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CONG HoA xl\. HOI CHU NGHIA VIET NAM. . .
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S6: ~O.~ /CYT-NVYD&TTBYT
VIv rut s6 dang ky hru hanh thuoc ra
khoi danh muc cac thuoc duoc cap
s6 dang ky luu hanh tai Viet Nam.

Ha N9i, ngay)5 thang 5 nam 2015

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

Ngay 3011212014, Cue Quan ly dtroc - B(>Y t~ co Quyet dinh s6 7101QD­
QLD vS viec dung xem xet, ti~p nhan h6 sa nhap khau, h6 sa dang ky thuoc va
rut s6 dang ky thu6c ra khoi danh muc cac thu6c duoc c~p s6 dang ky tai Viet
Nam d6i voi cong ty Austin Pharma Specialties Company. Ly do: Thuoc khong
dat tieu chuan ch~t hrong thea quy dinh vS quan 1ychat hrong thuoc cua B(>Y t~
va kinh doanh nguyen lieu omeprazol, pantoprazol khong r5 nguon g6c xu~t xu
(co Danh mvc cac thu6c rut s6 dang ky va Danh mvc cac thu6c dinh chi lUll
himh kern theo).

Cvc Y t~ GTVT thong bao d~ cac dan vi bi~t va th\Xchi~n./."ht

NO'inh{in:
- Nhu tren;
- Luu: VT, NVYD&TTBYT.

Cl)CTRUONG



BOYTE
C1)C QUAN LV Dlf(JC

S6:)Qg IQD-QLD

CQNG HO..\ X.~HOI CHl) NGHiA VIET NAl\1. . .
DQc I~p - TlJ do - H~nh phuc

Ha N9i, ngay /(:; thang 4 ndm 2015

QUVETDINH
V~ vi~c dung xem xet, ti~p nh~n h6 so nh~p khau, h6 so' dang ky thudc

va rut sc3dang ky luu hanh thuc3c ra khoi danh muc

Can cir Luat Diroc ngay 14 thang 6 nam 2005;
Can cir Nghi dinh s6 63/20121ND-CP ngay 31/8/2012 cua Chinh phu quy

cac thudc durrc cip sc3dang ky tai Viet Npl~ _ _ __ ._
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".X:14" .
dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua B(>Y ts;

Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS
quy dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua C\lCQuan Iy Diroc
thuoc BQY tS;

Can cir Thong tir s6 44/2014/TT-BYT ngay 2511112014 cua B(>Y tS quy
dinh viec dang ky thuoc;

Can cir Thong tir s6 09/20101TT-BYT ngay 28/04/2010 cua B(>Y tS hu6ng
d~n vi~e quan ly ch~t lUQ'ngthu6e;

Can eu Thong tu 47/2010/TT-BYT ngay 29112/2010 cua B(>Y tS hu6ng d~n
ho?t d(>ngxu~t kh~u, nh~p kh~u thu6e va bao bi tiSp xuc tqrc tiSp v6i thu6c.

Xet dS nghi cua Truong phong Thanh tra duQ'c,my ph~rn, Truong phong
Dang ky thu6c va Truong phong Quan ly eh~t lugng thu6c - C\lCQuan Iy DuQ'c,

QUVET DINH:

Di~u 1.Rut to~mb(>s6 dang ky thu6c do cong ty Austin Pharma Specialties
Company dung ten dang ky trong Danh m\lc ban hanh kern thea QuySt dinh nay ra
khoi Danh rn\lc cac thu6e duQ'cc~p s6 dang ky lUllhanh t?i Vi~t Narn.

*Ly do: Cung e~p thu6e khong d?t tieu chu~n ch~t lugng thea qui dinh vS
quan Iy ch~t lugng thu6e eua B(>Y tS va kinh doanh nguyen li~u orneprazol,
pantoprazol khong r5 ngu6n g6c xu~t xu.



I>i~u 2. Dinh chi hru hanh tren toan quoc va thu h6i toan bQ cac thuoc trong
Danh muc ban hanh kern theo Quyet dinh nay. Cac co sa nhap khau, uy thac nhap
khau cac thuoc neu tren thuc hien thong bao thu hoi, thu h6i va bao cao k~t qua thu
h6i thuoc theo qui dinh tai Thong ur s6 09/2010/TT-BYT ngay 28/4/2010 cua BQY
t~ huang d~n quan Iy chat hrong thuoc,

I>i~u 3. Ngirng ti~p nhan h6 sa dang ky l§.nd§.u, h6 sa dang ky lai va khong
clip s6 dang ky hru hanh thu6c d6i voi cac h6 sa d§:nQP do cong ty Austin Pharma
Specialties Company dang ky hoac san xuat trong thai han 24 thang.

I>i~u 4: Ngirng ti~p nhan, xem xet h6 sa nhap khau thuoc d6i voi cac thuoc
do cong ty Austin Pharma Specialties Company dang ky hoac san xuat trong thai

han 24 thang.
I>i~u 5. Quy~t dinh nay co hi~u Ivc k~ tir ngay ky ban hanh.
I>i~u 6. Giam d6c Sa Y t~ cac tinh, thanh ph6 tnlc thuQc Trung uang, Giam

d6c cac dan vi kinh doanh thu6c, Giam d6c ca sa dang ky va;ho~c san xu~t cac
thu6c neu t~i DiSu 1,2,3,4 chiu trach nhi~m thi hanh Quy~t dinh nay.

Nui nlt~n:
- Nhu Di~u 4;
- BT. Nguy~n Thj Kim Ti~n (d~b/c);
- OlC Thu truemg ( d~b/c);
- Cac Pho CI,ICtru6'ng CI,ICQLD;
1CI,ICQuan Y - B(>Qu6c phong, CI,ICY t~ - B(>Cong an;
~CI,ICY t~ Giao thong v~n tai - B(>Giao thong viiintai;
- T6ng CI,ICHai quan - B(>rai chinh, Bao hi~m Xii h(>iVi¢t ~,;t~~~---_::::::::-----
_ VI,IPhap ch~, CI,ICQufm Iy Y, Duqc c6 truy~n, CI,ICQuan Iy "Iil, ~
chua b¢nh, Thanh tra B(>Y t~, Vi¢n KN thu6c TW, Vi¢n KN th.....uo:;..·-~
TP. HCM; TrU'O'ng QuAe CU'O'ng
_ T6ng Cong ty Duqc Vi¢t Nam, Hi¢p hQi SXKD Duqc, Cac Cong ty
XNK Duqc phAm;
_ Cac B¢nh vi¢n & Vi¢n co giuOng b¢nh tn,rc thu(>c B(>Y t~;
- Website CI,ICQLD, T~p chi Duqc & My ph~m-Cl,lc QLD;
- Luu: VP, QLKDD, QLCL T, TTrD-MP, DKT( 12).



BOYTE
CVC QuAN LY DU'QC

CQNG HoA xA HQI cHiJ NGHiA ~T NAM
DQclip - TV do - H3nh phuc

DANH MOc cAc THUOC BI RUT SO DANG KY DO CONG TV AUSTIN PHARMA
SPECIALTIES COMPANY., HONGKONG DirNG TENDANG KY

(Ban hanh kern thea Quyet dinh s6 199 IQD-QLD ngay 13 thang 4 nam 2015)
.»

1. Cong ty cling Icy: Austin Pharma Specialties Company., Hongkong (d/c: Unit
R2U GIF Valiant Ind. Ctr 2-12 Au Pai Wan St. Fo Tan Shatin, Nt., Hongkong)
1.1. Cong ty san xuit: Changchun Global Trust Pharmaceutical Co., Ltd., China
(d/c: 5Km, Changji road, Anlongquan, Changchun, Jilin., China).

STT Ten thu3c HoatchSt Dangbaoch@ S6 din~ kY
1 Chymotrypsin for Chymotrypsin 5000 I.V BQtdong kho pha VN-15218-12

Injection 5000IU tiem

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

STT Ten thu6c Hoat chit Dangbao chi S6 ding Icy
2 Acyclolife Aceclofenac 100mg Vien nen bao

VN-17257-13phim
3 Cloplife 75 Clopidogrel (dum dang Clopidogrel Vien nen bao VN-16953-13bisulphate) 75mg phim

-Ciprofloxacin3mglml, Dung dich vo
4 C-Pac eye/ear drop khufutdenh6 VN-14459-12Benzalkonium Chloride

mAtlnh6tai
Vien nen bao VN-14460-12

5 Eurocet Cetirizine Dihydrochloride 10mg phim

6 Euroflox 500 Levofloxacin (dum dang Vien nen bao
VN-17259-13Levofloxacin hemihydrat) 500mg phim

7 Eurosim Simvastatin VSP 10mg Vien nen bao
VN-14912-12phim

8 Eurostat-A Atorvastatin 10mg Vien nen bao
VN-12857-11phim

9 Eurostat-A20 Atorvastatin 20mg Vien nen bao
VN-12858-11phim

10 Indometacin
Indometacin 25mg Vien nang VN-12860-11.;Capsules BP 25mg

11 Lanlife - 30 Lansoprazole 30mg Viennang VN-12861-11
12 Loperamide

Loperamide HCI 2mg Vien nang VN-13499-11Capsules BP 2mg

13 Panlife Pantoprazole 40mg Viennen VN-12863-11

14 Slimlife-60 Orlistat
Orlistat 60mg Vien nang cimg VN-16579-13Capsules 60mg



1.3. Cong ty san xuit: Eurolife Healthcare Pvt., Ltd., India (d/c: 69-A, Mittal
Chambers, Nariman Point, Mumbai- 400021., India).

STT Ten thu6c Boat chit Dang bao ch~ S6 dingkj
Piperacilin (dum dang Piperacilin

15 Piperlife- Tazo 4.5
natri) 4g; Bot pha tiem VN-17647-14
Tazobactam (dum dang
Tazobactam natri) O,5g_
Cefoperazone ( dum dang

16. Cefozone-S
Cefoperazon natri) 500mg; Bot pha tiem VN-17258-13
Sulbactam (dum dang Sulbactam
natri) 500mg

17 Zolelife
Omeprazole (dum dang Bet pha tiem VN-18154-14
Omeprazole natri) 40mg -.~ tlnh mach

18 Cyclolife Acyclovir 200mg Vien nen . VN-l1222-10

19 Telmilife 80 Telmisartan 80mg Vien nen VN-12594-11

20 Telmilife 40 Telmisartan 40mg Vien nen VN-12593-11

21 Azieurolife Azithromycin 250mg Vien 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 Ten thu6c Boat chit Dang bao chi S6 dingkj
Dung dich

22 Oflolife LV Ofloxacin 200mg/1 OOml truyen tinh VN-18153-14
m~ch

23 Omlife capsules Omeprazole 20mg Vien nanz VN-12862-11

24 Fexlife
Fexofanadine Hydrochloride Vien nen bao VN-12859-11
120mg phim

25 C-Pac Ciprofloxacin 500mg
Vien nen bao VN-12856-11

phim

26 Ciplife Ciprofloxacin 200mg/1 OOml
Dung dich tiem VN-I0453-10

truyen

27 Glucolife Glucose 25mg/lOOml
Dung dich tiem VN-10454-10truyen

28 Cefolife Cefotaxime 1g BQtpha tiem VN-13294-11

1.5. Cong ty san xuit: Flamingo Pharmaceuticals Ltd, India (d/c: R-662, TIC
Industrial Area, Rabale, Navi (New) Mumbai 400701., India).

.,STT Ten thu6c Boat chit Danz bao chi S6 dlngkY

29 Omeprazole Capsules 20mg Omeprazole 20mg Vien nang VN-14913-12

30 Tramadol Capsules BP 50mg Tramadol HCI 50mg Vien nang VN-10456-10

31 Hydrocortisone sodium Hydrocortison
succinate for Injection BP 100mg/lQ BQtpha tiem VN-I0455-10
100mg

,

32 Etoricoxib Tablets 60mg Etoricoxib 60mg Vien nen bao VN-11227-10phim



33 Etoricoxib Tablets 120mg Etoricoxib 120mg Vien nen bao VN-11226-10phim
34 Etoricoxib Tablets 90mg Etoricoxib 90mg Vien nen bao VN-11228-10phim
35 Ibuprofen Tablets BP 600mg Ibuprofen 600 mg Vien nen VN-11229-10
36 Ibuprofen Tablets BP 200mg Ibuprofen 200 mg Vien nen bao VN-1l975-11duemg
37 Losartan Potassium Tablets Losartan kali 50mg Vien nen VN-11976-11

50mg
38 Vertiflam Cinnarizine BP Vien nen VN-13802-11

25mg

1.6. Cong ty san xu§t : Miracle Labs (P) Ltd., India (die: 449, Solanipuram,
Roorkee-247667, Uttarakhand., India)

STT Ten thuac Hoat chit Dane: bao chI sa din2 kY
39 Atormin 20 Atorvastatin 20mg Vien nen bao phim VN-13500-11

Ciprofloxacin (dum dang Dung dich nho m~t va
40 Cipromir Ciprofloxacin hydrochlorid) VN-17839-14

3mg/ml nho tai

41 Clopmir Clopidogrel Zfimg Vien nen bao phim VN-15219-12
42 Esomir Esomeprazole 40mg BQt pha tiem VN-15220-12
43 Etromir-90 Etoricoxib 90mg Vien nen bao phim VN-18155-14
44 Itramir Itraconazole 100mg Vien nang VN-12865-11
45 Levomir 10 Levocetirizine 10mg Vien nen bao phim VN-16954-13
46 Meromir Meropenem 1g Bot pha tiem VN-15221-12
47 Miracef 100 Cefpodoxim 100mg Bot pha u8ng VN-15222-12
48 Miracef200 Cefpodoxime 200mg Vien nen bao phim VN-12866-11

49 Miracef 50 OS Cefpodoxime 50mg/5ml
BQt pha thanh h6n VN-14461-12dich d~ u8ng

50 Miracin Levofloxacin 500mg Vien nen bao phim VN-15724-12

51 Miraclav 1000 Amoxiciline 825mg; Vien nen bao phim VN-12867-11Acid clavulanic 125mg

52 Miraclav 625 Amoxiciline 500mg; Vien nen bao phim VN-12868-11Acid Clavulanic 125mg
53 Miradone Amiodarone 200mg Vien nen VN-12869-11
54 Miraoflo Ofloxacin 200mg Vien nen bao phim VN-18156-14
55 Mirapan Pamtoprazol 40mg Thuoc bQt pha tiem VN-14006-11
56 Mirapime Cefepime 1g/lo BQt pha tiem VN-13501-11
57 Miratan 25 Losartan potassium 25mg Vien nen bao phim VN-14462-12
58 Miratan 50 Losartan potassium 50mg Vien nen bao phim VN-14463-12

59 Miratan-H Losartan potassium 50mg Vien nen bao phim VN-14464-12Hydrochlorothiazide 12,5mg
60 Mirate180 Telmisartan 80mg Vien nen VN-12173-11

61 Miraxone Ceftriaxone (dum dang
BQt pha tiem VN-16580-13Ceftriaxone natri) 1g/lo

62 Mirazole Lansoprazole 30mg Vien nang tan trong
VN-12871-11ruQt

63 Rabemir 10 Rabeprazole sodium 10mg Vien nen tan trong
VN-16129-13ruQt



64 Rabemir20 Rabeprazole sodium 20mg Vien nen tan trong VN-15223-12ruQt
65 Rosumir20 Rosuvastatin 20mg Vien nen VN-13502-11

Truong QuAe Cireng



BOYTE
CVC QUAN LV DUQC

CQNG HoA xA HQI CHiT NGHiA VI:¢T NAM
DQc l~p - T\I' do - H~nh phuc

DANH MVC cAc THU6c DiNH CHi LUU HANH vA THU HOI DO CONG TY
AUSTIN PHARMA SPECIALTIES COMPANY, HONGKONG DUNG TEN DANG KY

(Ban hanh kern thea Quyet dinh s61g~/QD-QLD ngayf3thangLf nam 2015)

1. Cong ty dang ky: Austin Pharma Specialties Company., Hongkong (d/c: Unit
R2U GIF Valiant Ind. Ctr2-12 Au Pai Wan St. Fo Tan Shatin, Nt, Hongkong).
1.1. Cong ty san xuAt: Eurolife Healtheare Pvt., Ltd., India (d/c: Khasra No-242,
Village Bhagwanpur, Roorkee Dist. Haridwar, Uttarakhand, India).

STT Ten thuac Hoat chit Dang bao chi sa dang kY
1 Eurostat-A20 Atorvastatin 20mg Vien nen bao VN-12858-11phim

2 Loperamide Loperamide HCl 2mg Vien nang VN-13499-11
Capsules BP 2mg

3 Panlife Pantoprazole 40mg Vien nen VN-12863-11

1.2. Cong ty san xuAt : Miracle Labs (P) Ltd., India (die: 449, Solanipuram,
Roorkee-247667, Uttarakhand., India)

5 Miracef 100 Ce odoxim 100m

VN-14461-12

STT Ten thuoc
4 Atormin 20 Atorvastatin 20m

6 Miracef 50 OS Cefpodoxime 50mg/5ml

.-- ..

Truong Quac Cuong


