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sb~2._ /CYT-NVYD&TTBYT
VIv rut 86 dang ky luu hanh thuoc ra
khoi danh muc cac thuoc diroc cftp
86 dang ky luu hanh tai Vi~t Nam

Hil N9i, ngay ~ thdng 02 ndm 2016

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 05/02/2016, C\lC Quan ly duoc - BQY tS co Quyet dinh s6 54/QB­
QLD vS viec rut s6 dang ky hru hanh thuoc ra khoi danh muc cac thu6c diroc
c~p s6 dang ky hru hanh tai Viet Nam. Ly do: CO'sa dang ky tv nguyen dS nghi
rut s6 dang ky hru hanh. NQi dung cu thS cua Quyet dinh diroc dang tai tren
Website cua C\lC Y tS Giao thong van tai http://cucytegiaothong.mt.gov.vn;
chuyen muc Chi dao va huang dfuInghiep vu y tS.

C\lC Y tS GTVT thong bao dS cac dan vi biSt va thirc hi~n./'j71c'

Nai nhiin:
- Nhir tren;
- LUll:VT, NVYD&TTBYT.



BOYTE
Cl}C QUAN LY DUO'C

S6: 5+ IQB-QLD

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
D(}cl~p - TV do - H~nh phuc

Ha N<5i,ngay 05 thdng c'~ ndm 2016

QUYETfllNH
V~vicc rut sa dang ky IU'uhanh thuac ra khoi danh muc Cl eLth'(fffi:GIAO ~H6NG V_A.,NTAl

• ~ A A~w kv l h' ht 'V'''tN CONGVANDFNuU'Q'ccap so uang y U'u an ~I I~ am . . ~

CVC TRUONG CVC QUAN LY DUOC 22 -02- 2016

Can cir Luat Duoc ngay 14 thang 6 nam 2005;
Can cir Nghi dinh s6 63/20 121NE>-CPngay 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co d.u t6 chirc cua B9 Y tS;
Can cir Quyet dinh s6 38611QB-BYT ngay 30/9/2013 cua B9 tnrong B9

Y tS quy dinh chirc nang, nhiem vu, quyen han va co cfru t6 chirc cua C\lCQuan
ly diroc thuoc B9 Y tS;

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua B9 Y tS quy
dinh viec dang ky thuoc;

Can cir h6 sa nr nguyen d~ nghi rut s6 dang ky cua cac cong ty dang ky
thuoc;

Xet d~ nghi cua TruOng phong Bang ky thu6c - C\lCQuan ly DuQ'c,

...---
SO': .M.). .

QUYET fllNH ~

:Di~u 1.Rut s6 dang ky cua cac thu6c co ten trong Danh m\lC cac thu6c rut
s6 dang kY ban hanh kern theo QuySt dinh nay.

Ly do: Ca sa dang ky t\1'nguy~n d~ nghi rut s6 dang ky luu hanh.

:Di~u 2. Cac cong ty dang ky, nha san xufrt cac thu6c neu t?i Bi~u 1 phai
co trach nhi~m theo d5i, chiu trach nhi~m v~ an toan, hi~u qua cua thu6c trong
qua trinh luu hanh cho dSn khi hSt h?n dung cua thu6c d6i vai cac thu6c d~ nghi
rut s6 dang ky neu tren da:duQ'cnh~p kh~u, san xufrt truac ngay QuySt dinh nay
co hi~u l\1'c.

:Di~u 3. QuySt dinh nay co hi~u l\1'ckS illngay ky ban hanh.

:Di~u 4. Giam d6c Sa Y ts cac tinh, thanh ph6 tf\l'c thu9C Trung uang, cac
dan vi kinh doanh thu6c va Giam d6c ca sa co thu6c neu t?i Bi~u 1 chiu trach
nhi~m thi hanh QuySt dinh nay.
NO'inhfin:
- Nhu £>i~u4; CUC TRUONG
- BQ trucrng Nguy~n Thi Kim Ti~n (d~ h/c); ~() __ 'r,.' 7
- Thlr trucrng Le Quang Cuemg (d~h/c); ~ ;;:;'~'.--;;--;." ,//
- Cl,lCQuan Y - BQ Qu6c phong, Cl,lCY te - BQ Cong an; ~. ;;' ,.:.~'l.\ /
- c¥c Y te Giao thong v~n tai - BQ Giao tho~g v~n tai; - /, . '/4 /
- Tong Cl,lCH~i quan - BQ Tai chinh, Ba~ hiem, XahQi Vi~t Na ;;. .: .cr.... .l;!!j~ '7{) i . /
- Vl,l Phap che, Cl,lCQuan 1y Y, DuQ'c co truyen, CI,lCQuan 1y am, ", '/-~/" ~
chua b~nh, Thanh tra BQ Y t~, Vi~n KN thu6c TW, Vi~n KN . ~.c'~ _ ~.:." .<:;)..,; _________
TP:HCM;
- TOng Cong ty DuQ'c Vi~t Nam, Cac Cong ty XNK DuQ'c phdm;
- Cac B~nh vi~n & Vi~n c6 giubng h~nh tn,rc thu9C B9 Y te;
- Website Cl,lCQLD, TIlP chi DuQ'c& My phdm-Cl,lc QLD;
- Luu: VP, Cac Phong thuQc Cl,lCQLD, £>KT(12).

TrU'O'ngQuBc Clf<rng
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DANHMlJC
cAc THUOC RUT SO DANG KY

(Ban hanh kern thea Quyet dinh sci.5Lf IQD-QLD ngaw.5thimgo2._narn 2016)

1. Cong ty dang 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 xu§t: Pfizer Manufacturing Deutschland GmbH (die:
Betriebsstatte Freiburg, Mooswaldallee 1, 79090Freiburg, Germany).

STT TeD thudc Hoat chat D~Dgbao ch~ sa dang ky

1. Neurontin Gabapentin
Vien nang cirng VN-16348-13300mg

1.2. Nha SaDxu§t:, Pfizer Ireland Pharmaceuticals (d/c: Drug Product
Plant, Loughbeg Ringaskiddy, Co. Cork, Ireland ).

STT Ten thuac Hoat chat Dang bao ch~ Sa dang ky
Lipitor

Atorvastatin(dong goi tai Pfizer
20mg Vien nen bao1. Manufacturing VN-14307-11

Deutschland GmbH - (Atorvastatin phim
Germany) calcium)

Lipitor
Atorvastatin(dong goi tai Pfizer
40mg Vien nen bao2. Manufacturing VN-14308-11

Deutschland GmbH - (Atorvastatin phim
Germany) calcium)

Lipitor
Atorvastatin(dong goi tai Pfizer
10mg Vien nen bao3. Manufacturing VN-14309-11

Deutschland GmbH - (Atorvastatin phim
Germany) calcium)

1.3.Nha san xu§t: Pfizer (Perth) Pty. Ltd. (die: Technology Park 15 Brodie
Hall Drive, Bentley WA 6102,Australia ).

STT TeD thudc Ho~t chat D~Dgbao ch~ sa dang ky
1. Carboplatin Carboplatin

Dung dich tiem VN-14305-1110mglml



2. Cdng ty dang Icy: Cong ty TNHH dllQ'Cph§m dtrQ'c Ii~u Opodis (die: La 78
KeN va chi xu6t Linh Trung 3, huyen Trang Bang, tinh Tdy Ninh, n«Nam ).

2.1. Nha san xu§t: Cong ty TNHH dtrQ'c ph§m dtrQ'c li~u Opodis (die: La
78 KeN va chi xudt Linh Trung 3, huyen Trang Bang, tlnh Tdy Ninh, Vi¢t Nam ).

STT Ten thu8c Hoat chit Dang bao ch~ S8 dang ky

Alpha terpineol
O,5g1100ml; cao

1. Phytobebe trAukhong Dung dich thuoc VD-15286-11O,04g1100ml; cao dung ngoai
hat ngo
O,lgllOOml

Danh muc gorn 02 trang 06 thuoc.',
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Truong Quae CU'O'ng


