BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc l1ap - Tu do - Hanh phuc
S6: 664  /QP-QLD Ha Ngi, ngay31 thang12ndam 2020
QUYET PINH

Vé viéc ban hanh danh muc 131 thudc nwée ngoai
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 105

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoe s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 75/2017/NP-CP ngay 20/6/2017 cia Chinh phii quy dinh
chitc nang, nhiém vu, quyén han va co céu t6 chire ciia Bo Y té;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 ciia BJ truong Bé Y té quy
dinh cigd*c nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thudc
Bo Yte;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia B trucéng B Y té quy
dinh vi¢c dang ky luu hanh thuéc, nguyen li¢u lam thude;

Can cir y kién cia Héi dong tw vin cdp gidy dang ky luu hanh thuoc, nguyén liéu
lam thuéc - BoY 1é:

Xét dé nghi cia Truéng phong Ping ky thuéc - Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 131 thudc nudc ngoai
dugc cap gidy dang ky luu hanh tai Viét Nam - Pot 105, bao gom:

1. Danh muc 116 thudc nuéc ngoai duoc cp gidy dang ky luu hanh hiéu luc 05
nam - Dot 105 (tai Phu luc | kém theo).

Céc thudc tai Danh muc ndy cé s6 dang ky v6i ky hiéu VN-...-20 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 15 thudc nudc ngoai dugc cip gidy dang ky luu hanh hiéu luc 03
nam - Dot 105 (tai Phu luc 11 kém theo).

Céc thudc tai Danh muc nay c6 s6 dang ky véi ky hiéu VN3-...-20 va hiéu luc
03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Picu 2. Co 50 san Xuat va co s¢ dang ky thude cé trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac ho so tai liéu di dang ky voi Bo
Y té va phai in sé ding ky duoc BO Y té Viét Nam cip 1én nhan thudc.

2. Chéap hanh ddy du phap luat ctia nudéc CHXHCN Viét Nam va cac quy dinh
ctia BO Y té vé nhap khau thudc va luu hanh thudc tai Viét Nam, néu co bat ct thay
d6i gi trong qua trinh luu hanh thudc ¢ nudc so tai va & Viét Nam thi phai bao céo
ngay cho Cuc Quéan Iy Dugc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat luong cia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chét luong thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to huéng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc va t& hudng dan sir dung thude theo hinh thic thay doi, bd sung
gidy dang Ky luu hanh thudc quy dinh tai Thong tu 32/2018/TT-BYT ngay 12/11/2018
cua B truong Bo Y té ddi vai thude chua cap nhat ndi dung nhan thudc, to huéng dan
st dung thudc theo quy dinh tai Thong tuw 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truéng BOY té, cu thé nhu sau;



a) Ddi vé6i thude thude danh muc thude doc va nguyén li¢u doc lam thudc theo
quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cia Bo truong Bo Y té vé
viéc ban hanh danh muc thudc doc va nguyén li¢u doc lam thude: chi duoc luu hanh
sau khi dugc Cuc Quan Iy Dugc phé duyét ndi dung cép nhat nay.

b) Dbi voi cac thuéc khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tir ngay dugc cap gidy ding ky luu hanh.

S. Phdi hop véi cac co so didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Théng tu sb
32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc dang ky luu
hanh thudc, nguyén liéu 1am thudc ddi véi cac thude thudec Danh muc tai Phu lyc II
ban hanh kém theo Quyét dinh nay (cac sb ding ky voi ky hiéu VN3-...-20).

6. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co sé dang ky
trong thoi gian hiéu lyc cia gidy dang ky luu hanh thudc, nguyén liéu lam thude.
Trong truong hop khong con dap img du diéu kién hoat dong, co s¢ dang ky phai co
trach nhiém thyc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6
32/2018/TT-BYT ngay 12/11/2018 ctia B truong Bo Y té trong thoi han 30 ngay ké
tir ngay co s¢ dang ky khong con di diéu kién hoat dong.

7. Co s6 dang ky thudc phai bao cao BO Y té vé cap nhat tinh trang dap ung
Thyc hanh tot san xuét cia CO SO san Xuat thuoc nguyén liéu lam thudc. Truong hop
co s& san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg Thuc hanh tot san
xuat thudc, nguyén liéu lam thudc ¢ nudc sé tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao ctia co quan quan 1y c6 tham quyén
nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot s6 didu va bién phéap thi hanh
Luat Duoc.

8. Pbi véi cac thubc Natdac 30 (STT 8, s6 dang ky VN3-293-20) va thudc
Natdac 60 (STT 9, sb diang ky VN3-294-20) thudc danh muc thube diéu tri bénh viém
gan C tai Phy lyc IT kém theo Quyét dinh nay, co so phai giri mau thudc kém theo chat
chuan dbi véi 03 16 nhap khau dau tién dé Vién kiém nghiém thudc Trung wong hodc
Vién kiém nghiém thubc Tp. H6 Chi Minh kiém tra theo tiéu chuan chat lugng d3 ding
ky, chi duoc luu hanh sau khi két qua kiém nghiém dat yéu cau.

Piéu 3. Quyét dinh ¢ hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S Y té cac tinh, thanh phd tryc thudc trung wong, giam ddc
nha san xuét va co s¢ ding ky co6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhdn: e CUC TRUONG
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BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

Phu luc |

~ DANH MUC 116 THUOC NUGC NGOAI
PUQC CAP GIAY PANG KY LUU HANH HIEU LUC 5 NAM - PQT 105

(Ban hanh kém theo quyét dinh so: .....064

/ODP-QLD, ngay 31../12../2020.)

1. Cong ty dang ky: Abbott Laboratories (Singapore) Private Limited (B/c: 3 Fraser Street,
#23-28 Duo Tower, Singapore 189352 - Singapore)

1.1 Nha san xuat: Laboratorio Farmindustria S.A (B/c: Jr. Mariscal Miller No 2151 - Lince -

Lima - Peru)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céach £ o ,
. <Y 2 Sod k
STT Tén thuoc Ham lugng ché tho [chuan| déng goi o dang &y
1 |Fluidasa 100mg Acetylcystein Cbm pha 24 [NSX [Hop 30gdilg | VN-22582-20
100mg dung dich  |thang
uong

2. Cong ty dang ky: Akums Drugs & Pharmaceuticals Ltd. (P/c: 304, Mohan Place, L.S.C.,
Block "C", Saraswati Vihar, Delhi 110034 - India)

2.1 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (P/c: 19,20,21 Sector-6A, I.1.E.,
Sidcul, Ranipur, Haridwar - 249403 - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. ey 2 So dang k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
2 |Unoursodiol-150 Acid Vién nén bao| 24 (BP Hop 10 vi x 10 | VN-22583-20
ursodeoxycholic phim thang[2019 |vién
150mg

3. Cong ty dang ky: Alkem Laboratories Ltd. (P/c: Alkem House, Devashish , Senapati Bapat
Marg, Lower Parel - 400 013 - India)

3.1 Nha san xuat: Alkem Laboratories Ltd. (P/c: Survey No: 167/2, MGU Nagar, Dabhel,
Daman -396 210 - India)

. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach z s ,
. Ny 2 Sod k
STT Tén thuoc Ham lugng che tho [chuan| déng goi 0 dang &y
3 |ltrakem 100 Itraconazol 100mg | Vién nang 24 INSX |Hop lvix 14 VN-22584-20
cang thang vién

Trang 1




4. Cong ty dang ky: APC Pharmaceuticals & Chemical Limited (H/c: Flat/RM 2203, 22/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai - Hong Kong)

4.1 Nha san xuat: Kusum Healthcare Private Limited (B/c: SP-289 (A), RIICO Industrial Area
Chopanki (Bhiwadi) Distt - Alwar - Rajasthan - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
4 [Kuxazol Linezolid 600mg Vién nén baol 24 |NSX [Hop1lvix4 VN-22586-20
phim thang vién. Hop 1 vi,
10 vi x 10 vién
4.2 Nha san xuat: Kusum Healthcare Private Limited (/c: SP-289 (A), RIICO Industrial Area,
Chopanki, Bhiwadi Distt - Alwar, - Rajasthan - India)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Tén thuoc Ham lugng ché tho [chuan| déng goi 0 dang xy
5 |Candigo Clotrimazol 10% Kem boi &m | 24 |BP201|Hop 1 tuyp 7g. | VN-22585-20
kl/kl dao thang|9

5. Cong ty dang ky: Atco Laboratories Limited (P/c: B-18, S.1.T.E, Karachi - 75700 - Pakistan)

5.1 Nha san xuit: Atco Laboratories Limited (P/c: B-18, S.I.T.E, Karachi - 75700 - Pakistan)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 LY - k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi S0 diing ky
6 |Clobetsonate Ointment |Clobetasol Thubc m& 24 |[USP [Hop 1tuyp 159 | VN-22587-20
propionate 0,05% thang(40
w/w
7 |Montemax 5mg Montelukast (dugi  |Vién nén 24 |BP Hop 1vix 14 VN-22588-20
dang Montelukast  |nhai th&dng|2016 |vién
natri) 5mg
8 |Prolaxi Eye Drops Ciprofloxacin (duéi (Dung dich 24 [USP [Hop 1lo 5ml, VN-22589-20
dang Ciprofloxacin |nhé mat thang(38 hop 1 lo 10ml
hydrochlorid) 0,3%
wiv

6. Cong ty dang ky: Aurobindo Pharma Limited (D/c: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad - India)

6.1 Nha san xuit: Aurobindo Pharma Limited (B/c: Unit - VI, SEZ, TSIIC, Plot No.S1, Survey
No's: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State - India)

Trang 2




. p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
. Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
9 [Dutabit 0.5 Dutasteride 0,5mg |Vién nang 24 INSX [Hop 3vix 10 VN-22590-20
meém thang Vvién
10 [Rofast5 Rosuvastatin (dudi  |Vién nén bao| 24 [NSX [Hop3vix10 | VN-22592-20
dang Rosuvastatin  |phim thang vién
calci) 5mg

6.2 Nha san xuat: Aurobindo Pharma Limited (B/c: Unit III, Sy. No. 313 & 314, Bachupally,
Bachupally Mandal, Medchal-Malkajgiri District, Telangana State - India)

. p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 ang | h diang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dans Xy
11 [Kardak 20 Simvastatin 20mg  [Vién nén bao| 36 [NSX [Hop 10vix 10 | VN-22591-20
phim thang vién

7. Cong ty dang ky: Axon Drugs Private Ltd. (b/c: Plot No. 14, Santhosh Nagar, Korattur North,
Chennai, Tamilnadu, 600076 - India)

7.1 Nha san xuit: Axon Drugs Private Ltd. (B/c: 148/12B, Chennai - Bangalore Highway,
Chembarambakkam, 602 103, Tamil Nadu - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
4 alhg 1 . dang k
STT Ten thudc Ham lwong ché tho |chuan| déng géi 0 dang Xy
12 |Diclotabs-50 Diclofenac natri Vién nén bao| 36 |BP Hop 10 vi x 10 | VN-22593-20
50mg tan trong thang|2019 |vién
ruot

8. Cong ty dang ky: Bluepharma- Indastria Farmacéutica, S.A. (D/c: Sdo Martinho do Bispo
3045-016 Coimbra - Portugal)

8.1 Nha san xuit: Bluepharma- IndUstria Farmacéutica, S.A. (Fab. Coimbra) (B/c: Sdo
Martinho do Bispo, 3045-016 Coimbra - Portugal)

- P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
4 Ly h ding k
STT Teén thuoc Ham lugng che tho [chuan déng goi ¢ dang &y
13 |Bluetine Paroxetin (dudi Vién nén bao[ 36 |NSX [Hop 6 vix 10 VN-22594-20
dang Paroxetin phim thang vién
hydroclorid) 20mg

9. Cong ty dang ky: Brawn Laboratories Ltd (D/c: Delhi Stock Exchange Building 4/4B Asaf Ali
Road, New Delhi 110002 - India)

Trang 3




9.1 Nha san xuat: Brawn Laboratories Limited (B/c: 13, NIT, Industrial Area,
Faridabad-121001 Haryana - India)

natri) 1g

5mi

khuan pha tiém

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
14 |Roxithin Tablets Roxithromycin Viénneén bao[ 36 [NSX |HOp 10vix 10 | VN-22596-20
150mg phim thang vién
9.2 Nha san xuit: Brawn Laboratories Limited (B/c: 13, NIT, Industrial Area,
Faridabad-121001, Haryana - India)
) . Hoat chit chinh - | Dang bao |Tuéi| Tiéu | Quy cach Lo
6 . L h Sod k
STT Tén thuoc Ham lwong ché | the |chuin|  déng géi 0 dang Ly
15 |Cefotaxime sodium for [Cefotaxime (dudi Bot phatiém| 24 |USP [Hop 1lo bot +| VN-22595-20
injection USP dang Cefotaxime thang(38 1 lo nuéc vd

10. Cong ty dang ky: China National Pharmaceutical Foreign Trade Corporation
(Sinopharm) (B/c: 7/F Bldg.1, Fortune Tower, No.4 Huixin Dongjie, Chaoyang District, Beijing -

China)

10.1 Nha san xuit: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (P/c: Yangzi Road,
Shijiazhuang Economic & Technological Development zone, Hebei - China)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. ey 2 So dang k
STT Tén thuoc Ham lwong ché tho |chuan|  déng géi o dang &y
16 |Tarvizone Metronidazole 500 |Dung dich 36 |USP [HOp 1 chai VN-22639-20
mg/100ml tiém truyén (thang|41l nhya 100ml

11. Cong ty dang ky: Cipla Ltd. (D/c: Peninsula Business Park, Ganpatrao, Kadam Marg, Lower
Parel, Mumbai 400013, Maharashtra - India)

11.1 Nha san xuat: Cipla Ltd. (b/c: Plot No. 9 to 10, Pharma Zone, Phase II, Indore SEZ,
Pithampur, (MP)-454775 - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch s di ,
2 S h d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dangly
17 |lpravent Respules Ipratropium bromid |Dung dich 24 |BP Hop chira 4 g6i | VN-22597-20
500mcg/2ml khi dung thang X 1 khay x 5
ong 2ml dung
dich

Trang 4




12. Céng ty ding ky: Cong Ty Cé Phan Dwoc Pham Viét Nga (P/c: S6 2B, ngdch 374/7, dwong
au Co, Phuwong Nhdt Tan, Qugn Tay Ho, Thanh pho Ha Ngi - Viét Nam)

12.1 Nha san xuét: M/S Stallion Laboratories Pvt. Ltd (B/c: CIB, 305, 2&3 GIDC, Kerala

(Bavla) Dist. Ahmedabad (Gujarat) - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
18 [Stalanza Olanzapine 10 mg |Vién nén bao| 36 [USP [Hop 3 vix 10 VN-22598-20
phim thang(40 vién

13. Cong ty diing ky: Cong ty c6 phan dwgc-thiét bi y té Pa Ning (P/c: 02 Phan Dinh Phing,
Phuong Hai Chéu I, Qudn Hai Chau, Thanh pho Da Nang - Viét nam)
13.1 Nha san xuat: Akriti Pharmaceuticals Pvt. Ltd. (B/c: Plot No. D-10, D-11, M.1.D.C., Jejuri
-Nira Road. Jejuri, Taluka Purandar, Dist Pune - 412 303, Maharashtra State - India)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
4 ANy t h d k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
19 [Aklevo 500 Levofloxacin (dudi |Vién nén baol 36 |[USP [Hop3vix10 | VN-22599-20
dang Levofloxacin |phim thang(39 vién
hemihydrat) 500mg
20 [Akmont 4 Montelukast (dudi  [Vién nén 36 [NSX [Hop 1vix 10 VN-22600-20
dang Montelukast  [nhai thang Vién
natri) 4mg
14. Céng ty ding ky: Cong ty cé phan dwoc-thiét bi y té Pa Ning (P/c: S6 02 Phan Dinh
Phung, Phuong Hai Chau I, Qugn Hai Chéu, Thanh pho Pa Nang - Viét nam)
14.1 Nha san xuit: Pell Tech Health Care Pvt Ltd (D/c: Plot no. 20B, Tansa Farm Estate,
Village Met, Gonsai, Bhiwandi-Wada, Thane 421312, Maharashtra State - India)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 LY h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
21 |Lipofen 160 Fenofibrat 160mg  |Vién nén bao| 24 |NSX |Hop 3vix 10 VN-22601-20
phim thang vién

15. Céng ty ding Ky: Cong ty Co phan Fresenius Kabi Viét Nam (P/c: Khu viee 8, Phurong
Nhon Phu, TP. Qui Nhon, tinh Binh Dinh - Viét Nam)
15.1 Nha san xuat: Fresenius Kabi Austria GmbH (B/c: Hafnerstrasse 36, 8055, Graz -

Austria;).

Co s¢ déng goi thir cdp: Fresenius Kabi Austria GmbH (dja chi: Am Gewerbepark 6, 8402,

Werndorf, Ao)

Trang 5




STT | Tén thuac Hoat chat chinh - IDang bao | Tuéi Tieu | Quy cach S6 ding ky
Ham lwgng che tho |chuan dong goi
: +, [M&i tai 1000ml c¢6 2 ngin chira: 500ml dung dich N ,.
22 Am_momlx Gl?llcol;i: 12,6;;: C(;:luc(?sgem;nf)nlcyihydrat 69,3g tuol‘ng Dung dlCh 24 NSX Thung 6 tli VN-22602-20
Peripheral |ing vei Glucose 63g; 500ml dung dich acid amin c6 tiém truyén|tha 1000ml. Thung
dién giai: L-Alanin 4,9g; L-Arginin 4,2g; Glycin ye ang 4 tGi 1500m|

3,859; L-Histidin 1,05g; L-Isoleucin 1,75g;
L-Leucin 2,59¢; L-Lysin acetat 3,26g tuong ung voi
L-Lysin 2,31g; L-Methionin 1,51g; L-Phenylalanin
1,79g; L-Prolin 3,92g; L-Serin 2,28g; Taurin 0,35g;
L-Threonin 1,54g; L-tryptophan 0,70g; L-Tyrosin
0,14g; L-Valin 2,17g; Calci clorid dihydrat 0,24g
twong ung Vvoi  Calci clorid 0,18g; Natri
glycerophosphat khan 1,78g; Magnesi sulphat
heptahydrat 0,78g twong (ng vai Magnesi sulphat
0,38g; Kali clorid 1,41g; Natri acetat trihydrat 1,169
tuong ung véi Natri acetat 0,70g; M&i tdi 1500ml c6
2 ngan cha: 750ml dung dich Glucose 12,6%:
Glucose monohydrat 104g twong ung voi Glucose
94,5¢g; 750ml dung dich acid amin c6 dién giai:
L-Alanin 7,35g; L-Arginin 6,3g; Glycin 5,78g;
L-Histidin 1,58g; L-Isoleucin 2,63g; L-Leucin
3,89g; L-Lysin acetat 4,88¢g twong tng vai L-Lysin
3,47g; L-Methionin 2,26g; L-Phenylalanin 2,68;
L-Prolin 5,88g; L-Serin 3,41g; Taurin 0,53g;
L-Threonin 2,31g; L-tryptophan 1,05g; L-Tyrosin
0,21g; L-Valin 3,26g; Calci clorid dihydrat 0,35g
twong ung Vvoi Calei  clorid 0,26g; Natri
glycerophosphat khan 2,66g; Magnesi sulphat
heptahydrat 1,16 twong tng voi  Magnesi sulphat
0,57g; Kali clorid 2,12g; Natri acetat trihydrat 1,73g
tuong ang véi Natri acetat 1,059.

16. Cong ty ding ky: Cong ty cé6 phan TADA Pharma (B/c: 44a Dinh Céng Trang, Phuwong Tan
binh, Qudn 1, Thanh phé Hé Chi Minh - Viét Nam)
16.1 Nha san xuat: Anfarm hellas S.A (B/c: 61st km NAT. RD. ATHENS- LAMIA, Schimatari
Viotias, 32009 - Greece)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch Sé d ,
2 alg | - diang k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
23 |Sulbenin 10mg/Tab Donepezil Vién nén bao[ 36 |NSX ([Hop2vix14 VN-22603-20
hydrochloride 10mg [phim thang vién
24 |Sulbenin 5mg/Tab Donepezil Vién nén bao[ 36 |NSX ([Hop2vix14 VN-22604-20
hydrochloride 5mg |phim thang Vién

16.2 Nha san xuat: Lacer, S.A (P/c: Boters 5. Parc Tecnologic del Vallés, 08290 Cerdanyola del
Vallés (Barcelona) - Spain)

A £ Hoat chit chinh - | Dang bao |Tuéi| Tiéu Quy cach Sé d ,
4 Alg 1 . ding k
STT Teén thuoc Ham lwong ché tho |chuan|  déng géi 0 dang &y
25 |Dezfast 30mg tablet Deflazacort 30mg | Vién nén 36 [NSX [Hop1vix10 VN-22605-20
thang vién, hop 2 vi x
10 vién
26 |Dezfast 6mg tablet Deflazacort 6mg Vién nén 36 [NSX [Hop1vix20 VN-22606-20
thang vién, hop 3 vi x
20 vién
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17. Céng ty ding ky: Cong ty CPDP Duy Tan (P/c: 22 Hé Biéu Chanh, P. 11, Q. Pht Nhudn,
TP. Hé Chi Minh - Viét Nam)

17.1 Nha san xuét: Laboratorios IMA S.A.1.C. (B/c: Palpa 2862 (Zip Code C1426DPB), of the
City of Buenos Aires — Argentina)

Co so dong goi: Laboratorios Richmond A.A.C.IF. (Pja chi: Elcano No4938, (Zip Code
C1427CIU), of the City of Buenos Aires - Argentina)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng goi S0 diing ky
27 |Oxaliplatin 50mg Oxaliplatin 50mg Bot dong 36 |USP38[Hop 1 lo VN-22607-20
kho dé pha |thang
dich truyen

18. Céng ty ding ky: Cong ty TNHH dwoc my pham Thai Nhan (B/c: 506/15/154 Puong 3/2,
P.14, Q.10, TP. Ho Chi Minh - Viét Nam)

18.1 Nha san xuét: Nexpharm Korea Co., Ltd. (P/c: 168-41, Osongsaengmyeong 4-ro,
Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do - Korea)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
. < I 2 Sod k
STT Tén thudc Ham lwgng che the |chuan|  déng géi 0 dang Xy
28 |Ucolic Tablet Acid Vién nén 36 |USP40[Hop 5vi, 10 vi | VN-22608-20
ursodeoxycholic thang x 10 vién
200mg

19. Cong ty ding ky: Cong ty TNHH dwoc pham Chau A Thai Binh Dwong (D/c: 113-Y
Ngong, P. Tan Thanh, TP. Budn Ma Thugt, tinh Dak Lak - Viét Nam)

19.1 Nha san xuit: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (P/c: Yangzi Road,
Shijiazhuang Economic & Technological Development zone, Shijiazhuang City, Hebei Province -

China)
. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ o2 .
. < I h Sod k
STT Tén thudc Ham lwong ché | the |chuin|  déng goi 0 dang Ky
29 |Sodium Chloride Natri chlorid 0,9% |Dung dich 36 |BP Tai nhya 100ml{ VN-22609-20
Injection 0.9% tiém truyén (thang|2018
tinh mach

20. Cong ty ding ky: Cong ty TNHH Dwoc pham Lién Hop (P/c: 480C Nguyén Thi Thap,
Phuwong Tan Quy, Qudgn 7, TP.HCM - Viét Nam)

20.1 Nha san xuat: Special Products line S.P.A (P/c: Via Fratta Rotonda Vado Largo, 1-03012
Anagni (Frosinone) - Italia)

Trang 7




. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch S di ,
¢ Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
30 |Lanetik Enalapril maleat 20 |Vién nén 36 INSX [Hop2vix7 VN-22610-20
mg; thang vién; Hop 8 vi x

Hydroclorothiazid
12,5mg

7 vién; Hop 4 vi
x 14 vién

21. Céng ty ding ky: Cong ty TNHH Dugc pham Nhét Anh (B/c: 122/7-9 Pang Vin Ngit, Q.
Pha Nhugn, TP. Ho Chi Minh - Viét Nam)

21.1 Nha san xuat: Aspen Pharma Pty Ltd. (P/c: 286-302 Frankston - Dandenong Road
Dandenong South Vic 3175 - Australia)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
31 |Codalgin forte Paracetamol 500mg; | Vién nén 36 [NSX [Hop2vix 10 VN-22611-20
Codeine phosphate thang vién

(dudi dang codein
phosphate
hemihydrate) 30mg

21.2 Nha san xuat: Farmea (P/c: 10 rue Bouche Thomas, Z.A.C d'Orgemont, 49000 Angers -

France)
. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
] aNng f h dang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
32 |Brusonex Mometasone furoate [Hon dich xit | 24 |NSX |Hop 1lochia | VN-22612-20
(dudi dang mai thang 140 liéu xit
Mometasone furoate
monohydrate)

50mcg/liéu xit

21.3 Nha san xuit: KRKA, D.D., . Novo Mesto (B/c: Smarjeska Cesta 6, SI-8501 Novo Mesto. -

Slovenia)
A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé ds ,
4 Sl h k
STT Ten thuoc Ham lwong ché | tho |chusn| déng goi 0 dang ky
33 |Enyglid Tablet Repaglinide 1mg Vién nén 36 |INSX [Hop 3vix 10 VN-22613-20
thang vién

Trang 8




22. Cong ty ding ky: Cong ty TNHH Dwoc pham Tién Giang (P/c: 23 dwong sé 9, Khu dén cie
Nam Long, P. Tan Thugn Péng, Q.7, TP. H6 Chi Minh - Vi¢t Nam)

22.1 Nha san xuat: Kwality Pharmaceutical PVT. Ltd. (B/c: Nag Kalan, Majitha Road,
Amritsar, Punjab - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
34 [Captidox 200 Cefpodoxim (dudi |Vién nang 36 [NSX [Hop1lvix10 | VN-22614-20
dang Cefpodoxim |cting thang vién
proxetil) 200mg

23. Cong ty ding ky: Cong ty TNHH dwoc pham TG Uyén (P/c: S6 182-182A Lé Thj Bach Cat,
P.11, Q.11, TP. Hé Chi Minh - Viét Nam)

23.1 Nha san xuét: Fu yuan Chemical & Pharmaceutical Co., Ltd. (P/c: No 95-1, Daliao Rd,
Ruifang Dist., New Taipei City 224 - Taiwan)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
. LR h Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 dang Xy
35 [Duo Hexin Tab. Bromhexin Vién nén 36 |NSX [Lo 500 vién VN-22615-20
hydrochlorid 8mg thang

24. Cong ty ding ky: Cong ty TNHH Dwoc pham va Thiét bi Y té Phwong Lé (D/c: Lé D3/D6
khu do thi moi Cau Giay, P. Dich Vong, Q. Cau Giay, Tp. Ha Ngi - Viét Nam)

24.1 Nha san xuat: Incepta Pharmaceuticals Ltd (B/c: Dewan Idris Road, Bara Rangamatia
Zirabo, Savar, Dhaka - Bangladesh)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 aNng f h diang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
36 |Racovas 5 tablet Rosuvastatin (dudi |Vién nén baol 24 |NSX [Hop 3vix 10 VN-22616-20
dang Rosuvastatin  |phim thang vién
calci) 5mg

24.2 Nha san xuat: Square Pharmaceuticals Ltd (D/c: Kaliakoir, Gazipur - Bangladesh)

Tubi

. £ Hoat chit chinh - | Dang bao Tieu | Quy cach S6 diine ky
2 <9 2 d k
STT Tén thuoc Ham lugng che tho [chuan| déng goi o dang &y
37 |Bonsartine Plus 50/12.5 |Losartan kali 50mg ;|Vién nén bao| 24 [USP |Hop 3vix 10 VN-22617-20
Hydrochlorothiazid |phim thang|(38 vién

12,5mg

T

rang 9




38

Square Zinc 20

K&m nguyén tb
(dudi dang kém
sulphat monohydrat)
20mg

Vién nén

36

thang

USP
42

Hop 3 vi x 10
vién

VN-22618-20

25. Cong ty ding ky: Cong ty TNHH Dwoc pham Van Cwong Phat (B/c: 299/28C dwong Ly
Thuong Kiét, Phuong 15, Qudn 11, Thanh pho Ho Chi Minh - Viét Nam)

25.1 Nha san xuat: Laboratorio Reig Jofre, S.A (P/c: Jarama 111 45007 Toledo - Spain)

Tubi

trihydrat) 875 mg;
Acid clavulanic
(dudi dang
Clavulanat kali)
125mg

. p Hoat chit chinh - | Dang bao Tieu | Quy cach Sé diine ky
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 dang Xy
39 |Ardineclav 875/125 Amoxicilin (dudi Vién nén bao[ 36 |USP [Hop5vix6 VN-22619-20
dang Amoxicilin phim thang(41 vién

26. Cong ty ding ky: Cong ty TNHH Dwoc Pham Y-Med (P/c: 1-3, Puong sé 45, Phuong 6,
Qudn 4, TP. Ho Chi Minh - Viét Nam)

26.1 Nha san xuat: Indchemie Health Specialities Pvt. Ltd. (B/c: Unit-IV, Kumrek, Rangpo, East

Sikkim - India)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 alng | h diang k
STT Ten thudc Ham lwong ché tho |chuan|  déng géi 0 dang Xy
40 |Alzero Levocetirizin Vién nén baol 24 |NSX ([Hop10vix 10 [ VN-22621-20
dihydrochlorid 5mg |phim thang vién

27. Cong ty ding ky: Cong ty TNHH Dwoc Pham Y-Med (P/c: 144 Bén Vin Pon, P.6, Q.4, TP.
Ho Chi Minh - Viét Nam)

27.1 Nha san xuit: Indchemie Health Specialities Pvt. Ltd. (B/c: Plot No. 7, O.D.1.C., Mahatma
Gandhi Udyog Nagar, Dabhel, Daman-396210 - India)

Tubi

. p Hoat chit chinh - | Dang bao Tieu | Quy cach S6 diine ky
2 <Y h d k
STT Ten thuoc Ham luwgng che the |chuan|  doéng goi 0 qans &y
41 |Acuroff-10 Isotretinoin 10mg Vi‘én nang 24 INSX |Hop lon x 10 VN-22620-20
mém thang hop nho x 1 vi
x 10 vién. Hop
1vix 10 vién
42 |ZY-10 Forte Ubidecarenone Vi‘én nang 24 |USP41|Hop 3 vi x 10 VN-22623-20
(Coenzym Q10) meém thang Vvién

Trang 10




[100mg |

27.2 Nha san xuat: Indchemie Health Specialities Pvt. Ltd. (B/c: Unit-IV, Kumrek, Rangpo, East

Sikkim - India)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
2 LY b d k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dansg Xy
43 (Udichol Ursodeoxycholic Vién nén bao| 24 (BP201|Hop to chira 10 | VN-22622-20
acid 300mg phim thang(8 hop nho x 1 vi
10 vién
27.3 Nha san xuét: Zim Laboratories Limited (B/c: B-21/22, MIDC Area, Kalmeshwar, Nagpur
441 501 Maharashtra State - India)
. £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé d ,
: <9 h d k
STT Tén thuoc Ham luwong ché | tho [chuin| déng géi 0 dang ky
44 |Aclopsa Aceclofenac 100mg |Vién nén bao| 36 |[NSX |HOop10vix 10 | VN-22624-20
phim thang vién
28. Cong ty ding ky: Cong ty TNHH Dwoc Tam Pan (D/c: 44.4 KDC Everich 3, dwong Phu
Thudn, Phurong Tan Phd, Qudn 7, TP. Ho Chi Minh - Viét Nam)
28.1 Nha san xuit: Laboratorios Lesvi S.L (D/c: Avda. Barcelona, 69, 08970 Sant Joan Despi
(Barcelona) - Spain)
) < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo o
2 g h k
STT Tén thuoc Ham lwgng ché the |chuan| déng goi S0 ding ky
45 |[Oteotan Ciprofloxacin (duéi |Dung dich 24 INSX |Hop 20 tuyp VN-22625-20
dang Ciprofloxacin |nh¢ tai thang don lieu 0,5ml
HCI) 1 mg/ 0,5ml
29. Céng ty ding ky: Cong ty TNHH mét thanh vién An Phéat (D/c: 166/42 Thich Quang Pitc,
Phuong 4, Qugn Pha Nhudn, Tp. Ho Chi Minh - Viét Nam)
29.1 Nha san xuit: Pharmathen S.A (P/c: 6, Dervenakion Str., 15351 - Pallini Attiki - Greece)
. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach & diine kv
STT Tén thuac Ham lwong ché the [chuan|  dong goi S0 diing ky
46 [Ozapex Olanzapine 10mg [Viénnén bao| 36 [NSX |HOp4vix7 VN-22626-20
phim thang vién, hop 10 vi
X 7 vién
47 [Ozapex Olanzapine 5mg Vién nén 36 INSX [Hop4vix7 VN-22627-20

Trang 11




bao phim

thang

vién, hop 10 vi
X 7 vién

30. Cong ty ding ky: Cong Ty TNHH Mgt Thanh Vién Dwoc Pham ACE (B/c: 64 dwong s6 15
Khu dan cw Phii My, Phuwong Phi My, Qudn 7, Tp. Ho Chi Minh - Viét Nam)

30.1 Nha san xuét: Meyer Organics Pvt., Ltd. (P/c: A#-10-d, 2nd phase, peenya Industial Area,

Bargalore 560058 - India)
. < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach J. ,
b ¢ o 2 Sod k
STT Tén thuoc Ham lwgng ché the |chuan|  dong goi ¢ dang &y
48 |Lactulin Mbi 15ml chua: Dung dich 36 |NSX [Hop 1 chai x VN-22628-20
Lactulose 10g udng thang 100ml

31. Céng ty ding ky: Cong ty TNHH mét thanh vién dwgc pham Nam Tién (B/c: Puong 37 Lé
Trung Nghia, Phuong 12, Qugn Tan Binh, Thanh pho Ho Chi Minh - Viét Nam)

31.1 Nha san xuit: The Acme Laboratories Ltd. (B/c: Dhulivita, Dhamrai, Dhaka - Bangladesh)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. L h Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 cans Xy
49 |Fulspec 500mg Meropenem (du6i  (Bot phatiém| 24 |USP  (HOp 1 lo botva| VN-22629-20
dang hon hgp bot vo thang(38 1 Ong nudc cat

khuan Meropenem
(dudi dang trihydrat)
va natri carbonat)
500mg

pha tiém 10ml

32. Cong ty dang ky: Cong ty TNHH MTV DP PV Healthcare (b/c: 4/5 Khu ddn cu Van Xuan

Pat Viét, Purong sé 5, P. Binh Hung Hoa, Q. Binh Tan, Tp. Ho Chi Minh - Viét Nam)
32.1 Nha san xuit: The Acme Laboratories Ltd. (B/c: Dhulivita, Dhamrai, Dhaka -

Bangladesh)

A £ Hoat chit chinh - | Dangbao |Tuéi| Tiéu Quy cach Sé ds ,
2 LY h d k
STT Tén thuoc Ham lugng ché the |chuan| dong goi o cang &y
50 |MB-12 Tablet Mecobalamin 0,5mg|Vién nén bao| 24 |NSX |Hop3vix10 [ VN-22630-20
phim thang vién
51 |PV-LOS 25 Tablet Losartan kali 25mg [Vién nénbao| 36 |[NSX |HOop3vix10 | VN-22631-20
phim thang vién

33. Cong ty ding ky: Cong ty TNHH Thwong mai dwgc pham Binh Nguyén (B/c: 13C Hé Biéu
Chanh, P.12, Q. Phl Nhugn, TP. Hé Chi Minh - Viét Nam)

Trang 12




33.1 Nha san xuat: R.X. Manufacturing Co., Ltd. (B/c: 76 Moo 10, Salaya-Bangpasi Road,
Narapirom, Banglane, Nakornpathom 73130 - Thailand)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
52 |Air-X SF Simethicon 40mg  [Vién nén 60 |USP41[Hop 10 vi x 10 [ VN-22632-20
nhai thang vién

34. Cong ty ding ky: Cong TY TNHH Thwong mai dwoc pham Pong Phwong (P/c: S6 119,
duwong 41, phuwong Tan Quy, Qudn 7, thanh pho Ho Chi Minh - Viét Nam)

34.1 Nha san xuat: Health Care Formulations Pvt. Ltd (B/c: C/8 Sardar Estate, Ajwa Road,
Baroda-390 019 - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ 2o ,
STT Ten thudc Ham lwong ché the |chuan dong goi S0 ding ky
53 |[Fordrox-500 Cefadroxil khan Vién nén 36 [NSX [Hop 1vix 10 VN-22633-20
(dudi dang phén tan thang vién
Cefadroxil
monohydrat) 500
mg

34.2 Nha san xuit: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Tén thuoc Ham lwong ché tho [chuan| déng goi ¢ gang Ky
54 |Damagel suspension Almagate 1,5g/15ml |Hon dich 36 |NSX [hop 20 goi x VN-22634-20
udng thang 15ml

35. Cong ty ding ky: Cong ty TNHH Thuwong mai Nam Pong (B/c: Sé 2, ngd 164/117 phé
Vwong Thira Vi, P. Khuwong Trung, Q. Thanh Xudn, Ha N¢i - Viét Nam)

35.1 Nha san xuat: KRKA, D.D., . Novo Mesto (B/c: Smarjeska Cesta 6, SI-8501 Novo Mesto. -

Slovenia)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach z s ,
. <5 2 Sod k
STT Tén thuoc Ham lugng che tho [chuan| déng goi 0 dang &y
55 |Ratida 400mg Moxifloxacin (dudi [Vién nénbao| 36 |[NSX [HOop1vix5h VN-22635-20
film-coated tablets dang Moxifloxacin |phim thang Vvién

hydrochlorid)
400mg

Trang 13




36. Cong ty ding ky: Cong ty TNHH thwong mai Thanh Danh (P/c: Toa nha TAASAH, tang 1,
so 749/14/4 Huynh Tan Phat, P. Phd Thugn, Q.7, TP. Ho Chi Minh - Viét Nam)

36.1 Nha san xuét: Zim Laboratories Limited (B/c: Plot Nos. B-21/22, MIDC Area,
Kalmeshwar, Nagpur 441 501 Maharashtra State - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
56 |Bapen Gabapentin 300mg [Vién nang 36 |USP [Hop3vix10 | VN-22636-20
cang thang(40 vién

37. Cong ty ding ky: Cong ty TNHH Thuwong mai-Dwoc pham Nguyén Vy (B/c: 541/24 Sw Van
Hanh, Phuong 13, Qudn 10, TP. Ho Chi Minh - Viét Nam)

37.1 Nha san xuit: Dongkwang Pharmceutical Co., Ltd (B/c: 115, Sandan-ro, Pyeongtaek-si,

Gyeonggi-do - Korea)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang I h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
57 |Chibenzol 1g Meropenem (dudi  |Bot pha tiém| 36 |[USP [Hop 1lo; hop | VN-22637-20
dang Meropenem thang(41 10 lo
trihydat) 1 g

38. Céng ty ding ky: Cong ty TNHH Y té Canh Cira Viét (P/c: 788/2B Nguyén Kiém, Phwong
3, Quan Go Vap, Thanh pho Ho Chi Minh - Viét nam)

38.1 Nha san xuit: Sanjivani Paranteral Ltd. (B/c: R-40, T.T.C., Rabale, Thane Belapur Road,
Navi Munbai-400701, Maharashtra State - India)

STT

Hoat chit chinh -

Tubi

dang Netilmicin
sulfat) 100mg/ml

. ; Dang bao Tiéu Quy cach Sé dine kv
Tén thuoc Ham lweng ché the [chuian|  déng goi 0 dang Xy
58 |Netlimax M5bi 1 ml chira Dung dich 24 INSX |Hop 1 6ng2ml| VN-22638-20
Netilmicin (dudi tiém thang

39. Cong ty diang ky: Daewon Pharm. Co., Ltd. (D/c: 386, Cheonho-daero, Seongdong-gu, Seoul

- Korea)

39.1 Nha san xuat: Daewon Pharm. Co., Ltd. (P/c: 24, Jeyakgongdan I1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do - Korea)

STT

Tén thuéc

Hoat chat chinh -
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
doéng goi

S6 ding ky

Trang 14




59

Trigelforte

MJbi g6i 10ml cha:
Dried Aluminium
hydroxide Gel
(twong duong
291mg Aluminum
oxide) 582 mg;
Magnesium
hydroxide 196 mg;
Oxethazaine 20mg

Hén dich
udng

36
thang

NSX

Hop 20 goi x
10ml

VN-22640-20

40. Cong ty dang ky: Dr. Reddy's Laboratories Ltd. (b/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)

40.1 Nha san xuat: Dr. Reddy's Laboratories Ltd. (B/c: Formulation Technical Operations -
Unit I1, Survey No. 42, 45 & 46 Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana-500090 - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
J gy § h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang &y
60 |Rivaxored Rivaroxaban 10 mg |Vién nén bao| 24 |NSX |Hop 1vix 10 VN-22641-20
phim thang vién
61 |Rivaxored Rivaroxaban 15 mg |Vién nén bao| 24 |INSX [Hop 1vix 10 VN-22642-20
phim thang vién; Hop 1 vi x
14 vién
62 |Rivaxored Rivaroxaban 20 mg |Vién nén bao| 24 |INSX [Hop 1vix 10 VN-22643-20
phim thang vién; Hop 1 vi x
14 vién

41. Cong ty dang ky: Gedeon Richter Plc. (B/c: Gyomroi ut 19-21,

Budapest, 1103 - Hungary)

41.1 Nha san xuit: Gedeon Richter Plc. (B/c: Gyomroi it 19-21, Budapest, 1103 - Hungary)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ o2 .
. <9 h Sod k
STT Tén thudc Ham lwgng che the |chuan|  déng géi 0 dang Xy
63 [Lisonorm Amlodipine (dudi  |Vién nén 36 |NSX [Hop3vix10 | VN-22644-20
dang Amlodipine thang Vvién

besilate) 5mg;

Lisinopril (dudi
dang Lisinopril
dihydrat) 10mg

42. Cong ty dang ky: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

Trang 15




42.1 Nha san xuit: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
4 < , -> k
STT Tén thuoc Ham lwong che tho [chuan| déng goi S0 ding ky
64 |Getzglim Tablets 4mg | Glimepiride 4mg Vién nén 36 |INSX [HOp 2 vix 10 VN-22645-20
thang vién
65 |Traloget Plus Tablets |Tramadol hydroclorid |Vién nén bao| 24 |NSX [Hop1vix10 | VN-22646-20
37.5mg + 325mg 37,5mg; Paracetamol |phim thang vién
325mg

43. Cong ty dang ky: Glenmark Pharmaceuticals Ltd. (B/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

43.1 Nha san xuit: Glenmark Pharmaceuticals Ltd. (B/c: Plot No. 2, Phase 11, Pharma Zone,
SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775 - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 alg | 2 dang k
STT Ten thudc Ham lwong ché the |chuan|  déng géi 0 dang Xy
66 |Glenosartan 10 Olmesartan Vién nén bao| 24 [NSX |HOp5vix 10 VN-22647-20
medoxomil 10mg  [phim thang vién

44. Cong ty dang ky: Hetero Labs Limited (P/c: 7-2 A2, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad, TG 500018 - India)

44.1 Nha san xuit: Hetero Labs Limited (B/c: Unit I11, 22-110, 1.D.A Jeedimetla, Hyderabad,

Telangana State - India)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. <Y 2 Sod k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
67 |Prega 75 Pregabalin 75mg Vién nang 24 INSX [Hop 3vix 10 VN-22648-20
cang thang vién

45. Cong ty dang ky: Ipca Laboratories Ltd. (D/c: International House 48, Kandivli Industrial
Estate, Kandivli ,(W), Mumbai 400 067 - India)

India)

45.1 Nha san xuat: Ipca Laboratories Ltd. (B/c: P.O. Sejavta, Dist. Ratlam Pin. 457 002, (M. P.)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach s di ,
2 S h d k
STT Ten thuoc Ham luwgng che the |chuan| doéng goi 0 qans &y
68 |Etova-500 Etodolac 500mg Vién nén bao[ 24 |USP38[HOp 3 vi x 10 VN-22649-20
phim thang vién
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46. Cong ty dang ky: JW Pharmaceutical Corporation (b/c: 2477, Nambusunhwan-ro,
Seocho-gu, Seoul - Korea)

46.1 Nha san xuit: JW Pharmaceutical Corporation (B/c: 56 Hanjin 1-gil, Songak-eup,

Dangjin-si, Chungcheongnam-do - Korea)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
69 [Rabehan 20 mg tab Rabeprazol (duéi  |Vién nén bao| 36 [NSX |Hop4vix7 VN-22650-20
dang Rabeprazol tan trong thang vién
natri) 20mg rudt

47. Cong ty dang ky: L.B.S. Laboratory Ltd. Part (D/c: 602 Soi Panichanant, Sukhumvit 71

Road, Khlong Tan Nuea, Wattana, Bangkok 10110 - Thailand)

47.1 Nha san xuit: Unichem Laboratories Ltd. (A/c: (Unit-1) Village Bhatauli Kalan, Baddi,
Dist. Solan (HP) - 173 205 - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
STT Tén thuoc Ham lwong ché the [chuin|  déng goi S0 diing ky
70 [Sulbaci 0.75g Sulbactam (dudi Bot pha 24 [USP [Hop1llo VN-22651-20
dang Sulbactam dung dich  |théng[42
sodium) 0,5g; tiém
Ampicillin (dudi
dang Ampicillin
sodium) 1g
71 |[Sulbaci 1.5¢g Sulbactam (dudi Bot pha 24 [USP [Hoép1llo VN-22652-20
dang Sulbactam dung dich  |thang|42
sodium) 0,5g; tiém
Ampicillin (duéi
dang Ampicillin
sodium) 1g

48. Cong ty dang ky: Laboratoire Aguettant (D/c: Parc Scientifique Tony Garnier, 1 Rue
Alexander Fleming, 69007 Lyon - France)

48.1 Nha san xuit: Laboratoire Aguettant (P/c: Lieu-Dit “Chantecaille” - Champagne 07340 -

France)
A £ Hoat chit chinh - | Dangbao |Tuéi| Tiéu Quy cach Sé d ,
4 Alg 1 h ding k
STT Tén thuoc Ham lugng ché the |chuan| dong goi o cang &y
72 [Junimin Zinc gluconat Dung dich | 36 |NSX |Hop 10 ong x VN-22653-20
6970mcg/10ml; dam ddc d¢ |thang 10ml
bong gluconat tiém truyen
1428mcg/10ml; sau khi pha
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Mangan gluconat
40,52mcg/10ml;
Kali iodid
13,08mcg/10ml,
Natri selenit
43,81mcg/10ml

lodng

48.2 Nha san xuit: Laboratoire Aguettant (P/c: Parc Scientifique Tony Garnier, 1 Rue

Alexander Fleming, 69007 Lyon - France)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ 2o ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng goi S0 diing ky
73 |Zinc 1Img/ml Zinc (dudi dang Dung dich 36 |INSX [Hop 10 chai VN-22654-20
Zinc gluconat) dam ddc dé |thang thay tinh x
Img/ml tiém truyén 10ml
sau khi pha
lodng

49. Cong ty dang Kky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -

France)
49.1 Nha san xuit: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -
France)
. P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
: ang t h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
74 |Trivastal Retard 50 Piribedil 50 mg Vién nén bao[ 36 |NSX [Hop2vix 15 VN-22655-20
duong giai  |thang vién
phong kéo
dai

50. Cong ty dang ky: Macleods Pharmaceuticals Ltd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (East) Mumbai - 400 059 - India)

50.1 Nha san xuit: Macleods Pharmaceuticals Ltd. (B/c: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
. ey 2 d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dang ky
75 |Larimac 300 Pregabalin 300mg | Vién nang 24 INSX [Hop 3vix 10 VN-22656-20
cang thang vién

51. Cong ty ding ky: Medochemie Ltd. (D/c: 1-10 Constantinoupoleos Street, 3011 Limassol -

Cyprus)

Trang 18




51.1 Nha san xuat: Medochemie Ltd. - Factory C (D/c: 2, Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
76 [Medaxetine 250 mg Cefuroxim (dudi Vién nén baol 36 |[NSX ([Hop1vix10 VN-22657-20
dang Cefuroxim phim thang vién
axetil) 250mg
77 |Medaxetine 500 mg Cefuroxim (dudi Vién nén bao[ 36 |NSX ([Hop1vix10 VN-22658-20
dang Cefuroxim phim thang Vvién
axetil) 500mg
51.2 Nha san xuéat: Medochemie Ltd.- central Factory (B/c: 1-10 Constantinoupoleos Street,
3011 Limassol - Cyprus)
N Hoat chit chinh - | Dang bao |Tuéi| Tiéu | Quy cach Lo
. LR 2 k
STT Tén thuoc Ham lugng ché | tho [chudn| donggei | -0 9Aneky
78 |Medoxasol 250g Levofloxacin (dudi |Vién nénbao| 24 [NSX |Hoplvix7 VN-22659-20
dang Levofloxacin |phim thang vién, hop 1 vi x
hemihydrat) 250mg 10 vién
52. Cong ty ding ky: Mi Pharma Private Limited (P/c: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)
52.1 Nha san xuit: Swiss Parentals Pvt. Ltd (P/c: 809 Kerala Industrial Estate G.1.D.C near
Bavla Dist, Ahmedabad-382 220, Gujarat - India)
) < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £oas
2 g h k
STT Tén thuoc Ham lwgng ché the |chuan| doéng goi S0 ding ky
79 [Vecmid 1g Vancomycin (dudi  |Bot phatiém| 36 |USP [Hop 1 lo VN-22662-20
dang Vancomycin thang(40
hydrochlorid) 1000
mg
80 |Vecmid 500mg Vancomycin (dudi  |Bot phatiém| 36 |USP [Hop 1 lo VN-22663-20
dang Vancomycin thang|40

hydrochlorid) 500

mg

53. Cong ty dang ky: M| Pharma Private Limited (B/c. Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060 - India)

53.1 Nha san xuat: M.J. Biopharm Pvt. Ltd. (P/c: Plot No. L7, MIDC Industrial Area, Taloja,

Raigad 410208 Maharashtra State - India)
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. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch S di ,
. Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
81 |Monan MJ-1g Meropenem Bot phatiém| 24 [NSX |Hop1llo VN-22660-20
1000mg thang

54. Cong ty dang ky: M1 Pharma Private Limited (D/c: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, Maharashtra - 4n Do)

54.1 Nha san xuat: Stallion Laboratories Pvt. Ltd. (B/c: C1B 305/2, 3, 4 & 5 G.ID.C. Kerala

(Bavla) Dist. Ahmedabad, Gujarat - India)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach 5 dine kv
STT Tén thuoc Ham lwong ché the [chuian|  déng goi >0 ding ky
82 |Levestal-500 Levetiracetam 500 |Vién nén bao[ 36 [USP |HOp 3vix 10 VN-22661-20
mg phim thang(40 vién
55. Cong ty dang ky: Novartis (Singapore) Pte Ltd (B/c: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)
55.1 Nha san xuat: GlaxoSmithKline Manufacturing SpA (P/c: Strada Provinciale Asolana 90,
43056 San Polo di Torrile Parma - Italy)
N Hoat chit chinh - | Dangbao |Tuéi| Tiéu | Quy cach Lo
. <Y 2 Sod k
STT Tén thudc Ham lwong ché | tho |chusn|  déng goi o dingly
83 |Hycamtin Topotecan (dudi Bot pha 36 [NSX [Hop 1lohoac5| VN-22664-20
dang Topotecan dung dich  |thang lo
hydroclorid) 4mg  [truyén tinh
mach
55.2 Nha san xuat: Sandoz Grup Saglik Urunleri llaclari San. Ve. Tic. A.S. (B/c: Gebze
Organized Industrial Region, Ihsan Dede Cadde N0.900. Sokak, TR.41480 Gebze- Kocaeli -
Turkey)
Co sé dong géi va xuat xwong: Lek S.A. (gia chi: 16 Podlipie Street, 95-010 Strykow, Poland)
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thudc Ham lugng ché the [chuan doéng goi S0 diing ky
84 |Simvahexal 10mg Simvastatin 10mg  [Vién nén bao| 24 [NSX [Hop 10vix 10 | VN-22665-20
phim thang vién
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56. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -

Switzerland)

56.1 Nha san xuat: Delpharm Huningue S.A.S (P/c: 26 Rue de la Chapelle, Huningue 68330 -

France)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 LY h d k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dansg Xy
85 |Trileptal Oxcarbazepin H§n dich 24 INSX [Hop 1 chai 100 [ VN-22666-20
60mg/ml uong thang ml

57. Cong ty diang ky: Orient Europharma Pte. Ltd. (D/c: 37 Jalan Pemimpin, #03-12/13, Mapex

- Singapore)

57.1 Nha san xuat: Orient Pharma Co., Ltd. (B/c: No. 8, Kehu Ist Road, Huwei Township,
Yunlin County 63247 - Taiwan)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 alg | 2 dang k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang &y
86 |Pitator Tablets 4mg Pitavastatin (dudi  [Vién nén bao| 24 |NSX [Hop 4 vi VN-22667-20
dang Pitavastatin phim thang nhom/(PVC/PV
calcium) 4mg DC) x 7 vién

58. Cong ty diang ky: Paradigm Pharma (Thailand) Co., Ltd (D/c: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok

Metropolis, Thailand)

58.1 Nha san xuat: Apotex Inc. (P/c: 150 Signet Drive, Toronto, Ontario, MIL 1T9 - Canada)
Co so dong goi: Apotex Inc. (Dja chi: 4100 Weston Road, Toronto, Ontario, MIL 2Y6 - Canada)

A ; Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
A . . , > d k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dans &y
87 |Esmacid Esomeprazol (dudi  |Vién nén baol 24 |NSX [Hop 3vix 10 VN-22668-20
dang Esomeprazole [tan trong thang vién
magnesium) 20 mg |ruot

59. Cong ty dang ky: Pharmaunity Co., Ltd (P/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

59.1 Nha san xuat: Hankook Korus Pharm. Co., Ltd. (B/c: 78, Daepungsandan-ro,
Daeso-myeon, Eumseong-gun, Chungcheongbuk-do - Korea)

STT

Tén thuéc

Hoat chit chinh -
Ham lwgng

Dang bao
che

Tubi
tho

Tiéu

chuin

Quy cach
dong goi

S6 ding ky
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88 |Fatimip Inj. 1g

trihydrate) 1g

Meropenem (dudi
dang Meropenem

Bot pha tiém

36

thang|40

USP

Hop 10 lo

VN-22672-20

60. Cong ty dang ky: Phil International Co., Ltd. (P/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,

Seoul - Korea)

60.1 Nha san xuat: Hanlim Pharm. Co., Ltd. (B/c: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do - Korea)

. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach J ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng goi S0 diing ky
89 |Telodrop Mbi 15 ml chira: Dung dich 36 |[KP 11 [Hop 1lo 15ml | VN-22673-20
Hydroxypropyl nho mat thang
methylcellulose
2910 45 mg;
Dextran 70 15 mg

60.2 Nha san xuat: Samchundang Pharm Co., Ltd. (B/c: 71, Jeyakgongdan 2-gil, Hyangnam -
Eup, Hwaseong-si, Gyeonggi-Do - Korea)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Ten thudc Ham lwong che tho |chuan|  déng géi 0 dang Xy
90 [Dextear Povidone 200 Dung qlich 36 |INSX [Hop1lo 10ml [ VN-22674-20
mg/10ml nho mat thang

61. Cong ty dang ky: PT. Dexa Medica (P/c: JlI. Jend. Bambang Utoyo No. 138 Palembang -

Indonesia)

61.1 Nha san xuat: PT. Dexa Medica (P/c: JI. Jend. Bambang Utoyo No. 138 Palembang -

Indonesia)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. ey 2 So dang k
STT Tén thuoc Ham lwong ché tho [chuan| déng goi o dang &y
91 |Sporacid Itraconazol (dudi Vién nang 36 [NSX [Hop3vix4 VN-22669-20
dang Itraconazole |ciing thang Vién

pellets 22%) 100 mg

62. Cong ty dang ky: PT. Novell Pharmaceutical Laboratories (b/c: JI. Pos Pengumben Raya
No. 8 Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560 - Indonesia)

62.1 Nha san xuat: PT. Novell Pharmaceutical Laboratories (P/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)
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. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch S di ,
. Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
92 |Novocress Levofloxacin 500mg|Vién nén bao| 36 |NSX [HOp 1 vixe x VN-22670-20
phim thang 10 vién

63. Cong ty dang ky: PT. Novell Pharmaceutical Laboratories (b/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

63.1 Nha san xuat: PT. Novell Pharmaceutical Laboratories (P/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach sé di ,
. « 9 2 d k
STT Tén thuoc Ham luwgng ché the |chuan|  dong goi ¢ dang &y
93 |Zyfort Mbi 3ml chua: Dung dich 24 [NSX [Hop 20 éng VN-22671-20
Thiamin hydroclorid |tiém thang 3ml

100mg; Pyridoxin
hydroclorid
100mg;
Cyanocobalamin
5000mcg

64. Cong ty ding ky: S.C. Antibiotice S.A. (P/c: 1th Valea Lupului Street, Zip Code 707410, lasi

- Romania)
64.1 Nha san xuat: S.C. Antibiotice S.A. (P/c: 1th Valea Lupului Street Zip code 707410, Iasi -
Romania)
) . Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo o
b ‘ v 2 Sod k
STT Tén thuoc Ham luwgng ché the |chuan|  doéng goi 0 cans Xy
94 |Catavastatin Rosuvastatin (dudi  |Vién nén bao| 36 [NSX [Hop3vix10 | VN-22675-20
dang Rosuvastatin  |phim thang Vién
calci) 10 mg
95 |Catavastatin Rosuvastatin (dudi  |Vién nén baol 36 [NSX [Hop3vix10 | VN-22676-20
dang Rosuvastatin  |phim thang vién
calci) 20mg
96 |Catavastatin Rosuvastatin (dudi  [Vién nén bao| 36 |NSX [Hop 3 vix 10 VN-22677-20
dang Rosuvastatin  |phim thang vién

calci) 5mg

65. Cong ty diang ky: Saint Corporation (D/c: Academy Tower, Rm #718, 719 - 118 Seongsui-ro,
Seongdong-gu, Seoul - Korea)
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65.1 Nha san xuat: AhnGook Pharmaceutical Co., Ltd. (B/c: 40, Jeyakgongdan I1-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
. 0 , Iy k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 ding ky
97 |Lefodine Tab. Levosulpirid 25mg | Vién nén 36 |NSX [Hop10vix 10 [ VN-22678-20
thang vién

65.2 Nha san xuat: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

. p Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach S6 dine kv
2 1Y h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang &y
98 |Lexvotene-S Oral Mai gdi 10 ml chia: Dung dich 24 INSX [Hop 30 gdi x VN-22679-20
Solution Levocetirizine uong thang 10ml

dihydrochloride.
5mg

65.3 Nha san xuat: Korea Prime Pharm. Co., Ltd. (B/c: 100, Wanjusandan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
2 LY - k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi S0 diing ky
99 |Krodonin Clonixin lysinat Viénnén bao[ 36 [NSX |HOp 10vix 10 | VN-22680-20
125mg phim thang vién
100 |Orfatate Tablet Tiropramid Vién nén bao| 36 [NSX [Hop3vix10 | VN-22681-20
hydroclorid 100mg |phim thang Vién

66. Cong ty dang ky: Saint Corporation (D/c: Academy Tower, Rm #718, 719, 118 Seongsui-ro,
Seongdong-gu, Seoul - Korea)

66.1 Nha san xuat: Withus Pharmaceutical Co., Ltd (B/c: 103, Je2gongdan 2-gil,

Miyang-myeon, Anseong-si, Gyeonggi-do - Korea)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé ds ,
4 <Y h k
STT Ten thuoc Ham luwgng che the |chuan| doéng goi 0 dang ky
101 [Lefbidine Levosulpirid 25mg | Vién nén 36 |INSX [HOp10vix 10 [ VN-22682-20
thang vién

67. Cong ty dang ky: Sanofi-Aventis Singapore Pte Ltd. (D/c: 38 Beach Road, #18-11, South
Beach Tower, Singapore (189767) - Singapore)
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67.1 Nha san xuat: Chinoin Pharmaceutical and Chemical Works Co., Ltd. (B/c: 2112
Veresegyhaz, Levai u.5 - Hungary)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
. 0 , Iy k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 ding ky
102 [No-Spa 40mg Drotaverine Vién nén 36 |INSX [HOp 2 vix 10 VN-22683-20
hydrochloride 40mg thang vién

68. Cong ty dang ky: Sava Healthcare Limited (D/c: Shed No 508, G.1.D.C 2, Wadhwan City GJ

363035 -)

68.1 Nha san xuét: Sava Healthcare Limited (D/c: Plot No. 507-B to 512, G.1.D.C Estate,
Wadhwancity, Dist. Surendrangar-363035, Gujarat - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ o2 ,
. ey h So dang k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 qans Xy
103 |Rozatin-20 Rosuvastatin (dudi  |Vién nén bao| 24 [NSX [Hop 3 vix 10 VN-22684-20
dang Rosuvastatin  |phim thang vién
calci) 20 mg

69. Cong ty diang ky: Siu Guan Chemical Industrial Co., Ltd. (D/c: 128 Shin Min Road, Hunei
Li, W. Dist., Chia Yi City - Taiwan)

69.1 Nha san xuat: Siu Guan Chem. Ind. Co., Ltd. (B/c: 128 Shin Min Road, Chia Yi - Taiwan)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas ,
. < h Sod k
STT Tén thudc Ham lwgng che the |chuan|  déng géi 0 cans Xy
104 [Siutamid Injection Metoclopramide Dung dich 48 |NSX [Hop 10 éng VN-22685-20
hydroclorid tiém thang 2ml
10mg/2ml

70. Cong ty dang ky: Sun Pharmaceutical Industries Ltd. (D/c: Acme Plaza, Andheri - Kurla
Road., Andheri (East) Mumbai 400 059 - India)

70.1 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: Survey No 214, Plot No. 20, G.I.A,
Phase Il, Piparia, Silvassa-396230, (U.T. of Dadra & Nagar Haveli) - India)

Hoat chat chinh -

Tubi

A £ Dang bao Tiéu Quy céch 5 dine kv
STT Ten thuoc Ham lugng ché the [chuan doéng goi S0 ding ky
105 |Syndopa 275 Levodopa 250 mg; |Vién nén 48 [BP Hop 5vix 10 VN-22686-20
Carbidopa (dudi thang[2015 |vién
dang Carbidopa
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anhydrous 25mg)
26,855 mg

71. Cong ty diang ky: Troikaa Pharmaceuticals Ltd. (P/c: Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, Gujarat - India)

71.1 Nha san xuét: Troikaa Pharmaceuticals Ltd. (B/c: C-1 Sara Industrial Estate, Selaqui,
Dehradun-248197, Uttarakhand - India)

. < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach J. ,
o : <9 2 So dang k
STT Tén thuoc Ham lwgng ché the |chuan|  dong goi ¢ dang &y
106 |Dynapar EC Diclofenac natri Vién nén bao| 48 |BP Hop 10 vix 10 [ VN-22688-20
50mg tan trong thang vién
ruét
107 |Feno-TG 145 Fenofibrat 145 mg |Vién nén bao| 24 |USP [Hop 3 vix 10 VN-22690-20
phim thang(39 vién

72. Cong ty diang ky: Troikaa Pharmaceuticals Ltd. (B/c: Commerce House-1, Satya Marg,
Bodakdev, Ahmedabad-380054, Gujarat - India)

72.1 Nha san xuat: Troikaa Pharmaceuticals Ltd. (B/c: C-1 Sara Industrial Estate, Selaqui,
Dehradun-248197, Uttarakhand - India)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

: 5 b h S6 ding ky
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
108 [Eurythmic 200 Amiodaron Vién nén 36 |BP Hop 3 vix 10 VN-22689-20
hydroclorid 200 mg thang|2019 |vién

73. Cong ty dang ky: TTY Biopharm Co., Ltd. (D/c: 3F, No.3-1, Park St., Nangang Dist., Taipei

City 11503 - Taiwan)

73.1 Nha san xuat: TTY Biopharm Company Limited Chungli Factory (B/c: 838, Chung Hwa
Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069 - Taiwan)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng géi S0 ding ky
109 [Asadin 1mg/ml Arsenic trioxide Dung dich 48 [NSX [Hop1lo 10ml | VN-22687-20
1mg/ml dam dac dé |[thang
pha dung
dich tiém
truyén

74. Cong ty dang ky: U Square Lifescience Private Ltd. (D/c: B-804, Premium House, Nr.
Gandhigram Station, Off. Ashram Road, Ahmedabad 380009, Gujarat - India)

Trang 26




74.1 Nha san xuat: Unicure Remedies Pvt. Ltd. (D/c: F/25, BIDC Estate, Grwa, Baroda-16 -

India)
. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
. 0 , Iy k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 ding ky
110 |Azodra 50 Sildenafil (dudi Vién nén bao| 36 |NSX [HOp1vix4 VN-22691-20
dang Sidenafil phim thang vién
citrat) 50 mg

75. Cong ty dang ky: Unison Laboratories Co., Ltd. (D/c: 39 Moo 4, Klong Udomcholjorn,
Muang Chachoengsao, Chachoengsao 24000 - Thialand)

75.1 Nha san xuét: Unison Laboratories Co., Ltd. (&/c: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000 - Thailand)

, it chinh - a0 | Tudi| Tie ; fo
STT Tén thuéc Ho‘i‘{tﬁ‘iﬂa‘t“f;'gh D‘i‘zgébao the cﬁ:fél:n Qdo‘f;’gczg? Sé dang ky
111 |(Cilosol 50 Cilostazol 50mg Vién nén 24 [USP |Hop 10vix 10 | VN-22692-20
thang(39 vién
112 |Volimus 100 Gabapentin 100mg |Vién nang 24 |[USP [Hop 10vix 10 | VN-22693-20
cang thang(39 vién
113 |Volimus 300 Gabapentin 300mg [Vién nang 24 |USP39[Hop 10 vi x 10 [ VN-22694-20
cang thang vién
114 |Volimus 600 Gabapentin 600mg [Vién nén bao| 24 [USP [Hop 10vix 10 | VN-22695-20
phim thang(39 vién

76. Cong ty dang ky: Worwag Pharma GmbH & Co. KG (P/c: Calwer Strasse 7, D-71034

Boblinggen - Germany)

76.1 Nha san xuit: Artesan Pharma GmbH & Co., KG (B/c: Wendlandstrasse 1, 29439 Luchow

- Germany)
Co so dong goi: Artesan Pharma GmbH & Co. KG (dia chi: Albrecht-Thaer-StralRe 9. D-29439,
Germany)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Tén thuoc Ham lwong ché tho [chuan| déng goi ¢ gang Ky
115 (B12 Ankermann Cyanocobalamin Viénnénbao| 24 [EP9 |HOp 2 vix 25 VN-22696-20
1000 mcg duong thang vién, hop 4 vi x

25 vién

77. Cong ty dang ky: Zuellig Pharma Pte., Ltd. (P/c: 15 Changi North Way, #01-01, Singapore

498770 - Singapore)

Trang 27




77.1 Nha san xuat: Abbvie Deutschland GmbH & co.KG (D/c: Knollstrasse, 67061
Ludwigshafen - Germany)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
. 0 , Iy k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 ding ky
116 [Aluvia Lopinavir 100mg; |Viénnénbao| 36 |NSX |Hop 1 chaix 60 VN-22697-20
Ritonavir 25mg phim thang vién

Trang 28
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BOY TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

Phu luc 11 ] .
' DANH MUC 15 THUOC NUGC NGOAI
PUQC CAP GIAY PANG KY LUU HANHHIEU LUC 3 NAM - PQT 105

(Ban hanh kém theo quyér dinh so: .664..../0P-QLD, ngay31../12../2020.)

1. Cong ty dang ky: Bayer (South East Asia) Pte, Ltd. (b/c: 63 Chulia # 14-00, Singapore
(049514) - Singapore)

1.1 Nha san xuat: Patheon Inc., Whitby Operation (B/c: 111 Consumers Drive, Whithy, Ontario,
L1N 5Z5 - Canada)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
. <9 2 " So dang k
STT Tén thuoc Ham lugng ché tho [chuan|  déng goi o dang &y
1 |[Sivextro Teldizolid Viénnén bao[ 36 [NSX |HOop 1vix6 VN3-285-20
phosphate phim thang vién

2. Cong ty ding ky: Cong ty c6 phan dwec pham Quan 3 (B/c: 243 Hai Ba Trung, Phirong 6,
Qugdn 3, Thanh pho Ho Chi Minh - Viét Nam)
2.1 Nha san xuit: Medibios Laboratories Pvt., Ltd. (P/c: Plot No. J-76 M.1.D.C. Tarapur,
Boisar, dist. Thane-401506, Maharashtra state - India)

) . Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Lo o
b ‘ < 2 Sod k
STT Tén thudc Ham lwong ché | the [chudn|  déng goi 0 dang ky
2 |Corayo 0.5 mg Entecavir (dudi Vién nén bao| 24 |NSX [Hop1vix10 VN3-286-20
dang Entecavir phim thang vién
monohydrat) 0,5mg

3. Cong ty ding ky: Cong ty TNHH Reliv Pharma (B/c: 22H1 dwong s6 40, khu ddn ci Tan Quy
Dong, phuong Tan Phong, Q.7, TP. HCM - Viét Nam)

3.1 Nha san xuét: Naprod Lifesciences Pvt. Ltd. (b/c: Plot No. G-17/1, MIDC., Tarapur, Boisar,
Thane 401506 Maharashtra State - India)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach s di ,

4 1Y h d k
STT Tén thuac Ham lrgng ché | the |chuin| déng goi 0 dang Ky
3 |4-Epeedo-50 Epirubicin Bot dong 24 INSX [Hop1llo VN3-287-20

hydrochlorid 50mg |kho pha tiém|thang

Trang 1




4. Cong ty dang Kky: Ferring Private Ltd. (P/c: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912 - Singapore)

4.1 Nha san xuat: Ferring International Center S.A. (B/c: Chemin de la Vergognausaz 50, 1162
St-Prex - Switzerland)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
4 |Pentasa 1g Mesalazine 1g Vién nén 36 INSX [HOop 10vix10 [ VN3-288-20
phong thich [thang vién
kéo dai

5. Cong ty dang ky: Janssen Cilag Ltd. (b/c: 106 Moo 4 Lad Krabang Industrial Estate, Chalong
Krung Road, Kwaeng Lam Plat Tew, Khet Lad Krabang, Bangkok Metropolis - Thailand)

5.1 Nha san xuit: Janssen-Ortho LLC (D/c: State Road 933, Km 0.1, Mamey Ward, Gurabo,
Puerto Rico 00778 - My)

Co sé déng goi va xuat xwéng: Janssen Cilag S.p.A (Dja chi: Via C. Janssen (loc. Borgo S.
Michele) - 040100 Latina (LT), Y)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
. L 2 Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 dang Xy
5 |Prezista Darunavir (dudi Vién nén bao| 36 [NSX [Hop 1lo 60 VN3-289-20
dang Darunavir phim thang vién
ethanolat) 400mg
6 |Prezista Darunavir (dudi Vién nén bao[ 36 |[NSX ([Hop1lo 60 VN3-290-20
dang Darunavir phim thang vién
ethanolat) 600mg

6. Cong ty dang ky: Les Laboratoires Servier (B/c: 50 rue Carnot, 92284 Suresnes Cedex -

France)
6.1 Nha san xuat: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -
France)
. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
. ey 2 d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dang ky
7 |Daflon 1000mg Phan doan Vién nén 48 INSX [Hop 2 vi x 15 VN3-291-20

Trang 2




flavonoid vi hat tinh
ché ing voi:
Diosmin 90%
900mg; Cac
flavonoid biéu thi
bang hesperidin
10% 100mg

bao phim

thang

Vién; hop 4 vi x
15 vién

7. Cong ty dang ky: Mi Pharma Private Limited (d/c: B-2103, Tharwani, Palm Beach Road,

Sanpada, Navi Mumbai - 400705, Maharashtra - India)

7.1 Nha san xuit: Natco Pharma Limited (B/c: Kothur-509 228 Rangareddy (District)

Telangana - India)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. “ 2 k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi >0 ding ky
8 |Natdac 30 Daclatasvir (duéi  |Vién nén bao| 24 [NSX [Hop 1 chai 28 VN3-293-20
dang Daclatasvir phim thang vién
dihydrochlorid)
30mg
9 |Natdac 60 Daclatasvir (duéi  |Vién nén bao| 24 [NSX [Hop 1 chai 28 VN3-294-20
dang daclatasvir phim thang vién
dihydrochlorid)
60mg

8. Cong ty dang ky: MI Pharma Private Limited (D/c: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060 - India)

8.1 Nha san xuit: Mylan Laboratories Limited (P/c: Plot No. H12 &H13, MIDC, Waluj,
Aurangabad 431136, Maharashtra state - India)

) < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Lo o
2 Y h k
STT Tén thuoc Ham lwgng ché the |chuan| doéng goi S0 ding ky
10 |Durart 800 Darunavir (dudi Vién nén bao| 24 [NSX [Hop 1 chaix 30| VN3-292-20
dang Darunavir phim thang Vvién
ethanolat) 800mg
9. Cong ty dang ky: Pfizer (Thailand) Ltd. (D/c: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-district, Bangrak District, Bangkok Metropolis - Thailand)
9.1 Nha san xuat: Pfizer Manufacturing Deutschland GmbH (P/c: Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg - Germany)
. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch & diine kv
STT Tén thuac Ham lwong ché the [chuan|  dong goi S0 diing ky

Trang 3




11 (Ibrance 100mg Palbociclib 100mg |Vién nang 36 |INSX [Hop1vi, 3vix| VN3-295-20
cang thang 7 vién
12 |Ibrance 125mg Palbociclib 125mg |Vién nang 36 |INSX [HOp 1vi, 3vix| VN3-296-20
cang thang 7 vién
13 [Ibrance 75mg Palbociclib  75mg |Vién nang 36 |NSX [Hop1vi,3vix| VN3-297-20
cang thang 7 vién
10. Cong ty dang ky: Pharmascience Inc. (P/c: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)
10.1 Nha san xuat: Pharmascience Inc. (P/c: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)
. p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach J ,
STT Ten thuac Ham lwong ché the [chuan| doéng géi S0 diing ky
14 |pms-Entecavir 0.5mg  |Entecavir 0,5mg Vién nén 36 |NSX [Hop 3vix 10 VN3-298-20
thang vién
11. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th
floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)
11.1 Nha san xuét: Sun Pharmaceutical Industries Ltd. (B/c: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State - India)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 Y - k
STT Tén thuoc Ham lwong ché tho [chuan| déng goi S0 ding ky
15 [Oncoteron Abiraterone acetate [Vién nén 24 INSX [Hop 1lo 120 VN3-299-20
250 mg thang vién
—_ CUC TRUONG
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