BO GIAO THONG VAN TAI  CONG HOA XA HOI CHU NGHIA VIET NAM

CUCYTE Doc lap - Tw do - Hanh phuc
S6A482 /CYT-NVYD&TTBYT Ha Noi, ngay & 3 thang 02 ndm 2016

V/v rit s6 dang ky luu hanh thuéq ra
khoi danh muc cac thudc dugc cap
sO dang ky Iuu hanh tai Viét Nam

Kinh gii:
- Cac Bénh vién, Ph,(‘)ng kham da khoa GTVT;
- Céc Trung tdm y té chuyén nganh GTVT.

Ngay 05/02/2016, Cyc Quan ly dugc - B6 Y té c6 Quyét dinh sb 54/Qb-
QLD vé viéc rut sé ding ky luu hanh thubc ra khéi danh muc céc thude duge
cap so dang ky luu hanh tai Viét Nam. Ly do: Co s& dang ky tur nguyén d& nghi
rit s dang ky lwu hanh. N6i dung cu thé cta Quyét dinh dwgc ding tai trén
Website cia Cuc Y t& Giao théng véan tai http://cucytegiaothong.mt.gov.vn;
chuyén muc Chi dao va hudng dén nghiép vu y té.

Cuc Y té GTVT théng bao dé cac don vi biét va thuc hién./ ./.77,3'

Noi nhgn: 'CUC TRUONG
- Nhu trén; e
-Luu: VT, NVYD&TTBYT.




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc 1ap - Tw do - Hanh phiic
S6: 54 /QP-QLD Ha Ngi, ngay ps5 thdng o ndm 2016
QUYET PINH |

vé viée rit s6 dang ky luru hanh thudc ra khéi danh muc ¢ éLﬂgn)ﬁicG'AO THONG VAN TAI
duwgc cap s6 ding ky lvu hanh tai Viét Nam CONG VAN PEN

A/«
Oﬁy X . , , 22 -02- 2016
7/ CUC TRUOGNG CUC QUAN LY DUGC

So:. )

Can cir Luédt Dugc ngay 14 thang 6 ndm 2005;

Céan ctir Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chic ning, nhiém vu, quyen han va co cdu té chirc ctia BO Y té;

Cin cr Quyét dinh sb 3861/Qb- BYT ngay 30/9/2013 cua B¢ truong Bo
Y té quy dinh chirc ndng, nhiém vy, quyén han va co céu té chirc ctia Cuc Quan
ly duge thude BO Y té;

Can ctt Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 ctia B4 Y té quy
dinh viéc ding ky thudc;

~ Can cur hd so tu nguyén d& nghi rit sé déng ky cua céc cong ty diang ky

thudc;

Xét d& nghj cta Trudng phong Ding ky thudc - Cuc Quén ly Duoc,

QUYET PINH ;

Piéu 1. Rut sb ding ky cta céc thude ¢ tén trong Danh muc céc thudc rit
s6 dang ky ban hanh kém theo Quyét dinh nay. ’
Ly do: Co s¢ ding ky tu nguyén d nghi rit sb déng ky Iuu hanh.

Piéu 2. Cac cong ty dang ky, nha san Xuit céc thudc néu tai Piéu 1 phai
c6 trach nhiém theo dbi, chiu trach nhiém vé an toan, hiéu qua ctia thube trong
qua trinh luu hanh cho dén khi hét han ding cta thuoc dbi véi cac thube dé nghi
rit sé ding ky néu trén da dugc nhép khéu, san xuit trude ngay Quyét dinh nay
cé hiéu luec.

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

Dicu 4. Gidm déc S& Y té cac tinh, thanh pho truc thude Trung wong, céc
don vi kinh doanh thudc va Giam déc co s& ¢ thube néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhin:

- Nhu biéu 4;

- B§ trwong Nguyén Thij Kim Tién (dé b/c);

- Thir trudéng Lé Quang Cuodng (dé bley;

-Cuc Quén Y - B9 Qudc phong, Cuc Y té - Bo Cong an;
-CucY té Giao théng vén tai - Bd Giao thong vén tai; T

- Téng cuc Hai quan - B§ Tai chinh, Bao hiém X3 h¢i Viét Nagy: AL
- Vu Phép ché, Cyc Quan ly Y, Dugc cb truyén Cuc Quan ly Khém, .0 &7 7
chira bénh, Thanh tra B§ Y té, Vién KN thuéc TW, Vién KN ¥ Lféc
TP. HCM;

- Téng Cong ty Dugc Viét Nam, Cac Céng ty XNK Dugc pham; P .
- C4c Bénh vién & Vién c6 givdng bénh truc thude BS Y té; Trwong Quoc Cwong
- Website Cuc QLD, Tap chi Dugc & M§ phim-Cuc QLD;

- Luu: VP, Céc Phong thudc Cuc QLD, BKT(12).




CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc lap - Ty do - Hanh phiic

BOY Tlfz
CUC QUAN LY DUQC

, DANHMUC :
CAC THUOC RUT SO PANG KY
(Ban hanh kém theo Quyét dinh so 54 /QD-QLD ngayphthdngoyndm 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 xuit:  Pfizer Manufacturing Deutschland GmbH (d/c:
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany ).
STT Tén thudc Hoat chit Dang bao ché S6 ding ky
1. | Neurontin Gabapentin Vién nang cimg | VN-16348-13
300mg

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

1.2. Nha sin xuét:. Pfizer Ireland Pharmaceuticals (d/c: Drug Product

STT Tén thube Hoat chit Dang bao ché | S§ ding ky
Lipitor .
(d6ng gdi tai Pfizer ?g;)nrvastatm Vién nén b _

. | Manufacturing PR "I ASNDA0 YN-14307-11
Deutschland GmbH - ( tqrvastatm phim
Germany) calcium)
Lipitor .
(déng goi tai Pfizer 4A0t§>nrvastat1n Vién nén b

2. | Manufacturing Ao e P80 VN-14308-11
Deutschland GmbH - ( orvastatin phum
Germany) calcium)
LII? ttor s Atorvastatin
(d6ng gbi tai Pfizer 10 Vién nén b

3. | Manufacturing Atoe 0 per P80 I VN-14309- 11
Deutschland GmbH - ( torvastatin phim-
Germany) calcium)

1.3. Nha san xuit: Pfizer (Perth) P
Hall Drive, Bentley WA 6102, Australia ).

ty. Ltd. (d/c: Technology Park 15 Brodie

STT Tén thubc Hoat chit Dang bao ché S6 dang ky
. Carboplatin 1 en
1. | Carboplatin 10mg/ml Dung dich tiém | VN-14305-11




2. Céng ty ding ky: Cong ty TNHH dwgc phim dwec ligu Opodis (@/c: L6 78
KCN va ché xuat Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh, Viét Nam ).

2.1. Nha san xuit: Céng ty TNHH dwrgc phidm duoc lidu Opodis (d/c: Lo
78 KCN va ché xuat Linh Trung 3, huyén Trdng Bang, tinh Tdy Ninh, Viét Nam ).

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

Alpha terpineol
O,§g/100ml; cao ’
trau khong Dung dich thudc
I.| Phytobebe 0,04g/100ml; cao ding ngoai
hat ngo
0,1g/100ml

VD-15286-11

Danh muc gdm 02 trang 06 thudc./.

Truwong Quéc Cudng



