
UBND TiNH KHANH HOA
SOY TE

Sb: f-095 /SYT-NVD
V/v dung xern xet, ti~p nhan hf> so
nhap khau, hf> so dang ky thuoc

Kinh giri:

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
l>Qc lap - Tu do - Hanh Phuc

Khanh Hoa, ngay rJ-2 thang 5 ndm 2015

- Cac don vi Y tS trong tinh;
- Benh vien 22/12; Benh vien Tam tri; BV M~t-Sai

Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y tS huyen, thi, thanh pho;
- Cac ca sa kinh doanh diroc.

Sa Y tS nhan duce cac van ban cua Cuc Quan ly Diroc, gBm c6: Quyet dinh

s6 199/QD-QLD ngay 13/4/2015; Quyet dinh s6 200/QD-QLD ngay 13/4/2015;

Quyet dinh s6 220/QD-QLD ngay 27/4/2015; Quyet dinh s6 231/QD-QLD ngay

1115/2015 vS viec dirng xem xet, tiSp nhan hB so nhap khau, hB so dang ky thuoc

va rut sf>dang ky hru hanh thuf>cra khoi danh muc cac thuoc dUQ'CC~psf>dang ey
tai Viet Nam, Sa Y tS yeu c~u cac ca quan, don vi tai van ban tai dia chi:

www.syt.khanhhoa.gov.vn (Muc Van ban Sa Y tS) dS triSn khai thuc hien.

Thanh tra Sa, Phong Nghiep vu Diroc, Trung tam kiem nghiem va Phong Y

ts huyen, th! xa, thanh pho co trach nhiem ki~m tra, giam sat cac don vi thirc hien

thong bao nay; XU ly cac don vi vi pham theo quy dinh hien hanh, bao cao Sa y
'te.

DS nghi cac don vi nghiem tuc thirc hi~n./.1.
~

GIAMDOCNO'i nh~n:
-Nhu tren;
-Lanh dao Sa;
-NVY, Thanh tra Sa;
-H9i HNYTTN;
-Bao Khanh Hoa (nha bao Hai Y~n);
-Luu: VT, NVD.



BQYTE
Cl)C QUAN LY DUQ'C

S6:)qg /QD-QLD

CONG HO ..\ XA HOI CHU NGHIA VIET NAl\11. . .
D9c I~p - Tt.i· do - H~nh phuc

Ha Noi, ngay 13 thang 4 ndm 2015
~d \ T~:IT\ll i\H\\II 1111 \

,., , so . 2>.io.L. :_;-I QUYET DINH

£)EN NgalJ.l-~:.~~4 dirng xem xet, ti~p nh~n hB s~ nh~p khau, hB SO' dang ky thu8c
Chuyen va rut s8 dang ky IU'uhanh thuBc ra khoi danh muc

cac thuBc dm;rc cfip s8 dang ky t~i Vi~t Nam

Cl)C TRU'ONG Cl)C QUAN LY DUQC

Can cu Luat Duce ngay 14 thang 6 nam 2005;
Can cir Ngh] dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy

dinh chirc nang, nhiern Y\J, quyen han va ca cau t6 chirc cua Be) y tS;
Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua Be) tnrong Be) y tS

quy dinh chirc nang, nhiern Y\J, quyen han va ca cau t6 chirc cua C\JC Quan ly Duce
thuoc Bo Y tS;

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Be) y tS quy
dinh viec dang ky thuoc;

Can cir Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cua Be) y te huong
d~n viec quan Iy ch~t hrong thuoc;

Can cir Thong tu 47/2010/TT-BYT ngay 29112/2010 cua Be) y te huong d~n
hoat dong xuat khau, nhap kh~u thuoc va bao bi tiep xuc tnrc tiep voi thuoc.

Xet d~ nghi cua Truong phong Thanh tra duce, my pham, Truong phong
Dang ky thu6c va Truong phong Quan ly chat luong thuoc - Cuc Quan ly Diroc,

QUYETDJNH:

Di~u 1. Rut toan be) s6 dang ky thuoc do cong ty Austin Pharma Specialties
Company dung ten dang ky trong Danh muc ban hanh kem theo Quyet dinh nay ra
khoi Danh muc cac thuoc duce cap s6 dang ky Iuu hanh tai Viet Nam.

"Ly do: Cung cap thu6c kh6ng dat tieu chuan chat luong theo qui dinh v~
quan Iy ch~t hrong thu6c cua Be) Y t@ va kinh doanh nguyen lieu omeprazol,
pantoprazol khong ro nguon goc xuat xir.



Di~u 2. Dinh chi hru hanh tren toan quoc va thu h6i toan b(>cac thuoc trong
Danh muc ban hanh kem theo Quyet dinh nay. Cac ca so nhap khau, uy thac nhap
khau cac thuoc neu tren thirc hien thong bao thu hoi, thu h6i va bao cao kSt qua thu
h6i thuoc theo qui dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B9 Y
tS huong dftn quan ly chat luong thuoc.

Di~u 3. Ngirng tiep nhan h6 so dang ky l~n dau, h6 so dang ky lai va khong
cap s6 dang ky hru hanh thuoc d6i voi cac h6 soda nop do cong ty Austin Pharma
Specialties Company dang ky hoac san xu~t trong thoi han 24 thang,

Di~u 4: Ngirng tiep nhan, xem xet h6 so nhap khau thuoc d6i voi cac thuoc
do cong ty Austin Pharma Specialties Company dang ky hoac san xuat trong thoi

han 24 thang.
Di~u 5. Quyet dinh nay co hieu Ive k~ tu ngay ky ban hanh.
Di~u 6. Giam d6c So Y tS cac tinh, thanh pho tnrc thuoc Trung irong, Giam

d6c cac don vi kinh doanh thuoc, Giam d6c ca so dang ky va/hoac sari xuat cac
thuoc neu tai Di~u 1, 2, 3, 4 chiu trach nhiem thi hanh Quyet dinh nay.

No·i nh~n:
- Nhtr Di~u 4;
- BT. Nguy~n Thi Kim Ti~n (d~ b/c);
- Cac Thu tnrong ( d~ b/c );
- Cac Ph6 C1,1ctnrong C1,1cQLD;
- C1,1cQuan Y - B9 Quoc phong, C1,1cY t~ - B9 Cong an;
- Cuc Y t~ Giao thong van tai - 89 Giao thong van tai: ~r''~- :.. ~ -
- Tong cue H~i quan - B9 Tai chinh, Ba~ hiem. xa h9i Vi~t Nam, ~--- /" ,,.·
- Y1,1Phap che, C1,1cQuan ly Y, Duce co truyen, C1,1cQuan ly Kha: %e. ;filP
chira benh, Thanh tra 89 Y t~, Vien KN thuoc TW, Vi~n KN thuoc
TP. HCM;
- Tong Cong ty Duce Vi~t Nam, Hiep h9i SXKD Duce, Cac Cong ty
XNK Diroc pharn;
- Cac Benh vien & Yi~n co giuong benh true thuoc B9 Y t~;
- Website C1,1cQLD, Tap chi Duce & My pharn-Cuc QLD;
- Luu: VP, QLKDD, QLCL T, TTrD-MP, DKT( 12).

Truong QuBc Cuong



B(>YTE
eve QUAN LY mroc

CONG HOA xA HOI CHU NGHiA VIET NAl\1. . .
DQclip - Tv do - H3nh phuc

DANH MUC cAc THUOC BI RUT soDA.NGKY DO CONG TY AUSTIN PHARMA
SPECIAL TIES co Ml>ANY., HONGKONG DUNG TEN DANG KY

(Ban hanh kem theo Quyet dinh sd 199 /QD-QLD ngay 13 thang 4 nam 2015) .
1. Cong ty dang Icy: Austin Pharma Specialties Company., Hongkong (die: Unit
R2U G/F Valiant Ind. Ctr 2-12 Au Pai Wan St. Fo Tan Shatin, Nt., Hongkong)
1.1. Cong ty san xu§t: Changchun Global Trust Pharmaceutical Co., Ltd., China
(die: 5Km, Changji road, Anlongquan, Changchun, Jilin., China).

STT Ten thufic Hm,d chit Dang bao ch~ So ctan2 kV
1 Chymotrypsin for Chymotrypsin 5000 I.U B9t dong kho pha VN-15218-12

Injection 5000IU tiem

1.2. Cong ty san xu§t: Eurolife Healthcare Pvt., Ltd., India (die: Khasra No-242,
Village Bhagwanpur, Roorkee Dist. Haridwar, Uttarakhand., India).

STT Ten thufic Hoat chit Dana bao ch~ se dan2 kV
2 Acyclolife Aceclofenac 1OOmg Vien nen bao

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

Ciprofloxacin 3mg/ml, Dung dich vo
4 C-Pac eye/ear drop khuan de nho VN-14459-12Benzalkonium Chloride

m~t/nho tai
Vien nen bao VN-14460-12

5 Eurocet Cetirizine Dihydrochloride 1Omg phim

6 Euroflox 500 Levofloxacin (diroi dang Vien nen bao VN-17259-13Levofloxacin hemihydrat) 500ml! phim

7 Eurosim Simvastatin USP 1Omg Vien nen bao VN-14912-12phim

8 Eurostat-A Atorvastatin 1Omg 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 Vien nanz VN-12861-11
12 Loperamide Loperamide HCl 2mg Vien nang VN-13499-11Capsules BP Zmz

13 Panlife Pantoprazole 40mg Viennen VN-12863-11

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



1.3. Cong ty san xuit: Eurolife Healthcare Pvt., Ltd., India (die: 69-A, Mittal
Chambers, Nariman Point, Mumbai- 400 021., India).

STT Ten thuBc Hoat chlt Dane: bao chS ss dan2kV
Piperacilin (duoi dang Piperacilin

15 Piperlife-Tazo 4.5
natri) 4g; B(>tpha tiem VN-17647-14
Tazobactam (diroi dang
Tazobactam natri) 0,512:
Cefoperazone ( diroi dang

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

17 Zolelife
Omeprazole (diroi dang Bot pha tiem VN-18154-14
Omeprazole natri) 40mg tinh mach

18 Cvclolife Acvclovir 200mg Vien nen VN-11222-10

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

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

21 Azieurolife Azithromvcin 250mg Vien nang VN-13801-11

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

STT Ten thuAc Hollt chit Dane: bao chS sa dane:kV
Dung dich

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

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

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

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

26 Ciplife Ciprofloxacin 200mg/1OOml
Dung dich tiem VN-10453-10

truven

27 Glucolife Glucose 25mg/1OOml
Dung dich tiem VN-10454-10

truven

28 Cefolife Cefotaxime 1g B(>tpha tiem VN-13294-11

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

STT Ten thuBc Hoat chit Dana bao chS ss dani?kV
29 Omeprazole Capsules 20mg Omeprazole 20mg Vien nang VN-14913-12

30 Tramadol Cansules BP 50mg Tramadol HCl 50mg Vien nanz VN-10456-10

31 Hydrocortisone sodium Hydrocortison
succinate for Injection BP lOOmg/lQ Bot pha tiem VN-10455-10
lOOmg .

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-11975-11duonz
37 Losartan Potassium Tablets Losartan kali 50mg

Vien nen VN-11976-1150mg
38 Vertiflam Cinnarizine BP Vien nen VN-13802-1125mg

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

STT Ten thu6c " Dang bao ch~ SB dang kVHo3t chat
39 Atormin 20 Atorvastatin 20mg Vien nen bao phim VN-13500-11

Ciprofloxacin (duoi dang
Dung dich nho m~t va40 Cipromir Ciprofloxacin hydrochlorid) nho tai VN-17839-14

3mg/ml
41 Clopmir Clopidogrel 75mg Vien nen bao phim VN-15219-12
42 Esomir Esomeprazole 40mg B()t pha tiem VN-15220-12
43 Etromir-90 Etoricoxib 90mg Vien nen bao phim VN-18155-14
44 Itramir Itraconazole lOOmg Vien nang VN-12865-11
45 Levomir 10 Levocetirizine 1Ornz Vien nen bao phim VN-16954-13
46 Meromir Meropenem 1g B9t pha tiem VN-15221-12
47 Miracef 100 Cefpodoxim 1OOmg B9t pha uong VN-15222-12
48 Miracef200 Cefpodoxime 200mg Vien nen bao phim VN-12866-11

49 Miracef 50 OS Cefpodoxime 50mg/5ml BQt pha thanh hfin
VN-14461-12dich dS u6ng

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

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

52 Miraclav 625 Arnoxiciline 500mg;
Vien nen bao phim VN-12868-11Acid Clavulanic 125mg

53 Miradone Arniodarone 200mg Vien nen VN-12869-11
54 Miraoflo Ofloxacin 200mg Vien nen bao phim VN-18156-14
55 Mira pan Pamtoprazol 40mg Thuoc b9t pha tiem VN-14006-11
56 Mirapime Cefepime 1g/19 B9t 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 l 2,5mg

60 Miratel 80 Telmisartan 80mg Vien nen VN-12173-11

61 Miraxone Ceftriaxone (diroi dang
Bot pha tiem VN-16580-13Ceftriaxone natri) 1g/19

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

63 Rabemir 10 Rabeprazole sodium 1Omg Vien nen tan trong
VN-16129-13ruot



64 Rabemir 20 Rabeprazole sodium 20mg Vien nen tan trong VN-15223-12ruot
65 Rosumir 20 Rosuvastatin 20mg Vien nen VN-13502-11

.A

I



' .

BOYTE
eve QUAN LY mroc

CQNG HOA xA HQI CHU NGHiA Vl¢T NAM
l>QcHip-Tl!do - Hanh phuc

DANH MUC cAc THUOC DINH CHI LUU HANH vA THU HOI DO CONG TY
AUSTIN PHARMA SPECIALTIES COMPANY, HONGKONG DUNG TEN DANG KY

(Ban hanh kem theo Quyet dinh s61g_q/QD-QLDngayf)thangLf nam 2015)

1. Cong ty dang 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. Cong ty san xu~t: Eurolife Healthcare Pvt., Ltd., India (die: Khasra No-242,
Village Bhagwanpur, Roorkee Dist. Haridwar, Uttarakhand, India).

STT I Ten thuBc I Hoat chat I Dan bao che So dan k'

1 I Eurostat-A20 Atorvastatin 20mg Vien nen bao VN-12858-11him

2 ILoperamide Loperamide HCl 2mg Vien nang I VN-13499-11Cansules BP Zmz-
3 IPanlife I Pantoprazole 40mg I Vien nen I VN-12863-11

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

5 IMiracef 100 I Cefuodoxim 1OOm

So danSTT I Ten thuBc
4 IAtormin 20 IAtorvastatin 20m VN-13500-11

VN-15222-12

6 IMiracef 50 OS I Cefpodoxime 50mg/5ml VN-14461-12

Truo'ng QuBc Cuoug



BQYTE
eve QUAN LY DUQe

S6: 20 () /QD-QLD

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
l>Qcl~p - T\f do - H~nh phuc

Ha N9i, ngay .13 thdng 4 ndm 2015

QUYETl>JNH
r .. __ . . .

1
. .Ji~11r;i~dirng xem xet, ti~p nhfin hB sO' nhap khiu, hB sO' dang kY thuBc

S(j' TET"ll "' \ · • •

0E'N ~.;g•;~1tfr~r6\ eve TRUONG eve QUAN LY DlfQC

Cr, ./:, n.
····---·-"~-------- an cu Luat Duoc nzav 14 thanz 6 nam 2005:. . ••...... -' - ..

Can cu Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va C(J cfiu t6 chirc cua BC)y tS;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BC)tnrong BC)Y tS
quy dinh clnrc nang, nhiem vu, quyen han va CO' cfiu t6 chirc cua Cuc Quan ly Duoc
thuoc B9 Y tS;

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua BC)Y tS quy
dinh viec dang ky thuoc;

Can cu Thong tu 47/2010/TT-BYT ngay 29/12/2010 cua BC)Y tS hu6ng ddn
hoat d9ng xuat khau, nhap khau thuoc va bao bi tiSp xuc true tiSp voi thuoc,

Xet dS nghi cua Truong phong Thanh tra duce, my pham, Truong phong
Dang ky thuoc va Tnrong phong Quan ly chfit hrong thuoc - Cuc Quan ly Duce,

QUYET l>JNH:

Di~u 1. Ngirng tiSp nhan h6 SO' dang ky lfin dfiu, h6 S(J dang ky lai va khong
c~p s6 dang ky hru hanh thuoc d6i voi cac h6 so da nop do Cong ty CSPC
Innovation Pharmaceutical Company dang ky hoac san xufit trong thoi han 24
thang,

"Ly do: Cung cfip nguyen lieu thuoc khong dat tieu chuan chfit hrong theo
qui dinh vs quan ly chat hrong thuoc cua B9 y tS va kinh doanh nguyen lieu
omeprazol, pantoprazol khong ro nguon g6c xuat xir,

Di~u 2: Ngirng tiSp nhan, xem xet h6 SO' nhap khau thuoc d6i voi cac thuoc
do cong ty Cong ty CSPC Innovation Pharmaceutical Company dang ky hoac san
xufit trong thoi han 24 thang.

Di~u 3: Ngirng nhap khau thuoc d6i voi cac thuoc do cong ty CSPC
Innovation Pharmaceutical Company san xuat trong thoi han 24 thang,

Di~u 4. Quyet dinh nay co hieu hrc kS tu ngay ky ban hanh,



Di~u 5. Giam ddc Sa Y tS cac tinh, thanh phd tnrc thuoc Trung uong, Giam
ddc cac don vi kinh doanh thuoc, Giam ddc ca sa dang ky va/hoac san xuat cac
thuoc neu tai DiSu 1, 2, 3, 4 chiu trach nhiem thi hanh Quyet dinh nay .

. /
Nui nh~n: ~~- C TRU~G
- Nhir Dieu 4· t1 1o ' ,

- BT. Nguy6~ Thi Kim TiSn (d€ b/c); /,. . \
- cse Thu tnrong ( d€ b/c); \. - · Zl

- cae Ph6 eve tnrong eve QLD; . l"' ~
- Cuc Quan Y - B() Qu6c phong, Cuc Y tS - B() Cong an; " "' . - .(Ef f l
- eve Y te Giao thong v~ tai - B9 Giao thong v~ tai; : - , · ·1"
- T6ng eveHai quan - B9 Tai chinh, Bao hiemXa hQi Viet Nam; '- , . __ ._,.~-"~,:..----------~
- Vu Phap che, Cuc Quan Iy Y, Duce c6 truyen, Cuc Quan ly Kha~~...:"""'~-"·
chtra benh, Thanh tra B9 Y tS, Vien KN thuoc TW, Vien KN thuoc J. ,
TP. HCM; Truong Quoc CtrO'ng
- T6ng Cong ty Duce Viet Nam, Hiep hQi SXKD Diroc, Cac Cong ty
XNK Duce pham;
- Cac Benh vien & Vien c6 giirong benh tnrc thuoc B() Y tS;
- Website Cuc QLD, Tap chi Duce & My pham-Cuc QLD;
- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT(l2).



BOYTE
Cl)C QUAN LY DU(lC

S6 : cl J.. 0 /QD-QLD

C<)NG HOA XA H<)I CHU NGHIA VItT NAM
D«)cl~p - Ti! do - Hanh phuc

Ha noi, nga» J:f thdng q. ndm 2015

QUYETDlNH
"I 1 1r 11"1 "' ' '11V..~-.v1~crut s6 dang k,Y hru hanh thu6c ra khoi danh muc cac thu6c

,.., s- :!:; 86A . duoc cap so dang ky t~i Vi¢t Nam
DEN ~ig:.;,AJ. j-,As cuc rntmrcc cuc ouon.rmmc
c~v .-:-r:

Cmi' cu Luat Diroc ngay 14 thang 6 nam 2005;
Can cu Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy

dinh chrrc nang, nhiem vu, quyen han va CC1 cau t6 chirc cua B¢ y te;
Can cu Quyet dinh so 3861/QD-BYT ngay 30/9/2013 cua B¢ tnrong B¢ Y

te quy dinh chirc nang, nhiem vu, quyen han Va CC1 can t6 clnrc Cua C\Jc Quan ly
diroc thuoc B¢ Y te;

Can cu Thong tu so 44/2014m-BYT ngay 25/11/2014 cua B¢ Y te quy
dinh viec dang ky thuoc;

Can cu h6 SC1 nr nguyen de nghi rut so dang ky cua cac cong ty dang ky
thuoc;

Xet de nghi cua Tnrong phong Dang ky thuoc - C\Jc Quan Iy Diroc,

QUYETDlNH
Dieu 1. Rut so dang ky cua cac thuoc sau ra khoi Danh muc cac thuoc

diroc cap so dang ky hru hanh tai Viet Nam (c6 Danh muc kem theo).
Dieu 2. Cac cong ty dang ky, nha san xuat phai c6 trach nhiem theo doi,

chin trach nhiem v6 an toan, hieu qua trong qua trinh hru hanh cho den khi her
han dung cua thuoc doi voi cac thuoc d6 nghi rut so dang ky da dtroc nhap khdu,
san xuat tnroc ngay Quyet dinh nay c6 hieu Ive.

Dieu 3. Quyet dinh nay c6 hieu Ive k~ tir ngay ky ban hanh.
Dieu 4. Giam doc Sb Y te cac tinh, thanh pho tnrc thuoc Trung irong, cac

· don vi kinh doanh thuoc va Giam doc ca sb c6 thuoc neu tai Dieu 1 chiu trach
nhiern thi hanh Quyet dinh nay. . . I
Noi nhan:
- Nhu Di~u 4; •
-BT. Nguyen Thj Kim Tien (de b/c); ··. Cl)C TRUON~
- C1,1cQuan Y - B¢ Quoc phong, C1,1cY te - B<?Cong an; > ... / 1
- C1,1cY te Giao thong van tai - B¢ Giao thong van tai; - \ / /
- T6ng cue Hai quan - B¢ Tai chfnh, Bao hiem Xa hoi Viet Na,rh; • . .. ,.""\ • / /
- Vv Phap. che, Cvc Quan ly Y, Duoc c6 truyen, Cuc Quan Lf k¥m..· ... .. .·.~>~··'f ·'/,) ,.."
chira benh, Thanh tra B¢ Y te, Vien KN thuoc TW, Vien ~-th~. . (!!,.~' {/ t Ii _ ./ ~-
TP. HCM: ~ ,- ',;~)"::\~-------~-~,,:_1 .--_____..--
. - Tong Cong ty Duoc Viet Nam, Cac Cong ty XNK Diroc pha~"":- ,.,i.~·.c_. / ::: •. · ---·-
- Cac Benh vien & Vien c6 giirong benh tnrc thuoc B9 Y te; .:,.0 .:., . _·
- Website C1,1cQLD, Tap chi Duce & My pham-Cuc QLD; ~, ,
- Luu: VP, cac Phong thuoc C1,1cQLD, DKT(l2). Truong Quoc Cuong



BQYTE
Cl)C QUAN LY DUQC

A ' - A ? - ACONG HOA XA HOI CHU NGHIA vnrr NAM
Doc I~p - Tl! do - Hanh phuc

DANH Ml)C cAc THUOC NUOC NGOAI RUT so DANG KY
(Ban hanh kem theo Quyet dinh s6)_)-0 /QD-QLD ngay J..f thang 4- nam 2015)

1. Cong ty dang ky: Cong ty TNHH Durre phim Do Ha (die: S6 30, T(lp thi Trim Phu,
ngo 105,Nguyin Phong Scic, P. Djch Vong tta« Q. cs« Gidy, Ha N<)i).
1.1. Nha san xuat: Spic Limited, Pharmaceuticals Division (die: Plot No5, NH-7,
Maraimalainagar 603209, India).

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

1 Vitabase Canxi 500mg, Vitamin Vien nen bao phim VN-9536-10D3 200 IU

2 Cyprofort Magaldrate 400mg; Vien nen nhai VN-10059-10Simethicone 60mg

3 Zinxime Arginin 3g Thu6c c6m uong VN-10060-10

4 Romofine Gabapentin 300mg Vien nang VN-12974-11

5 Maxvir 100 Sildenafil 1OOmg Vien nen bao phim VN-13582-11

6 Maxvir 50 Sildenafil 50mg Vien nen bao phim VN-13583-11

7 Qplus New Ubidecarennone Vien nang VN-13584-11(Coenzyme QlO) 30mg

8 DL Desloratadine 0,5mg/ml Sire VN-14581-12

2. Cong ty dang ky: Novartis AG (die: Lichtstrasse 35 - 4056 Basel, Switzerland).
2.1. Nha san xuat: Excelvision AG (die: Riethofstrasse 1, CH-8442, Hettlingen,
Switzerland).

STT I Ten thudc Ho~t chit Dang bao ch~ sa dang ky
Fluorometholone
lmg/ml, Tetryzoline Dung dich nho m~t
hydrochloride 0,25m /ml W

9 Efemoline VN-13799-11

W'i!.;;.- , c ....,..,,,.·- 'Yruong Quoc uong



BQ y TE
Cl.JC QUAN LY DUQC

A ' - A ? - ACONG HOA XA HQI CHU NGHIA VIl~T NAM
Doc l~p - TJ! do - H~nh phuc

DANH Ml.JC cAc THUOC TRONG NUOC RUT so DANG KY
(Ban hanh kem theo Quyet dinh s6 J}._O /QD-QLD ngay o2f thang.zz nam 2015)

1.Cong ty dang ky: Cong ty CB ph§n Duoc pham Yen Bai (ale: 725 duong Yen Ninh,
TP. Yen Bai, tinh Yen Bai).
1.1. Nha san xuat: Cong ty CB ph§n Dunc pharn Yen Bai (ale: 725 duong Yen Ninh, TP.
Yen Bai, tinh Yen Bai).

STT Ten thuBc Ho~t chAt Dang bao ch~ se dang ky
Ha thu o do,
Bach linh, Nguu

1 Thanh Xuan t~t, Duong quy, Vien nang cirng VD-17598-12
Cau ky tu, Tho ty
tu, Pha c6 chi

2. Cong ty dang ky: Cong ty TNHH Durre ph§m Fitopharrna (ale: 26 Bis/I khu pho
Trung, phuong Vinh Phu, Thu(m An, Binh Duang).
2.1. Nha san xuat: Cong ty TNHH Durre pham Fitopharma (ale: 26 Bis/I khu pho
Trune. phuone Vinh Phu. Thuan An. Binh Duongi

' -
STT Ten thudc Hoat chAt Dang bao ch~ se dang ky

Hai ma, L(>c
2 Fitogra-f nhung, H6ng Vien nang cirng VD-21490-14

sam, Que nhuc

3. Cong ty dang ky: Cong ty TNHH Drrgc ph§m Phuong Nam (ale: 366 CMT8, phuong
Bui Hfru Nghia, qudn Binh Thuy, TP. cs« Tho').
3.1. Nha san xuat: Cong ty TNHH Duoc pham Phuong Nam (ale: 300C Nguyen Thong,
phuong An Thai, qu(in Binh Thuy, TP. Cdn Tha).

I I _ I
STT

3

Ten thudc Hoat ch~t Dang bao ch~
I sa dang ky

Thu6c nra phu D6ng sulfat Dung dich dung IVS-4853-12khoa Fragyna 0,0025g/ml ' .ngoai

Thuoc nra phu Tinh dau tram Nhii dich dung IVS-4887-14khoa Gyfor 0,24g/60ml '.ngoai

Thuoc nra phu D6ng sulfat Dung dich dung I VS-488~4khoa Gynoformine 1,2g/60ml '.ngoai
IJ1/

4

5

Truong Quoc Cirong



BQYTE
ClJC QUAN LY DlJQC

So: cJ,31 /QD-QLD

A ' - A ? - ACONG HOA XA HOI CHU NGHIA VI~T NAM
D(>cl:flp - TI! do - Hanh phuc

Ha noi, ngay AA thdng S- nam 2015

QUYETDJNH
ve viec rut so dang ky hru hanh thuoc ra khol danh muc cac thuoc.-~--:-~~~~~-...

.•Ji ' 1( Ti \11 ~II \\If 114I\ ~dUQ'Ccap so dang ky t~i Vi¢t Nam
1.;g1 ? ? ,

" I T S6 .t1~ ...H.. ? ClJC TRlfONG ClJC QUAN LY DlfQC_l)EN Nga~:.itS,J...;.
. .Canjcrr Luat Diroc ngay 14 thang 6 nam 2005;

~-~uyen ·· · ····· ·· · · CanJcu Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phu quy
dinh clnrc nang, nhiem V\1, quyen han va ca cau t6 chirc cua B9 Y te;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua B¢ tnrong B¢ Y
te quy dinh clurc nang, nhiem V\1, quyen han va ca can t6 chirc cua Cuc Quan ly
diroc thuoc B<?Y te;

Can cu Thong tu s6 44/2014m-BYT ngay 25/11/2014 cua B¢ Y te quy
dinh viec dang ky thu6c; •

Can cu h6 so nr nguyen de nghi rut s6 dang ky cua cac cong ty dang ky
thu6c;

Xet de nghi cua Tnrong phong Dang ky thu6c - Cuc Quan ly Diroc,

QUYETDJNH
Dieu 1. Rut s6 dang ky cua cac thu6c sau ra khoi Danh muc cac thu6c

diroc cap s6 dang ky hru hanh tai Viet Nam (c6 Danh muc kem theo).
Dieu 2. Cac cong ty dang ky, nha san xuat phai c6 trach nhiem theo doi,

chiu trach nhiem ve an toan, hieu qua trong qua trinh hru hanh cho den khi het
han dung cua thu6c d6i voi cac thu6c de nghi rut s6 dang ky da diroc nhap khau,
san xuat tnroc ngay Quyet dinh nay c6 hieu hrc,

Dieu 3. Quyet dinh nay c6 hieu hrc ke tu ngay ky ban hanh,
Dieu 4. Giam d6c Sb Y te cac tinh, thanh pho tnrc thuoc Trung irong, cac

don vi kinh doanh thu6c va Giam d6c ca sb c6 thu6c neu tai Dieu 1 chiu trach. . .
nhiern thi hanh Quyet dinh nay. I
Noi nhan:
- Nhtr Dieu 4· /:'-~"" •
- BT. Nguye~ Thj Kim Tie'n (de b/c); ;<,.. _.:~ ,,lJC TRlJO
- C9c Quan Y - BQQuoc phong, C9c Y te' - BQCong an; / · · "•
- C9c Y te' Giao thong van tai - B¢ Giao thong van tai; f '
- Tong cue Hai quan - B¢ Tai chfnh, Bao hiem Xii hoi Viet Na~,
- Vu Phap che, Cuc Quan ly Y, Diroc c6 truyen, Cuc Quan l}i;J<Mm,
chfra benh, Thanh tra BQ Y te', Vien KN, thu6c TW, Vien KN' ..thuoc
TP.HCM; .
- Tong Cong ty Diroc Viet Nam, Cac Cong ty XNK Diroc pham;
- Cac Benh vien & Vien co gitrong benh tnrc thuoc BQY te;
- Website C1,1cQLD, Tap chi Diroc & My pham-Cuc QLD; A, ,
- Luu: VP, cac Phong thuoc Cuc QLD, DKT(12). Truong Quoc Cuong



BOYTE
ClJC QUAN LY DUQC

A '- - A ? - ACONG HOA XA HQI CHU NGHIA VI~T NAM
Dc)cl~p - Tl!do - H~nh phuc

DANH Ml)C cAc THU6C RUT s6 DANGKt
(Ban hanh kem theo Quyet dinh so vt31 /QD-QLD ngay .AA thang 5 nam 2015)

1. Cong ty dang ky: Novartis Pharma Services AG (ale: Lichtstrasse 35, 4056 Basel,
Switzerland).
1.1. Nha san xuit: Novartis Farma S.p.A. (ale: Via Provinciale Schifo, 131, Torre
An

' ~ /

STT Ten thudc Ho~t ch~t Dang bao ch~ sa dang ky

Rasilez
Aliskiren (diroi dang

1 150mg
Aliskiren hemifumarate) Vien nen bao phim VN-10443-10
150mg

Rasilez
Aliskiren (duoi dang

2 300mg
Aliskiren hernifumarate) Vien nen bao phim VN-10444-10
300mg

1.2. Nha san xuit: Novartis Farmaceutica S.A. (ale: Ronda de Santa Maria 158 08210
Ba

STT Ten thu6c I.. Dang bao ch~ SB dang k-YHo~t chat

Amlodipine (duoi dang
3 Exforge Amlodipine besylate) Vien nen bao phim vn-t 6343-U

Smg; Valsartan 160mg

2. Cong ty dang ky: Novartis AG (die: Lichtstrasse 35 - 4056 Basel, Switzerland).
2.1. Nha san xuat: Mipharm S.p.A. (die: Via B. Quaranta, 12 20141 Milan, Italy).

STT Ten thu6c I.. Dang bao ch~ sa dang kYHo~t chat

4 Voltfast Diclofenac Kali 50mg B9t pha dung dich VN-11971-11
uong

3. Cong ty dang ky: Cong ty CB phin Dunc Lam l>Bng- Ladophar (ale: 6A Ngo Quyen,
phutmg 6, TP. Da Lat, tinh Lam D6ng).
3.1. Nha san xuat: Cong ty CB phin Diro'c Lam l>Bng - Ladophar (ale: 6A Ngo Quyen,
phutrng 6, TP. os Lr;zt,tinh Lam D6ng).

STT Ten thu6c Ho~t chit Dang bao ch~ s6 dang kY

Magnesi lactat

5 Magesi- B6 dihydrat 470mg, Vien nen bao dircng VD-11460-10Pyridoxin
hydroclorid 5mg

Magnesi lactat

6 Maridoxin dihydrat 470mg, Vien nen bao phim VD-11461-10Pyridoxin
hydroclorid 5mg

1
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Terpin hydrat 100
7 Tercomaxx mg, Codein Vien nen VD-11462-10

phosphat 5 mg
Terpin hydrat 100

8 Terpin codein mg, Codein Vien bao dirong VD-11463-10
phosphat 5 mg

.
9 Vudu- cinarizin Cinnarizine 25mg Vien nen VD-12175-10

10
Dexamethason Dexamethason Vien nen VD-12748-10
0,5mg acetat 0,5mg

Paracetamol

11 Prumicol Flu 500
500mg, Vien nen dai bao VD-12749-10
Clorpheniramin phim
maleat 2mg

12
Dexamethason Dexamethason Vien nen hinh elip VD-14197-11
0,5mg acetat O,Smg (mau trang)

13
Dexamethason Dexamethason Vien nen (mau VD-14198-11
O,Smg acetat O,Smg trang)

14
Dexamethason Dexamethason Vien nen ngii giac VD-14199-11
0,5mg acetat O,Smg (mau tim)

Aluminium
hydroxid 0,6084g
(tuong duong

15 Esogas aluminium oxid Heln dich uong VD-14200-11
0,4g), magnesium
hydroxid 0,8g,
simethicon 0,08g

Aluminium
hydroxid 0,6084g
(tuong duong

16 Esogit aluminium oxid Heln dich u6ng VD-14201-11
0,4g), magnesium
hydroxid 0,8g,
simethicon O,lg

Vitamin B 1 1Smg,
Vitamin B2 1Omg,

17 BC complex Vitamin B6 5mg, Vien nang cirng VD-14662-11
Vitamin PP 50mg,
Vitamin C lOOmg

Vien nen bao phim

18 Fenactada 75 mg
Diclofenac natri tan trong ru9t (vien VD-15088-11
75mg hinh tam giac mau

hbng)
Vien nen bao phim

19 Fenactada 75 mg
Diclofenac natri tan trong ru9t (vien VD-15089-11
75mg hinh tam giac mau

cam)

20 Renifort Prednisolon 5mg
Vien nen (vi en nen VD-15091-11
dai, mau tim)

2



21 Renifort Prednisolon 5mg Vien nen (vien nen VD-15092-11dai, mau hong d~m)

22 Renifort Prednisolon 5mg Vien nen (vien nen
VD-15093-11dai, mau xanh la)

Vien nen (vien nen
23 Renifort Prednisolon 5mg hinh tru det, mau VD-15094-11

nau)

Vien nen (vien nen
24 Renifort Prednisolon 5mg deli,mau xanh da VD-15095-11

troi)

25 Dexamethason Dexamethason
Vien nen VD-15348-110,5mg acetat 0,5mg

26 T-Alpha Chymotrypsin 4,2
Vien nen VD-15349-11mg

Terpin hydrat 100
mg, Codein

27 Terpin - Ladopha phosphat 5 mg, Vien bao duong VD-15350-11
natri benzoat 150
mg

Cetirizin
VD-15691128 Vudu-cetirizin dihydroclorid Vien nen bao phim

lOmg

e,,
':\,

""'"-····

Truong Quoc Cirong
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