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BOYTE
cue QUAN LV DU'QC

S650S IQB-QLD Ha N9i, ngay )9 thdng ).onam 2016

QUYETDINH
V~ vi~c c§p phep san xu§t gia cong, dong goi thir c§p

d8i v6'i danh m\lc 10 thuBc di~u tr! ung thU' tai Vi~t Nam
,~~~----~~~~cue y~TE GIAQ THONG VAN TA!

CONG VAN BEN
~ hl-t f~ . cue TRUONG cue QUAN LY DU'QC 28 -10- 2016.rc- .. "Can cu Luat Duoc ngay 14 thang 6 nam 2005; A:rl~

an cu Nghi dinh s6 63/?012/ND-CP gga¥ 31/8/2012 cua , ", .. htl··u ..... , ,
clurc nang, nhiem vu, quyen han va co cau to chirc cua B9 Y te;
Can cu Quyet dinh s6 68/QD-TTg ngay 10101/2014 cua Chinh phu phe duyet

C;hiSnhroc qu6c gia phat trien nganh duoc Viet Nam giai dean dSn nam 2020 ~a
tam nhin deli ham 2030;

Can cu Quyet dinh s6 3861/QD-BYT ngay 3019/2013 cua B9 tnrong B9 Y tS
quy dinh chirc nang, nhiem \'\1, quyen han va co c~u t6 clnrc cua Cue Quan ly
Duoc thuoc B9 Y te;

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B9 Y tS quy dinh
vi~c dang leY thuoc;

Can ClI Thong tll' s9 23/2013/TT-BYT ngay 13/8/2013 cua B9 Y tS huang d~n
ho~t d9ng gia cong thuoc;

C~n c~ Thon_gtu s6 11/2016/T;-BYT ngay 11/5/2016 cua B9 Y tS quy dinh
vi~c dau thau thuoc t~i cac co sa y te cong l~p;

Xet d~ nghi cua Cong ty C6 ph§n dugc ph~m Trung uang I - Pharbaco va
Intas pharmaceuticals Limited;

Xet dS nghi cua Phong Dang ky thu6c - C\lCQuan l~ Dll'gc,

QUYET DlNH :

Di~u 1.Ban hanh kern thea QuySt dinh nay danh muc 10 thu6c diSu tri ung
thu san xu~t gia cong trong nuac (dong go'i thu c~p) dUye ~§.ps5 dang ky lUll'hanh
t~i Vi~t Nam.

Di~u 2. Cong ty san xu~t va cong ty dang ky c6 thu6c luu hanh phai in s6
dang kydugc B9 Y !S c~p len nhan thL~6cva ph~i ch§.phanh dung cac quy dinh c6
lien quan toi san xuat va luu hanh thuoc, Cac so dang ky c6 leY hi~u GC- ...-16 co
gia tri 03 nam kS tu ngay ky QuySt dinh.

Dieu 3. Trong qua trinh luu h~mhthu6c, nha sim xu~t phai kSt hgp voi cac co
sa diSu tri dS th\Ic hi~n thea dung cac quy dinh hi~n ~1anhvS th~6c ke dan va thea
d5i hi~u h,rc, de>an tom, tac d\lng kh6r:g mong muon cua thuoc tren nguai Vi~~
Nam. Cong ty dang leY c6 trach nhi~m tong hgp cac _bao cao clla cac ~an vi tren ve
C\lCQuan 1y Duqc thea dung quy dinh hi~n h~ll1hmoi 06 thang me>tIan.



Di~u 4. Yeu c~u Cong ty C6 phan duoc pham Trung irong I - Pharbaco, Intas
pharmaceuticals Limited phai thuc hien dung cam kSt trong viec xay dung nha
may, chuyen giao cong nghe d@san xuat toan b9 cac cong doan tai Vi~t Nam va
Cue Quan 1;' Duoc se xem xet lai viec cho phep san xu~t gia pong dong goi thtr
cap cac thuoc neu tren cua cong ty trong tnrorig hQ'Pcac cam ket khong duoc thuc
hien.

Di~u 5. Quyet dinh nay co hieu l\TC ke tir ngay k9"ban hanh,
Di~u 6. Giam d6c Sa Y te cac tinh, thanh pho tnrc thuoc trung irong va giam

doc don vi co thuoc tai Dieu 1 chiu trach nhiem thi hanh Quyet dinh nay.

Nai nhiin:
- Nh~Di~u 6;
- BT. Nguy~n Thi Kim Ti~n (d@b/c);
- TT. Le Quang CUOng (d@b/c);
- CI,!CQuan y - Be>Quoc phong, CI,!CY t~ - BQCA;
- CI,!CY t~ giaa thOng v~n tai- BQGTVT;
- T6PlgCI,!CHai Quan- B9 Tai Chinh;
- Baa hi@mxa hQi Vi~t Nam;
- VI,!Phap ch~, CI,!CQuan ly Kham, chft'a b~nh - BQ Y t~;
Thanh tra Be>Y t~;
- Vi~n KN thu6c TU va VKN thu6c TP.HCM;
- T6ng C6ng ty DuQ'cVN;
- Cac b~nh vi~n, Vi~n c6 giuOl1gb~nh tr~J'cthuQc BYT;
- Website cua Ci,lc QLD, T?-p chi DU'Q'c My phAm - Ci,lC
QLD;
- Luu: VP, DK (12b),

Truong Quae CUOng

BQ GlAO THONG vAN TAl
Cl)CYTE

S5: 86! /SY-CYT

SAO Y BAN CHiNH

Ha N9i, ngay 31 thang,fO nam 2016

NO'inh{in:
- Cac b~nh vi~n, phong kMm, TTYT
chuyen nganh GTVT;
- Cvc trucrng (dB b/c);
- Luu: VT, NVYD,

TL. Cl)e TRUONG
R:U:~SJlH6NG NVYD & TTBYT

Nguy~n Thanh Hi~u
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0(. BOYTE

CUC QUAN LY mroc.. .
CONO BOA xA Hen cnu NOHlA VIeT NAM

DQc l~p - T\I' do - Hanh phuc

DANH MUC 10 TRUOC D:rEUTRI UNO THV SAN xuxr OIA CONG
. DVQC cAp so DANG KY ID$U LT)'C3 NAM

Ban hanh kern thee quyet dinh s6: ..5..9..5..... .lQD-QLD, ngay ).9. ......I.....J.O' .. .I .... LOJ. 6
1. Cdng ty dang ky:Cong ty c6 ph§n dIrgc ph§m Trung uong 1 - Pharbaco (Die: 160 - Ton Due Thang'
- D6ng Da - Ha N9i - Vi~tNam)

L'l Nha san xu§t: Intas pharmaceuticals Limited (Die: 2thFloor, Chinubhai Centre, Off.Nehru Bridge,
Ashram road,Ahmedabad - 380009, India)

1.2 Nhit san xu§t (dong goi thtr c§p): Cdng ty c6 phAn duoc ph§m Trung uong 1 - Pharbaco (Die:
160 - Ton Due Thang - D6ng Da - Ha N9i - Vi~tNam)

STT .SBcUng kY ..

- - - - -- -- --_. _ --. - -.._.- _._- - -.-.. -- -.... -- - - _ - _..- _. __ - _._ .. -- -.- -_. _._. -- - . -- - - - - ._. - - - - - - - - -
H9P 119 GC-250-16

- - _. - - - _ ..__ __. _ - _. -- -..- -._ _ __ _ --.. -..- _- -..... ........•..... _._. ._.. . - - -- -- -. -- - -- - - - - - - -
3 Intacape 500 Capecitabine 500mg Vien nen bao 24 USP H9P 3 vi x 10 GC-251-16

phim thang 37 vien--- --- ------ ----- _._---- -- ..._ ..- -- ---- --_. ._-_.....- ..- ...- - - _..__ .- .__._._--------- __ ----
4 Inta-DX 20 Docetaxel20mglml Dung dich 24 TCCS H9P 119 dung GC-252-16

d~111q,~cd6 thang djch d~m d~c d6
pha tiem pha tiem truyen,

--_. -- - -. _.._- _._. - -. -_.- ._ - - -_. -.. - ._-_. '-_ -. _ -_ _- --.. - -_ .. --- -. -- - - ------ --'------
5 Inta-DX 80 Docetaxel 80mg/4ml Dung dich 24 TCCS H9P 119 dung GC-253-16

d?m d~c dB thang dich d~ d~c dB
pha tiern pha tiem truyBn,

-- - - - - - - -- --- - - - ._. _.- _ ..- _._ .. - ._._- --- -_.- - - _ _.... . _._ __ - .__.- _ _. -_. - - -- - - .. - - - - - - -
Dung djch 36 TCCS H9P 119 20ml GC-256-16
d~m d?c dB thang
pha ~icm
truyen

I 1

Ten thuBc

Gemibine-1000

2 Gemibine-200

6 1ntasCytax 100

7 Intas Cytax 30

8 O-Plat 100

Paclitaxel 30mg/5ml Dung djch
d?m d~c dB
pha !iem
truyen

Hoat chftt chinh -
Ham hrgng

Gemcitabin (diroi
dang Gemcitabin
hydroclorid)
1000mg

Gemcitabin (duoi
dang Gemcitabin
hydroclorid) 200mg

Paclitaxel
1OOmg/16,7ml

Oxaliplatin
100mg/20ml

Dang bao Tu6i Tieu
ch~ tho chuAn

EQi dong kho 36 USP
pha tiem thang 38

BQtdong kho 36 USP
pha tiern thang 38

Dung dich 24 USP H9P 1 1916,7ml GC-254-16
d?111d?c dB thang 37
pha !i2in
truyen _._ - _ .. _ __ . ---_ .._------------

24 USP H9P 119 5ml GC-255-16
thang 37

Trang I

Quy cach
dong goi

H9P 119 GC-249-16



9 O-Plat200 Oxaliplatin Dung dich 36 rccs H9P 119 40ml GC-257-16
.

200mg/40ml d~m d~c d~ thang
pha tiem
truyen

r-:-- ._--------- --.. -..- .-- ._ - - - -_ .. -.. .-.-~.---- ..--.-.- -_. -_.- ------ -------,--
10 O-Plat 50 Oxaliplatin Dung dich 36 TeeS H9P 119 10ml GC-258-16

50mgllOml d~m d~c d~ thang
pha tiern
truyen

.... .-... ~ _.. ...._. ...... ..._ .... ..._ .. .-

Trang 2


