BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lip - Tw do - Hanh phiic
S6: 54 /QD-QLD Ha Ngi, ngay p5 thng py ndm 2016
QUYET PINH .

Vé Vide riit s6 diin ky Iru hanh thude ra khéi danh muc céc thube
dwoe cap so dang ky lwa hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cian cir Luat Dugc ngéy 14 thang 6 nim 2005;

Can cr Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 caa Chinh pht quy
dinh chuc néng, nhlem vy, quyen han va co cdu t6 chirc ctia Bo Y t6; -

Cin cir Quyét dinh sb 386UQD-BYT ngay 30/9/2013 ctia B¢ truémg B
Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu té chirc cia Cuc Quan
ly duge thude Bo Y té;

Cin cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta B6 Y té quy
dinh viéc déng ky thude;

~ Cén ot hd so tw nguyén dé nghi riit s6 ding ky cla céc cong ty dang ky

thudc;

Xét dé nghi ciia Trudng phong Pang ky thuc - Cuc Quan Iy Duoc,

QUYET PINH ;

Piéu 1. Rit s§ dang ky ctia cac thude c6 tén trong Danh muc céc thude rit
s6 ding ky ban hanh kém theo Quyét dinh nay. )
Ly do: Co s& ding ky tw nguyén d& nghi rit sé ding ky luu hanh.

- Piéu 2. Céc cbng ty ding ky, nha sén xXuat céc thudc néu tai Pidu 1 phai
¢6 trach nhiém theo ddi, chiu trach nhiém vé an toan, h1¢u qua cua thude trong
qué trmh lu hanh cho d@én khi hét han dung cla thuoc b véi cac thuoc & nghl
rit s6 déng ky néu trén d& duge nhap khéu, san xuat trude ngay Quyét dinh nay
c6 hiéu lyc.

Pidu 3. Quyét dinh nay ¢ hidu lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm déc S& Y té céce tinh, thanh pho trye thude Trung wong, céc

don vi kinh doanh thudc va Giam déc co s& co thudc néu tai Piéy 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhin:

- Nhu Diéu 4;

- B§ trudmg hguyén Thi Kim Tién (dé b/c);

- Thir truéng L& Quang Cudmg (dé ble);

- Cyc Quén Y - Bd Quéc phong, Cuc Y té - B4 Cdng an;
- Cuc Y t€ Giao théng vén tai - B Giao thﬁng vén tai; O
- Téng cyc Hai quan - B§ Tai chinh, Bdo hiém X2 hoi Viét NarfS, |
- Vu Phép ché, Cuc Quén 1y Y, Duge cb truyén, Cuc Quan ly Bpan, 2558
chita bénh, Thanh tra B8 Y té, Vién KN thudc TW, Vién KN ¢

TP. HCM:

- Téng Céng ty Duge Viét Nam, Cdc Cong ty XNK Dugc ghﬂm;
- Céc Bénh vién & Vién c6 giudng bénh truc thube B Y t&;

- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

= Laru: VP, Cac Phong thuge Cuc QLD, BKT(12).

Trwong Quoc Cudng



CONG HOA XA HQI CHU NGHIA VIET NAM
Pic lip - Tw do - Hanh phic

BOYTE
CUC QUAN LY DUQC

, DANH MUC
: CAC THUOC RUT 80 PANG KY
(Ban hanh kem theo Quyét dinh so6 54 /OD-QLD ngayphthdngogndm 2016)

1. Cong ty ding ky: Pfizer (Thailand) Ltd. (d@/c: United Center Building, Floor 36,
37, 38, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand ).

1.1. Nha san xuét: Pfizer Manufacturing Deutschland GmbH (@/c:
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany ).

STT Tén thudc Hoat chit Dang bao ché | So ding ky
1. | Neurontin Qabap entin Vién nang ciing | VN-16348-13
300mg

1.2. Nha san xuit:

Pfizer Ireland Pharmaceuticals
Plant, Loughbeg Ringaskiddy, Co. Cork, Ireland ).

(d@/c: Drug Product

STT Tén thube Hoat chit Dang bao ché | S8 ding ky
Lipitor .
| (86ng gbi tai Pﬁzer ?&;ﬂasmm Vién nén b ‘
1. | Manufacturing o & e P | VN-14307-11
Deutschland GmbH - | (Atorvastatin i |
Gitnatiy) calcium)
Lipitor .
(déng go tai Pfizer | forv " I
2. | Manufacturing po - e P80 ] VN-14308-11
Deutschland GmbH - ( sl 2 P
P calcium) -
Lipitor :
(déng gbi tai Pfizer fgfn""asmm i
3. | Manufacturing 3 s i ”’}‘}“ 30 | VN-14309-11
Deutschland GmbH -- ( ltqwas i P
Germany) oaloium)

1.3. Nha san xuit: Pfizer (Perth) Pty. Ltd. (d/c: Techrnology Park 15 Brodie
Hall Drive, Bentley WA 6102, Australia ).

STT Tén thudc Hoat chit Dang bao ché | S§ ding ky
. Carboplatin 8 v asia
1. | Carboplatin 10mg/ml Dung dich tiém VN-14305_-11.




2. Coéng ty dang ky: Cong ty TNHH dwoc phim dwoc liéu Opodis (¥e: L6 78
KCN va che xuat Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh, Viét Nam ).

2.1. Nha sén xvédt: Céng ty TNHH duge phim dwoc ligu Opodis (d/c: Lo

78 KCN va ché xudt Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh, Viét Nam ).

STT Tén thubc Hoat chit Dang bao ché r .S("i dang ky
Alpha terpineol
0,5g/100ml; cao s
: trdu khong Dung dich thuoc
1. __Phytobebe 0,04g/100ml; cao i rigodt VD-15286-11
hat ngo L '
0,1g/100ml
Danh muc gdm 02 trang 06 thudc./.
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