UBND TINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc lap - Tw do - Hanh Phiic

S6: 4353 /SYT-NVD Khdnh Hoa, ngay 48 thing & nam 2015
V/v dimg xem xét, tiep nhan ho so
nhép khéu, hd so dang ky thudc va rit
s6 dang ky luu hanh thudc ra khoi
danh muc céc thube duoc cép SPK tai
Viét Nam

Kinh gtri:
- Cécdonvi Yté trong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mét-Sai
Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y té huyén, thi, thanh phd;
- Céc co sd kinh doanh dugc.

S& Y té nhan dugc cac vin ban ciia Cuc Quan 1y Duoc, gdbm c6: Quyét dinh
s6 236/QD-QLD ngay 18/5/2015; Quyét dinh s6 237/QD-QLD ngay 18/5/2015 vé
viéc dimg xem xét, tiép nhén hd so nhap khau, hd so dang ky thubc va rat sb dang
ky luu hanh thubc ra khoi. danh muc céc thube duge cép SPK tai Viét Nam;
Quyét dinh s6 282/QDP-QLD ngay 29/5/2015 vé viéc dimg xem xét, tiép nhén hd
so nhap khiu thudc, hd so ding ky thude, S& Y té yéu ciu céc don vi, céc co s&
kinh doanh dugc tai van ban tai dia chi: www.syt.khanhhoa.gov.vn (Muc Vin ban
S Y té) dé trién khai thuc hién.

Cac don vi, cac co s& kinh doanh duge thyuc hién viée thu hdi dbi véi cac
thudc dinh chi luu hanh néu tai cac Quyét dinh néu trén theo dung quy dinh tai
Thong tur 09/2010/TT-BYT ngay 28 thang 4 nam 2010 Hudng dan viéc quan ly
chét luong thude va bao cao két qua vé S Y té (néu co).

Thanh tra S&, Phong Nghiép vu Dugc, Trung tdm kiém nghiém va Phong Y
t& huyén, thi x4, thanh phd c6 trach nhiém kiém tra, giam sét cac don vi thuc hién
thong bao nay; xu ly cac don vi vi pham theo quy dinh hién hanh, bao cdo S& Y

te.




Ye€u céu cac co quan, don vi, cic co s& kinh doanh dugc nghiém tic thuc
hién./. -

Noi nhén: K GIAM POC
-Nhu trén; ,

-Lanh dao So;

-NVY, Thanh tra S¢;

-HO1 HNYTTN;

-Béao Khanh Hoéa (nha bao Thao Ly);
-Luu: VT, NVD.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéc lap - T do - Hanh phic
s6: 23 6/Qp-QLD Ha Ngi, ngay A€ thang 5 nam 2015
QUYET PINH

Vé viéc khong xem xét, tiép nhin hé so nhip khiu, hé so ding ky thudc

SO TE TINH KHANH HOA

1 va rit s6 dang ky lvu hanh thudc ra khéi danh muc

cac thude dwoc cap sé ding ky tai Viét Nam
L

CUC TRUGNG CUC QUAN LY DUQC

Céan cr Luat Dugc ngay 14 thang 6 nam 2005;

Cian ctr Nghi dinh s§ 63/2012/ND-CP ngay 31/8/2012 cia Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co ciu td chic cia Bd Y té;

Can cr Quyét dinh sb 3861/QD BYT ngay 30/9/2013 ciia B6 trudng Bo Y té
quy dinh chirc ndng, nhiém vu, quyen han va co cdu 4 chirc ctia Cuc Quan 1y Duoc
thudc Bo Y té;

Can ctr Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ciua BO Y té quy
dinh viéc dang ky thubc;

Can ctr Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cia B Y té huéng

) Vdan viéc quén 1y chit luong thubc;

'Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 ctia B6 Y té huéng dan
hoat d6ng xuét khau, nhép khau thudc va bao bi tiép xtc truc t1ep véi thude.

Xét dé nghi ctia Truéng phong Thanh tra duge, m§ phim, Trudng phong
Ding ky thube - Cuc Quan 1y duoc.

QUYELT PINH:

Piéu 1. Rut toan bd sb dang ky thubc do cong ty AMN Life Sciences
Pvt.Ltd. India san xuét trong Danh muc ban hanh kém theo Quyét dinh nay ra khoi
Danh muc céac thuéc duoc cép sb dang ky Iuu hanh tai Viét Nam.

*Ly do: Cung cép gidy t& phéap ly trong hd so dang ky thubc kh6ng ding quy
dinh, san xuét thudc tai co s& khac theo hinh thirc muon gidy phép (Loan Lisence)

Piéu 2. Pinh chi luu hanh trén toan qudc va thu hdi toan bo cac thude trong
Danh muc ban hanh kém theo Quyét dinh nay. Céac co s& nhép khéu, iy thac nhap
khau c4c thube néu trén thyc hién thong bao thu hdi, thu hdi va bao céo két qua thu
hdi thudc theo qui dinh tai Théong tu s6 09/2010/TT-BYT ngay 28/4/2010 ctia B§ Y
té huéng dan quan Iy chét luong thudc.




Piéu 3. Khong tiép nhan hd so dang ky 1an dau, hd so dang ky lai va khong
cip sb dang ky luu hanh thudc d6i véi cac hd so da ndp do cong ty AMN Life
Sciences Pvt.Ltd. India ding ky hodc san xuit.

Piéu 4: Khong tiép nhan, xem xét hd so nhap khiu thudc dbi véi cac thude
do céng ty AMN Life Sciences Pvt.Ltd. India cung cip hodc san xuét.

Piéu 5. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Piéu 6. Giam doc S& Y té cac tinh, thanh phé truc thude Trung wong, Gidm
dbc cac don vi kinh doanh thubc, Gidm d6c co s& ding ky va/hodic san xuét cac
thudc néu tai Piéu 1, 2, 3, 4 chju trach nhiém thi hanh Quyét dinh nay.

-

Noi nhin: CUC TRUONG
- Nhu Didu 4; M

- BT. Nguyén Thij Kim Tién (dé b/c); R
- Céc Thu trudng ( dé b/c);
- Céc Phé Cuc truéng Cuc QLD; {(
-CucQuan Y - BY Quéc phong, Cuc Y té - Bo Cong an; \ "
- Cuc Y té Giao thdng vén tai - B6 Giao théng vén tai; ‘\g

- Tong cuc Hai quan - B6 Tai chinh, Béao hlem X4 hoi Viét Nam,u

- Vu Phép ché, Cuc Quan Iy Y, Dugc cd n'uyen Cuc Quan ly Khﬁ’m,
chita bénh, Thanh tra B4 Y té, Vién KN thudc TW, Vién KN thubc £ .
TP. HCM; Trlm'ng Quoc Cuong
- Téng Cong ty Duoc Viét Nam, Hiép hoi SXKD Dugc, Cac Cong ty

XNK Duoc phim;

- Cac Bénh vién & Vién cé giwdng bénh truc thudc Bo Y té;

- Website Cuc QLD, Tap chi Dugc & My phim-Cuc QLD;

- Luu: VP, QLKDD, QLCLT, TTrD-MP, BKT(12).




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

DANHMUC CAC THUOC BI RUT SO PANG KY VA THU HOI DO
CONG TY AMN LIFE SCIENCES PVT.LTD.INDIA SAN XUAT

(Ban hanh kém theo Quyét dinh s6 2 34 /QP-QLD ngay A J thaing b nam 2015)

1. Cong ty dang ky: Cong ty TNHH Kinh doanh Dwgc phim Phic Nghi (@d/c: 179
Huynh Vén Bdnh, phuong 12, Phi Nhudn, TP. Hé Chi Minh).

1.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thube Hoat chit Dang bao ché Sb dang ky
I | Melamno Tablet 17‘4;’1];1’;““’“ Vién nén VN-9582-10"

2. Cong ty dang ky: Céng ty TNHH Reliv Pharma (d/c: 22 HI duong 56 40, Khu
dan cu Tan Quy Déng, Phuong Tan Phong, qudn 7, Tp. H6 Chi Minh). -

2.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thude Hoat chit Dang bao ché S6 ding ky

2 | Amsufung Fluconazole Viennang cimg | VN-12322-11
150mg

Cefpodoxime
(dudi dang
Cefpodoxime
proxetil) 200mg

3 | Amocef-200 Vién nén bao phim | VN-15338-12

3. Cong ty dang ky: Cong ty cb phan Duwgce phim Minh Ky (d/c: S6 3, Lé C, Cur xd
Lac Long Qudn, P.5, Q.11, TP. H6 Chi Minh).

3.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky

Cefixime (duéi
4 | Suncexim-200 dang Cefixime Vién nén phan tdn | VN-14037-11
trihydrate) 200mg

4. Cong ty dang ky: Cong ty TNHH DP Nghia Tin (d/c: 24 Puong s6 1, Khu phé 3,
P. Hiép Binh Chdnh, Q. Thi Pirc, TP. H6 Chi Minh).

4.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,
Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).




proxetil) 100mg

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Cefpodoxime

5 | Ampodox-100 | (duoidang Viénnénphantén | VN-14073-11
Cefpodoxime

5. Cong ty dang ky: AMN Life Science Pvt. Ltd. (d/c: 215 Bharat Industrial
Estate, 2nd floor LBS Marg, Bhandup (w) Mumbai-400078, India).

5.1. Nha san xuat: AMN Life Science Pvt. Ltd. (d/c: 150, Sahajanand Estate,

Sarkhej-Sanand Road, Sarkhej. Tal. City., Ahmedabad, Gujarat, India).

STT

Tén thube

Hoat chit

Dang bao ché

S6 ding ky

Amtopid

Atorvastatin (duéi
dang Atorvastatin
calcium) 10mg

Vién nén bao phim

VN-16565-13

Acimip

Imipenem 500mg;
Cilastatin (dudi
dang Cilastatin
natri) 500mg

Bo6t pha tiém

VN-16937-13

Amnox

Clopidogrel (duoi
dang Clopidogrel
bisulphate) 75mg

Vién nén bao phim

VN-16938-13

Fipam

Cefepime (dudi
dang Cefepime
hydroclorid) 1g

Bt pha tiém

VN-16939-13

10

Ampito

Piperacilin (dudi
dang Piperacilin
natri) 4g;
Tazobactam (duéi
dang Tazobactam
natri) 0,5g

Bét pha tiém

VN-17225-13

(*): S6 dang ky thudc da hét hiéu luc.

Truong Quoc Cuong




BQY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic

$6:2 733 /QP-QLD Ha Ngi, ngay A & thang 5 ném 2015

QUYET PINH
V& viéc dirng xem xét, tiép nhan hd so nhap khiu, hd so ding ky thude

lS

FQiv v 1F TINH KHANH HOA va rit so dang ky lwu hanh thuoc ra khéi danh muc

A’

CRUYER.

s JAA5 cic thudce dwge cip s6 ding ky tai Viét Nam

{) IJ‘ N Ngay 0. 6. /{5

B CUC TRUONG CUC QUAN LY DUGQC

Cén ctr Luat Dugc ngay 14 thang 6 ndm 2005;

Can ctr Nghi dinh sb 63/2012/ND-CP ngay 31/8/2012 cua Chinh phii quy
dinh chirc néng, nhiém vy, quyén han va co cAu t6 chirc cla B6 Y té;

Can ¢t Quyét dinh sé 3861/QP-BYT ngay 30/9/2013 ctia B trudng Bo Y té
quy dinh chic néng, nhiém vy, quyén han va co ciu td chic cia Cuc Quan ly Dugc
thudc BO Y té;

Cin cir Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 cia B6 Y t€ quy
dinh viéc dang ky thudc;

Can cir Théng tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia B Y té hudng
dan viéc quan 1y chét lugng thubc;

Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 cta Bo Y té hudng dan
hoat dong xuét khau, nhap khiu thudc va bao bi tiép xtc tryc tiép vai thube.

Xét dé nghi cia Trudng phong Thanh tra duoc, m§ phim, Trudng phong
Pang ky thudc va Truéng phong Quan 1y chét lugng thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Pidu 1. Rut sé ding ky thudc do cong ty Syncom Formulations (India) Ltd
dimg tén dang ky trong Danh muc ban hanh keém theo Quyét dinh nay ra khoi Danh
muc céc thube dugc cép s6 ding ky Iuu hanh tai Viét Nam.

Ly do: Thubc khong dat tidu chudn chét luong theo qui dinh vé& quan ly chit
lugng thubc ctia Bo Y té.

Pidu 2. Pinh chi luu hanh trén toan qubc va thu hdi toan b6 thubc trong
Danh muc ban hanh kém theo Quyét dinh nay. Cac co s& nhap khiu, ty thac nhap
khiu cac thudc néu trén thuc hién théng bao thu hdi, thu hdi va bao céo két qua thu
hdi thudc theo qui dinh tai Thong tur s6 09/2010/TT-BYT ngay 28/4/2010 ctia B6 Y
té huéng dan quan 1y chit luong thube.



Piéu 3. Ngimg tiép nhan hd so ding ky 1an dau, hd so dang ky lai va khong
chp sb ding ky Iuu hanh thubc déi véi cac hd so da ndp do cbéng ty Syncom
Formulations (India) Ltd ding ky ho#c san xuét trong thoi han 24 théng.

Piéu 4: Ngimg tiép nhan, xem xét hd so nhap khiu thudc dbi véi céc thube
do céng ty Syncom Formulations (India) Ltd ding ky hodc san xuét trong thdi han
24 thang.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Pidu 6. Giam dbc S& Y té cac tinh, thanh phé truc thude Trung wong, Giam
dbe cac don vi kinh doanh thuéc, Gidm dbc co s& ding ky va/hodc san xuit céc
thuéc néu tai Diéu 1, 2, 3, 4 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhén:

- Nhu Diéu 6;

- BT. Nguyén Thi Kim Tién (dé b/c);

- Céc Thi trudng ( dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cuc Y té - Bo Cong an;

- Cuc Y t& Giao thong v4n tai - B6 Giao thong van tai; X

- Tng cuc Hai quan - B Tai chinh, Bao h1em X4 hoi Viét Nam; .
- Vu Phép ché, Cuc Quan ly Y, Duoc cd truyen Cuc Quén ly Kham g
chita bénh, Thanh tra B6 Y té, Vién KN thubc TW, Vién KN thube™

TP. HCM: Truwong Qudc Cwong
- Téng Céng ty Dugc Viét Nam, Hiép hgi SXKD Duge, Cac Cong ty

XNK Dugc pham

- Cac Bénh vién & Vién c6 givdng bénh tric thude Bo Y té;

- Website Cuc QLD, Tap chi Dugc & M§ phim-Cuc QLD;

-Luu:VP,QLKDD,QLCLT,TTra, DPKT(12).




BOYTE

CUC QUAN LY DUGQC

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phuc

‘ DANH MUC THUOC BI RUT SO PANG KY, PINH CHI LUU HANH ,
VA THU HOI DO CONG TY SYNCOM FORMULATION (INDIA) PUNG TEN PANG KY

(Ban hanh kém theo Quyét dinh s6 233/0OP-QLD ngay 4§ thing S ndm 2015)

Cong ty ding ky: Syncom Formulations (India) Limited (d/c: 7 Niraj Industrial
Estate, off, Mahakali Caves Road, Andheri (East), Mumbai-400093, India).
Nha san xuat: Syncom Formulations (India) Limited (d/c: 256-257 Sector-1,

Pithampur Dist, Dhar, India).

STT Tén thude Hoat chit Dang bao ché $6 ding ky
1 | Omeprazole capsules 20mg | Omeprazole 20mg Vién nang VN-11336-10
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lip - Tw do - Hanh phic
Sé: ¢/ /QP-QLD Ha Ngi, ngay ;¢ thdng 5 ndm 2015
SO Y TE TINH KHANH HOA
ose U§EH QUYET PINH

DEN Nga?%éﬁ V& viée dirng nhip khau, dirng xem xét, tiép nhan hd so

nhap khéu thudc, ho so diing ky thube

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Dugc ngay 14 thang 6 nam 2005;

Can ctr Nghi dinh s6 63/2012/NP-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co ciu td chuc cia Bo Y té;

Can cir Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia B6 truéng Bo Y té
quy dinh chirc ndng, nhiém vu, quyén han va co céu té chirc cia Cuc Quan 1y Duoc
thudc BY Y té;

Can cir Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cia B Y té quy dinh
viéc dang ky thudc;

Can ctr Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia B4 Y té hudng
dan viéc quan 1y chét lugng thudc;

Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 ctia B6 Y t& hudéng dén
hoat dong xudt khau, nhap khau thudc va bao bi tiép xtc truc tiép véi thude.

Xét dé nghi cia Trudng phong Thanh tra dugc, m§ phim, Trudéng phong
Ping ky thudc va Trudng phong Quan ly chét lwong thube - Cuc Quén ly Duoc,

QUYET PINH:

Piéu 1. Ngimg nhap khdu thudc do cong ty Nestor Pharmaceuticals Ltd,
India cung cép hodc san xuét trong thoi han 24 thang.

*Ly do: Thudc khong dat tidu chuén chat luong theo qui dinh vé quan 1y chét
lugng thudc ciia B Y té.

Pitu 2. Dinh chi luu hanh trén toan qudc va thu hdi toan b cac thube trong
Danh muc ban hanh kém theo Quyét dinh nay. Cac co s& nhéap khau, uy thac nhép
khiu céc thudc néu trén thuc hién théng béo thu hdi, thu hdi va bao céo két qua thu
hdi thudc theo qui dinh tai Thong tir s6 09/2010/TT-BYT ngay 28/4/2010 ctia B6 Y
té huéng dan quan ly chét lugng thude.



Pidu 3. Ngimg tiép nhan hd so ding ky 1an dAu, hd so ding ky lai va khong
chp sb ding ky luu hanh thudc dbi voi cdc hd so dd nép do cong ty Nestor
Pharmaceuticals Ltd India déng ky ho#ic san xuét trong thoi han 24 thang.

Pidu 4: Ngimg tiép nhan, xem xét hd so nhip khiu ddi vé6i cac thube do
cong ty Nestor Pharmaceuticals Ltd, India cung cip hodc san xuét trong thdi han 24
thang.

Piéu 5. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam dbc S& Y té céc tinh, thanh phé truc thudc Trung uong, Gidm
dbc cac don vi kinh doanh thudc, Gidm ddc co s& dang ky va/hodc san xuét cac
thubc néu tai Piéu 1, 2, 3, 4 chju trach nhiém thi hanh Quyét dinh nay.

No'i nh.&n N ff‘.ﬂg‘-‘rb«.‘qh)umcvc TRU
- Nhu Diéu 4; Pt

- BT. Nguyén Thij Kim Tién (dé b/c); ;oo
- Céc Thir truémg ( dé b/c); { M

- Cac Phé Cuc trudng Cuc QLD; I

- Cuc Quan Y - B4 Qubc phong, Cuc Y té - B6 Cong an; }g 7

- Cuc Y té Giao théng van tii - B Giao thong vén tai; N L
- Téng cuc Hai quan - Bd Tai chinh, Bao hlem X4 hoi Viét Nam¥:, - . i —
- Vu Phap ché, Cuc Quan ly Y, Dugc cb truyen Cuc Quan ly KhW

chira bénh, Thanh tra B§ Y t&, Vién KN thubc TW, Vién KN thudc X .

TP. HCM,; Truwong Quoc Cuwong

- T6ng Coéng ty Dugc Viét Nam, Hiép héi SXKD Durgc, Cac Cong ty

XNK Dugc phim;

- Céac Bénh vién & Vién c6 giudng bénh truc thuéc B Y té:

- Website Cuc QLD, Tap chi Dugc & M§ phim-Cuc QLD;

- Luu: VP, QLKDD, QLCLT, TTrD-MP, BXT(12).

JESE




BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic

DANH MUC CAC THUOC PINH CHIi LUU HANH VA THU HOI DO
CONG TY NESTOR PHARMACEUTICALS LIMITED INDIA PUNG TEN PANG KY

(Ban hanh kém theo Quyét dinh so 5 28 )1QP-QLD ngay 24 théng 5 ndm 2015)

Cong ty ding ky: Nestor Pharmaceuticals Limited, India (d/c: B-24/3 Okhla
Industrial Area, Phase I1, New Delhi 110020, India).

Nha san xuat: Nestor Pharmaceuticals Limited, India (d/c: 11, Western
Extension Area, Faridabad 121 001, Haryana, India).

STT Tén thudc Hoat chat Dang bao ché S6 ding ky

1 | Nesmox-250 Amoxicillin 250mg Vién nang cung VN-12331-11

Vién nang chira hat bao

tan trong rudt VN-12333-11

2 | Ulcez Omeprazole 20mg

" CUCTR ONG

' Truong Qudc Cuing
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