BOYTE

CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc l1ap - Tu do - Hanh phic

DANH MUC CAC THUOC BI RUT SO DANG KY DO
CONG TY ATOZ PHARMACEUTICALS PVT SAN XUAT

(Ban hanh kém theo Quyét dinh s6 440 /QD-QLD ngdy OFthéng 9 nam 2016)

1 Cong ty dang ky: Cong ty Amtec Healthcare Pvt., Ltd. (@c: 204, Dattasai
Complex, RTC Cross Road, Hyderabad 500020, India).

1.1. Nha sin xuit: Cong ty Atoz Pharmaceuticals Pvt, Ltd.

Nagar Ambattur, Chennai - 600 053, India).

(dlc: No. 12 Balaji

STT Tén thuée Hoat chit Dang bao ché S6 ding ky
1 Glimetoz-2 . Glimepiride Vién nén VN-12150-11*
“,{,s & i Losartan

3 i ¢ potassium; o ; . tea

2 L Sartan flus S Bydrochlorothiazi Vién nén bao phim | VN-12151-11
il de
3 Zolmycin 150 Clindamycin HCL vién nang clmg VN-13479-11*
Levocetirizine . :
4 Cetlevo 5 dihydrochloride Vién bao phim VN-13985-11
S Neopride-5 Mosaprid Citrate | Viénnén bao phim | VN-13986-11
6 Optilip-20 Atorvastatin calci Vién bao phim VN-13987-11
7 Colirova-10 Rosuvastatin calci | vién nén bao phim | VN-14437-12
8 Colirova-5 Rosuvastatin calci | vién nén bao phim | VN-14438-12
B Flunarizine .
9 Migazine-5 Hydiockloride Vién nang VN-14439-12
. Pantoprazole natri | Vién nén bao tan
10 Pentozil-40 sesquiliydrate trong rudt VN-14440-12
Omeprazole (dang
11 Polymex-20 hat bao tan trong vién nang cimg VN-14441-12
rudt)
Fexofenadine : "

12 Texofen-60 Hydrochloride Vién nén bao phim | VN-14442-12
13 V-Sartan 160 Valsartan vién nén bao phim | VN-14443-12




14 V-Sartan 80 Valsartan vién nén bao phim | VN-14444-12
Rabeprazole Vién nén bao tan

15 Rabosec-20 Sodiith S VN-14901-12
Levofloxacin ; :

16 Zolevox -500 henihydeut vién nén bao phim | VN-15710-12

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




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Boclap - Tw do - Hanh phic
S6: 440 /QP-QLD Ha Ngi, ngay 07 thang 9 nim 2016
QUYET PINH
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Ve viée nglrng xem xét, tiep nhan ho so nhap khau, ho so ding ky thude
va rit so ding ky luvu hanh thuoe ra khéi danh muc

7 A I: /( b Y 2 . *A B
cac thuoce duge cap so dang ky tai Viét Nam.

CUC TRUGNG CUC QUAN LY DUQC

Cén cir Ludt Dugce ngay 14 thang 6 ndm 2005;

Can ctr Nghj dinh sé 63/2012/NB-CP ngay 31/8/2012 ctia Chinh pht: quy
dinh chirc néng, nhiém vy, quyén han va co cdu td chire clia Bo Y té; /

Can ot Quyét dinh s6 3861/QB-BYT ngay 30/9/2013 ctia BS trudng BO Y &
auy dinh chite ning, nhiém vy, quyén han va co chu t chite clia Cuc Quan 1Y Durge
thude BS Y té;

C#n o Thong tu 8 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy dinh
vide dang k¥ thubc; ,

Can ¢ Théng tu sb 09/2010/TT-BYT ngay 28/04/2010 ctia Bo Y t& hudng
J&n viée quan 1y chét lrong thudc;

Can o Thong tu 47/2010/TT-BYT ngay 29/12/2010 ctia Bo Y té hudng din
hoat dong xuat khéu, nhap khau thube va bao bi tiép xitc truc tiép véi thube.

Xét d& nghi cta Trudng phong Thanh tra duge, my pham, Trudng phong
Quan ly chat Juong thude va Phu trach phong Pang ky thude - Cue Quan 1y Duge,

QUYET PINH:

Picu 1. Rut toan b s6 dang ky thuoe do Cong ty Atoz Pharmaceuticals Py,
Ltd san xuét trong Danh muc ban hanh kém theo Quyét dinh nay ra khéi Danh muc

cée thube duge cap sb ding ky luu hanh tai Vidt Nam.

*Ly do:

- San xuét thude khéng dép ving céc nguyén tic, tiéu chuin GMP-WHO;

- San xuit thude khong ding véi hd so ding ky thude da duge By Y té xét duys..

Digu 2. Céc thube trong Danh muc ban hanh kém theo Quyét dinh nay duos
nhép khau vao Viét Nam trude ngdy Quyét dinh nay c6 hidu luc chi duoce tiép tuc
iru hanh ¢én hét han ding cta thubc khi ¢ phiéu kidm nghiém dat yéu cau chét
lrgng cua co so kiém nghiém thudc ¢6 tén trong Cong van sb6 3256/QLD-CL ngay
05/3/2014 ctia Cuc Quan Iy Dugc vé viée hudng din bd sung viée kiém tra chét

lugng thude nhéap khéu theo tinh thin cong van sé 13719/QLD-CL.

!



Diéu 3. Ngimg ti€p nhin mdi ho so dang ky thude, hd so nhap khiu th
va nglng xem xét hd so nhap khéu thude, ngung cap so didng ky heu hanh
v6i cée thude do Cong ty Atoz Pharmaceuticals Pvt, Ltd san xuit trong thoi han 24
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Dicu 4. Quyét dinh nay c¢6 hiéu lyc ké tir ngdy ky ban hanh.

<\ vz £ . L .. . 2 - L
Di¢u 5. Gidm doc 8¢ Y té céc tinh, thanh phd truc thude Trung u cmg. Giam
¢ céc don vi kinh doanh thube, Gidm déc co s& dang ky va/hodc sén xuat o
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thude néu tai Piu 1, 2, 3 chiu tréch nhiém thi hanh Quyét dinh na

Noinhin: CUC TRU.{:}%" G
- ?\nu' Daéu D

- BT. Ngu; vén Thi Kim Tién (dc b/c);

- Céc déng chi Thir trudmg ( aé ble); /-;”V
- uuc Qudn Y - By Quéde phong, Cuc Y té - Bé Cong an; i ,
CucY té Giao thdng vin tii - BY Giao théng vén tai; ,,»" =
-7 one cuc Hai quan - B T2i chinh, Bao hxem Xa hoi Viét N ;\w,.,/

- Vy Phip ché, Cuc Quan Iy Y, Duge b tmycn Cuc Quan xy &
chita b¢nh, Thanh tra B Y té, Vién KN thude TW, Vién I&_N*
TP. HCM; N «@&
- Téng Céng ty Duge Viét Nam, Hl@p hoi SXKD Duge, Cac Congty Tru'(rnc QUOC Cudng
XNK Drrge 'marn

- Céc Bénh vién & Vién c6 givong bénh tryc thude Bo Y té;

- Fap chi Duoe & My phdm-Cuc QLD;

- Laru: Céc phong thuge Cuc QLD, VP (02b).
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1.1. Nha sz’m xudt: Cong ty Atoz Pharmaceuticals Pvt, Ltd, (d/c:

DANH MYC CAC THUOC BI RUT SO DANG KY 1

CONG HOA XA BOI CHU NGHIA VIRT Nadi

boc lap - Tu do - Hanh phiic

CONG TY ATOZ PHARMACEUTICALS PVT SAN ’*{

ty dang ky: Cong ty Amtec Healthcare Pvt., Ltd. (d/:

x, RTC Cross Road, Hyderabad 500020, India).

Nagar Ambattur, Chennai - 600 053, India).
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| Cveyvyr | A__~ A A 1 A Ct A
% STT | Tén thuoc Hoat chat Dang bao che | S6dingk
bl Glimetoz-2 Glimepiride Vién nén | VN-12150-]
E Losartan
Poa : potassium; " SV R
. 2 | L-Sartan Plus . .| Viénnénbaophim | VN-12151-
? - Hydrochlorothiazi : |
|
: de e )
i
{3 Zolmycin 150 Clindamycin HCL vién nang cung VN-13
L : Levocetirizine . o s
P4 Cetlevo 5 . o Vién bao phim VIN-13683-
| dihydrochloride
(5 Neopride-5 Mosaprid Citrate | Vién nén bao phim t YN-13286-
6 Optilip-20 Atorvastatin calci Vién bao phim VIN- -
7 Colirova-10 Rosuvastatin calci | vién nén bao phim | VN-14437-
8 Colirova-5 Rosuvastatin calei | viénnén bao phim | VN-
9 s Flunarizine . . 5
G Migazine-5 o . Vién nang N-
Hydrochloride
77 : Pantoprazole natri Vién nén bao tan R
10 Pentozil-40 P ‘ e VN-14440-
sesquihydrate trong rudt
Omeprazole (dang
11 Polymex-20 hat bao tan trong vién nang cimg VN-1
- rudt) B
!
: Fexofenadine L e .
12 Texofen-60 S Vién nén bao phim | VN-14442
Hydrochloride -
13 V-Sartan 160 Valsartan vién nén bao phim VIN-14443

204 Datrorea:



V-Sartan 80

Valsartan

vién nén bao phim VN-14444-12

15

Rabosec-20

Rabeprazole
Sodium

Vién nén bao tan
trong rudt

Zolevox -500

Levofloxacin
hemihydrat

vién nén bao phim VIN-15710-12

(*): 86 dang k¥ thu6c da hét hiu luc.
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