BO GIAO THONG VAN TAI  CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Doc 1ap - Tw do - Hanh phiic

Sé: 404 /CYT-NVYD&TTBYT Ha Ngi, ngay A5 thdng 5 ndm 2015

V/v rit s6 dang ky luu hanh thuéc ra
khoi danh muc cac thude duoc clp
s6 dang ky luu hanh tai Viét Nam.

Kinh gui:
- Céac Bénh vién, Phong kham da khoa GTVT;
- Cac Trung tdm y té chuyén nganh GTVT.

Ngay 30/12/2014, Cuc Quan ly dugc -B6 Y té c6 Quyet dinh s6 710/QD-
QLD vé viéc dimg xem xét, tiép nhan hd so nhép khau, ho so dang ky thudc va
rat s6 dang ky thude ra khoi danh muc cac thude dugc cép sb déng ky tai Viét
Nam d6i véi cong ty Austin Pharma Specialties Company. Ly do: Thubc khong
dat tiéu chudn chat lugng theo quy dinh vé quan ly chét luong thuoc cuaBOY té
va kinh doanh nguyén liéu omeprazol, pantoprazol khong ro nguon gbc xudt xir
(c6 Danh muc céc thudce rat sb déng ky va Danh muc céac thudc dinh chi luu

hanh kém theo).

Cuc Y t€ GTVT théng bao dé cac don vi biét va thuc hién./. .

Noi nhin: CUC TRUONG
- Nhu trén; :
-Luu: VI, NVYD&TTBYT.
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‘//a cac thude duge cAp s6 dang ky tai Viét Nam

UC Y TE GIAD THONG VAN TAl;

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

Sé: (g9 /QP-QLD Ha Noi, ngay 43 thdng 4 ndm 2015

QUYET PINH
Vé viée dirng xem xét, tiép nhan ho so nhap khau, hé so ding ky thude
va riit s diang ky lwu hanh thudce ra khéi danh muc
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Can ctr Luat Dugc ngay 14 thang 6 nam 2005; L0 ';

Cin ctr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phi quy
dinh chirc ndng, nhiém vy, quyén han va co cdu t6 chuc ctia BO Y té;

Can cur Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia BO truong BO Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu td chire ciia Cuc Quaén ly Dugc
thugc B Y té;

Cian cr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y té quy
dinh viéc dang ky thudc; ,

Can cir Théng tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia Bo Y té hudng
dan viéc quan ly chat luong thudc;

Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 ciia Bo Y té hudng dan
hoat dong xuat khau, nhap khau thudc va bao bi tiép xuc truc tiép véi thude.

Xét dé nghi ciia Truong phong Thanh tra duge, my phim, Trudng phong
Pang ky thudc va Trudng phong Quén ly chét lugng thude - Cuc Quan 1y Duoc,

QUYET DINH:

Piéu 1. Rit toan bd sb dang ky thubc do cong ty Austin Pharma Specialties
Company dung tén dang ky trong Danh muc ban hanh kém theo Quyét dinh nay ra
khéi Danh muc cac thudc duoc cép ) dang ky luu hanh tai Viét Nam.

*Ly do: Cung cép thudc khdng dat tiéu chudn chét luong theo qui dinh vé
quan ly chat luong thube cua BS Y t& va kinh doanh nguyén li€u omeprazol,
pantoprazol khéng rd ngudn gde xuét xi.



Pidu 2. Dinh chi luu hanh trén toan quéc va thu hdi toan bd cac thude trong
Danh muc ban hanh kém theo Quyét dinh nay. Céc co s6 nhap khau, 0y thac nhap
khiu cc thude néu trén thuc hién thong bao thu hdi, thu hdi va bao cao két qua thu
hdi thubc theo qui dinh tai Théng tu s6 09/2010/TT-BYT ngay 28/4/2010 cua Bo Y
té huéng dan quan ly chit lugng thudc.

Pidu 3. Ngimg tiép nhan hd so dang ky 1an dau, ho so dang ky lai va khong
chp sb dang ky luu hanh thubc dbi véi cac hd so di ndp do cong ty Austin Pharma
Specialties Company dang ky hodc san xuét trong théi han 24 thang.

Diéu 4: Ngimg tiép nhéan, xem xét hd so nhap khau thudc déi voi cac thude
do cong ty Austin Pharma Specialties Company dang ky hoac san xuat trong thoi
han 24 thang.

Pidu 5. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Pidu 6. Giam dbc SO Y té cac tinh, thanh phé truc thudc Trung wong, Gidm
dbc cac don vi kinh doanh thubc, Gidm dbc co so dang ky va/hodc san xuit cac
thubc néu tai Piéu 1, 2, 3, 4 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Diéu 4;

- BT. Nguy&n Thi Kim Tién (dé b/c);

- Céc Thur truéng ( dé b/c);

- Cac Phé Cuyc trudng Cuc QLD;

1+ Cuc Quén Y - B6 Qudc phong, Cuc Y té - Bo Cong an:
- Cuc Y té Giao thong van tai - B Giao thong vén tai; ‘
- Tong cuc Hai quan - B Tai chinh, Bao hlem X3 hot Viet Ny N
- Vu Phap ché, Cuc Quan ly Y, Dugc co truyén, Cuc Quan ly Riggm S
chira bénh, Thanh tra By Y té, Vién KN thudc TW, Vién KN thusE=== 2 .
TP. HCM; Truong Quoc Cuwong
- Téng Céng ty Dugc Viét Nam, Hiép hoi SXKD Duogc, Cac Cong ty

XNK Dugc pham;

- Cac Bénh vién & Vién c6 giuong bénh truc thuc BO Y té;

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

- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT(12).
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM

Doc ldp — Tu do — Hanh phic

DANH MUC CAC THUOC BJ RUT SO DANG KY DO CONG TY AUSTIN PHARMA
SPECIALTIES COMPANY., HONGKONG PUNG TEN DANG KY

(Ban hanh kém theo Quyét dinh s 199 /QD-QLD ngay 13 thang 4 nim 2015) _

1. Cong ty ding ky: Austin Pharma Specialties Company., Hongkong (d/c: Unit
R2U G/F Valiant Ind. Ctr 2-12 Au Pai Wan St. Fo Tan Shatin, Nt., Hongkong)

1.1. Céng ty san xuit: Changchun Global Trust Pharmaceutical Co., Ltd., China
(d/c: 5Km, Changji road, Anlongquan, Changchun, Jilin., China).

STT Tén thuoc Hoat chat Dang bio ché So ding ky
1 | Chymotrypsin  for | Chymotrypsin 5000 I.U Bot dong kho pha VN-15218-12
Injection 5000TU tiém

1.2. Cong ty san xuit: Eurolife Healthcare Pvt., Ltd., India (d/c: Khasra No-242,
Village Bhagwanpur, Roorkee Dist. Haridwar, Uttarakhand., India).

STT Tén thudc Hoat chat Dang bao ché So diing ky
2 | Acyclolife Aceclofenac 100mg Vlel;&?} bao VN-17257-13
. Clopidogrel (du6i dang Clopidogrel | Vién nén bao : )
3 | Cloplife 75 bisulphate) 75mg phim VN-16953-13
. 1ci in - Dung dich v6
4 | C-Pac eyelear drop g;ﬁlf;‘;ﬁygﬁ/ ﬁﬁe khuin dénho | VN-14459-12
© m#t/nho tai

Viénnénbao | VN-14460-12

5 | Eurocet Cetirizine Dihydrochloride 10mg phim
Levofloxacin (duéi dang Vién nén bao )
6 | Euroflox 500 Levofloxacin hemihydrat) 500mg phim VN-17259-13
7 | Eurosim Simvastatin USP 10mg V"“; Efn‘; bao | yN-14912-12
8 | Eurostat-A Atorvastatin 10mg V‘e‘;&e; ba0 | yN-12857-11
9 | Burostat-A20 Atorvastatin 20mg V‘enp‘;f:a b0 | yN-12858-11
Indometacin . ‘n -
10 Capsules BP 25mg Indometacin 25mg Vién nang VN-12860-11
11 | Lanlife - 30 Lansoprazole 30mg Vién nang VN-12861-11
Loperamide . ‘n

12 Capsules BP 2mg Loperamide HCI 2mg Vién nang VN-13499-11
13 | Panlife Pantoprazole 40mg Vién-nén VN-12863-11
14 | Slimlife-60 Orlistat | (. 60me Vién nang cimg | VN-16579-13

Capsules 60mg




== - Chambers, Nariman Point, Mumbai- 400 021., India).

1.3. Cong ty sin xuit: Eurolife Healthcare Pvt., Ltd., India (d/c: 69-A, Mittal

STT Tén thudc Hoat chat Dang bao ché | So ding ky
Piperacilin (du6i dang Piperacilin
N ' natri) 4g; n "
15 | Piperlife-Tazo 4.5 Tazobactam (dui dang Botphatiém | VN-17647-14
Tazobactam natri) 0,52
Cefoperazone ( du6i dang
: Cefoperazon natri) 500mg; n A 3 )
16 . | Cefozone-S Sulbactam (dui dang Sulbactam B6t pha tiém VN-17258-13
natri) 500mg
. Omeprazole (duéi dang Bot pha tiém 3
17 | Zolelife Omeprazole natri) 40mg finh mach VN-18154-14
18 | Cyclolife Acyclovir 200mg Vién nén - VN-11222-10
19 | Telmilife 80 Telmisartan §0mg Vién nén VN-12594-11
20 | Telmilife 40 Telmisartan 40mg Vién nén VN-12593-11
21 | Azieurolife Azithromycin 250mg Vién nang VN-13801-11

1.4. Cong ty san xuit: Eurolife Healthcare Pvt., Ltd., India (d/c: Khasra No.520,
Village Bhagwanpur, Roorkee, Dist. Haridwar, Uttarakhand., India).

STT Tén thudc Hoat chat Dang bao cheé So ding ky
. Dung dich

22 | Oflolife L.V Ofloxacin 200mg/100ml truyén tinh VN-18153-14
mach

23 | Omlife capsules Omeprazole 20mg Vién nang VN-12862-11

24 | Fexlife Fexofanadine Hydrochloride Vién nfén bao VN-12859-11
120mg phim

25 | C-Pac Ciprofloxacin 500mg V’e‘;l‘]‘f; bao | yN_12856-11

26 | Ciplife Ciprofloxacin 200mg/100m! D“"%rﬂl'y‘gl‘l“em VN-10453-10

27 | Glucolife Glucose 25mg/100ml D“n%rg‘y‘a“em VN-10454-10

28 | Cefolife Cefotaxime 1g Bot pha tiém | VN-13294-11

1.5. Cong ty san xuit: Flamingo Pharmaceuticals Ltd, India (d/c: R-662, TTC
Industrial Area, Rabale, Navi (New) Mumbai 400 701., India).

. .|.STT Tén thudc Hoat chit Dang bio ché So ding ky
29 | Omeprazole Capsules 20mg | Omeprazole 20mg Vién nang VN-14913-12
30 | Tramadol Capsules BP 50mg | Tramadol HCl 50mg Vién nang VN-10456-10
31 | Hydrocortisone sodium | Hydrocortison
succinate for Injection BP | 100mg/lo B6t pha tiém VN-10455-10
100mg
32 | Etoricoxib Tablets 60mg Etoricoxib 60mg Vler; ]Igljer]; bao VN-11227-10




33 | Etoricoxib Tablets 120mg Etoricoxib 120mg Vler;) Elerrrll bao VN-11226-10

34 | Etoricoxib Tablets 90mg Etoricoxib 90mg Vlérll) }r:lenri bao VN-11228-10

35 | Ibuprofen Tablets BP 600mg | Ibuprofen 600 mg Vién nén VN-11229-10

36 | Ibuprofen Tablets BP 200mg | Ibuprofen 200 mg Vién nén bao VN-11975-11
dudng

37 Iggrslil;tan Potassium Tablets | Losartan kali 50mg Vién nén VN-11976-11

38 | Vertiflam remanzne PP viennen | VN-13802-11

1.6. Cong ty san xuit : Miracle Labs (P) Ltd., India (d/c: 449, Solanipuram,
Roorkee-247667, Uttarakhand., India)

STT Tén thudc Hoat chat Dang bao ché So ding ky
39 | Atormin 20 Atorvastatin 20mg Vién nén bao phim VN-13500-11
Ciprofloxacin (dudi dang . . Ee s
40 | Cipromir Ciprofloxacin hydrochlorid) Dung dﬁl,nh(.) mat va VN-17839-14
o tai
3mg/ml
41 | Clopmir Clopidogrel 75mg Vién nén bao phim VN-15219-12
42 | Esomir Esomeprazole 40mg B4t pha tiém VN-15220-12
43 | Etromir-90 Etoricoxib 90mg Vién nén bao phim VN-18155-14
44 | Itramir Itraconazole 100mg Vién nang VN-12865-11
45 | Levomir 10 Levocetirizine 10mg Vién nén bao phim VN-16954-13
46 | Meromir Meropenem 1g Bt pha tiém VN-15221-12
47 | Miracef 100 Cefpodoxim 100mg Bt pha udng VN-15222-12
48 | Miracef 200 Cefpodoxime 200mg Vién nén bao phim VN-12866-11
~ \ x
49 | Miracef 50 OS | Cefpodoxime 50mg/5ml Botphathanhhon |y 14467 1
dich dé uong
50 | Miracin Levofloxacin 500mg Vién nén bao phim VN-15724-12
51 | Miraclav 1000 Arl}oxxc111ne §25mg; Vién nén bao phim VN-12867-11
Acid clavulanic 125mg
. Amoxiciline 500mg; Ao .
52 | Miraclav 625 Acid Clavulanic 125mg Vién nén bao phim VN-12868-11
53 | Miradone Amiodarone 200mg Vién nén VN-12869-11
54 | Miraoflo Ofloxacin 200mg Vién nén bao phim VN-18156-14
55 | Mirapan Pamtoprazol 40mg Thudc bt pha ti€ém VN-14006-11
56 | Mirapime Cefepime 1g/lo Bot pha tiém VN-13501-11
57 | Miratan 25 Losartan potassium 25mg Vién nén bao phim VN-14462-12
58 | Miratan 50 Losartan potassium 50mg Vién nén bao phim 'VN-14463-12
. i Losartan potassium 50mg A .
59 | Miratan-H Hydrochlorothiazide 12,5mg Vién nén bao phim VN-14464-12
60 | Miratel 80 Telmisartan 80mg Vién nén VN-12173-11
. Ceftriaxone (dudi dang A =
61 | Miraxone Cefiriaxone natri) 1g/lo Bét pha tiém VN-16580-13
62 | Mirazole Lansoprazole 30mg Vién ARG JANTONE | YN-12871-11
63 |Rabemir 10 | Rabeprazole sodium 10mg Viénnéntantrong |y 1619913

rudt




64

Rabemir 20

| Rabeprazole sodium 20mg

Vién nén tan trong
rudt

VN-15223-12

65

Rosumir 20

Rosuvastatin 20mg

Vién nén

VN-13502-11




BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phic

DANH MUC CAC THUOC PiNH CHI LUU HANH VA THU HOI DO CONG TY
AUSTIN PHARMA SPECIALTIES COMPANY, HONGKONG PUNG TEN PANG KY

(Ban hanh kém theo Quyét dinh s6149/QD-QLD ngay{3thang 4 nam 2015)

1. Cong ty ding ky: Austin Pharma Specialties Company., Hongkong (d/c: Unit
R2U G/F Valiant Ind. Ctr 2-12 Au Pai Wan St. Fo Tan Shatin, Nt, Hongkong).

1.1. Céng ty san xuat: Burolife Healthcare Pvt., Ltd., India (d/c: Khasra No-242,
Village Bhagwanpur, Roorkee Dist. Haridwar, Uttarakhand, India).

STT Tén thudc Hoat chat Dang bao ché S6 ding ky
| | Eurostat-A20 Atorvastatin 20mg V‘enp’ﬁ‘;; bao | yN-12858-11
Loperamide . i :
2 Capsules BP 2mg Loperamide HC1 2mg Vién nang VN-13499-11
3 | Panlife Pantoprazole 40mg Vién nén VN-12863-11

1.2. Cong ty san xuit : Miracle Labs (P) Ltd., India (d/c: 449, Solanipuram,
Roorkee-247667, Uttarakhand., India)

STT | Tén thudc Hoat chit Dang bao ché S6 dang ky
4 | Atormin 20 Atorvastatin 20mg Vién nén bao phim VN-13500-11
5 | Miracef 100 Cefpodoxim 100mg Bét pha udng VN-15222-12
6 | Miracef 50 OS | Cefpodoxime 50mg/5ml Bot pha thanh hén VN-14461-12

dich dé udng

T rwong Quéc Cudng



