BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: .23/ /Qb-QLD Ha noi, ngay |/ thdng 5 ndam 2015
QUYET PINH

Vé viéc rit so dang ky luu hanh thuéc ra khoéi danh muc céc thudce
“dugc cap s6 dang ky tai Viét Nam

CUC TRUONG CUC QUAN LY DUGC

Can cit Luat Dugce ngay 14 thidng 6 nam 2005;

Can ct Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chifc nang, nhiém vu, quyén han va co céu té chitc cia Bo Y t&;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia B6 trudng Bo Y
t€ quy dinh chtc nang, nhi¢ém vu, quyén han va co céu té chiic clia Cuc Quan 1y
dugc thudc Bo Y té;

Can cit Thong tu s6 44/2014[TT BYT ngay 25/11/2014 cta B Y t€ quy
dinh viéc dang ky thudc;

Can ctt hé so te nguyén dé nghi rit s6 dang ky cha cdc cong ty diang ky
thuéc;

Xét dé nghi chia Trudng phong Pang ky thuéc - Cuc Quan 1y Duoc,

QUYET PINH

biéu 1. Rit s6 diang ky cla cdc thubc sau ra khéi Danh muc céc thube
dugc cép s6 dang ky luu hanh tai Viét Nam (c6 Danh muc kém theo).

Diéu 2. Cic cong ty dang ky, nha san xuft phai c6 trich nhiém theo di,
chiu trdch nhiém vé an toan, hiéu qua trong qud trinh luu hanh cho dén khi hét
han dung ctia thu6c d6i véi cdc thude dé nghi rit s6 dang ky da dugc nhap khiu,
san xudt trudéc ngay Quyét dinh nay cé hiéu luc.

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

Diéu 4. Gidm d6c S& Y t€ c4c tinh, thanh phé truc thuéc Trung wong, cdc
don vi kinh doanh thuéc va Gidm déc co s c6 thu6e néu tai Diéu 1 chiu trich

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

DANH MUC CAC THUOC RUT SO PANG KY-
(Ban hanh kém theo Quyét dinh s6 ¢ 34 /QD-QLD ngay 4/ thidng 5 nam 2015)

1. Cong ty dang ky: Novartis Pharma Services AG (d/c Lichtstrasse 35, 4056 Basel,

Switzerland).
1.1. Nha sian xuit: Novartis Farma S.p.A. (d/c: Via Provinciale Schito, 131, Torre

Annunziata (NA), Italy).

STT | Tén thubec Hoat chit Dang bao ché S6 ding ky
Bailips Aliskiren (dudi dang
1 Aliskiren hemifumarate) | Vién nén bao phim | VN-10443-10
150mg
150mg
Rasilez Aliskiren (duéi dang
2 Aliskiren hemifumarate) | Vién nén bao phim | VN-10444-10
300mg 300mg

1.2. Nha san xuit: Novartis Farmaceutica S.A. (d/c: Ronda de Santa Maria 158 08210
Barbera del Vallés, Barcelona, Spain).

STT | Tén thube Hoat chit Dang bao ché S§ dang ky
Amlodipine (dudi dang

3 | Exforge Amlodipine besylate) Vién nén bao phim | VN-16343-13
5mg; Valsartan 160mg

2. Cong ty dang ky: Novartis AG (d/c: Lichtstrasse 35 - 4056 Basel, Switzerland).
2.1. Nha san xuit: Mipharm S.p.A. (d/c: Via B. Quaranta, 12 20141 Milan, Italy).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
4 |Voltfast | Diclofenac Kali S0mg Eg;é’ha dung dich |\ 11971411

3. Cong ty dang ky: Cong ty C phan Duwgc Lam Pong - Ladophar (d/c: 64 Ngé Quyén,
phuwong 6, TP. Pa Lat, tinh Lam Péng).

3.1. Nha san xuit: Cong ty C6 phan Dugc Lam Pong - Ladophar (d/c: 64 Ngé Quyén,
phuong 6, TP. Da Lat, tinh Lém Péng).

STT Tén thude Hoat chit Dang bao ché S6 ding ky

Magnesi lactat
dihydrat 470mg,
Pyridoxin
hydroclorid Smg
Magnesi lactat
dihydrat 470mg,
Pyridoxin
hydroclorid 5mg

5 | Magesi- B6 Vién nén bao dudng | VD-11460-10

6 | Maridoxin Vién nén bao phim VD-11461-10




Terpin hydrat 100

7 | Tercomaxx mg, Codein Vién nén VD-11462-10
phosphat 5 mg
Terpin hydrat 100 |-
8 | Terpin codein mg, Codein Vién bao dudong VD-11463-10
phosphat 5 mg '
9 | Vudu-cinarizin | Cinnarizine 25mg | Vién nén VD-12175-10
Dexamethason Dexamethason i
10 0.5mg scelal B.5mg Vién nén VD-12748-10
Paracetamol
11 | Prumicol Flusoo |200m& | Viénnénddibao | yp 13749.10
Clorpheniramin phim
maleat 2mg
Dexamethason Dexamethason Vién nén hinh elip
12 0,5mg acetat 0,5mg (mau tring) WALt
Dexamethason Dexamethason Vién nén (mau
12 0,5mg acetat 0,5mg tring) YD-H198-H
Dexamethason Dexamethason Vién nén ngii giac
14 0,5mg acetat 0,5mg (mau tim) YR-14135-11
Aluminium
hydroxid 0,6084g
(trong duong )
15 | Esogas aluminium oxid Hdn dich uoéng VD-14200-11
0,4g), magnesium
hydroxid 0,8g,
simethicon 0,08g
Aluminium
hydroxid 0,6084¢g
(tuong duong _ )
16 | Esogit aluminium oxid Hon dich uong VD-14201-11
0,4g), magnesium
hydroxid 0,8g,
simethicon 0,1g
Vitamin B1 15mg,
Vitamin B2 10mg,
17 | BC complex Vitamin B6 5Smg, | Vién nang cimg VD-14662-11
Vitamin PP 50mg,
Vitamin C 100mg
Vién nén bao phim
Diclofenac natri tan trong rudt (vién
18 | Fenactada 75 mg 75mg hinh tam gidc mau VD-15088-11
hong)
Vién nén bao phim
Diclofenac natri tan trong rudt (vién
19 | Fenactada 75 mg 75mg hinh tam gidc mau VD-15089-11
cam)
20 | Renifort Prednisolon Smg | Vicnpén (vViennen |y 15091.11

dai, mau tim)




21 | Renifort Prednisolon Smg | vionnén (vitnnén | ypy 1500, )
dai, mau hong dam)
: . Vién nén (vién nén
22 | Renifort Prednisolon 5mg dai, mau xanh 14) VD-15093-11
Vién nén (vién nén
23 | Renifort Prednisolon 5mg | hinh tru det, mau VD-15094-11
nau)
Vién nén (vién nén
24 | Renifort Prednisolon 5Smg | dai, mau xanh da VD-15095-11
tron)
25 Dexamethason Dexamethason Vién nén VD-15348-11
0,5mg acetat 0,5mg
26 | T-Alpha S;Y‘“‘“rypsm *2 | Vien nén VD-15349-11
Terpin hydrat 100
mg, Codein
27 | Terpin - Ladopha phosphat 5 mg, Vién bao duong VD-15350-11
natri benzoat 150
mg
Cetirizin
28 | Vudu-cetirizin dihydroclorid Vién nén bao phim | VD-15696-11
10mg
/
CUC TRUONG

Truong Quéc Cudong
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