UBND TINH KHANH HOA CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Péc lip - T do - Hanh Phiic

Sé: 4095 /SYT-NVD Khdnh Hoa, ngay 22 thing b nim 2015
V/v dimg 7xem‘xét, tiép nhan hQ so
nhap khau, ho so dang ky thuoc

Kinh gi:
- Cécdonvi Y tétrong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mit-Sai
Gon-Nha Trang; Céac phong khdm da khoa;
- PhongY té huyén, thi, thanh phé;
- Céc co sé kinh doanh duoc.

S&'Y té nhan dugc cdc van ban cia Cuc Quan ly Duoc, gbm cé: Quyét dinh
s6 199/QD-QLD ngay 13/4/2015; Quyét dinh s6 200/QP-QLD ngay 13/4/2015;
Quyét dinh s6 220/QD-QLD ngay 27/4/2015; Quyét dinh sé 231/QP-QLD ngay
11/5/2015 vé viéc dimg xem xét, tiép nhan hd so nhép khiu, hd so ding ky thuée
va rit s6 dang ky luu hanh thudc ra khoi danh muc céc thude duge cép sb ding ky
tai Viét Nam, S& Y té yéu cdu cac co quan, don vi tai vadn ban tai dia chi:

www.syt.khanhhoa.gov.vn (Muc Van ban S¢' Y té) dé trién khai thuc hién.

Thanh tra S&, Phong Nghiép vu Dugc, Trung tAm kiém nghiém va Phong Y
té huyén, thi x4, thanh phé c6 trach nhiém kiém tra, gidm sat cac don vi thuc hién

thong bdo nay; xir 1y cac don vi vi pham theo quy dinh hién hanh, bao cido S Y

té.

Pé nghi cac don vi nghiém tuc thuce hién./%

Z

Noi nhin: GIAM POC
-Nhu trén;
-Lanh dao S¢;
-NVY, Thanh tra So;
-Ho1 HNYTTN;

-Béo Khanh Hoa (nha bao Hai Yén);
-Luu: VT, NVD.

Bui Xuian Minh




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pdc 1ap - Tw do - Hanh phiic
S6: 499 /QD-QLD Ha Néi, ngay 43 thing 4 nam 2015
SO Y TE TINH KHANH HOS }
L) SeL QUYET DINH
DP \ Ngd‘@% é;"i/le dirng xem xét, tiép nhin ho so nhip khau, hé so ding ky thube
Chuyen va rit s6 diang ky lvu hanh thudc ra khéi danh muc

cac thude duge cap sb dang ky tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Dugc ngay 14 thang 6 nam 2005;

Can cir Nghij dinh s 63/2012/ND-CP ngay 31/8/2012 cia Chinh phu quy
dinh chire nang, nhiém vu, quyén han va co cdu té chire cia Bo Y té;

Can cu Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cua Bo truéng Bo Y té
quy dinh chire nang, nhiém vu, quyén han va co cau t6 chirc cia Cuc Quan ly Duoc
thude Bo Y té;

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ciua B Y té quy
dinh viéc dang ky thudc;

Can cir Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ciia B§ Y té hudng
dan viéc quan ly chét luong thuéc;

Can cu Thong tu 47/2010/TT-BYT ngay 29/12/2010 cia B Y té huéng dan
hoat dong xuat khau, nhap khau thude va bao bi tiép xUc truc tiép voi thude.

Xét dé nghi cua Truéng phong Thanh tra dugc, m§ pham, Truong phong
Diang ky thudc va Truong phong Quan ly chét lugng thude - Cuc Quan ly Duoc,

QUYET PINH:

Piéu 1. Rut toan bd sb ding ky thudc do coéng ty Austin Pharma Specialties
Company dung tén dang ky trong Danh muc ban hanh kém theo Quyét dinh nay ra
khoi Danh muc cac thude dugc cép sb dang ky luu hanh tai Viét Nam.

*Ly do: Cung cép thubc khong dat tiéu chuan chét lvong theo qui dinh vé
quan ly chat luong thude cia B Y & va kinh doanh nguyén liéu omeprazol,

pantoprazol khong rd nguon goc xuat x1r.



Pidu 2. Pinh chi luu hanh trén toan quéc va thu hdi toan bd cac thude trong
Danh muc ban hanh kém theo Quyét dinh nay. Cac co s& nhép khau, ty thac nhap
khau cac thubc néu trén thuc hién thong bao thu hdi, thu hdi va bao céo két qua thu
hoi thudc theo qui dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B Y
té hudng dan quan ly chét luong thudc.

Piéu 3. Nging tiép nhan ho so dang ky Jan dau, ho so dang ky lai va khong
cap sd dang ky Iuu hanh thube dbi véi cac hd so da nop do cong ty Austin Pharma
Spemaltles Company dang ky hodc san xuét trong thoi han 24 thang.

Piéu 4: Nging tiép nhén, xem xét hd so nhap khau thubc ddi véi cac thude
do cong ty Austin Pharma Specialties Company dang ky hodc san xuat trong thoi
han 24 thang.

Pidu 5. Quyét dinh nay c6 hiédu luc ké tir ngay ky ban hanh.

Pidu 6. Giam ddc So Y té cac tinh, thanh phé truc thudc Trung vong, Giam
ddc cac don vi kinh doanh thude, Giam déc co s& ding ky va/hodc san xuat cac
thudc néu tai Diéu 1, 2, 3, 4 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nh{zn: P ""‘:&eCUC TRUONG
- Nhu Dleu~4; ) ’ TN

- BT. Nguyén Thi Kim Tién (d€ b/c); '
- Cac Thir trudng ( dé b/c):

- Céc Pho Cuc trugng Cuc QLD;

- CucQuén Y - B6 Qubc phong, Cuc Y té - Bo Cong an:
- Cuc Y té Giao théng van tai - B Giao thong vén tai:

- Tono cuc Hai quan - B9 Tai chinh, Bao hlem X3 hoi Viét Nam§
- Vu Phap ché, Cuc Quan ly Y, Dugc cd truyen Cuc Quan ly Kha
chita bénh, Thanh tra B Y té, Vién KN thuéc TW, Vién KN thude Z .

TP. HCM; Truwong Quoc Cuong
- Téng Cong ty Duoc Viét Nam, Hiép hoi SXKD Dugc, Cac Cong ty

XNK Dugc phém;

- Cac Bénh vién & Vién c6 giuong bénh truc thuéc B4 Y té;

- Website Cuc QLD, Tap chi Duoc & MY phdm-Cuc QLD;

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



CUC QUAN LY DUGQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM

DPoc lap — Tw do — Hanh phic

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

(Ban hanh kém theo Quyét dinh s4 199 /QD-QLD ngay 13 théng 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. Cong ty san xuit: Changchun Global Trust Pharmaceutlcal Co., Ltd., China
(d/c: 5Km, Changji road, Anlongquan, Changchun, Jilin., China).

STT Tén thudc Hoat chat Dang bio ché S6 ding ky
1 | Chymotrypsin  for | Chymotrypsin 5000 1.U Bot dong kho pha VN-15218-12
Injection 5000IU tiém

1.2. Cong ty san xuat: 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 | S6 ding ky
2 | Acyclolife Aceclofenac 100mg V‘e’; ]‘]‘g bao VN-17257-13
. Clopidogrel (dudi dang Clopidogrel | Vién nén bao
3 | Cloplife 75 bisulphate) 75mg phim VN-16953-13
o . Iy Dung dich vd
4 | C-Pac eyelear drop | SiProfloxacin 3mg/ml, khudn dénhé | VN-14459-12
Benzalkonium Chloride PR
mat/nho tai
Vién nén bao 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’e’;l‘ﬁ bao | yN_14912-12
8 |Eurostat-A Atorvastatin 10mg V‘e‘; penbao | yN.12857-11
9 | Eurostat-A20 Atorvastatin 20mg V‘enp?l‘i"gl bao | yNL12858-11
Indometacin . . .
10 Capsules BP 25mg Indometacin 25mg Vién nang VN-12860-11
11 | Lanlife - 30 Lansoprazole 30mg Vién nang VN-12861-11
Loperamide . ‘a
12 Capsules BP 2mg Loperamide HCI 2mg Vién nang VN-13499-11
13 | Panlife Pantoprazole 40mg Viénnén VN-12863-11
14 | Shimlife-60 Orlistat | o .o\ 60mg Vién nang cimg | VN-16579-13

Capsules 60mg




1.3. Cong ty san xuit: Eurolife Healthcare Pvt., Ltd., India (d/c: 69-A, Mittal
- - - Chambers, Nariman Point, Mumbai- 400 021., India).
STT Tén thuoc Hoat chat Dang bao ché So ding ky
Piperacilin (dudi dang Piperacilin
15 | Piperlife-Tazo 4.5 | P2 4€: Botphatiém | VN-17647-14
’ Tazobactam (du6i dang :
Tazobactam natri) 0,5g_
Cefoperazone ( dudi dang
16 | Cefozone-S ggfgggg%ﬁ?@ﬁggﬁ%ac o | Botphatiém | VN-17258-13
natri) S00mg
. Omeprazole (duéi dang B6t pha tiém
17 | Zolelife Omegrazole natri) 40mg ting mach VN-18134-14
18 | Cyclolife Acyclovir 200mg Vién nén VN-11222-10
19 | Telmilife 80 Telmisartan 80mg 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 ché | So6 ding ky
Dung dich

22 | Oflolife LV Ofloxacin 200mg/100ml truyéntinh | VN-18153-14
mach

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

24 | Fexiife Fexofanadine Hydrochloride Vién nén bao VN-12859-11
120mg phim

25 | C-Pac Ciprofloxacin 500mg V‘e‘;;‘f; bao | yN-12856-11

26 | Ciplife Ciprofloxacin 200mg/100ml Dmiﬁ‘y"éz“em VN-10453-10

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

28 | Cefolife Cefotaxime 1g Bot phatiém | VN-13294-11

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

.. |STT Tén thudc Hoat chat Dang bio ché So ding ky
29 | Omeprazole Capsules 20mg Omeprazole 20mg Vién nang VN-14913-12
30 | Tramadol Capsules BP 50mg | Tramadol HC] 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 Vlerll) ]r;;ﬁ bao VN-11227-10




33 | Etoricoxib Tablets 120mg Etoricoxib 120mg Vlel’;) fr:f; bao VN-11226-10
34 | Etoricoxib Tablets 90mg Etoricoxib 90mg VleI; }fllfnfi 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 | Losartan Potassium Tablets | Losartan kali 50mg Vién nén VN-11976-11
50mg
38 | Vertiflam Cinnarizine  BP | o) oy VN-13802-11
25mg

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

STT Tén thudc Hoat chat Dang bao ché S6 diing ky

39 | Atormin 20 Atorvastatin 20mg Vién nén bao phim VN-13500-11
Ciprofloxacin (dudi dang . Lo s

40 | Cipromir Ciprofloxacin hydrochlorid) Dung dﬂl,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 B0t 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 Bot pha tiém VN-15221-12

47 | Miracef 100 Cefpodoxim 100mg Bot pha udng VN-15222-12

48 | Miracef 200 Cefpodoxime 200mg Vién nén bao phim VN-12866-11

49 | Miracef 50 OS | Cefpodoxime S0mg/Sml Botpha thanh hon | -y 1 4461-12

dich d€ udng

50 | Miracin Levofloxacin 500mg Vién nén bao phim VN-15724-12

51 | Miraclav 1000 | moxiciline 825me; Vién nén bao phim | VN-12867-11
Acid clavulanic 125mg

. Amoxiciline 500mg; cn .

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 Thuoc bot pha tiém VN-14006-11

56 | Mirapime Cefepime 1g/lo Bot pha ti€m 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

. 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

61 |Miraxone | Sefiriaxone (dudi dang Bot pha tiém VN-16580-13
Ceftriaxone natri) 1g/lo

62 | Mirazole Lansoprazole 30mg Vién MENGLANIONE | YN-12871-11

63 | Rabemir 10 Rabeprazole sodium 10mg Vién nén tan trong VN-16129-13

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

Trwong Quéc Cuong




BO Y TE CONG HOA XA HQI 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 s6§149/QD-QLD ngayf3 thang 4 nim 2015)

1. Cong ty diang 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: 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 S6 ding ky
1 | Furostat-A20 Atorvastatin 20mg V‘e“pﬁf; bao | yN.12858-11
Loperamide . i
2 Capsules BP 2mg Loperamide HCI 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 thube Hoat chat Dang bao ché S6 dang ky
4 | Atormin 20 Atorvastatin 20mg Vién nén baq phim VN-13500-11
5 | Miracef 100 Cefpodoxim 100mg Bot pha udng VN-15222-12
6 | Miracef 50 OS | Cefpodoxime 50mg/5ml Botphathanh hon | vy 1 4461.12

dich dé€ uong

Truong Quéc Cuodng




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
$é: 20 ( /QP-QLD Ha Néi, ngay 43 thdng 4 ndm 2015
QUYET PINH

Y S ‘ , =K A A A R A - 5 K
STRTETSIE Y& viet dirng xem xét, tiep nhan ho so' nhap khau, ho so ding ky thuoc

) E’N Swogz‘jg;fmg ~ CUC TRUONG CUC QUAN LY DUGC

CorVa T i e ‘ ’ )
- -—=—=——"""Can cu Luét Dugc ngay 14 thang 6 nam 2005;

Cin cir Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc néng, nhiém vy, quyén han va co chu td chirc cia B Y té;

Can ctr Quyét dinh s6 3861/QP-BYT ngay 30/9/2013 cta B trudng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co céu t chirc ctia Cuc Quan ly Duoc
thudc B Y té;

Cin cr Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ctia BS Y té quy
dinh viéc ding ky thudc;

Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 ctia B4 Y té hudng dan
hoat dong xuat khau, nhap khau thudc va bao bi tiép xuc truc tiép véi thude.

Xét dé& nghi ctia Trudng phong Thanh tra dugc, m§ phim, Truéng phong
Ding ky thude va Trudng phong Quan Iy chit Iuong thude - Cuc Quan 1y Duge,

QUYET PINH:

Piéu 1. Ngimg tiép nhan hd so ding ky 14n ddu, hd so ding ky lai va khong
cip sb ding ky hru hanh thudc ddi véi cic hd so d3 ndp do Céng ty CSPC
Innovation Pharmaceutical Company ding ky hodc san xuét trong thdi han 24
thang.

*Ly do: Cung cép nguyén liéu thudc khéng dat tidu chun chit lugng theo
qui dinh vé quan 1y chit lugng thubc ciia B Y té va kinh doanh nguyén liéu
omeprazol, pantoprazol khong r& ngudn gbc xuét xr.

Piéu 2: Ngimg tiép nhan, xem xét hd so nhap khau thubc d6i vdi cac thube
do cong ty Cong ty CSPC Innovation Pharmaceutical Company ding ky hoic san
xuét trong thoi han 24 thang.

Pidu 3: Ngimg nhép khdu thubc dbi véi cac thube do cong ty CSPC
Innovation Pharmaceutical Company san xuat trong thoi han 24 thang.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.




Piéu 5. Giam déc S& Y té cac tinh, thanh phd truc thudc Trung vong, Giam
dbc cac don vi kinh doanh thudc, Gidm déc co s& dang ky va/hoac san xuét céac
thudc néu tai Piéu 1, 2, 3, 4 chju trach nhiém thi hanh Quyét dinh nay.

/
Noi nhgn: | ;ﬁ“ ~.LUC TRUOXG
- Nhu Dicu 4; ’ o g / \\
- BT. Nguyén Thj Kim Tién (dé b/c); /7 . -
- Céc Thir trudng ( dé b/c); :

- Céc Phé Cuc trudéng Cuc QLD; )
-CucQuan Y -Bj Québc phong, Cuc Y té - B6 Cong an;

; [ fﬁp N
- Cuc Y té Giao thong vén tai - B§ Giao thong vén tai;

- Téng cuc Hai quan - B Tai chinh, Bao h1em X hdi Viét Nam; \Q\’ /—-—""
- Vu Phap ché, Cuc Quan ly Y, Dugc cb truyen Cuc Quan 1y Kham; % s

chita bénh, Thanh tra Bo Y té, Vién KN thuéc TW, Vién KN thubc x .
TP. HCM; Trwong Quoe Cudng
- Téng Cdng ty Dugc Viét Nam, Hiép héi SXKD Dugc, Cac Cong ty

XNK Dugc phim;

- Cac Bénh vién & Vién cé giuong bénh truc thudc B6 Y té;

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

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



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic
S6: .70 /Qb-QLD Ha ngi, ngay 33 thdng 4 nam 2015
. - QUYET PINH
SOy PR N RHANYYR viee riat s6 dang Ky luu hanh thude ra kKhoi danh muc cac thude
o B8ed dugc cap s6 dang ky tai Viét Nam
DEN reodd 9045 CUC TRUONG CUC QUAN LY DUGC
Choyén

- Téng Cong ty Dugc Viét Nam, Cdc Cong ty XNK Dugc pha -

€11 ot Luat Dugc ngay 14 thang 6 nam 2005;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh pht quy
dinh chiic nang, nhiém vu, quyén han va co cu t6 chitc cia B6 Y t&;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo truéng Bo Y
t€ quy dinh chic nang, nhiém vu, quyén han va co céu té chic ctia Cuc Quan ly
dugc thudc BO Y t&;

Can ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha Bo Y t€ quy
dinh viéc dang ky thudc;

Can ct ho so tu nguyén dé nghi rit s6 dang ky cia cdc cong ty dang ky
thuoc;

Xét d€ nghi cta Trudng phong Dang ky thuée - Cuc Quan 1y Duoc,

QUYET PINH

biéu 1. Rit s6 dang ky cla cdc thudc sau ra khéi Danh muc cdc thusc
duogc cép s6 dang ky luu hanh tai Viét Nam (c6 Danh muc kém theo).

Piéu 2. Cic cong ty dang ky, nha sdn xuét phdi cé trach nhiém theo déi,
chiu trdch nhiém vé an toan, hiéu qua trong qud trinh luu hanh cho dén khi hét
han dung cta thudc déi véi cdc thuse dé nghi it s6 dang ky di duge nhap khdu,
san xuit trude ngay Quyét dinh nay ¢6 hiéu luc.

Diéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Gidm doc SO Y t€ céc tinh, thanh phd truc thude Trung wong, cic

"don vi kinh doanh thuéc va Gidm déc co s& c¢6 thudc néu tai Diéu 1 chiu t/réch

nhiém thi hanh Quyét dinh nay.

Noi nhédn:

- Nhu Piéu 4; 2

- BT. Nguyén Thi Kim Tién (dé b/c); - cuc TRUON%
- Cuc Quan Y - B6 Qudc phong, Cuc Y t€ - Bo Cong an; ‘ : * o
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai; 4
- Téng cuc Hai quan - Bo Tai chinh, Bdo hiém X4 hoi Viét Nam :
-Vu Phap ché&, Cuc Quan 1y Y, Dugc ¢6 truyén, Cuc Quan 1 Kh m,

chita bénh, Thanh tra Bo Y t€, Vién KN thuc TW, Vién thuéc /I/ i?!// v

TP. HCM:;

Pty P

fi R

- Cdc Bénh vién & Vién cé giudng bénh truc thuéc Bo Y t€; o
- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD; . .
- Luu: VP, c4c Phong thuéc Cuc QLD, DKT(12). Truong Quoc Cuong



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

DANH MUC CAC THUOC NUGC NGOAI RUT SO PANG KY
(Ban hanh k&ém theo Quyét dinhs6 ¢ 20 /QD-QLD ngay 27 thang 4 nam 2015)

1. Cong ty dang ky: Céng ty TNHH Dugc phim Do Ha (de: S6 30, Tép thé Tran Phi,
ngo 105, Nguyen Phong Sdc, P. Dich Vong Hdu, Q. Céu Gidy, Ha Ngi).

1.1. Nha san xuat: Spic Limited, Pharmaceuticals Division (d/c: Plot No5, NH-7,
Maraimalainagar 603209, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
1| Vitabase g;n;(l) po0me VIAMIN | vyign nén bao phim | VN-9536-10
2 | Cyprofort g?f;ﬁifﬁ:ggzg ; Vién nén nhai VN-10059-10
3 | Zinxime Arginin 3g Thubc cém udng VN-10060-10
4 | Romofine Gabapentin 300mg Vién nang VN-12974-11
5 | Maxvir 100 | Sildenafil 100mg Vién nén bao phim | VN-13582-11
6 | Maxvir 50 Sildenafil 50mg Vién nén bao phim | VN-13583-11
7 | Qplus New %;Sg;;r;zn(g?g) 30mg Vién nang VN-13584-11
8 |DL Desloratadine 0,5mg/ml | Si 6 VN-14581-12

2. Cong ty dang ky: Novartis AG (d/c: Lichtstrasse 35 - 4056 Basel, Switzerland).
2.1. Nha san xuit: Excelvision AG (d/c: Riethofstrasse 1, CH-8442, Hertlingen,
Switzerland).

STT | Tén thudc Hoat chit Dang bio ché S6 ding ky
Fluorometholone )
9 | Efemoline | Img/ml, Tetryzoline Dung dich nho mat | VN-13799-11
hydrochloride 0,25mg/ml

=" Briong Quéc Cuong




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

DANH MUC CAC THUOC TRONG NUGC RUT SO PANG KY
(Ban hanh kém theo Quyét dinh s6 220 /QD-QLD ngay .73 thang.cz nam 2015)

1. Cong ty dang ky: Céng ty Cb phin Duwgc phim Yén Bai (d/c: 725 duong Yén Ninh,
TP. Yén Bdi, tinh Yén Bdi).

1.1. Nha san xuét: Céng ty C6 phian Dwgc phim Yén Bai (@/c: 725 duong Yén Ninh, TP.
Yén Bdi, tinh Yén Bdi).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
Ha thu 6 do,
Bach linh, Nguu
1 | Thanh Xuéan tat, DPuong quy, | Vién nang cing VD-17598-12
Cau ky ta, Tho ty
ttt, Pha ¢4 chi

2. Cong ty dang ky: Cong ty TNHH Dugc phim Fitopharma (d/c: 26 Bis/I khu phé
Trung, phuong Vinh Phu, Thudn An, Binh Duong).
2.1. Nha san xuit: Cong ty TNHH Duwgc phim Fitopharma (d/c: 26 Bis/l khu phé
Trung, phuong Vinh Phi, Thudn An, Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
Hai ma, Loc
2 | Fitogra-f nhung, Hong Vién nang cing VD-21490-14
sam, Qué nhuc

3. Cong ty dang ky: Cong ty TNHH Dugc phim Phwong Nam (d/c: 366 CMTS8, phirong
Bii Hiru Nghza quén Binh Thiy, TP. Cdn Tho).

3.1. Nha san xuit: Cong ty TNHH Dugc phim Phwong Nam (@/c: 300C Nguyén Théng,
phuong An Théi, quén Binh Thiy, TP. Cén Tho).

STT Tén thube Hoat chét Dang bao ché S6 dang ky
) i oo | g dihdine | yg ggss
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 234 /Qb-QLD Ha néi, ngay |/ théng 5 nam 2015
QUYET PINH
Vé viéc rit so dang ky luu hanh thuoc ra khéi danh muc céac thuéc
SOV TR TING RHANH HOA “dugc cap s6 dang ky tai Viet Nam
;s M.S/f. ,,,,,,, CUC TRUOGNG CUC QUAN LY DUGC

DEN s 4545

....................... njct Luat Dugce ngay 14 thdng 6 nam 2005;
Chuyén .. Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy

dinh chic nang, nhiém vu, quyén han va co cdu té chiic clia Bd Y t¢&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia Bo trudong BO Y
t€ quy dinh chifc nang, nhiém vu, quyén han va co céu té chic ctia Cuc Quan Iy
dugc thudc Bo Y té;

Can ctt Thong tu s6 44/2014/TT BYT ngay 25/11/2014 cta Bo Y t&€ quy
dinh viéc dang ky thudc;

Céan ctt ho so tu nguyén dé€ nghi rit s6 dang ky clia cic cong ty dang ky
thudc;

Xét dé nghi ctia Trudng phong Dang ky thudc - Cuc Quan 1y Duoc,

QUYET PINH

Piéu 1. Riit s§ dang ky cla cdc thudc sau ra khéi Danh muc céc thuéc
dugc cap s6 dang k¥ luu hanh tai Viét Nam (c6 Danh muc kém theo).

Diéu 2. Cic cong ty dang k¥, nha sdn xust phai ¢6 trach nhiém theo dai,
chiu trdch nhiém v€ an toan, hiéu qua trong qu4 trinh luu hanh cho dén khi hét
han dung cta thudc doi véi cdc thude dé nghi riit s6 dang ky di dugce nhap khdu,
san xuét trudc ngay Quyét dinh nay c6 hiéu luc.

biéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm ddc SG Y t€ cdc tinh, thanh phé triuc thudc Trung wong, cic
don vi kinh doanh thuéc va Gidm d6c co s& ¢6 thu6e néu tai Diéu 1 chiu trich
nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (d€ b/c); -
- Cyc Quan Y - BY Qudc phbng Cuc Yt&€-Bo Céng an; 7o
- Cuc Y t€ Giao thong van tai - Bo Giao thOng van tai; g

- Téng cuc Hai quan - B Tai chinh, Bao hiém Xa hoi Viet Nam,
- Vu Phdp ché, Cyc Quan 1y Y, Dugc ¢d truyén, Cuc Quan 1$:Khém,

chita bénh, Thanh tra Bo Y t&, Vién KN, thuéc TW, Vién KN. thuoc
TP. HCM; ) o

- Tong Cong ty Dugc Viét Nam, Cdc Cong ty XNK Dugc phdm; ™. "
- Céc Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t¢;
- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD; . .
- Luu: VP, céc Phong thuéc Cuc QLD, DKT(12). Truong Quoc Cuong




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

DANH MUC CAC THUOC RUT SO PANG KY:
(Ban hanh kém theo Quyét dinh s6 ¢ 3/ /QD-QLD ngay 4/ thing 5 nam 2015)

1. Cong ty dang ky: Novartis Pharma Services AG (d/c Lichtstrasse 35, 4056 Basel,

Switzerland).
1.1. Nha san xuit: Novartis Farma S.p.A. (dc: Via Provinciale Schito, 131, Torre

Annunziata (NA), Italy).

STT | Tén thudc Hoat chét Dang bao ché Sé dang ky
Rasil Aliskiren (dudi dang
I e Aliskiren hemifumarate) | Vién nén bao phim | VN-10443-10
150mg
150mg
Rasilez Aliskiren (duéi dang
2 : Aliskiren hemifumarate) | Vién nén bao phim | VN-10444-10
300mg 300mg

1.2. Nha san xuit: Novartis Farmaceutica S.A. (d@/c: Ronda de Santa Maria 158 08210
Barbera del Vallés, Barcelona, Spain).

STT | Tén thubc Hoat chit Dang bio ché S6 ding ky
Amlodipine (duéi dang

3 | Exforge Amlodipine besyiate) Vién nén bao phim | VN-16343-13
5mg; Valsartan 160mg

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

STT | Tén thubc Hoat chit Dang bao ché S6 dang ky
4 |Voltfast | Diclofenac Kali 50mg Eg; é’ha dung dich |\ 11971411

3. Cong ty dang ky: Cong ty Co phim Duwgc Lam Pdng - Ladophar (d/c: 6A Ngé Quyén,
phuong 6, TP. Pa Lat, tinh Lém Pong).

3.1. Nha san xuit: Céng ty Cd phan Dugc Lim Pdng - Ladophar (d/c: 64 Ngé Quyén,
phuong 6, TP. Da Lat, tinh Lém Déng).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Magnesi lactat
5 | Magesi- B6 dihydrat 470mg, | o) 1én bao dudmg | VD-11460-10
Pyridoxin
hydroclorid S5mg

Magnesi lactat
dihydrat 470mg,
Pyridoxin
hydroclorid Smg

6 | Maridoxin Vién nén bao phim VD-11461-10




Terpin hydrat 100

7 | Tercomaxx mg, Codein Vién nén VD-11462-10
phosphat 5 mg
Terpin hydrat 100 |-
8 | Terpin codein mg, Codein Vién bao dudng VD-11463-10
phosphat 5 mg ‘
9 | Vudu- cinarizin Cinnarizine 25mg | Vién nén VD-12175-10
1o |Dexamethason Dexamethason | e nen VD-12748-10
0,5mg acetat 0,5mg
Paracetamol
11 | Prumicol Flus0o |200mg. | Viénnénddibao | yp j5949.1
Clorpheniramin phim
maleat 2mg
Dexamethason Dexamethason Vién nén hinh elip
12 0,5mg acetat 0,5mg (mau tring) VD-14197-11
13 Dexamethason Dexamethason V}en nén (mau VD-14198-11
0,5mg acetat 0,5mg trang)
Dexamethason Dexamethason Vién nén ngii gidc
14 0,5mg acetat 0,5mg (mau tim) VD-14199-11
Aluminium
hydroxid 0,6084g
(tuong duong N )
15 | Esogas aluminium oxid Hon dich uong VD-14200-11
0,4g), magnesium
hydroxid 0,8g,
simethicon 0,08g
Aluminium
hydroxid 0,6084g
(tuong duong _ .
16 | Esogit aluminium oxid Hon dich uéng VD-14201-11
0,4g), magnesium
hydroxid 0,8g,
simethicon 0,1g
Vitamin B1 15mg,
Vitamin B2 10mg,
17 | BC complex Vitamin B6 Smg, | Vién nang cimg VD-14662-11
Vitamin PP 50mg,
Vitamin C 100mg
Vién nén bao phim
Diclofenac natri tan trong rudt (vién ) )
18 | Fenactada 75 mg 75mg hmh tam gidc mau VD-15088-11
hong)
Vién nén bao phim
Diclofenac natri tan trong rudt (vién )
19 | Fenactada 75 mg 75mg hinh tam gidc mau VD-15089-11
cam)
20 | Renifort Prednisolon Smg | Vienrén (vinnen | vy 15491.13

dai, mau tim)




Vién nén (vién nén

VD-15092-11

21 | Renifort Prednisolon Smg dai, mau héng d4m)
. . Vién nén (vién nén
22 | Renifort Prednisolon Smg dai, mau xanh 1) VD-15093-11
Vién nén (vién nén
23 | Renifort Prednisolon 5mg hinh tru det, mau VD-15094-11
ndu)
Vién nén (vién nén
24 | Renifort Prednisolon Smg | dai, mau xanh da VD-15095-11
troi)
25 Dexamethason Dexamethason Vidn nén VD-15348-11
0,5mg acetat 0,5mg
26 | T-Alpha fl};ym"“ypsm 42 | Vien nén VD-15349-11
Terpin hydrat 100
mg, Codein
27 | Terpin - Ladopha phosphat 5 mg, Vién bao dudng VD-15350-11
natri benzoat 150
mg
Cetirizin
28 | Vudu-cetirizin dihydroclorid Vién nén bao phim VD-15696// 1
10mg
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