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CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tl}'do - Hanh phuc

S5: L:=r5ICYT-NVYD&TTBYT
VIv dirng xem xet, tiep nhan h6 sa
nhap khau, h6 sa dang ky thuoc va

rut s6 dang ky thuoc

Ha N9i, ngay 03 thang 6 nam 2015

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

Ngay 18/5/2015, C\lC Quan ly diroc - B(>Y t~ co cac Quyet dinh s6
236/QD-QLD, 237/QD-QLD va ngay 29/5/2015 co Quyet dinh s6 282/QD-QLD
v@viec dirng xem xet, tiep nhan h6 sa nhap khau, h6 sa dang ky thuoc va rut s6
dang ky thuoc ra khoi danh muc cac thuoc duoc c~p s6 dang ky tai Viet Nam d6i
voi cac cong ty AMN Life Sciences Pvt.Ltd, cong ty Syncom Formulations
(India) Ltd, cong ty Nestor Pharmaceuticals Ltd, India. Noi dung cu thS cua cac
Quyet dinh cling Danh muc cac thuoc rut s6 dang ky, Danh muc cac thuoc dinh
chi hru hanh va thu h6i duQ'c dang tii tren Website cua C\lC Y t~ GTVT
httl2:llcucytegiaothong.mt.gov.vn; chuyen ml,lcChi d~o va huang d~n nghi~p V\l
y te ..

Cl,lCY t~ GTVT thong bao dS cac dan vi bi~t va th\fc hi~n.l 11.1

Nui nh~n:
- Nhu tren;
- Luu: VT, NVYD&TTBYT.
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BG YTE
CVC QUAN LY DUQC

S6: i2V IQD-QLD

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQcl~p - TV do - H~nh phuc

HaN(ji, ngay):] thdng ~nam 2015

QUYETDINH
",. v ",' ,\ 'V~vi~c dirng nh,p kh§u, dirng xem xet, ti~p nh~n h8 SO'

05 -06- 2015 nh~p kh§u thuBc, h8 SO' dang kY thuBc

_~;L?9~ CVC TRUONG CVC QuAN LY DUQC

Can cir Luat Duoc ngay 14 thang 6 nam 2005;
Can cu Nghi dinh s6 63/2012IND-CP ngay 3118/2012 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 BQY tS

quy dinh clnrc nang, nhiem vu, quyen han va co c~u t6 chirc cua C\lCQuan ly Duoc
thuoc BQY tS;

Can cu Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua BQY tS quy dinh
viec dang kY thuoc;

Can cir Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cua BQY tS hu6ng
d§n viec quan ly ch~t hrong thuoc;

Can cu Thong tu 47/20 1O/TT-BYT ngay 29/12/2010 cua BQY tS hu6ng d§ll
ho~t dQng xu~t khdu, nh~p khdu thu6c va bao bi tiSp xuc tf\lC tiSp v6i thu6c.

X6t d8 nghi cua TruOng phong Thanh tra duQ'c, my phdm, TruOng phong
Dang ky thu6c va TruOng phong Quim ly ch~t luqng thu6c - C\lCQuan ly DuQ'c,

QUYETDlNH:

Di~u 1. Ngimg nh~p khAu thu6c do cong ty Nestor Pharmaceuticals Ltd,
India cung c~p ho~c san xu~t trong thai h~ 24 thang.

*Ly do: Thu6c khong d~t tieu chudn ch~t luqng thea qui dinh v8 quim ly ch~t
luqng thu6c cua BQY tS.

DiSu 2. Dinh chi luu himh tren toan qu6c va thu h6i toan bQ cac thu6c trong
Danh m\lc ban hanh kern thea QuySt dinh nay. Cac co sa nh~p khAu, uy thac nh~p
khdu cac thu6c neu tren th\lc hi~n thong bao thu h6i, thu h6i va bao cao kSt qua thu
h6i thu6c thea qui dinh t~i Thong tu s6 09/201 OITT-BYT ngay 28/4/2010 cua BQY
tS huang dan quim ly ch~t luqng thu6c.



Di~u 3. Ngirng tiep nhan h6 sa dang Icy IAndAu, h6 sa dang ky lai va khong
cip s6 dang Icy hru hanh thuec d6i voi cac h6 sa dll nQp do cong ty Nestor
Pharmaceuticals Ltd India dang ky ho~c san xuit trong thai han 24 thang,

Di~u 4: Ngirng tiep nhan, xem xet h6 sa nhap khAu d6i voi cac thu6c do
cong ty Nestor Pharmaceuticals Ltd, India cung cip ho~c san xuit trong thoi han 24
thang,

Di~u 5. Quyet dinh nay co hieu hrc ke nr ngay ky ban hanh,
Di~u 6. Giam ddc Sa Y te cac tinh, thanh phd tnrc thuoc Trung uong, Giam

d6c cac dan vi kinh doanh thuoc, Giam d6c co sa dang Icy va/hoac san xuit cac
thuec neu tai £>i8u 1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

Nai nhpn:
- NhuDi~u4;
- BT. NguySn Thi Kim Tien (d~ b/c);
- Cac Thtr tnrong ( d~ b/c);
- Cac Ph6 Cue tnrong C\lCQLD;
- C\lCQuan ~ - B¢ Qu6c ph~ng, C\lc.Y te : B¢ C6ng.an; ~ .·'to..-..~..._<j;:~~'fCI'v
- C\lCY te Glao th6ng v~ tal- B¢ Glao thong v~ tAi; c' td;;~
- TAng C\lCHai quan - B¢ H.i chfnh, Bao hi~m Xii Mi Vi~t N . 0;;' ..~;~{_ __ -------
- V\l Phap che, C\lCQuan ly Y, DUQ"ccA truy~n, C\lCQuan ly A C'

chUa b~nh, Thanh tra B¢ Y te, Vi~n KN thu6c TW, Vi~n KN thu6c
TP. HCM; TrtrO'DgQuae Ctrimg
- TAng C6ng ty DUQ"cVi~t Nam, Hi~p hQi SXKD Dugc, Cac C6ng ty
XNK DUQ"cphdrn;
- Cac B~nh vi~n & Vi~n c6 giuemg b~nh tl¥c thu¢c B¢ Y te;
- Website C\lCQLD, T~p chi DUQ"c& My phdrn-CI,lCQLD;
- LUll: VP, QLKDD, QLCLT, ITrD-MP, DKT(l2).
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BOYTE
CVC QuAN LV DUQC

CQNG HoA xA H(H canNGHiA VI¥T NAM
Doc lip - TVdo - H3nh phue

DANH MVC cAc THUOC BiNH cHi LUU HANH vA THU HOI DO
CONG TY NESTOR PHARMACEUTICALS LIMITED INDIA BU'NG TEN BANG KY
(Ban harm kern theo Quyet dinh s62.g2LQD-QLDngay igthang 5 nam 2015)

Cong ty ding kj: Nestor Pharmaceuticals Limited, India(d/c: B-24/3 Okhla
Industrial Area, Phase II, New Delhi 110020, India).

Nha san xuit: Nestor Pharmaceuticals Limited, India (dlc: 11, Western
Extension Area, Faridabad 121 001, Haryana, India).

STT Ten thuac HO\ltchit Dang bso ch~ Sa dang leY

1 Nesmox-250 Amoxicillin 250mg Vien nang cirng VN-12331-11

2 Ulcez Omeprazole 20mg
Vien nang chua hat bao VN-12333-11
tan trong ruQt

TrU'O'DgQuAe Cuong



BOYTE
CVC QUAN LY DlfQC

S6: 2._ -:> 1- IQD-QLD

C()NG HOA xX H()I CHU NGHiA VI~T NAM
DQc l~p - Tl}'do - H~nh phiic

Ha N(>i,ngay ,1g thang 5 ndm 2015

QUYETf>INH
("( r:'~'[; ,. \V~fvi~~dung xem xet, ti~p nh~n hB SO' nh~p kh~u, hB so dang ky thu&c

02 -06- 2015 va rut s8 dang ky hru hanh thu8c ra khoi danh muc

i ... _ .!JG r cac thuAc dUV'cclip sA daug ky t"i Vi~t Nam

Cl)C TRUONG Cl)C QUAN LY DUQC

Can cir Luat Duoc ngay 14 thang 6 nam 2005;
Can cir Nghi dinh s6 63/2012IND-CP ngay 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co cfiu t6 chirc cua BQY tS;
Can cirQuyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS

quy dinh chirc nang, nhiem vu, quyen han va co cfiu t6 chirc cua Cue Quan ly Duoc
thuoc BQY tS;

Can cir Thong nr s6 44/2014/TT-BYT ngay 25i1112014 cua BQ Y tS quy
dinh viec dang ky thu6c;

Can cll'Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cua BQY tS huang
d~n vi~c qmin ly chfit luqng thu6c;

Can Cll'Thong tu 47/2010/TT-BYT ngay 29/12/2010 cua BQY tS huang d~n
ho~t dQng xufit khAu, nh~p khAu thu6c va bao bi tiSp xuc tf\IC tiSp v6i thu6c.

Xet dS nghi cua TruOng phong Thanh tra duQ'c, my ph§.m, TruOng phong
Dang ky thu6c va TruOng phong Quan ly chfit luqng thu6c - Cvc Qwin ly DuQ'c,

QUYET DINH:

Di~u 1.Rut s6 dang kY thu6c do cong ty Syncom Formulations (India) Ltd
dUng ten dang kY trong Danh mvc ban hanh kern theo QuySt dinh nay ra khoi Danh
mvc cac thu6c duQ'c cfip s6 dang ky lUllhanh t~i Vi~t Nam.

Ly do: Thu6c khong d~t tieu chuk ehfit luqng theo qui dinh vS quan ly ehfit
IUQ'ngthu6c cua BQY tS.

f>i~u 2. Dinh chi lUll hanh tren toan qu6c va thu h6i tofm bQ thu6c trong
Danh mvc ban hanh kern theo QuySt dinh nay. Cae co sa nh~p kh§.u, uy thae nh~p
kh§.u eac thu6e neu tren th\lc hi~n thong bao thu h6i, thu h6i va bao cao kSt qua thu
h6i thu6e theo qui dinh t~i Thong tu s6 09/20 1O/TT-BYT ngay 28/4/2010 eua B9 Y
tS huang d~n quan ly ehfit luqng thu6e.



DiSu 3. Ngirng tiSp nhan h6 sa dang kY l~n d~u, h6 sa dang ky lai va khong
c~p s6 dang ky hru hanh thu&c d&i voi cac h8 sa aa nQp do cong ty Syncom
Formulations (India) Ltd dang ky hoac san xuit trong thai han 24 thang,

DiSu 4: Ngirng tiSp nhan, xem xet h6 sa nhap khftu thu6c d6i voi cac thu6c
do cong ty Syncom Formulations (India) Ltd dang ky hoac san xu~t trong thai han
24 thang,

DiSu 5. Quyet dinh nay co hieu hrc ke tir ngay ky ban hanh.

DiSu 6. Giam d6c Sa Y ts cac tinh, thanh ph6 tnrc thuoc Trung trong, Giam
d6c cac dan vi kinh doanh thuoc, Giam d6c co sa dang ky vaJho~c san xuat cac
thu6c neu tai Di@u1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

Truong QuBe Cuong

,



BOYTE
CVC QUAN LY DUQC

CQNG HoA xA HQI CHiT NGHiA VI:¢T NAM
f)Qe l~p - T\f do - H~nh phue

DANH MVC THUOC BJ RIJT SO DANG KY, DINH CHi LUlJ HANH
vA THU HOI DO CONG TY SYNCOM FORMULATION (INDIA) DUNG TEN DANG KY
(Ban hanh kern thea Quyit dinh s6 2_ rt-IQD-QLD ngay _,(j thdng 5 nam 2015)

Cong ty dang kj: Syncom Formulations (India) Limited (dlc: 7 Niraj Industrial
Estate, off, Mahakali Caves Road, Andheri (East), Murnbai-400093, India).
Nhit san xuit: Syncom Formulations (India) Limited (die: 256-257 Sector-I,
Pithampur Dist, Dhar, India).

STT Ten thuac HO\lt chit Dang bao ch~ sa dangkj

1 Omeprazole capsules 20mg Omeprazole 20mg Vien nang VN-11336-10

.-

Truong QuAe Cuong



BOYTE
CVC QUAN LY DUQC

S5: 2'3£ IQB-QLD

eONG HoA xA HOI eHU NGHiA VIET NAM. . .
Dqc l~p - Tt]' do - H~nh phuc

Ha N(>i,ngay)f thdng5ndm 2015

QUYETDJNH
(,: \ .\ -"'V~\i~c khong xem xet, ti~p nh~n hA SO' nhip khiu, hA SO' dang Icy thu6c

02 -06- 2015 va rut s6 dang Icy hru hanh thu6c ra khoi danh muc
I' cac thu6c dUQ'cc§p s6 dang ky t~i Vi~t Nam~Gh

cue TRU'ONG eve QuAN LY mroc
~ )/t<;(

V
dinh chirc nang, nhiem vu, quyen han va co e~u t6 chirc cua BQY tS;

Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQwang BQY tS
quy dinh chirc nang, nhiem vu, quyen han va co e~u t6 chirc cua Cue Quan ly DUQ'e

thuoc BQY tS;
Can cir Thong tu s6 44/2014/TT-BYT ngay 2511112014 cua BQ Y tS quy

dinh viec dang ky thuoc;
Can cir Thong tir s6 09/2010/TT-BYT ngay 28/04/2010 eua BQY tS huang

dan vi~e quan 1yeh~t 1uqng thu6e;
Can eu Thong tu 47/2010/TT-BYT ngay 29/12/2010 eua BQY tS huang dan

ho~t dQng xu~t khAu, nh~p khAu thu6e va bao bi tiSp xue tn.re tiSp voi thu6e.

Can cir Luat DUQ'engay 14 thang 6 nam 2005;
Can cir Nghi dinh s6 63/2012IND-CP ngay 31/8/2012 cua Chinh phu quy

Xet d~ nghj eua TruOng phong Thanh tra dUQ'e,my phAm, Truang phong
Dang ky thu6e - C\le Quan 1ydUQ'e.

QUYETDJNH:

Di~u 1. Rut toan bQ s6 dang kY thu6e do eong ty AMN Life Sciences
Pvt.Ltd. India san xu~t trong Danh m\le ban hanh kern theo QuySt dinh nay ra kh6i
Danh m\le cae thu6e dUQ'ee~p s6 dang kY 1uu hauh t~i Vi~t Nam.

*Ly do: Cung e~p gi~y to phap 1ytrong h6 so dang kY thu6e khong dung quy
dinh, san xu~t thu6e ~i co sa khae theo hinh thue muqn gi~y phep (Loan Lisenee)

Di~u 2. Dinh chi 1uu hanh tren toau qu6e va thu h6i toan bQ cae thu6e trong
Danh m\le ban hanh kern theo QuySt dinh nay. Cae co sa nh~p khAu, uy thae nh~p
khAu cae thu6e neu tren thve hi~n thong bao thu h6i, thu h6i va bao eao kSt qua thu
h6i thu6e theo qui dinh t~i Thong tu s6 09/20 1O/TT-BYT ngay 28/4/2010 eua BQY
tS huang dan quan Iy eh~t Iuqng thu6e.



Di~u 3. Khong tiSp nhan hB sa dang ky IAnd~u, hB sa dang ky lai va khong
c~p s6 dang ky hru hanh thu6c d6i voi cac hB sa da n9P do cong ty AMN Life
Sciences Pvt.Ltd. India dang kY hoac san xu~t.

Di~u 4: Khong tiSp nhan, xem xet hB sa nhap khftu thuoc d6i voi cac thuoc
do cong ty AMN Life Sciences Pvt.Ltd. India cung c~p hoac san xu~t.

Di~u 5. Quyet dinh nay co hieu lire kS illngay kY ban hanh,
Di~u 6. Giam d6c S6 Y tS cac tinh, thanh ph6 true thuoc Trung uong, Giam

d6c cac dan vi kinh doanh thuoc, Giam d6c co s6 dang ky vaJho~c san xu~t cac
thu6c neu tai DiSu 1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

NlIi nh.~n:
- NhuDleu4;
- BT. Nguyen Thi Kim Ti~n (dSb/c);
- Cac Tlnr tnrong (dS h/c);
- Cac Ph6 C\lCtnrong C\lCQLD;
- C\lCQuan Y - BQQu6c phong, C\lCY t~ - BQC~ng an;
- C\lCY t~Giao tMng v~ tAi- BQGiao th~ng v~ tAi;
- T6ng C\lCHai quan - BQHi chinh, Bao hi8mxa hQiVi~t - c' ~~~0_.;)~I!'-t---::::=::::::::::~---
- V\l Phap ch~, C\lCQuan ly Y, Dugc c6 truyBn,C\lCQuan ly am, ~. -.;',,'
chua h~nh, Thanh tra BQY t~, Vi~n KN thu6c TW, Vi~n KN t ' '0 -~.:'

TP. HCM; TruO'Dg QuAe CUO'ng
- T6ng C~ng ty Dugc Vi~t Nam, Hi~p hQiSXKD Dugc, Cac C~ng ty
XNK Dugc phAro;
- Cac B~nhvi~n& Vi~n c6 giuOngh~nhnvc thuQcBQY t~;
- Wehsite C\lCQLD, T~p chi Dugc & My phAro-C\IcQLD;
- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT(12).



BOYTE
ClJC QUAN LY DU(jC

A ,_ A ? _ A

CONG HOA XA HOI CHU NGHIA VI~T NAM
DQc l~p - Tl;l'do - H~nh phuc

DANH MVC cAc THUOC BI RUT SO DANG KY vA THU HOI DO
CONG TY AMN LIFE SCIENCES PVT.LTD.INDIA SAN XUA.T

(Ban hanh kern theo Quyet dinh so 2 3~ /QD-QLD ngay Aj thang _5 nam 2015)

1. Cong ty dang ky: Cong ty TNHH Kinh doanh Dmre phAm Phuc Nghi (die: 179
Huynh VanBanh, phutmg 12,Phil Nhudn, TP. H6 Chi Minh).
1.1. Nha san xuat: AMN Life Science Pvt. Ltd. (dlc: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Ten thuac Hoat chit Dang bao ch~ sa dang ky

I Melamno Tablet Meloxicam Vien nen VN-9582-10(*)
7,5mg

2. Cong ty dang ky: Cong ty TNHH Reliv Pharma (die: 22 HI dutmg s6 40, Khu
dan cu Tan Quy Dong, Phuong Tan Phong, QW7n7, Tp. H6 Chi Minh)..
2.1. Nha san xuat: AMN Life Science Pvt. Ltd. (die: 150, Sahajanand Estate,
Sarkhej-SanandRoad, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Ten thuac Hoat chit Dang bao ch~ sa dang ky

2 Amsufung Fluconazole Vien nang cirng VN-12322-11150mg
Cefpodoxime

3 Amocef-200 (duoi dang Vien nen bao phim VN-15338-12Cefpodoxime
proxetil) 200mg

3. Cong ty dang ky: Cdng ty c8 ph§n Direc ph§m Minh Ky (die: S63, La C, Cu xci
Lc;zeLong Qudn, P.5, Q.l1, TP.H6 Chi Minh).
3.1. Nha san xuat: AMN Life Science Pvt. Ltd. (dlc: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Ten thuac Hoat chit Dang bao ch~ sa dang ky
Cefixime (duoi

4 Suncexim-200 dang Cefixime Vien nen phan tan VN-14037-11
trihydrate) 200mg

4. Cong ty dang ky: Cdng ty TNHH DP Nghia Tin (die: 24 Duong s6 1,Khu ph6 5,
P. Hi¢pBinh Chcinh,Q. ti«Due, TP. H6 Chi Minh).
4.1. Nha san xuat: AMN Life Science Pvt. Ltd. (dlc: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

1



STT Ten thu8c Hoat chit Dang bao ch~ S6 dang ky

Cefpodoxime

5 Ampodox-l00 (dum dang Vien nen phan tan VN-14073-11Cefpodoxime
proxetil) 100mg

5. Cong ty dang ky: AMN Life Science Pvt. Ltd. (dlc: 215 Bharat Industrial
Estate, 2nd floor LBS Marg, Bhandup (w) Mumbai-400078, India).
5.1. Nha slm xuat: AMN Life Science Pvt. Ltd. (dlc: 150, Sahajanand Estate,
Sarkhej-SanandRoad, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Ten thu6c Hoat chit Dang bao ch~ S6 dang ky
Atorvastatin (diroi

6 Amtopid dang Atorvastatin Vien nen bao phim VN-16565-13
calcium) lOrng
Imipenem 500mg;

7 Acimip Cilastatin (dum Bot pha tiem VN-16937-13
dang Cilastatin
natri) 500mg
Clopidogrel (dum

8 Amnox dang Clopidogrel Vien nen bao phim VN-16938-13
bisulphate) 75mg
Cefepime (duoi

9 Fipam dang Cefepime Bot pha tiem VN-16939-13
hydroclorid) 1g
Piperacilin (dum
dang Piperacilin

10 Ampito natri) 4g; Bot pha tiem VN-17225-13
Tazobactam (diroi
dang Tazobactam
natri) 0,5g

(*): S6 dang ky thu6c dll h€t hieu hrc.

.Truong Qu6c CUOng
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