
BO GIAO THONG VAN TAl
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S6: gf ICYT-NVYD&TTBYT
VIv ban hanh danh muc thuoc san
xuat gia c6ng trong nucc duoc cftp s6
dang ky luu hanh tai Viet Nam - DQ't
159 b6 sung

CQNG HoA XA HQI CHU NGHIA VI~T NAM
DQc l~p - Tu do - Hanh phuc

Ha N(ji, ngay 01 thang l- nam 2018

Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT;
- Cong ty e6 phan Benh vien GTVT.

Ngay 16/01/2018, Cue Quan ly Duoc - B9 Y tS co cac Quyet dinh s6 42/QD­
QLD, 43/QD-QLD vS viec ban hanh danh muc thuoc san xu~t gia cong trong mroc
duoc cap s6 dang ky luu hanh tai Vi~t Nam - DQt 159 b6 sung. N9i dung cu th~ cua
cac Quyet dinh tren duoc dang tai tren trang thong tin dien nr cua C\lC Y tS GTVT -
Dia chi: http://ha.mt.gov.vn - Muc: Thong tin thuoc.

Cue Y tS GTVT thong bao d~ cac dan vi biSt va thirc hi~n./.JV"

No'i nhiin: CVC TRUONG
- Nhir tren (Qua website C\lC Y t@ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Tri€n



CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tl]' do - H~nh phuc

BOYTE
Cl}C QUA.NLY DUQC

S6: 402 IQD-QLD Ha N9i, ngaY;(6 thang 0i ndm 2018

QUYETDlNH
Ve viec ban hanh danh muc 03 thu8c san xu~t gia cong trong mnrc
dU'(lc c~p s8 dang ky lu~ hanh t~i Vi~t Nam - Dgt 159 bB sung

cue TRUONG eve QuAN LV DUQC
Can ctr Luat Duoc ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 75/20171ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh clnrc nang, nhiem vu, quyen han va co e~u t6 chirc cua BQY t~;

Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY t~
quy dinh clnrc nang, nhiem vu, quyen han va co e~u t6 chirc cua Cue Quan ly
Diroc thuoc BQY t~;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25111/2014 cua BQY t~ quy dinh
viec dang ky thuoc;

Can cir Thong tu s6 23/20 13/TT-BYT ngay 13/812013 cua BQY t~ hu6ng dfin
hoat dong gia cong thuoc;

Xet dS nghi cua Truong phong Dang ky thuoc - Cue Quan ly Duqe,

QUYET DlNH:

Di~u 1. Ban hanh kem thea Quy~t dinh nay danh m\le 03 thu6e sim xu~t gia
eong trong nuae duqe e~p s6 dang ky luu hanh t?i Vi~t Nam - DQi 159 b6 sung.

Di~u 2. Cong ty sim xu~t va eong ty dang ky co thu6e lUll hanh phai in s6
dang ky duqe BQY t~ e~p len nhan thu6e va ph~tieh~p h~mhdung cae quy dinh co
lien quan tai san xu~t va lUll hanh thu6e. Cae s6 dang ky co ky hi~u GC- ...-18 co
gia tri 05 nam kS til ngay ky Quy~t dinh.

Di~u 3. Hi~u h,res6 dang ky eua thu6e Bivinadol power, SDK: VD-18601-13
t?i Quy~t dinh s6 25/QD-QLD ngay 0112/2013 eua C\le truang C\le Quan ly Duqe
vS vi~e ban hanh danh m\le 10 thu6e san xu~t trong nuae duqe e~p s6 dang ky lUll
hanh t?i Vi~t Nam - Dqt 138 b6 sung; Hi~u h,re s6 dang ky eua thu6e Rvlevo,
SDK: VD-24032-15 t?i Quy~t dinh s6 662/QD-QLD ngay 17112/2015 eua C\le
truang C\le Quan ly Duqe vS vi~e ban hanh danh m\le 626 thu6e san xu~t trong
nuae duqe e~p s6 dang leY lUll hanh t?i Vi~t Nam - Dqt 152; Hi~u h,re s6 dang ky
eua thu6e Oplatin, SDK: VD-24639-15 t?i Quy~t dinh s6 97/QD-QLD ngay
23/3/2016 eua C\le truang C\le Quan ly Duqe vS vi~e ban hanh danh m\le 605
thu6e san xu~t trong nuae duqe e~p s6 dang ky lUll hanh t?i Vi~t Nam - DQi 153
se eh~m dffi sau 03 thang kS tu ngay s6 dang ky gia eong co hi~u h,re.



Dieu 4. Quyet dinh nay co hieu lire kS tir ngay ky ban hanh.

Dieu 5. Giam d6c S6 Y tS cac tinh, thanh ph6 tnrc thuoc trung uong va giam
a6c don vi co thu6c tai f)i~u 1, f)i~u 3 chiu trach nhiem thi hanh Quyet dinh nay.

Noi nhiin: KT. eve TRUONG
- Nhir DiSu 5; PHD eve TRUONG
- BT. Nguyen Thi Kim TiSn (d6 b/c);
- TT. Truong Quoc Cuong (d6 b/c);
- Cue Quan y - BQQuoc phong, C\lCY tS - BQ CA;
- C\lC Y tS giao thong v~n tai- BQGTVT;/" rx---
- T6ng C\lCHai Quan- BQ Tai Chinh; {/
- Bao hiem xa hOi Vi~t Nam;
- Vu Phap che, C\lC Quan ly Y DUQ"cc6 truyen, Cue Quan ly
Kham, chua benh - BQY tS; Thanh tra BQY tS;
- Vi~n KN thuoc TV va VKN thuoc TP.HCM;
- T6ng Cong ty DUQ"cVN - CTCP;
- Cac benh vien, Vien co giuong benh tnrc thuoc BYT;
- Website cua C\lCQLD, Tap chi DUQ"cMy pham - Cue QLD;
- Luu: VT, KDD, DKT (I5b).



BOYTE

CVC QUA.N LY mroc
CONG HOA XA HOI CHU NGHIA VI1;:TNAM

DQc I~p - T~r do - Hanh phiic

DANH MVC 03 THUOC sAN XUAT GIA CONG TRONG xtroc
DtrQC cAp so BANG KY HI~U LT/C 05 NAM - DQT 159 h6 sung

Ban hanh kern thee quyet dinh s6: .?t.l..lQD-QLD, ngayJ.£. ...I..c2J...I2018

1. Cong ty dang ky: (CO'sir d~t gia cong): Cong ty c6 ph~n BV Pharma (Die: Ap 2, xii Tan
Thanh Tay, huyen Cu Chi, TP. H6 Chi Minh - Vi?tNam)

1. Nha san xudt: (CO'sir nh~n gia cong): Cong ty c6 ph~n dire'c phfim Vimedimex 2 (Die: Lo
ddt N2, duong TS 6, KCN Tien San, xti N(JiDue, huyen Tien Du, tinh Bac Ninh - Vi?t Nam)

STT Ten thu8c Hoat ch5t chinh - Dang bao Tu6i Tieu Quy cach S8 dang ky
Ham IU'Q'ng ch~ tho chuftn dong goi

1 Bivinadol Power Paracetamol 650 mg Vien nen bao 48 TCCS Hop 6 vi x 10 GC-288-18
phim thang vien, hop 10 vi

x 10 vien, hQp 1
chai 100 vien.
Chai 200 vien,
chai 500 vien,
chai 1000 vien

_. ---- - -- .._ ......_.__ . - - ._- - .. --_ .... _ ... _., -._.__ ._- -._-.- _o. _. __ ",_, _ ,_ ---"- _ .... ..__ .._._ ...__ .,_ .- _,-- --- .... - .. - - -_. .....--...._

2. Cfing ty dang ky: (Co' sir d~t gia cOllg:) Cong ty TNHH Reliv pharma (Die: sJ 22HI, Duong
s640, Khu dan cu Tan Quy Dong, Phuong Tan Phong, Qudn 7, Tp. HCM - Vi?' Nam)

2.1 Nha san xudt: (CO'sir nh~n gia cong): Cdng ty c6 ph~n dU'Clcpharn Trung irong 1 -
Pharbaco. (Die: Thanh Xudn, Soc Son, HiJN(Ji - Vi?t Nam)

STT Ten thu8c Hoat ch5t chinh - Dang bao Tu6i Tieu Quy cach sa dang ky
Ham IU'Q'ng ch~ thQ chuAn dong goi

2 Oplatin M6i 100 ml dung Dung djch 36 TCCS H(>p1 chai 100 GC-289-18
djch chua: tiem truy§n thang ml
Ofloxacin 200 mg

._------- ------------------------------------- ------------------------------- ------------------- -------- ---------- ------------------------ ------------------------_.
'I Rvlevo 750 M6i chai 150 ml Dung djch 24 TCCS H(>p1 chai 150 GC-290-18;)

dung djch ch(ra: tiem truy§n thang ml
Levofloxacin (du'6i
d~ng Levofloxacin
hemihydrat) 750 mg

_._- _.._. --- -_ ..._ ._-_.- .. ... _..- .. ._ . ...__ ._" _.._ ...

Trang 1



'''' BOYTE
CVC QUAN LYDUQC

S6: 43 IQD-QLD

CONG HoA xA HOI CHiT NGHiA VIET NAM. . .
DQc l~p - Tl! do - H~nh phuc

Ha Noi, ngay ),{J thdng OJ ndm 2018

QUYETDINH
Ve viec ban hanh danh muc 01 thudc san xuit gia cong trong mnrc
dugc cip sB dang ky hru hanh t~i Vi~t Nam - Dgt 159 bB sung

eve TRUONG eve QUAN LYDUQe

Can cir Luat Duoc ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 75/20171ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua BQY tS;

Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BQ tnrong BQ Y tS
quy dinh chirc nang, nhiem vu, quyen han va co c~u t6 clnrc cua C\lC Quan ly
Duoc thuoc BQY tS;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY tS quy dinh
viec dang ky thuoc;

Can cir Thong tu s6 23/20 13/TT-BYT ngay 13/8/2013 cua BQY tS huang d~n
hoat dong gia cong thuoc;

Can cir y kiSn cua HQi d6ng tir v~n c~p gi~y dang ky' lUll hanh thu6c, nguyen
li~u lam thu6c - BQY ts;

Xet dS nghi cua Truong phong Dang ky thu6c - C\lCQuan ly DuQ'c,

QUYETDINH:

Di~u 1.Ban hanh kern thea QuySt dinh nay danh m\lc 01 thu6c sfm xuAt gia
cong trong nuac duQ'cc~p s6 dang ky lUllhanh t~i Vi~t Nam - Dgt 159 b6 sung.

Di~u 2. Cong ty san xu~t va cong ty dang ky co thu6c lUll hanh phai in s6
dang ky duQ'cBQY tS c~p len nhan thu6c va phai chAphanh dung cac quy dinh co
lien quan tai san xu~t va luu hanh thu6c. Cac s6 dang ky co kY hi~u GC3- ...-18 co
gia tri 03 narn k@tll' ngay ky QuySt dinh.

Di~u 3. Hi~u l\Ic s6 dang ky cua thu6c Tienam, SDK: VN-19255-15 t~i
QuySt dinh s6 548/QD-QLD ngay 06110/20 15 cua C\lCtrucmg C\lCQufm ly DuQ'c
vS vi~c ban hanh danh m\lc 400 thu6c nuac ngoai duQ'c c~p s6 dang ky lUll hanh
t<:;liVi~t Nam - Dgt 91 se ch~m dUt sau 03 thang k@tll' ngay s6 dang ky gia cong
co hi~u l\Ic.

Dieu 4. QuySt dinh nay co hi~u l\Ic k@ttl' ngay ky ban hanh.



Dieu 5. Giam d6c So' Y tS cac tinh, thanh ph6 true thuoc trung uong va giam..
d6c dan vi co thuoc tai Di@u 1, Di@u 3 chiu trach nhiem thi hanh Quyet dinh nay.

N(Ji nhtin: KT. cue TRUONG
- Nh~ Di~u 5; PHO cue TRUONG
- BT. Nguyen Thi Kim Ti~n (d~ b/c);
- TT. Truong Quoc Cuong (d~ b/c);
- Cue Quan y - BQQuoc phong, Cue Y t~ - BQ CA;
- Cue Y t~ giao thong v~n tai- BQGTVT;/
- Tong Cl,ICHai Quan- BQTai Chinh;
- Bao hiem xii hQiVi~t Nam;
- Vu Phap che, Cl,ICQuan ly Y Duoc c6 truyen, Cl,ICQuan ly
Kham, chua benh - BQY t~; Thanh tra BQY t~;
- Vien KN thuoc TV va VKN thuoc TP.HCM;
- T6ng Cong ty Diroc VN - CTCP;
- Cac benh vien, Vi~n co giuong benh tnrc thuoc BYT;
- Website cua Cl,ICQLD, Tap chi Duoc My pham - Cl,ICQLD;
- Liru: VT, KDD, DKT (I5b).



BO Y TE
Cl}C QUAN LV DUQC

CONG HOA xX HOI CHU NGHIA VIeT NAM
I>QcI~p- T,!do - Hanh phuc

DANH MUC 01 THUOC SANXUAT GIA CONG TRONG NUOC
mroc cAp so DANG KV HI¥U Ll/C 03NAM -DQT 159b6 sung

Ban hanh kern thea quyet dinh s6: !t3....lQD-QLD, ngay)6 ...I..t2{.l2018.

1. tong ty dang try: (CO'sO'd~t gia cong): Cong ty Merck Sharp & Dohme (Asia) Ltd (Die:
FlatlRM 1401A&B 141F& 271F., Lee Garden Two, 28 fun Ping road, Causeway Bay, Hong Kong­
Vi?t Nam)

1.1 Nha, san xuat: (Co' sir nh~n gia cong dong goi c§p 2): Cdng ty C~ ph§n DU'Clcph§'!1 OPV
(Die: So 27, Duong 3A, KeN Bien Hoa IL Phuong An Binh, thanh phd Bien Hoa, tlnh Dong Nai. -
Vi?t Nam)

STT Ten thu5c
Hoat ch~t chinh - Dang bao Tu6i Tieu Quy cach S5 dang ky

Ham luo'ng ch~ tho chuAn dong goi

1 Tienam (co s6 san xu~t Imipenem (duoi Bot pha tiem 24 TCCS Hop 50 19; hQp GC3-1-18
va d6ng g6i dp 1: dang Imipenem thang 119
Merck Sharp & Dohme monohydrat)
Corp; dia chi: 2778 500mg; Cilastatin
South East Side (duoi dang
Highway, Elkton, Cilastatin natri)
Virginia 22827, USA) 500mg
- _. -_._. - - - -_ - _._- - .-,_._,--"_ . -- _._ - ---- -_ ..__ ._-_ ..__ .. - - _.-_ -

KT. eue TRUONG
PHO eve TRUONG

Trang 1


