trich

nhiém thi hanh Quyét dinh nay. /
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o BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC DPoc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC NUGC NGOAI RUT SO PANG KY
' (Ban hanh kém theo Quyét dinh s6 2 20 /QD-QLD ngay 23 thdng ¢4 nam 2015)

1. Cong ty dang ky: Cong ty TNHH Dwgc phidm Do Ha (@/c: Sé 30, Tép thé Tran Phi,
ngé 105, Nguyén Phong Sdc, P. Dich Vong Hau, Q. Cau Gidy, Ha Néi).

1.1. Nha san xudt: Spic Limited, Pharmaceuticals Division (d/c: Plot NoS, NH-7,
Maraimalainagar 603209, India).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky

|| Vitabase | pa% 500me VAN ign nen bao phim | VN-0536-10
| 3 | Cypratort gi[ff;ﬁ?;s:ggr‘;‘g; Vién nén nhai VN-10059-10
| i 3 | Zinxime Arginin 3g Thube cbm udng VN-10060-10
4 | Romofine Gabapentin 300mg Vién nang VN-12974-11
‘ [ 5 | Maxvir 100 | Sildenafil 100mg Vién nén bao phim | VN-13582-11
6 | Maxvir 50 Sildenafil 50mg Vién nén bao phim | VN-13583-11
7 | Qplus New }éb;ggﬁgng?g) 0mg Vién nang VN-13584-11
8 | DL Desloratadine 0,5mg/ml | Sird VN-14581-12

‘ 2. Cong ty dang ky: Novartis AG (d/c: Lichtstrasse 35 - 4056 Basel, Switzerland).
‘ 2.1. Nha san xuat: Excelvision AG (d/c: Riethofstrasse 1, CH-8442, Hettlingen,

Switzerland).
| | STT | Tén thude Hoat chit Dang bao ché S6 ding ky
| Fluorometholone )
| 9 | Efemoline | lmg/ml, Tetryzoline Dung dich nhé mat | VN-13799-11
| ’ hydrochloride 0,25mg/ml dd -




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC TRONG NUGC RUT SO PANG KY
(Ban hanh kém theo Quyét dinh s6 270 /QD-QLD ngay 73 thing.¢s nam 2015)

1. Cong ty dang ky: Cong ty Cb phin Dwgc pham Yén Bai (@/c: 725 duong Yén Ninh,
TP. Yén Bdi, tinh Yén Bdi).

1.1. Nha san xuat: Cong ty Cé phin Dwgc pham Yén Bai (d/c: 725 dwong Yén Ninh, TP.
Yén Bdi, tinh Yén Bai).

STT Tén thude Hoat chit Dang bao ché S6 dang ky
Ha thu 0 do,
B’ach linh, Nguu
1 | Thanh Xuén tat, Puong quy, | Vién nang cliing VD-17598-12
Cau ky tﬁ;', Tho ty
tir, Phd co chi

2. Cong ty dang ky: Cong ty TNHH Duwoc phim Fitopharma (d/c: 26 Bis/I khu phé
Trung, phwong Vinh Phi, Thudn An, Binh Duong).

2.1. Nha san xuét: Céng ty TNHH Dwgc phim Fitopharma (@/c: 26 Bis/l khu phé
Trung, phuong Vinh Phu, Thudn An, Binh Duong).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
Hai m3, Loc
2 | Fitogra-f nhung, Hong Vién nang ciing VD-21490-14
sdm, Qué nhuc

3. Cong ty dang ky: Cong ty TNHH Duwgc phim Phwong Nam (d/c: 366 CMTS8, phuong
Bui Hitu Nghza qudn Binh Thuy, TP. Can Tho).

3.1. Nha san xuat: Cong ty TNHH Dugc phim Phwong Nam (d/c: 300C Nguyén Thong,
phuong An Théi, qudn Binh Thuy, TP. Can Tho).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Thude rira phu Dong sulfat Dung dich dung
3 | khoa Fragyna 0,0025g/ml ngoai VE-48a5-12
Thubc rira phu Tinh diu tram | Nhii dich dung
4 | khoa Gyfor 0,24g/60ml ngodi L i
5 Thubc rira phu Déng sulfat Dung dich dung VS-4888
khoa Gynoformine | 1,2g/60ml ngoai N {
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