BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM

cuc QUAN LY DUOC POC 1ap - T do - Hanh phuc
sO0: 437- /QP-QLD Ha Ndi, ngaythang " nam 2019
QUYET BINH

Vvé viéc ban hanh danh muc 177 thuéc nuéc ngoai
duwoc cap gidy dang ky lvu hanh tai Viét Nam - Bot 103

CUC TRUONG CUC QUAN LY DUOC

Can clr Luat Duoc s6 105/2016/QH13 ngay 06 thang 4 nam 2016;

Can cr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh phi quy dinh
chirc nang, nhiém vu, quyén han va co cau td chirc clia B Y t€;

Can ctr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cuia Bo trwédng BO Y té
quy dinh chtrc nang, nhiém vu, quyén han va co cdu t0 chirc ctia Cuc Quan ly Duoc
thudc BO Y t€;

Can cr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cuia Bo truéng Bo Y té
quy dinh viéc dang ky luvu hanh thudc, nguyén liéu lam thudc;

Can cr y ki€n cla Hoi dong tv van cap gidy dang ky lvu hanh thube, nguyén liéu
lam thudc - BO Y té;

Xét dé nghi cta Trudng phong Bang ky thudc - Cuc Quéan ly Duorc,

QUYET BINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 177 thudc nwéc ngoai
dwoc cap gidy dang ky lwu hanh tai Viét Nam - Dot 103, bao gom:

1. Danh muc 161 thudc nwéc ngoai duoc cap gidy dang ky lwu hanh hiéu lwc
05 nam - Dot 103 (tai Phu luc I kém theo).

Céc thudc tai Danh muc nay c6 s6 dang ky véi ky hiéu VN-.. .-19 va hiéu luc
05 nam ké tlr ngay ky ban hanh Quyét dinh nay.

2. Danh muc 16 thudc nwéc ngoai dwgc cdp gidy dang ky Ivu hanh hiéu lwc 03
nam - Dot 103 (tai Phu luc 11 kém theo).

Céc thudc tai Danh muc nay c¢6 s6 dang ky véi ky hiéu VN3-...-19 va hiéu luc
03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s& san xuat va co s¢ dang ky thudc cd trach nhiém:

1. Cung cép thubc vao Viét Nam theo ding cac hod so tai lieu da dang ky voi
BO Y té va phai in s6 dang ky duwoc B Y t€ Viét Nam cap 1én nhan thudc.

2. Chéap hanh day du phap luat ctia nwdéc CHXHCN Viét Nam va cac quy dinh
clia BO Y té vé nhap khau thubc va lvu hanh thudc tai Viét Nam, néu cé bat clr thay
doi gi trong qua trinh lvu hanh thudc & nwéc sé tai va ¢ Viét Nam thi phai bao céo
ngay cho Cuc Quan ly Duoc - B Y t€ Viét Nam.

3. Thuc hién viéc cap nhét tiéu chuan chat lwvgng cla thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cla Bo trwéng Bo Y té quy dinh vé
chat lvgng thudc, nguyén liéu lam thudc.



4. Phoi hop véi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo doéi an toan, hiéu qua, tac dung khéng mong mudn cua
thu6c trén ngudi Viét Nam va téng hop, bao cdo theo ding quy dinh hién hanh moi
06 thang mot lan vé Cuc Quan ly Duoc - BO Y té Viét Nam d6i véi céac thude thude
Phu luc 1l ban hanh kém theo Quyét dinh nay (s6 dang ky c6 ky hiéu VN3-.....-19).

5. Cap nhat nhan thubc va to huong dan st dung thudc theo quy dinh tai
Thong tv 01/2018/TT-BYT ngay 18/01/2018 cla B truong BO Y té€ quy dinh ghi
nhan thudc, nguyén liéu lam thudc va to hwong dan st dung thudc theo hinh thirc
thay doi, bo sung gidy dang ky Ivu hanh thudc quy dinh tai Thong tw 32/2018/TT-
BYT ngay 12/11/2018 cla B0 trwéng BO Y t€ ddi vai thuéec chua cap nhat ndi dung
nhan thudc, to hwong dan st dung thubc theo quy dinh tai Thong tw 01/2018/TT-
BYT ngay 18/01/2018 clia B0 trudng Bo Y t€, cu thé nhu sau:

a) BAi voi thude thudc danh muc thuée doc va nguyén liéu doc lam thudc theo
quy dinh tai Thong tv 06/2017/TT-BYT ngay 03/5/2017 cua Bo trwéng B Y té vé
viéc ban hanh danh muc thuéc déc va nguyén liéu déc lam thudc: chi dwgc dua thude
ra lwu hanh trén thi trwong sau khi dwgec Cuc Quan ly Dwoc phé duyét nbi dung cap
nhat nay.

b) BG6i véi cac thudc khac phai thwc hién viéc cap nhat nay trong thoi han 06
thang ké tlr ngay duoc cap gidy dang ky lwu hanh.

Diéu 3. Boi voi thube s6 47 tai Phu luc | ban hanh kém theo Quyét dinh nay,
trong vong 03 thang ké tlr ngay ky ban hanh Quyét dinh nay, co s& dang ky, co s¢
san xuat phai bo sung tai liéu dé thdng nhét, 1am rd thong tin hanh chinh vé dia chi
co s¢ san xuat trong ho so dang ky theo quy dinh tai Thong tv s6 32/2018/TT-BYT
ngay 12/11/2018 cla B0 truéng BO Y t€ quy dinh viéc dang ky lwu hanh thudc,
nguyén liéu lam thudc va chi dwoc nhap khau, lvu hanh thuéc trén thi trvong sau khi
dwoc Cuc Quan ly Dwgc phé duyét ndi dung nay. Sau thoi gian néu trén, néu co sé
khong bo sung ho so thi Cuc Quan ly Duoc sé xem xét rat gidy dang ky lwu hanh da
cap.

Piéu 4. Quyeét dinh cd hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Giam doc So Y té cac tinh, thanh phé truc thudc trung wong, giam
ddc nha san xuat va co s dang ky cé thudc tai Biéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhu Diéu 5;

- BO trwdTig Nguyén Thi Kim Tién (dé b/c);

- TT. Trvong Quéc Cuong (dé b/c);

- Cuc Quan Y - Bd Qudc phong, Cuc Y té - Bo Cong an;

- Cuc Y t€ Giao thdng van tai - Bd Giao thong van tai;

- TOng cuc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-Vu Phap ché, Cuc Quan ly Y, Duo'c ¢ truyén, Cuc
Kham, chita bénh - BO Y t€, Thanh traBo Y té;

- Vién KN thuoc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Duoc pham;

- Céac Bénh vién & Vién co givdng bénh truc thuéc BO Y té;
- Website clia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Lvu: VT, KDD, BKT (10).



BO YTE
CUC QUAN LY DuQC

PHU LUC I

DANH MUC 161 THUBC NUGC NGOAI
PUQOC CAP GIAY BANG KY HIEU Luwc 05 NAM - BOT 103
(Ban hanh kem theo Quyét dinh S&:16.1/QD-QLD, ngay2(fz/..1./.21ti)

CONG HOA XA HOI CHU NGHTA VIET NAM
Poc l1ap - Tuw do - Hanh phtc

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha san xuét: Berlin Chemie AG (B/c: Glienicker Weg 125 12489 Berlin - Germany)

Hoat chéat chinh -

Tén thudc .
Ham luwgng

STT ché

Enalapril maleat Vién nén

5mg

I Benalapril 5

Dang bao Tudi Tiéu

tho chuén

24 NSX
thang

Quy céch

dong goi
Hop 3 vi X 10
vién

S6 dang ky

VN-22048-19

2. Cong ty dang ky: Abbott Laboratories (B/c: 100 Abbott Park Road, Abbott Park, Illinois

60064 - USA)

2.1 Nha san xuat: P.T. Tanabe Indonesia (B/c: JI Rumah Sakit No. 104 Uiungberung Bandung

40612 - Indonesia)

Hoat chat chinh -

Tén thué N
STT en thuoc Ham lwong ché
2 Herbesser Diltiazem Vién nén
Hydrochloride 30
mg
3 Herbesser 60 Diltiazem Vién nén
Hydrochloride 60
mg
4  Tanatril Tablets IOmg  Imidapril Vién nén
hydroclorid 10 mg
5 Tanatril Tablets 5mg Imidapril Vién nén

hydroclorid 5 mg

Dang bao Tudi Tigu

tho chuén

48 NSX
thang

48 NSX
thang

48 NSX
thang

48 NSX
thang

Quy céch
dong goi
Hop 10 vi X 10
vién; 3 vi X 10
vién
Hop 10 vi X 10
vién; 3 vi X 10
Vién
Hop 10 vi X 10
vién; 3 vi X 10
Vién
Hop 10 vi X 10
vién; 3 vi X 10
Vién

S6 dang ky

VN-22049-19

VN-22050-19

VN-22051-19

VN-22052-19

3. Céng ty dang ky: Actavis International Limited. (B/c: BLB 016 Bulebel Industrial Estate,

Zejtun ZTN 3000 - Malta)

3.1 Nha san xuat: Actavis Ltd. (B/c: BLB015-016 Buiebel Industriai Estate, Zejtun ZTN 3000 -

Malta)

Trang !



4t chinh - 30 Tudi Tie
STT Tén thudc Hoat chat chinh Dang bao Tiéu

‘ k U Quycach o5 gng ky
Ham luong ché tho chudn  déng goi
6 Elarothene Desloratadin 5mg  Viénnénbao 36 NSX Hop 3viX 10 VN-22053-19
phim thang vién

4. Cong ty dang ky: Aculiie Healthcare Private Limited (B/c: 5th Floor, Commerce House 5,
Corporate Road, Prahladnagar, Ahmedabad 380 051, Gujarat - India)

4.1 Nha san xuat: Aculiie Healthcare Private Limited (B/c: Village: Sachana, Taiuka:
Viramgam, District: Ahmedabad 382 150, Gujarat - India)

) ~ Hoat chat chinh -  Dang bao Tubi Tieu  Quy cach S5 d3na kv
- A . ) 6 dang k
STT Tén thuoc Ham luvong ché tho chuén dong goi 9
7 Nirzolid Mdi 100ml dung Dung dich 24 NSX Hop 1 chai X VN-22054-19
dich chra: Linezolid tiém truyén thang 300ml
200mg

5. Cbng ty dang ky: Albios Liiesciences Private Limited (B/c: Sakar Country No. 1, NR Shanti
Asiatic Scholl, Shaila, Gujarat, Ahmedabad, 380058 - India)

5.1 Nha san xuat: Coral Laboratories Limited (B/c: 57/1 (16), Bhenslore, Dunetha, Nam
Daman-396 210 - India)

A . Hoat chat chinh -  Dang bao Tubi Tiéu Quy céach S6 dana kY
STT Tén thuce Ham lwong ché tho chudn  doéng goi Y
8 Funspor 200 Fluconazol 200mg  Vién nang 36 NSX Hop!lviX4 VN-22055-19

cung thang vién
6. Cong ty dang ky: Aryabrat International Pte., Ltd. (B/c: No. 52, Street 167, Sub-District of
Tuoi Tum Pung 2, District of Chamcarmon, City ofPhnom Penh - Cambodia)

6.1 Nha san xuat: Zim Laboratories Limited (B/c: PlotNos. B-21/22, MIDC Area, Kalmeshwar,
Nagpur 441 501 Maharashtra State - India)

. K Hoat chét chinh - Dang bao Tubi Tiéu Quy céch S dx v
: ? - 0 dang k
STT Ten thuoe Ham luvong ché tho chuan  dong goi Y
9 Medicox 60 Etoricoxib 60mg Viénnénbao 36 NSX Hop3viX 10 VN-22056-19
phim thang vién

7. Cong ty dang ky: Astellas Pharma Singapore Pte. Ltd (B/c: 6 Temasek Bouievard, #26-03/05,
Suntec Toyver Four, Singapore (038986) - Singapore)

7.1 Nha san xuat: Astellas Ireland Co.,Ltd. (B/c: Kiiiorglin,Co. Kerry - Ireland)
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Hoat chat chinh -  Dangbao Tubi Tigu  Quy cach

& 0 y " ) S6 dang ky
STT Ten thuoe Ham luong ché tho chuan déng goi 9ry
10 Prograf0.5mg Tacrolimus 0,5mg  Vién nang 36 NSX HOp5viX10 VN-22057-19
cling thang vién

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

8.1 Nha s&n xuét: Aurobindo Pharma Limited (B/c: Unit - VII, SEZ, TSIIC, PlotNo.SI, Survey
No's: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepaliy Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State - India)

Hoat chét chinh -  Dangbao Tubi Tieu  Quy cach

2 6 . S6 dang ky
STT Teén thuoe Ham luvong ché tho chudn  dong goi 9
11 Rofast 40 Rosuvastatin (dué¢i  Viénnénbao 24 NSX HOp3viX 10 VN-22058-19
dang Rosuvastatin ~ phim thang vién
calci) 40mg

9. Céng ty dang ky: Boehringer Ingelheim International GmbH (B/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

9.1 Nha san xuat: Boehringer Ingelheim Espana S.A (B/c: c/Prat de la Riba, 50 08174 Sant
Cugat del Valles - Barcelona - Tay Ban Nha)

Hoat chdt chinh - Dangbao Tubi Tigu Quy céch

Tén thud . e - . S6 dang ky
STT en thuoe Ham lwong ché tho chuéan dong goi 9y
12 Mobic Meloxicam Dung dich 36 NSX Hop5 dngX VN-22059-19
15mg/1,5ml tiém thang 1,5ml

10. Cdng ty dang ky: Cadila Healthcare Ltd. (B/c: "Zydus Tower" Stateilite Cross Road,
Ahmedabad 380015 - india)

10.1 Nha s&n xuat: Cadila Healthcare Ltd. (B/c: Kundaim Industrial Estate, Plot 203- 213,
Kundaim, Goa 403 115 - India)

Hoat chdt chinh -  Dang bao Tubi Tigu Quy céch

Tén thudc . e X i S6 dang ky
STT Ham lwong ché tho chuan dong goi 9ry
13 Amlodac 5 Amlodipin (duéi Viénnénbao 36 USP36 HOp 1 viX 10 VN-22060-19
dang amlodipin phim thang vién; Hop to X
besylat) 5mg 10 hdp nhd X 1
vi X 10 vién
14 Nucoxia 90 Etoricoxib 90mg Viénnénbao 24 NSX Hop 10viX 10 VN-22061-19
phim thang vién
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11. Céng ty dang ky: China National Pharmaceutical Foreign Trade Corporation
(Sinopharm) (B/c: 7/FBldg.l, Fortune Tower, No.4 Huixin Dongiie, Chaoyang District, Beijing-

China)

11.1 Nha san xuat: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (B/c: Yangzi Road,
Shijiazhuang Economic & Technologicai Developmentzone, Hebei - China)

Hoat chat chinh- Dangbao Tudi ¥ifu  Quy cach

! L - - S6 dang ky
Ham lwong ché tho chuén dong goi

STT Tén thudc

15 Tarvicipro CiproAoxacin (dwé¢i Dung dich 36 BP HOp 1 chai VN-22137-19
dang Ciproiloxacin tiém truyén thang 2016 10om!
lactat) 200mg/100ml

12. Cong ty dang ky: Chong Kun Dang Pharm Corp. (B/c: Chungjeongno3 (sam)-ga, 8
Chungjeong-ro, Seodaemun-gu, Seoul - Korea)

12.1 Nha san xuat: Chong Kun Dang Pharmaceutical Corp. (B/c: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831 - Korea)

Hoat chat chinh - Dangbao Tuli Tieu  Quy cach

8 0 X - ) S6 dang ky
STT Teén thuoe Ham luvgng ché tho chuan dong goi 9
16 CKDGemtan injection  Gemcitabin (du¢i Bot déng 36 USP41 Hop L o VN-22138-19
200mg dang Gemcitabin kho pha tiém thang

hydroclorid) 200mg

13. Cong ty dang ky: Cong ty c6 phan Duvoc MK Viét Nam (B/c: GI 7 ngd 28 Xuan La, Phuong
Xuan La, Quan Tay Ho, Ha Noi - Viét Nam)

13.1 Nha san xuat: Elpen Pharmaceutical Co. Inc. (B/c: Marathonos Ave. 95, Pikermi Attiki,
19009 - Greece)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach

. K L i S6 dang ky
STT Ten thuoc Ham lwong ché tho chuadn  déng goi 9y
17 Fugentin Amoxicilin (duwoi Botphahbn 24 NSX Hop 12 goi VN-22062-19
dang Amoxcilin dichuéng  thang

trihydrat) 875mg;
Acid clavulanic
(du6i dang
Clavulanat kali)
125mg

13.2 Nha san xuat: s.c. Antibiotice S.A. (B/c: Ith Valea Lupuiui Street, Zip Code 707410, lasi -
Rumani)
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Hoat chat chinh- Dang bao Tuli Tigu  Quy cach

A » - i S6 dang ky
STT Ten thuoe Ham luvgng ché tho chuan dong goi 9y
18 Crutit Clarithromycin Viénnénbao 24 NSX HOp2viX 10 VN-22063-19
500mg phim thang vién

14. Cong ty dang ky: Cong Ty c6 Phan Dwgc Pham EMA (B/c: sb 19, ngach 82/11, phd
Nguyén Phuc Lai, Phuong 6 Cho Dira, Quan B6ng Pa, Ha Noi -)

14.1 Nha san xudt: Remedina S.A. (B/c: Gounari 23 & Areos, Kamatero Attiki, 13451 - Greece)

Hoat chat chinh -  Dangbao Tudi Tigu  Quy cach

A 5 - S6 dang ky
STT Tén thuoe Ham luong ché tho chuan  déng goi Y
19 Merovia MOi lo chta: Botphatiém 24 NSX Hop 10 lo VN-22064-19
Meropenem (du@i thang

dang Meropenem
trihydat) 1000mg

15. Cong ty ddng ky: Cong ty c6 phan Dwgc phdm Khanh Hoa (B/c: 83 dwdng Théng Nhat, p.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

15.1 Nha san xuat: Saga Laboratories (B/c: SurveyNo. 198/2 & 198/3, Chachraxvadi Vasna,
Ta-Sanand, District: Ahmedabad 382210 - India)

Hoat chat chinh -  Dangbao Tubi Tigu  Quy céach

& 0 . S6 dang ky
STT Ten thuoc Ham luong ché tho chuan  déng goi SR
20 Itbay 120 Etoricoxib 120 mg Viénnénbao 24 NSX HOp 3 vi X 10 VN-22065-19
phim thang vién
21 Itbay 90 Etoricoxib 90 mg  Viénnénbao 24 NSX Hop 3viX 10 VN-22066-19
phim thang vién

16. Cong ty dang ky: Cong ty c¢6 phan Duoc pham Minh Ky (B/c: s6 1-3, L6 ¢, Cu xa Lac Long
Quan, P.5, Q.II, TP. H6 ChiMinh - Viét Nam)

16.1 Nha s&n xuat: Laboratorios Lesvi S.L (B/c: Avda, Barcelona 69-08970 Saint Joan Despi
(Barcelona) - Spain)

Hoat chdt chinh-  Dangbao Tuli Tigu  Quy cach

én thud : < Y e S6 dang ky
STT Ten thuoe Ham lwong ché tho chuan  dong goi 9y
22 Lainmi 5mg Montelukast (dwéi  Vién nén 36 NSX HOp4viX7 VN-22067-19
dang Montelukast  nhai thang vién
natri) 5mg
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17. Coéng ty dang ky: Coéng ty co phan duoc pham Tenamyd (B/c: L6 Y01 - 02A Duong Tan
Thuan, KCN/KCX Tan Thuan, p. Tan Thuan Bo6ng, Quan 7, Tp. H6 Chi Minh - Viét Nam)

17.1 Nha san xuat: KRKA, D.D., Novo Mesto (P/c: Smarjeska Cesta 6, 8501 Novo Mesto -

Slovenia)

STT Tén thuoc

23 Amlessa 8mg/10mg
Tablets

24 Gelbra 20mg
Gastro-resistant tablets

25 Tolucombi 80mg/25mg
Tablets

Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach S6 dang ky

Ham luong ché tho chuan  déng goi
Perindopril Vién nén 36 NSX Hop3viX10 VN-22068-19
tert-butylamin thang vién

(twong dwong 6,68
mg Perindopril)
8mg; Amlodipine
(dwoi dang
Amlodipine
besilate) 10mg

Rabeprazole natri ~ Vién nén 24 NSX Hop2viX 14 VN-22069-19
(twong dwong voi khang acid  thang vién

18,85 mg da day

rabeprazole) 20 mg

Telmisartan 80 mg; Vién nén 24 NSX Hop4viX7 VN-22070-19
Hydrochlorothiazide thang vién

25 mg

17.2 Nha san xuat: Medopharm (B/c: 34B-Industrial Area, Malur-563 130, Kamataka - India)

STT Tén thubc

26 Medocetinax

Hoat chat chinh - Dang bao Tui Tiéu Quy cach S6 dang ky

Ham luong ché tho chuan  déng goi
Cetirizin Viénnénbao 36 NSX Hop 10viX 10 VN-22071-19
hydroclorid IOmg  phim thang vién

18. Coéng ty dang ky: Cong ty c¢6 phan dwoc pham Vipharco (B/c: s6 67, ngd 68, duong Ngoc
Thuy, phuong Ngoc Thuy, Quén Long Bién, Ha Néi - Viét Nam)
18.1 Nha san xuat: ACS Dobrfar info SA (B/c: Casai, 7748 Campascio - Switzerland)

STT Tén thubc

27 Ciproiloxacin
Panpharma (co s& xuat
xudng: PanPharma, d/c:
Z.l. du Clairay - Luitre -
35133, France)

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach S5 dang ky

Ham lwvong ché tho chuan dong goi
M®i tai 200ml dung Dung dich 36 NSX Hop 10 tui X VN-22072-19
dich chtra: truyén thang 200ml
CiproAoxacin
400mg;
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18.2 Nha san xuat: Laboratories Sophartex (B/c: 21 Rue du Pressoir, 28500 Vernouillet -

France)
. " Hoat chat chinh - Dangbao Tubi Tiéu Quy céach S8 dana kv
STT Teén thuce Ham lugng ché tho chuan  dong goi Y
28 Antarene Ibuprofen 200mg  Viénnénbao 36 NSX HoOp 2viX 15 VN-22073-19
phim thang vién
18.3 Nha san xuat: Panpharma (B/c: Z.I. du Clairay - 35133 Luitre - France)
. N Hoat chdt chinh -  Dangbao Tubi Tiéu Quy cach o ax ,
: - S6 dang k
STT Ten thuoc Ham luyng ché tho chudn  dong goi 9y

29 Ceiotaxime Panpharma Cefotaxim (dudi Botphatiém 36 TCCS Hop 10 lg, hop  VN-22074-19
500 mg dang Cei6taxim thang 25 lo, hop 50 lo
natri) 500mg

19. Cong ty dang ky: Cong ty cd phan dwoc va thiét bi y té Blrc An (B/c: s6 nha 12, ngd
72/1/101 dwdng Nguyén Trai, Phuong Thuong Dinh, Quan Thanh  Xuén, Thanh pho Ha Néi -
Viét Nam)

19.1 Nha san xuat: Furen Pharmaceutical Group Co., Ltd. (B/c: Xuan Wu Economic
Developing Area, LuYi County, Henan - China)

4t chinh - 30 Tudi Tia 4
STT Tén thudc Hoat chat chinh Dang bao Tiéu Quy cach

; S6 dang ky

Ham luvong ché tho chudn  dong goi 9

30 Gentreks Gentamicin (dwéi  Dung dich 36 USP Hop 10 dng VN-22075-19
dang Gentamicin tiém thang 40 2ml

sulfat) 80mg/2ml
20. Cong ty dang ky: Coéng ty cd phan dwoc-thiét bi y té Ba Nang (B/c: s6 02 Phan Dinh
Phung, Quan Hai Chau, TP. Ba Nang - Viét nam)

20.1 Nha sa&n xuat: Flamingo Pharmaceuticals Ltd. (B/c: R-662, TTC Industrial Area, MIDC,
Rabale, Navi Mumbai Thane 400 701, Maharashtra Stare - India)

! at chinh - 30 Tudi Tia 4 X ax .
STT Tén thudc Hoat\chat chinh Dang bao Tieu — Quy cac,h S6 dang ky
Ham luong ché tho chuén dong goi
31 Amlocard 5 Amlodipin (duéi Vién nang 36 NSX Hop 10viX 10 WVN-22076-19
dang Amlodipin clng thang vién
besilat) 5mg

21. Cong ty dang ky: Cong ty c0 phan thiét bi T&T (B/c: L6 13, khu tap thé céng ty Cong nghé
pham, phwong Van Quan, Quan Ha Bong, Ha Noi - Viét Nam)
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21.1 Nha san xuat: Gracure Pharmaceuticals Ltd. (B/c: E-1105 RIICO Industrial Area, Phase
[11, Bhiwadi, Aiwar, (Rajasthan.) - India)

Hoat chét chinh - Dangbao Tudi Tiéu Quy cach

8 5 h S6 dang ky

STT Tén thuoe Ham luvong ché tho chudn  dong goi 9

32 Monizol M®di 5ml chia: Hon dich 36 TCCS Hop ! chai VN-22077-19
Metronidazole (dugi udng thang 60ml

dang Metronidazole
benzoate) 200 mg

22. COng ty dang ky: Cong ty co phan Thwong mai DP Ha Lan (B/c: L6 A2.CN7, Cum Coéng
nghiép Tir Liém, p. Minh Khai, Bac TirLiém, Ha Noi - Viét Nam)

22.1 Nha san xuat: DongBang Future Tech & Life Co., Ltd (B/c: 78, Jeyakgondan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy céch

8 0 » . , . S6 dang ky
STT Ten thuoc Ham luong ché tho chuan  déng goi 9ry
33 Hepasyzin Cao Cardus Vién nang 24 NSX HOp 10viX 10 VN-22078-19
marianus (twong méem thang vién

duwecmg 140 mg
Silymarin, 60 mg
Silybin) 200 mg;
Thiamin nitrate
4mg; Pyridoxin
hydrochlorid 4mg;
Nicotinamide 12mg;
Calcium
pantothenate 8mg;
Cyanocobalamin 1,2
mcg

23. Cong ty dang ky: Cong ty c6 phan throng mai va dwoc pham T&T (B/c: L6 13, khu tap thé
cong ty Cong nghé pham, phuong Van Quan, Quan Ha Bong, Ha NGi - Viét Nam)

23.1 Nha san xuat: Dong Sung Pharm Co., Ltd (B/c: 45, Gwandaean-gil, Dunpo-myeon, Asan-si,
Chungcheongnam-do - Korea)

Hoat chat chinh -  Dangbao Tudi Tiéu  Quy cach

. . ( L S6 dang ky
STT Ten thuoe Ham lvong ché tho chuan dong goi 9y
34 Dokiran Fluconazole 50 mg Vién nang 36 NSX Hoép2viX10 VN-22079-19
cling thang vién

Trang 8



23.2 Nha san xuat: Inist Bio PHarmaceutical Co., Ltd (B/c: 34-40, Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Republic ofKorea)

Hoat chatchinh - Dangbao Tubi Tieu  Quy cach

. . - i S6 dang ky
STT Ten thucc Ham luvong ché tho chudn  déng goi 9
35 Edten tablet Esomeprazol (du6i Viénnénbao 36 NSX HOp 2 viX 14 VN-22080-19
dang Esomeprazol  phim thang vién
magnesi dihydrat)
20mg
36 Skaba Tablet Levoiloxacin (dwéi Viénnénbao 36 NSX HOp 5 viX 10 VN-22081-19
dang Levoiloxacin  phim thang vién
hydrat) 500mg
37 Tedilod tablet Rebamipide 100mg Viénnénbao 36 NSX HoOp 10viX 10 VN-22082-19
phim thang vién

24. Cong ty dang ky: Cong ty c¢6 phany duoc LS (B/c: Km 22, Qudc 16 5, thi trAn Ban Yén Nhan,
huyén My Hao, tinh Hung Yén - Viét Nam)

24.1 Nha san xuat: Korea Pharma Co., Ltd. (B/c: 87, Jeyakgongdan 3-gii, Hyangnam-eup,
Hwaseong-Si, Gyeonggi-Do - Korea)

Hoat chét chinh - Dangbao Tubi Tieu  Quy cach

Tén thud ! ~ - . S6 dang ky
STT en thuoe Ham luwgng ché tho chuan dong goi 9ry
38 Youilmipide tab. Rebamipide 100mg Viénnénbao 36 NSX HOOp 5viX 10 VN-22083-19
phim thang vién

25. Cong ty dang ky: Cong ty c¢6 phan Y dwoc VP Pharma (B/c: Tang 2 toa nha Platinum
Residences, so 6 Nguyén CéngHoan, Phuong Ngoc Khanh, Quan Ba Binh, Ha Noi - Viét Nam)

25.1 Nha san xuat: HBM Pharma s.r.o (B/c: Skablinska 30, 03680 Martin - Slovakia)

Hoat chdt chinh - Dangbao Tui Tieu  Quy cach

8 0 N . ) S6 dang ky
STT Teén thucc Ham luvgng ché tho chudan  dong goi 9
39 Fentanyl Kalceks Fentanyl (du¢i dang Dung dich 24 NSX HoOp 106ngX2 VN-22084-19
0,05mg/ml (CS Xuét fentanyl citrate) tiém thang mi

xwdng: AS Kalceks, dia 0,05mg/ml
chi: AS Kalceks, 53,

Krustpils St., Riga,

LV-1057, Latvia)

26. Cong ty dang ky: Céng ty TNHH Binh Viét Bic (B/c: 62/36 Trwong Cong Binh, p. 14, Q.
Tan Binh, TP. H6 Chi Minh - Viét Nam)
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26.1 Nha san xuat: Siegiried Hameln GmbH (B/c: Langes Feld 13, 31789 Hameln - Germany)

Hoat chat chinh - Dangbao Tubi Tiéu Quy céach

2 o . S6 dang ky
STT Ten thuoc Ham lugng ché tho chuén déng goi 9%y
40 Neostigmine-hameln Neostigmin Dung dich 24 NSX Hop 10 6ng VN-22085-19
methylsulfat tiém thang Iml
0,5mg/ml

27. Cong ty dang ky: Cong ty TNHH Pai Bac (B/c: s6 11, dudng Cong nghiép 4, khu cong
nghiép Sai Bong B, p. Thach Ban, Q. Long Bién, Ha N&i - Viét Nam)

27.1 Nha san xuét: Sopharma AD (B/c: 16, iliensko Shose Str. 1220 Sofia - Bulgaria)

Hoat chdt chinh - Dangbao Tubi Tigu  Quy cach

& 5 . - ) S6 dang ky
STT Tén thuoe Ham luong ché tho chuan dong goi 9
41 Carsil 90 mg Cao kho qua ké sita Vién nang 36 NSX HOp5VviX6 VN-22116-19
163,6-225mg clrng thang vién

(twong duong
Silymarin tinh theo
silibinin) 90mg

28. Cong ty dang ky: Cong ty TNHH Dwgc pham & Hoa chat Nam Linh (B/c: 915/27/12
duong Lé Van Luong, xa Phudc Kién, huyén Nha Bé, TP. H6 Chi Minh - Viét Nam)

28.1 Nha san xuat: Hikma Farmacetica (Portugal) S.A (B/c: Estrada do Rio da M6 No 8, 8A ¢
8B- Fervenca, 2705-906 Terrugem SNT - Portugal)

Hoat chat chinh -  Dang bao Tubi Tigu Quy céch

8 6 - So dang ky
STT Tén thuoc Ham luong ché tho chuan dong goi gxy
42 Ribometa M®i lo 5ml chia: Dung dich 36 NSX Hép!lo5ml VN-22086-19
zoledronic acid dam dac pha thang
(duéi dang truyén tinh
zoledronic acid mach

monohydrat) 4mg

29. Cong ty ding ky: Cong ty TNHH dwoc phdm Chau A Théai Binh Dwong (B/c: 113-Y
Ngbng, p. Tan Thanh, TP. Bu6n Ma Thudt, tinh D&k LAk - Viét Nam)

29.1 Nha san xuat: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (B/c: N0.288 Zhujiang Road,
High-tech Industrial Development zone Shijiazhuang - China)

Hoat chét chinh -  Dang bao Tubi Tiéu Quy céch

STT Tén thudc Ham luong ché tho chuéan dong goi

S6 dang ky
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43  Glucose Injection 5% Glucose 25¢/500ml  Dung dich 36 BP Chai nhua VN-22087-19
truyén thang 2014  500ml

30. Cong ty dang ky: Cong ty TNHH Dwoc pham DO HA (B/c: sb 30, Tap thé Tran Phi, ngd
105, dwdng Nguyén Phong sac, t€ 16, p. Dich Vong Hau, Q. cau Gidy, Ha Noi - Viét Nam)

30.1 Nha san xuét: Ferrer Internacional S.A. (B/c: Joan Buscalla, 1-9 08173 Sant Cugat del
Valles, Barcelona. - Spain)

Hoat chdt chinh - Dangbao Tudi Tieu  Quy céch

& of " S6 dang ky
STT Ten thucc Ham luvong ché tho chuén dong goi 9y
44  Celoiirm 200 Celecoxib 200mg  Vién nang 36 NSX HOp4viX15 VN-22088-19
cling thang Vién

31. Cong ty dang ky: Cong ty TNHH dwoc pham Ha Bong (B/c: Khu tap thé Xi nghiép xay dwng
4, xa Duyén Thai, huyén Thwong Tin, Ha N&i - Viét Nam)

31.1 Nha san xuat: Polipharm Co., Ltd. (B/c: 109 Bangna-Trad Road, Bang Phli District, Samut
Prakan 10540 - Thailand)

. < Hoat chdt chinh -  Dangbao Tubi Tiéu Quy cach S8 d3ng ky
STT Ten thude Ham lwgng ché tho chudn  dong goi 9
45 Tolsus M®&i 5ml chta: Hon dich 24 USP39 Hop 1 lo 60ml  VN-22089-19
Sulfamethoxazol uéng thang
200mg;

Trimethoprim 40mg

32. Cong ty dang ky: Cong ty TNHH Duo'c pham Lamda (B/c: 27/6 Ly Thai Té, Phuwong Thac
Gian, Quan Thanh Khé, Thanh pho Ba Nang - Viét Nam)

32.1 Nha s&n xuéat: Chanelle Medical (B/c: Dubiin road, Loughrea, County Gahvay - Ireland)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach

STT Tén thudc Ham Iuong ché tho chudn  déng goi

S6 dang ky
46 Doxycyclin 100 mg Doxycyclin (dwéi  Vién nang 48 NSX Hop LviX38 VN-22090-19
capsules dang Doxycyclin clng thang vién
hyclat) 100mg

32.2 Nha s&n xuat: Famar Italia S.p.A (B/c: Via Zambeietti, 251- 20021 Baranzate di Bollate,
Milano - Italy)

it chinh - 30 Tudi Tia 5
STT Tén thusc Hoat chat chinh Dang bao Tiéu Quy cach

s s - " S6 dang ky
Ham lwcmg ché tho chuén dong goi
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47 Acarbose Friulchem Acarbose 100mg
(Bo6ng gbi &xuét xwdng:
Lamp San Prospero
SPA, dia chi: Via Della
Pace, 25/A-41030 San
Prospero (MO), Italy

Vién nén 24 NSX HOop5, 9viX 10 WVN-22091-19

thang vién

32.3 Nha san xuat: Rafarm S.A. (B/c: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, TK19002,

TO 37 - Greece)

STT Tén thudc .
Ham lwong

48 Mycazole Fluconazol 200mg

Hoat chat chinh -

Dang bao Tubi Tiau Quy cach

ché tho chuén déng géi
Vién nang 36 NSX HOplviX7
cing thang vién

S6 dang ky

VN-22092-19

33. Cong ty dang ky: Céng ty TNHH Duwoc pham Lién Hup (B/c: 480C Nguyén Thi Thap,
Phuwong Tan Quy, Quan 7, TP.HCM - Viét Nam)

33.1 Nha san xuat: Replek Farm Ltd. Skopje (B/c: 188 Kozle str., 1000 Skopje - Macedonia)

Hoat chat chinh -

Tén thuo .
STT én thudc Ham lrong

49 Assimicin Azithromycin (dugi
dang Azithromycin
dihydrat) 500mg

50 Assovas Atorvastatin (duéi
dang Atorvastatin
calci trihydrat) 10
mg

51 Assovas Atorvastatin (dudi
dang Atorvastatin
calci trihydrat) 20
mg

Dang bao Tuli Tiéu Quy cach

ché tho chudn  doéng goi
Viénnénbao 36 NSX HOp 1l viX3
phim thang vién

Viénnénbao 24 NSX Hop3viX 10
phim thang vién

Viénnénbao 24 NSX Hop3viX 10
phim thang vién

S6 dang ky

VN-22093-19

VN-22094-19

VN-22095-19

34. Cong ty dang ky: Coéng ty TNHH Duwoc pham Nam Han (B/c: Phong 201, Lau 2, Toa nha
City View, s€ 12 Mac Binh Chi, Phuwong Da Kao, Quan 1, Tp. H6 Chi Minh - Viét Nam)

34.1 Nha san xuat: Young Il Pharm Co., Ltd. (B/c: 521-15, Sinjong-ri, Jinchon-Up, Jinchon-kun,

Chungchong-Bukdo - Korea)

Hoat chat chinh -

STT Tén thudc Ham lrong

52 Bacero 20mg Isotretinoin 20mg

Dang bao Tudi Tiéu Quy céch

ché tho chuéan déng goi
Vién nang 36 BP Hop 3 vi X 10
mém thang 2018 vién
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34.2 Nha san xuat: Yungjin Pharm. Co., Ltd. (B/c: 66, Muha-ro, Hwaseong-si, Gyeonggi-do -

Korea)
A < Hoat chdt chinh - Dangbao Tubi Tigu  Quy cach S8 d3ng kY
‘ S e . 7 0 dang k
STT Ten thuce Ham lugng ché tho chuén dong goi 9
53 Jincetaxime Ig Inj. Moi lo chira Boétphatiém 24 USP Hop 10 o VN-22097-19
Ceibtaxim natri 19 thang 38

35. Cong ty ding ky: Cong Ty TNHH Duoc Phdm Ngoc An (B/c: s& 39, ngach 25, ngd 102
duong Trwdng Chinh, Phuong Phuong Liét, Quan Déng Ba, Ha Noi - Viét Nam)

35.1 Nha san xuat: Medicrait Pharmaceuticals (Pvt) Ltd. (B/c: 126-B Industrial Estate
Hayatabad Peshayvar - Pakistan)

Hoat chét chinh - Dangbao Tubi Tieu  Quy cach

é 6 < - _ S6 dang ky
STT Ten thuoc Ham lwong ché tho chudn  dong goi 9
54 Ceiporup 40mg/sml DS MGi 5ml hon dich ~ Botphahdn 24 NSX  Hop ! lo bot VN-22098-19
chtra Ceipodoxim  dichudng  thang pha 50ml hon
(duwdi dang dich
Ceipodoxim

proxetil) 40mg

36. Cong ty dang ky: Congty TNHH Dwoc pham Nhat Anh (B/c: 122/7-9 Bang Van Ngi, Q.
Phu Nhuan, TP. H6 Chi Minh - Viét Nam)

36.1 Nha san xuat: Kern Pharma S.L. (B/c: Venus, 72-Poligono Industrial Colon 1108228
Tarrasa (Barcelona) - Spain)

Hoat chét chinh -  Dang bao Tubi Tigu Quy céch

Tén thudc . e . S6 dang ky
STT Ham lwong ché tho chuan dong géi 9ry
55 Dogmakem 50mg Sulpiride 50 mg Vién nang 24 TCCS Hop2viX 15 VN-22099-19
clng thang vién

36.2 Nha s&n xuat: Kleva Pharmaceuticals S.A. (B/c: 189 Parnithos Ave., Acharnai Attiki, 13675

- Greece)
) . Hoat chdt chinh - Dangbao Tubi Tieu  Quy cach Koax
2 - . S6 dang k
STT Ten thucc Ham luong ché tho chuadn  déng goi 9y
56 Klevatidin inj sol MG6i 2ml dung dich  Dung dich 36 NSX Hop 5 0ng X VN-22100-19
50mg/2ml amp chtra: Ranitidin tiém thang 2mi

(dwéi dang Ranitidin
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................ hydrochlorid) 50mg

37. Cong ty dang ky: Coéng ty TNHH Duwoc pham Tién Giang (B/c: 23 dwong so 9, Khu dan cw
Nam Long, p. Tan Thuan Béng, Q.7, TP. H6 Chi Minh - Viét Nam)

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

R < Hoat chét chinh -  Dangbao Tubi Tiéu Quy céach S5 d5 v
' S - ) 0 dang k
STT Tén thudc Ham lwong ché tho chuan dong goi 9
57 Farizol 250 Cefprozil (du¢i dang Vién nénbao 24 USP40 Hop 1 vi X 10 VN-22101-19
Cefprozil phim thang vién

monohydrat) 250mg

38. Cong ty dang ky: Cong ty TNHH Dwoc pham va Thiét bi Y té Phwong Lé (B/c: L6 D3/D6
khu @6 thi m¢i cau Gidy, p. Dich Vong, Q. cau Giay, Tp. Ha Noi - Viét Nam)

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

. A, Hoat chat chinh -  Dangbao Tudi Tiéu Quy céach S5 dx v
' . 0 dang k
STT Ten thucc Ham luong ché  tho chuin  déng goi 9
58 Ropias Ondansetron Dung dich 48 USP40 Hop 5 6ng X VN-22102-19
8mg/4ml tiém thang 4ml

39. Cong ty dang ky: Cong ty TNHH Duwoc pham Van Cuwong Phat (B/c: 299/28C dwong Ly
Thuong Kiét, Phwong 15, Quan 11, TP. HCM - Viét Nam)

39.1 Nha san xuat: Esseti Farmaceutici s.r.l. (B/c: Via Campobello 15-00040 POMEZLA (RM) -
Italy)

\ . Hoat chat chinh -  Dangbao Tubi Tieu  Quy céch S6 ding kv
STT Ten thuoe Ham luong ché tho chuén dong goi 9ry
59 Kevindol Ketorolac Dung dich 24 NSX Hop3ong Iml  VN-22103-19
trometamol tiém thang
30mg/mi

39.2 Nha san xuat: Laboractorios Normon S.A. (B/c: Ronda de valdecarrizo, 6-28760 Tres
cantos (Madrid) - Spain)

A ~ Hoat chat chinh - Dang bao Tudi Tiéu Quy cach S8 dana kv
STT Ten thuoc Ham luong ché tho chudn  dong goi 9y
60 Ebastine Normon 10 Ebastine 10mg Vién nén 24 TCCS Hop 2 vi X 10 VN-22104-19
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mg Orodispersible phan tan thang vién
Tablets trong miéng

40. Cong ty dang ky: Coéng ty TNHH Duoc pham Vietsun (B/c: TT2 - B42 Khu dd thi Van Quan,
p. Phic La, Q. Ha Béng, Ha NOi - Viét Nam)

40.1 Nha san xuat: Incepta Pharmaceuticals Limited (B/c: Dewan Idris Road, Zirabo, Savar,
Dhaka - Bangladesh)

. N Hoat chédt chinh - Dangbao Tubi Tiéu Quy cach S6 d v
7 7 h 0 dang k
STT Tén thubc Ham lrong ché tho chuin déng gbi g Ky
61 Osartil 50 Plus Tablet Kali Losartan 50mg; Viénnénbao 24 USP39 Hop 5 vi X 10 VN-22105-19
Hydroclorothiazid  phim

thang vién
12,5mg

41. Cong ty dang ky: Cong ty TNHH Dwoc Pham Y-Med (B/c: 144 Ben Van Bon, P.6, Q.4, TP
HO ChiMinh - Viét Nam)

41.1 Nha san xuat: Agio Pharmaceuticals Ltd. (B/c: T-82, M.I.D.C., Bhosari, Pune-411026 -
India)

A « Hoat chdt chinh - Dangbao Tuli Tieu  Quy cach K s Ly

: - ; S0 dang k
STT Ten thuoc Ham lwong ché tho chudn  dong goi 9%y
62 Aciherpin 5% M0i Ig kem chta:  Kem 36 BP Hop L tuyp 59  VN-22106-19
Acyclorvir 50mg thang 2018

41.2 Nha san xuéat: Alembic Pharmaceuticals Limited (B/c: (Formulation Division) At & Po:
Panelav, Tal-Haloi, Dist: Panchmahal - India)

3 . Hoat chat chinh -  Dangbao Tudi Tigu  Quy cach £ oax
h ' S . ) S6 dang k
STT Ten thuoc Ham lwong ché tho chudn  dong goi EAN
63 Olembic 20 Olmesartan Viénnénbao 24 NSX HOp3viX10 VN-22107-19
medoxomil 20mg  phim thang vién

41.3 Nha san xuat: Fourrts (India) Laboratories Pvt., Ltd. (B/c: Vandalur road, Kelambakkam -
603 103, Tamil Nadu. - India)

. « Hoat chitchinh -  Dangbao Tudi Tieu  Quy cach 5 A5 kv
Tén thudc i 2 e - _ S6 dang k
STT Ham luong ché tho chuan dong goi 9%y
64 Aiodrsatin 10 Atorvastatin (duoi  Viénnénbao 24 NSX HOp3vi, 10vi VN-22108-19
dang Atorvastatin ~ phim thang X 10 vién

calci trihydrat)

Trang 15



IOmg

65 Fildilol 25 Carvedilol 25mg Vién nén 24 USP HOp 3viX 10 VN-22109-19
thang 41 vién

66 Fouratin 20 Simvastatin20 mg Viénnénbao 24 USP HOp 10viX 10 VN-22110-19
phim thang 39 vién

41.4 Nha san xudt: Indchemie Health Specialities Pvt. Ltd. (B/c: PlotNo. 7, O.D.I.C., Mahatma
Gandhi wdyog Nagar, Dabhel, Daman-396210 - India)

Hoat chét chinh - Dang bao Tubi Tiau Quy cach

& 5 b S6 dang ky
STT Ten thuoe Ham luong ché tho chudn  dong goi Y
67 Evictal 400 Vitamin E acetat Vién nang 24 NSX Hop3viX10 VN-22111-19
400mg méem thang vién

41.5 Nha san xuat: LitePharma FZE (B/c: Jebel Ali Free Zone, P.O.Box 17404 Dubai - UAE)

A ~ Hoat chét chinh - Dang bao Tubi  Tieu Quy céach SG dang kv
STT Tén thuoe Ham lwong ché tho chudn  dobng goi Y
68 Ibulife 600 Ibuprofen 600 mg  Viénnénbao 24 TCCS Hop 2 viX 10 VN-22112-19
phim thang Vién
41.6 Nha san xuat: Zim Laboratories Limited (B/c: PlotNos. B-21/22, MIDC Area,
Kalmeshyvar, Nagpur 441 501 Maharashtra State - India)
R . Hoat chét chinh -  Dang bao Tubi  Tigu Quy cach S6 dana kv
STT Ten thute Ham luong ché tho chudn  déng goi 9
69 Moov 15 Meloxicam 15mg  Vién nén 36 BP Hop 10vi X 10  VN-22113-19
thang 2017 vién
70 Moov 7.5 Meloxicam 7,5mg  Vién nén 36 BP Hop 10 vi X 10 VN-22114-19

thang 2017 vién

42. Cong ty dang ky: Cong ty TNHH Dwoc Tam ban (B/c: A4.4 KDC Everich 3, duong Phu
Thuan, Phuong Tan Phid, Quéan 7, TP. H6 Chi Minh - Viét Nam)

42.1 Nha san xuat: Vianex S.A.- Plant A’ (B/c: 12 km National Road Athinon-Lamias,
Metamorphosi, Attiki, 14451 - Greece)

Hoat chdt chinh - Dangbao Tudi Tiéu Quy céch

2 0 S6 dang ky
STT Ten thude Ham lwong ché tho chudn  dong goi 9
71 Adenorythm Mdi Iml dung dich Dung dich 24 NSX Hop 6 6ng X VN-22115-19
chtra: Adenosine tiém thang 2ml
3mg
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43. Cong ty dang ky: Céng Ty TNHH Héa Chat Duwgc Pham Chau Ngoc (B/c: So 50 dwong sa
10, Phuong Tan Thuan Béng, Quan 7, TP H6 Chi Minh - Viét Nam)

43.1 Nha san xuat: Biomendi, S.A. (B/c: Poiigono Industrial s/n 0118 Bernedo (Asiava) - Spain)

Hoat chat chinh -  Dang bao Tudi  Tiau Quy cach

& 5 S6 dang ky
STT Ten thuoe Ham luong ché tho chudn  déng goi 9
72 Acido Zoledronico Mbi lo 5ml chia: Dung dich 36 NSX HOoOp!lchai 100 VN-22117-19
G.E.S 4mg/5ml (Co s¢  Zoledronic acid dam déc pha thang ml

dong goi: Aliasigma khan (duéi dang tiém truyén
S.p.A - Dia chi: Via Zoledronic acid

Enrico Fermi, 1, Alanno monohydrate) 4mg

(PE) CAP 65020, Italy)

44. Cong ty dang ky: Cong ty TNHH mot thanh vién An Phat (B/c: 166/42 Thich Quang Birc,
Phuong 4, Quan Pha Nhuan, Tp. H6 Chi Minh - Viét Nam)

44.1 Nha san xuat: Ind-Swift Limited (B/c: Off. NH-221, Village Jawaharpur, Tehsil Derabassi,
District SAS Nagar (Mohali), Punjab-140507 - India)

Hoat chat chinh- Dangbao Tubi Tieu  Quy cach

é 0 . e . . S6 dang ky
STT Ten thuoe Ham lwong ché tho chuan doéng goi 9ry
73 Ivaswft 5 Ivabradin (dudi Viénnénbao 24 NSX HOp4viX 14 VN-22118-19
dang lvabradin phim thang vién
oxalat) 5mg
74  lvaswft 7.5 Ivabradin (dui Viénnénbao 24 NSX Hop4viX 14 VN-22119-19
dang Ivabradin phim thang vién

oxalat) 7,5mg

44.2 Nha san xuat: Soitgel Healthcare Pvt., Ltd. (B/c: Survey No. 20/1, Vandalur-Kelambakkam
Road, Pudupakkam Village, Kancheenpuram Dist., Tamilnadu-603 103 - India)

Hoat chét chinh -  Dang bao Tubi  Tieu Quy céach

& 0 . - ) S6 dang ky
STT Ten thude Ham luong ché tho chuan dong goi 9%y
75 Methylcobalamin Methylcobalamin ~ Vién nang 24 NSX Hop3viX10 VN-22120-19
capsules 150mcg 1500mcg mém thang Vién

44.3 Nha san xuat: Venus Remedies Limited (B/c: Hill Top Industrial Estate, Jharmajari EPIP,
Phase-I (ext), Bhatoli Kalan, Baddi, Dist. Soian (HP) - India)
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! 4t chinh - 30 Tudi Tie : . .
STT Tén thudc Hoat chét chinh Dang bao Tiéu Quy cach S6 dang ky

Ham lwong ché tho chuén dong goi
76 Venocity Citicolin (dw6i dang Dung dich 24 NSX HoéplviXhs VN-22121-19
Citicolin natri) 1000 tiém thang ong X 4ml

mg

45, Cong ty dang ky: Cong ty TNHH MTYV DP Altus (B/c: s6 49, dutong 79, Phuong Tan Quy,
Quan 7, TP. H6 ChiMinh - Viét Nam)

45.1 Nha san xuat: Idol llac Dolum Sanayii Ve Ticaret A.s (B/c: Davutpasa Cad. Cebealibey
Sok. No: 20 Topkapi/lstanbul - Turkey)

Hoat chitchinh - Dangbao Tuli Tieu  Quy cach S5 dang ky

STT Tén thuoe Ham luong ché tho chuén dong goi
77 Zoltasta 4 mg/5mi Mai 5ml dung dich  Dung dich 24 NSX Hop ! ongX VN-22122-19
dam dic chta: dam dac dé thang 5ml
zoledronic acid pha dung
(duéi dang dich truyén

zoledronic acid
monohydrat) 4mg

45.2 Nha san xuat: World Medicine llac San. ve Tic. A.s. (B/c: 15 Temmuz Mah. Cami Yolu
Cad. No 50, Gunes8li, Bagcilar/Istanbul - Turkey)

. ~ Hoat chét chinh -  Dangbao Tubi Tigu Quy cach S6 43 v
; A9 . - - 0 dang k
STT Ten thuoc Ham luong ché tho chuén dong goi 9y
78 Ulsepan 40mg Pantoprazole (dwéi Viénnénbao 24 NSX HOp2viX7 VN-22123-19
dang Pantoprazole  tan trong thang vién, hop 4 vi X
natri sesquihydrate) rudt 7 vién
40mg

46. Cong ty dang ky: Céng ty TNHH MTV DP PV Healthcare (B/c: 4/5 Khu dan cu Van Xuéan
Pat Viét, Budng so 5, p. Binh Hung Hoa, Q. Binh Tan, Tp. H6 ChiMinh - Viét Nam)

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

4t chinh - 30 Tudi Tia : X ax .
- Tén thuéc Hoat chét chinh Dang bao Tiéu Quy céch S6 dang ky

Ham luong ché tho chuan  dong goi
79 PV-LOS 50 Tablet Losartan kali 50mg Viénnénbao 36 NSX HOp 3viX 10 VN-22124-19
phim thang vién
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47. Cong ty dang ky: Congty TNHH MTYV DP Viét Tin (B/c: 64 Lé Loi, Phuwong 4, Quan Go
Vép, TP. H6 ChiMinh - Viét Nam)

47.1 Nha san xuat: Hovid Berhad (B/c: Lot 56442, 7 1/2 Miles, Jalan Ipoh/Chemor, 31200
Chemor, Perak Darul Ridzuan - Malaysia)

Hoat chat chinh -  Dang bao Tubi Tigu Quy céach

& 0 ; S6 dang ky
STT Ten thuoe Ham lwong ché tho chuadn  déng goi 9
80 Azimax 250mg Azithromycin (dwéi Viénnénbao 36 NSX Hop lvi,5vi, VN-22125-19
dang Azithromycin  phim thang 10 vi X 6 vién

dihydrat) 250mg

47.2 Nha san xuat: M/s Windlas Biotech Limited (B/c: Piant-2, Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun-248110, Uttarakhand - India)

Hoat chat chinh -  Dang bao Tubi  Tieu Quy céach

8 5 - S6 dang ky
STT Ten thuce Ham lwong ché tho chuén dong géi 9%y
81 p-Hist 16 Betahistin Vién nén 24 BP201 HOp 10viX 10 VN-22126-19
dihydroclorid 16mg thang 8 vién

47.3 Nha san xuét: Theon Pharmaceuticals Limited (B/c: Viil. Sainimajra, Tehsil Naiagarh,
Distt. Solan (H.P) - India)

Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach

8 0 . S6 dang ky
STT Ten thuoc Ham lwong ché tho chuan  déng goi 9
82 Itsup 100 Sildenaiil (duéi Viénnénbao 36 NSX Hop Ién chira VN-22127-19
dang Sidenaiil phim thang 10 hép nhd
citrat) 100 mg chra 1 vi X 4
vién
83 Itsup 50 Sildenaiil (duwoi Viénnénbao 36 NSX HOp Ién chira VN-22128-19
dang Sidenaiil phim thang 10 hop nhd
citrat) 50 mg chtra 1 vi X 4
vién

48. Cong ty dang ky: Cong ty TNHH MTYV Vimepharco (B/c: O s6 6 tang 5, Toéa nha D2 Giang
V6, Quan Ba Dinh, Thanh pho Ha NGi - Viét Nam)

48.1 Nha san xuat: Belmedpreparaty RUE (B/c: 220007, Minsk, 30 Fabritsius Street - Republic

ofBelarus)
. ; Hoat chét chinh - Dang bao Tubi Tigu  Quy cach £ oax L
' NG e . S6 dang k
STT Ten thuoe Ham lwong ché tho chuan  dong goi 9y
84 Calcium MOi lo chira: Calci  Bot dong 24 NSX Hopllo VN-22129-19
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folinate-Belmed idlinat 50mg khé pha thang

dung dich
tiém
85 Fludarabine-Belmed Fludarabin phosphat Bt déng 24 NSX HOp506ng. Hop VN-22130-19
50mg khé pha tiém thang L lo.

49. Cong ty dang ky: Cong ty TNHH Philavida (B/c: Lau 2, so 770-770A duong Su Van Hanh
(noi dai), Phuong 10, Thanh pho H6 ChiMinh - Viét Nam)

49.1 Nha san xuat: Daewoo Pharm. Co., Ltd. (B/c: 153, Dadae-ro, Saha-gu, Busan - Korea)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach

2 6 : S6 dang ky
STT Ten thuoe Ham lwvong ché tho chudn  ddng goi Y
86 Philtoberan Tobramycin Dung dich 36 NSX Hoép1lo5ml VN-22131-19
15mg/5ml nhé mat thang

50. Cong ty dang ky: Cong ty TNHH Thuwong Mai Dugoc phadm Nhan Hoa (B/c: 17K/3 Duong
DBinh Nghé, Phuong 8, Quan 11, Tp. H6 Chi Minh - Viét Nam)

50.1 Nha san xuét: Aju Pharm. Co., Ltd (B/c: 23, Sandan-ro 121beon-gil, Pyeongtaek-si,
Gyeonggi-do - Korea)

Hoat chét chinh- Dangbao Tubi Tigu  Quy céch

8 0 . h - ! S6 dang ky
STT Ten thuoe Ham lugng ché tho chuén dong goi 9y
87 Myotab tab Eperison Viénnénbao 36 NSX Hop 10viX 10 VN-22132-19
hydrochlorid 50mg  duwong thang vién

51. Cong ty dang ky: Cong ty TNHH Thuwong mai Nam Bong (B/c: sb 2, ngd 164/117ph6
Vuong Thira Vi, p. Khwong Trung, Q. Thanh Xuan, Ha NGi - Viét Nam)

51.1 Nha san xuat: KRKA, D.D.,. Novo Mesto (P/c: Smarjeska Cesta 6, 8 501 Novo Mesto. -

Slovenia)
A . Hoat chatchinh- Dangbao Tuli Tigu  Quy cach S§ dsng ku
STT Ten thuce Ham lugng ché tho chudn  déng goi 9Ky
88 Nolpaza 20mg Pantoprazol (duwéi  Vién nén 36 NSX Hop2viX 14 VN-22133-19
dang Pantoprazol khéang dich  thang vién
natri sesquihydrate) da day
20 mg

52. Cong ty dang ky: Céng ty TNHH thuvong mai Thanh Danh (B/c: Toa nha TAASAH, tang 1,
so 749/14/4 Huynh Tan Phat, p. Pha Thuan, Q.7, TP. H6 Chi Minh - Viét Nam)
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52.1 Nha s&n xudt: Zim Laboratories Limited (B/c: PlotNos. B-21/22, MIDC Area,
Kaimeshvvar, Nagpur 441 501 Maharashtra State - India)

A " Hoat chat chinh -  Dang bao Tudi Tiéu Quy cach S6 dina kv
STT Ten thuoc Ham lwong ché tho chuan  dong goi 9%y
89 Medicox 90 Etoricoxib 90mg Viénnénbao 36 NSX Hop3viX 10 VN-22134-19
phim thang vién

53. Cong ty dang ky: Cong Ty TNHH Xc Tién Thwong Mai Dwgec Pham Va bau Tu TV (B/c:
345 Ly Thuong Kiét, Phwong 9, Quan Tan Binh, TP H6 Chi Minh - Viét Nam)

53.1 Nha s&n xuat: ABC Farmaceutici S.P.A (B/c: Via Cantone Moretti 29, (loc. Localita San
Bernardo) -10015 Ivrea (To) - Italy)

it chinh - 30 Tudi Tie A X ax .
STT Tén thudc Hoat\chat chinh Dangﬂbao T|eij Quy ca_(ih S6 dang ky
Ham lwong ché tho chuan dong goi
90 Ursochol 250 mg Acid Vién nang 24 NSX Hop 50 vién VN-22135-19
ursodeoxycholic cling thang
250mg

54. Cong ty dang ky: Cong ty TNHH Y té Canh Cra Viét (B/c: 788/2B Nguyén Kiém, P.3, Q.
Go Vap, TP. H6 ChiMinh - Viét Nam)

54.1 Nha san xuat: Lupin Ltd. (B/c: 198-202, New Industrial AreaNo. 2, Mandideep 462046,
Dist. Raisen, MP - An D9)

it chinh - 30 Tudi Tia
STT Tén thubc Hoat chat chinh Dang bao Tiéu

Quycach g5 gang ky
Ham luong ché tho chudan  doéng goi 9
91 Ludox 200 Ceipodoxim (dw¢i  Viénnénbao 24 USP39 HOp 1vi, 10vi VN-22136-19
dang Ceipodoxim  phim thang X 10 vién

proxetil) 200mg

55. Cbng ty dang ky: Dae Hwa Pharmaceutical Co., Ltd (B/c: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do - Korea)

55.1 Nha san xuéat: Dae Hwa Pharmaceutical Co., Ltd (B/c: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do - Korea)

R . Hoat chat chinh - Dangbao Tuli Tigu  Quy cach £ oam )
Tén thudc ° N < ) S6 dang k

STT u Ham luong ché tho chuén  dong goi Y

92 Comozol Ketoconazole 20 Kembdida 36 NSX Hop!ltuyp I0g VN-22139-19

mg/g thang
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56. Cong ty dang ky: Denk Pharma GmbH & Co. Kg (P/c: Prinzregentenstr 79, D-81675
Muenchen - Germany)

56.1 Nha san xuat: Denk Pharma GmbH & Co. Kg (B/c: Gollstr. 1, 84529 Tittmoning -
Germany)

. ~ Hoat chét chinh - Dang bao Tubi Tiau Quy cach S5 d .
’ a . X 7 0 dang k
STT Ten thuce Ham lugng ché tho chuéan dong goi 9
93 Glimepiride Denk 3 Glimepiride 3mg Vién nén 48 NSX Hop3viX10 VN-22140-19
thang vién

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

57.1 Nha san xuét: Dr. Reddy’s Laboratories Ltd. (B/c: Formulation Technical Operations -

Unit I1l, Survey No. 41 Bachupally Viliage, Bachupally Mandal, Medchal Maikajgiri District,
Telangana-500090 - India)

. < Hoat chét chinh - Dangbao Tubi ¥iéu  Quy cach S dsng kv
' e - . 0 dang k
STT Ten thuoe Ham lugng ché tho chudn  dong goi 9
94 Plagril Clopidogrel (dwéi  Viénnénbao 24 NSX HOp2viX7 VN-22141-19
dang Clopidogrel phim thang vién

bisulfat) 75 mg

57.2 Nha san xuat: Dr. Reddy’s Laboratories Ltd. (B/c: SurveyNo. 42, 45 & 46, Bachupally
Village, Bachupaiiy mandal, Medchal Malkaigiri District, Telangana - India)

A « Hoat chdt chinh -  Dangbao Tubi Tiéu  Quy cach PR
' S - . . S6 dang k
STT Tén thuoc Ham luong ché tho chudn  doéng goi gry
95 Resilo 50 Losartan potassium Viénnénbao 36 NSX HOop2viX 10 VN-22142-19
50mg phim thang vién; Hop 5x2
X 10 vién

58. Cong ty dang ky: F.Hoffmann-La Roche Ltd. (B/c: Grenzacherstrasse 124, CH-4070 Basel -
Switzerland)

58.1 Nha san xuéat: Delpharm Milano s.r.l (B/c: Via Carnevale, 1, 20090, Segrate (M) - Italy)

4t chinh - 30 Tudi Tia :
STT Tén thubc Hoat chat chinh Dang bao Tiéu Quy céach

. S0 dang ky
Ham luvong ché tho chuan dong goi gry

96 Tamiilu (dong gdi, xudt Oseltamivir (dwéi  vién nang 84 NSX Hop!lviX10 VN-22143-19
xuwéng: Hoffmann La dang oseltamivir clrng thang vién
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Roche Ltd.; D/c:
Wurmisweg, CH-4303
Kaiseraugst,
Switzerland)

phosphat) 75 mg

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

59.1 Nha s&n xudt: Ferring GmbH (B/c: Wittland 11, 24109 Kiel - Germany)

STT Tén thudc

97 Tractocile (Bong goi thi
cap va xuat xuéng:
Ferring Intemational
Center S.A. - B/c:
Chemin de la
Vergognausaz 50, 1162
Saint -Prex, Switzerland)

Hoat chat chinh -  Dangbao Tubi Tigu  Quy cach

K e " S6 dang ky
Ham lwvong ché tho chuéan dong goi gry
Atosiban 7,5mg/ml  Dung dich 48 NSX Hop ! lo 5ml VN-22144-19

dam d&c pha thang
truyén tinh
mach

60. Cong ty dang ky: Gedeon Richter Plc. (B/c: Gyomroi Ut 19-21, Budapest, 1103 - Hungary)

60.1 Nha san xuat: Gedeon Richter Polska Sp. zo.o. (B/c: 35, Graniczna Str., 05-825 Grodzisk

Mazowiecki - Poland)

STT Tén thudc

98 Beatil 8mg/ 5mg (Xuat
xudng: Gedeon Richter
Plc., d/c: Gyomroi ut
19-21, Budapest, 1103,

Hungary)

Hoat‘chéit chinh - Dang bao Tudi Tiéu Quy céuzh SG dang ky
Ham lwong ché tho chuan doéng goi
Perindopril Vién nén 24 NSX Hoép3viX 10 VN-22145-19
tert-butylamin 8mg; thang vién

Amlodipin (du6i
dang amlodipin
besylat) 5mg

61. Cong ty dang ky: Getz Pharma (Pvt) Ltd. (B/c: PlotNo. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

61.1 Nha s&n xudt: Getz Pharma (Pvt) Ltd. (B/c: PiotNo. 29-30/27 Korangi Industriai Area,

Karachi - Pakistan)

STT Tén thudc

99 Atasart tablets 16mg

Hoat chdt chinh -  Dangbao Tudi Tieu  Quy cach

. . S6 dang ky
Ham lwong ché tho chuan  dong goi 9
Candesartan Vién nén 36 NSX HOop4viX7 VN-22146-19
cilexetil 16mg thang vién
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100 Telart Tablets 80mg Telmisartan 80mg  Vién nén 24 NSX HOp2viXT7 VN-22148-19
thang vién

62. Cbng ty dang ky: Getz Pharma (Pvt) Ltd. (B/c: PlotNo. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

62.1 Nha san xuat: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

Hoat chat chinh - Dangbao Tudi Tigu  Quy cach

STT Tén thudc Ham lvong ché tho chudn  doéng goi

S6 dang ky

101 Dung dich tiém truyén  Levoiloxacin (dué¢i Dung dich 36 NSX Ho6p!llo 150ml VN-22147-19
Getzlox dang Levoiloxacin  tiém truyén thang
hemihydrat) 5mg/ml

63. Cbng ty dang ky: GiaxoSmithkline Pte. Ltd. (B/c: 23, Rochester Park, Singapore 139234 -
Singapore)

63.1 Nha san xuat: GlaxoSmithKline Pharmaceuticals SA (B/c: 189 Grunwaldzka Street,
Poznan 60-322 - Poland)

Hoat chat chinh - Dangbao Tudi Tiéu  Quy cach

N ~ * : S6 dang ky

STT Ten thude Ham lwong ché tho chuén dong goi 9ry

102 Lamictal 25mg Lamotrigin 25mg  Vién nén 36 NSX Hop3viX10 VN-22149-19
thang vién

103 Lamictal 50mg Lamotrigin 50mg  Vién nén 36 NSX Hop3viX10 VN-22150-19
thang vién

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

64.1 Nha san xuat: Glenmark Pharmaceuticals Ltd. (B/c: PlotNo. 2, Phase I, Pharma Zone,
SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775 - India)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy céch

n " f - S6 dang ky
STT Ten thuoe Ham lrong ché  tho chudn  dong goi gry
104 Glenosartan 20 Olmesartan Viénnénbao 24 NSX HOp5viX 10 VN-22151-19
medoxomil 20mg  phim thang vién
105 Telma 80H Telmisartan 80mg; Vién nén 36 NSX HoéplénX 10 VN-22152-19
Hydrochlorothiazide thang hop nhoé X Ivi X
12,5mg 10 vién

65. Cong ty dang ky: Gracure Pharmaceuticals Ltd. (B/c: 251-254, 1Ind Floor, DLF Tower, 15
Shivaji Marg, New Delhi, West Delhi DL 110015 - India)
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65.1 Nha san xuat: Gracure Pharmaceuticals Ltd. (B/c: E-1105 RIICO Industrial Area, Phase
[1l, Bhiwadi, Alwar, (Raiasthan.) - India)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach

é 0 . . _ S6 dang ky
STT Ten thuoe Ham luong ché tho chudn  déng goi ER
106 G-Flo 200 Oiloxacin200 mg  Viénnénbao 36 USP HOp 10viX 10 VN-22153-19
phim thang 39 vién
107 Olesom Mai 5ml sir6 chtra: ~ Siro 36 TCCS Hop 1 chai VN-22154-19
Ambroxol thang looml

hydrochlorid 30 mg

66. Cong ty dang ky: Jin Yang Pharm. Co., Ltd (B/c: 23i, Hyoryeong-ro, Seocho-gu, Seoul -
Korea)

66.1 Nha saih xuat: Qilu Pharmaceutical Co., Ltd (B/c: No. 317, Xinluo Road, High-tech Zone,
Jinan, Shandong Province, CN-250101 - China)

Hoat chdt chinh - Dangbao Tubi Tigu  Quy cach

Tén thué . e ) S6 dang ky
STT en thuoc Ham luvgng ché tho chuan dong goi 9
108 Ceftaject Ceftazidim (duoi Botphatiém 24 USP40 Hop 10 lo VN-22155-19
dang h()n hop b6t thang
tron san goém
ceftazdim

pentahydrat & natri
carbonat) Ig

67. Cong ty dang ky: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)

67.1 Nha san xuat: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si

- Korea)
STT Tén thudc Hoat chat chinh - Dang bao Tubi Tiéu Quy cach S8 dang ky
Ham lwgng ché tho chuan  dong goi

109 Allipem 100mg Pemetrexed (dw¢i  Bot dong 36 NSX Hop!llo VN-22156-19
dang pemetrexed kho pha tiém thang
dinatri 2,5 hydrate)
I00mg

110 Allipem 500mg Pemetrexed (dud¢i  BOt dong 36 NSX Hoépllo VN-22157-19
dang pemetrexed khé pha tiém thang
dinatri 2,5 hydrate)
500mg

111 Hytinon Hydroxyurea 500mg Vién nang 36 USP39 Hop X tui nhdm VN-22158-19

clng thang X 10 vi X
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10 vién

68. Cbng ty dang ky: Kotra Pharma (M) Sdn. Bhd. (B/c: No. 1, 2 & 3, Man TTC12, Cheng

industrial Estate, 75250 Melaka - Malaysia)

68.1 Nha s&n xuét: Kotra Pharma (M) Sdn. Bhd. (B/c: No. 1, 2 & 3, Man TTC12, Cheng

Industrial Estate, 75250 Melaka - Malaysia)

Hoat chat chinh -  Dang bao Tubi Tiéu

STT Ten thuoc Ham luvong ché tho chuan
112 Axcel Fusidic Acid Oint Sodium Fusidate 2% Thu6c m& 36 NSX
ment wiw b6i da thang
113 Vaxcel Cefiazidime-1G Ceftazidim (dwéi  Bodtphatiém 24 NSX
Injection dang Ceftazidim thang

Pentahydrat) Ig
Cefiazidim (dudi
dang Ceftazidim
Pentahydrat) 2g

114 Vaxcel Ceftazidime-2G
luiection

Botphatiém 24 NSX
thang

le}y cach g5 gang ky
ong goi

Hép 1 tuyp 59. VN-22159-19
Hép 1 tuyp 15¢

Hop 1 lo VN-22160-19
Hop 1 lo VN-22161-19

69. Cong ty dang ky: Laboratoire Aguettant S.A.S (B/c: Parc Scientifique Tony Garnier, 1 Rue

Alexander Fleming, 69007 Lyon - France)

69.1 Nha san xuét: Laboratoire Aguettant (B/c: Lieu-Dit “Chantecaille” - 07340 Champagne -

France)
. . Hoat chat chinh -  Dangbao Tudi Tigu
STT Teén thuoe Ham lugng ché tho chuén
115 Phenylalpha 50 M&i Iml dung dich  Dung dich 36 NSX
micrograms/ml chtra: Phenylephrin  tiém thang

(duwoi dang
Phenylephrin
hydroclorid) 50mcg

Quycach g5 qang ky
dong goi
Hop 10 6ng X VN-22162-19

10ml

69.2 Nha san xuat: Laboratoire Aguettant (B/c: Parc Scientifique Tony Garnier, 1 Rue

Alexander Fleming, 69007 Lyon - France)

. . Hoat chat chinh - Dang bao Tubi Tigu
STT Ten thucc Ham lugng ché tho chuén
116 Sodium Valproate M®i 4ml dung dich  Dung dich 36 NSX
Aguettant chtra: Natri tiém thang

Valproate 400mg

Quy cach S6 dang ky
dong goi
Hop 10 6ng X VN-22163-19
4mi

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

France)
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70.1 Nha san xuat: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -

France)
. < Hoat chat chinh - Dangbao Tudi Tigu Quy cach S6 d3 v
' T oo . 0 dang k
STT Ten thuoc Ham lwvgng ché tho chuan  déng goi ¢
117 Natrilix SR Indapamide 15 mg Viénnénbao 36 NSX Hop3viX 10 VN-22164-19
phim gidi thang vién
phong kéo
dai
118 Stablon Tianeptine sodium  Viénnénbao 36 NSX Hop 2 vix 15 VN-22165-19
12,5 mg duong thang vién

71. Céng ty dang ky: Maxtar Bio-Genics (B/c: A-2/98, Sector-3, Rohini, New Delhi-110085 -
India)

71.1 Nha san xuat: Maxtar Bio-Genics (B/c: K.No. 705 Nalagarh Road, Village Maiku Majra,
Baddi Dist.-Soian Himachai Pradesh-173205 - India)

. < Hoat chat chinh -  Dangbao Tubi Tisu Quy cach 5 .
Tén th ' S - ) S6 dang k
STT en thuoe Ham lwong ché tho chuan dong goi 9%y
119 Acetar-100 Tablet Aceclofenac I00mg Viénnénbao 36 NSX Hop 10 vix 10 VN-22166-19
phim thang vién

72. Cong ty dang ky: Medley Pharmaceuticals Limited. (B/c: Medley House, D-2, MIDC Area,
16th Road, Andheri (E), Mumbai 400 093 - India)

72.1 Nha san xuét: Medley Pharmaceuticals Limited. (B/c: Plot No 18 &19 Survey No 378i7&8
, 379/2&3, Zari Causeway Road, Kachigam, Daman - India)

) . Hoat chdt chinh=  Dangbao Tubi Tigu  Quy cach o
Tén thudc ' n p - . S6 dang k
STT Ham lwgng ché tho chuan dong goi 9%y
120 Pantomed Tablets Pantoprazol (dudi  Viénnénbao 24 NSX HOp 10viX 10 VN-22167-19
dang Pantoprazol tan trong thang vién
natri sesquihydrate) rudt
40mg

73. Cong ty dang ky: Medochemie Ltd. (B/c: 1-10 Constantinoupoleos Street, 3011 Limassol -
Cyprus)

73.1 Nha san xuat: Medochemie Ltd. - Factory c (B/c: 2, Michael Erakleous Street, Agios
Athanassios Industriai Area, 4101 Agios Athanassios, Limassol - Cyprus)
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Hoat chdt chinh - Dangbao Tudi Tieu  Quy cach

é J X P - S6 dang ky
STT Ten thuoe Ham lwong ché tho chuan  dong goi 9y
121 Medocef Ig Mai lo chira: Botphatiém 24 NSX HoOp!1lo,hop  VN-22168-19
Cefoperazon (duéi thang 50 lo
dang cefoperazon
natri) Ig

73.2 Nha san xuat: Medochemie Ltd.- central Factory (B/c: 1-10 Constantinoupoieos Street,
3011 Limassol - Cyprus)

Hoat chét chinh -  Dang bao Tubi Tigu Quy cach

8 0 . S6 dang ky
STT Ten thuoe Ham lwong ché tho chuén dong goi Y
122 Platarex 75mg Clopidogrel (dwéi  Viénnénbao 36 NSX Hop3viX 10 VN-22169-19
dang Clopidogrel phim thang vién

bisulfat) 75mg

74. Cong ty dang ky: Merck Export GmbH (B/c: Frankfurter Strafie 250, 64293 Darmstadt -
Germany)

74.1 Nha san xuat: Merck Sante s.a.s (B/c: 2 Rue du Pressoir Vert, 45400 Semoy - France)

Hoat chét chinh -  Dang bao Tudi Tieu Quy cach

2 6 . S6 dang ky
STT Ten thuoc Ham luong ché tho chudn  doéng goi 9
123 Glucophage ® XR 500 Metiormin Vién nén 36 NSX Hop4viX1s VN-22170-19
mg hydrochloride phdng thich thang vién
500mg kéo dai

75. Cong ty dang ky: Merck Sharp & Dohme (Asia) LTD (b/c: Flat/RM 1401A&B 14F & 27F.,
Lee Gardens Two, 28 Yun Pifig Road, Causeway Bay - Hong Kong)

75.1 Nha san xuat: N.v. Organon (B/c: Kloosterstraat 6, 5349 AB Oss. - The Netheriands)

Hoat chét chinh -  Dang bao Tubi Tieu Quy céch

8 0 X - ) - S6 dang ky
STT Tén thude Ham lwong ché tho chuan dong goi 9xy
124 Remeron 30 Mirtazapin 30mg Viénnénbao 36 NSX Hoép1viX 10 VN-22171-19
phim thang vién

76. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: 27/F., Lee Garden Two, 28 Yun
Ping Road, Causeway Bay - Hong Kong)

76.1 Nha san xudt: Frosst Iberica S.A. (B/c: Via Complutense, 140, 28805 Aicaia de Henares,
Madrid - Spain)
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Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach S6 dang ky

STT Tén thudc Ham Ivong ché tho chudn  doéng goi

125 Exinef60mg (Co s& Etoricoxib 60mg Viénnénbao 36 NSX Hop 1, 2hodac4 VN-22172-19
dong goi: Merck Sharp phim thang vi X 14 vién
& Dohme B.V., d/c:
Waarderweg 39,
Haarlem 2031 BN,
Netherlands)

11, Cong ty dang ky: Micro Labs Limited (B/c: No.27, Race Course Road, Bangaiore 560 001 -

India)
77.1 Nha san xuat: Micro Labs Limited (B/c: 92, Sipcot, Hosur- 635 126, Tamii Nadu - India -
india)
R " Hoat chét chinh -  Dang bao Tubi Tieu Quy cach S§ dx ¢
T < . 0 dang k
STT Ten thuoe Ham lugng ché tho chuén dong goi 9
126 CLARISOL-500 Clarithromycin Viénnénbao 36 USP HOp 1 viX 10 VN-22173-19
500mg phim thang 40 vién
127 Lorucet-10 Loratadine 10mg Vién nén 36 NSX HOp 10viX 10 VN-22174-19
khong bao  thang vién
128 OMICAP-20 Omeprazol (dang Vién nang 36 NSX Hop 10viX 10 VN-22176-19
hat bao tan trong cing thang vién
rudt) 20mg

77.2 Nha san xuat: Micro Labs Limited (B/c: PiotNo. 121 - 724, Phase 1V, K.I.A.D.B,
Bommasandra Industrial Area, Bangalore - 560 099 - India)

Hoat chdt chinh - Dang bao Tubi Tieu Quy céach

2 0 . S6 dang ky
STT Ten thuoe Ham lwong ché tho chudn  doéng goi 9
129 Microcef-200DT Ceipodoxim (dwéi  Vién nén 24 NSX HoplviX10 VN-22175-19
dang Ceipodoxim  phan tan thang vién

proxetil) 200mg khdng bao

78. Cong ty dang ky: Novartis (Singapore) Pte Ltd (B/c: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)

78.1 Nha san xuat: Ebewe Pharma Ges.m.b.H Nig.KG (B/c: Mondseestrasse 11, 4866 Unterach
am Attersee - Austria)

Hoat chit chinh -  Dangbao Tudi Tieu  Quy cach
Ham luvong ché tho chudn  dong goi

130 Fulvestrant "Ebewe" MObi bom tiém déng Dung dich 24 NSX Hop 2 bom VN-22177-19

STT Tén thudc S6 dang ky
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san 5ml chia: tiém thang tiém dong san
Fulvestrant 250mg V@i 2 kim tiém
vo tring

78.2 Nha san xuat: Lek S.A (B/c: ul. Podlipie 16, 95-010 Stryko™ - Poland)

Hoat chat chinh - Dangbao Tudi Tigu  Quy cach S5 dang ky

STT Ten thuoe Ham lwvgng ché tho chuén dong goi
131 Bisoprolol 5mg Bisoprolol iumarat Viénnénbao 24 NSX HOp 4 vi X 25 VN-22178-19
5mg phim thang vién; Hop 2 vi X
14 vién

78.3 Nha san xuat: s.c. Sandoz S.R.L (B/c: Str. Livezeni nr.7A, 540472 Targu-Mures - Romania)

it chinh - 30 Tudi Tia : X ax .
STT Tén thubc Hoat chat chinh Dang bao Tiéu Quy céch S6 dang ky

Ham lwong ché tho chuén dong goi
132 Binozyt 200mg/5ml Azithromycin Botphahon 36 NSX Hop1lo 15ml  VN-22179-19
(tvong duong dichudng  thang
Azithromycin
monohydrat)
200mg/5ml

78.4 Nha san xuat: Sandoz GmbH (B/c: Biochemiestrasse 10, 6250 Kundl - Austria)

Hoat chdt chinh -  Dangbao Tubi Tigu  Quy cach S5 dang ky

STT Tén thudc Ham Iuong ché tho chuidn  déng goi

133  Amoxicillin 250mg Amoxicilin (duéi  Vién nén 30 NSX HOp 10viX 10 VN-22180-19
dang amoxxicilin phén tan thang vién
trihydrat) 250mg

78.5 Nha san xuéat: Sandoz llac Sanayi ve Ticaret, A.s. (B/c: Gebze Piastikciler Organize Sanayi
Boigesi, Ataturk Bulvari, 9. Cad. No: 1, TR-41400 Kocaeli - Turkey)

A « Hoat chat chinh- Dangbao Tubi Tigu  Quy cach S8 ding kv
STT Ten thude Ham luvong ché tho chuan dong goi 9y
134 Weekendal 20 mg TadalaTil (du¢i dang Vién nén 24 NSX Hoplvix2 VN-22181-19
TadalaiTl adsorbat) thang vién
20mg

79. Cong ty dang ky: Novartis Pharma Services AG (B/c: Lichtstrasse 35, 4056 Basel -
Switzerland)
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79.1 Nha san xuat: Alcon Research, Ltd. (B/c: 6201 South Freeway, Fort Worth, Texas 76134 -

USA)
. . Hoat chét chinh -  Dang bao Tubi  Tigu Quy cach S5 dana kv
STT Tén thuge Ham luvong ché tho chuan déng goi 9xy
135 Vigamox Moi Iml dung dich Dung Qich 24 NSX Hop!lloX5ml VN-22182-19
chita: Moxiiloxacin nhé mat thang
(dwéi dang
Moxiiloxacin

hydrochlorid) 5mg

79.2 Nha s&n xuat: Novartis Farma S.p.A. (B/c: Via Provinciale Schito 131, 80058 Torre
Annunziata (NA) - Italy)

A ~ Hoat chat chinh - Dangbao Tudi Tiéu Quy céach S5 dx v
; - . 0 dang k
STT Ten thuoe Ham lwong ché tho chudn  déng goéi Y
136 Trileptal Oxcarbazepine Viénnénbao 36 NSX Hop5viX 10 VN-22183-19
300mg phim thang vién

80. Cong ty dang ky: Otsuka Pharmaceutical India Private Limited (B/c: Viliage- Vasana-
Chacharwadi, tal- Sanand, Ahmedabad, Gujarad - India)

80.1 Nha sdn xuat: Otsuka Pharmaceutical India Private Limited (B/c: Survey No. 199 to 201
& 208 to 210, Village- Vasana- Chacharwadi, Tal: Sanand, Dist- Ahmedabad- 382 213 - India)

. . Hoat chdt chinh -  Dangbao Tubi Tigu  Quy cach £ oax
' e - S6 dang k
STT Ten thuoe Ham lugng ché tho chuéan déng goi 9
137 Biocip Mdi 100ml chta: Dung dich 36 USP39 HOp 1 chai 100 VN-22184-19
Ciprotioxacin tiém truyén  thang mi
200mg

81. Cong ty dang ky: Pflzer (Thailand) Ltd. (B/c: Fioor 36, 37 United Center Building, 323
Silom Road, Silom, Bangrak, Bangkok 10500 - Thaiiand)

81.1 Nha san xuat: Fareva Amboise (B/c: Zone Industrieiie, 29 route des ITidustries 37530, Poce
sur Cisse - France)

\ . Hoat chat chinh - Dangbao Tuli Tigu  Quy cach K oaxl L
' T X < ) S6 dang k
STT Ten thuoc Ham lwvgng ché tho chuén déng goi 9ry
138 Diilucan Fluconazole 150mg Vién nang 60 NSX HoplviX! VN-22185-19
cling thang vién
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81.2 Nha san xuat: Zydus Hospira Oncology Pvt. Ltd (B/c: PlotNo.3, Phamez-Special
Economic Zone, Sarkkhei Bavla Highway, (N.H.NO.8A), Viiiage: Matoda, Tal.: Sanand. Dist.:

Ahmedabad-382213, Gujarat - India)

Hoat chét chinh - Dang bao Tubi Tiéu Quy céch S6 dang ky

STT Ten thuoe Ham lugng ché tho chuan  dong goi
139 DBL ™ Irinotecan Mai 2ml dung dich  Dung dich 36 NSX HoplloX2ml VN-22186-19
Injection Concentrate dam dac chuta: dam dac pha thang
Irinotecan dung dich
hydroclorid (du¢i  tiém truyén
dang Irinotecan tinh mach
hydroclorid
trihydrat) 40mg
140 DBL ™ Jrinotecan Mai 5ml dung dich  Dung dich 36 NSX Hop!llgX5ml VN-22187-19
Injection Concentrate dam dac chua: dam dac pha thang
Irinotecan dung dich
hydroclorid (dwdi  tiém truyén
dang Irinotecan tinh mach
hydroclorid

trinydrat) 100mg

82. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (B/c: Pelplinska 19, 83-200
Starogard Gdanski - Poiand)

82.1 Nha san xuat: Warsaw Pharmaceutical Works Polfa S.A. (B/c: Karoikowa 22/24, 01-207
Warsaw. - Poland)

Hoat chéat chinh -  Dangbao Tubi Tieu  Quy cach S5 ding ky

STT Ten thuoe Ham lwvong ché tho chuan  dong goi
141 Fentanyl Fentanyl (dw¢i dang Dung dich 36 NSX Hop 50 6ng VN-22189-19
fentanyl citrat) tiém thang 2ml
50mcg/ml
142 Midanium Midazolam 5mg/ml Dung dich 36 NSX HOp2viX5s VN-22190-19
tiém thang ong Iml

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

83.1 Nha san xuét: Penmix Ltd. (B/c: 33, Georimak-gil, Jiksan-eup, Seobuk-gu Cheonan-si,
Chungcheongnam-do - Korea)

o Hoat chat chinh - Dangbao Tubi Tiéu  Quy céch S6 ding Ky
STT Tén thudc Ham luong ché tho chuén dong goi 9

143 Pidisai Inj. Ig Piperacillin (dwéi Bot déng 24 JP 17 Hoép 10 1o VN-22191-19
dang piperacillin kho pha thang
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natri) Ig tiém

84. Cong ty dang ky: Phil International Co., Ltd. (b/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul - Korea)

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

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

8 of . S6 dang ky
STT Tén thuoe Ham luong ché  tho chudn  dong goi 9
144 Quinovid ophthalmic ~ M®i tuyp 3,5g chira: Thu6c§ mo 36 NSX Hoép ltuyp 3,59 VN-22192-19
Ointment Oiloxacin 10,5 mg tra mat thang

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

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

Hoat chat chinh -  Dangbao Tudi Tigu  Quy cach

8 6 " S6 dang ky
STT Ten thuoe Ham Iwong ché tho chuéan déng goi 9ry
145 Irvell 150 mg Irbesartan 150mg  Viénnénbao 24 NSX HOp 2viX 10 VN-22188-19
phim thang Vién

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

86.1 Nha san xuéat: Kolmar Korea (b/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Republic of

Korea)
. ~ Hoat chat chinh -  Dangbao Tudi Tiéu Quy cach S§ dana kv
STT Teén thuce Ham luvong ché tho chudn  déng goi 9
146 Cloriine MOi Ig thuéc m&  Thubc m& 36 NSX Hoép !tuyp 15g VN-22193-19
chtra: Clobetasol bbi ngoai da thang

propionat 0,5mg

86.2 Nha san xuat: ss Pharm. Co., Ltd. (B/c: 10 Beomjigi-ro 141 beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-do - Korea)

Hoat chat chinh - Dangbao Tudi Tiéu Quy céch

. " . ; S6 dang ky

STT Tén thuce Ham lvong ché tho chudan  dong goi 9

147 Susung Porginal Neomycin sulfate Vién nang 36 NSX HOp2viX6 VN-22194-19
(twong duong mém dat &m thang vién
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Neomycin base dao
35mg, 35000 IU)
50,2mg; Nystatin
100000 1U;

Polymycin B sulfat
35000 1U

87. Cbng ty dang ky: Siu Guan Chemical Industrial Co., Ltd. (B/c: 128 Shin Min Road, Hunei

Li, w. Dist., Chia Yi City - Taiwan)
87.1 Nha san xuét: Siu Guan Chem. Ind. Co., Ltd. (B/c: 128 Shin Min Road, Chia Yi - Taiwan)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach

& 0 . e ) S6 dang ky
STT Ten thuoe Ham lwvong ché tho chuan dong goi 9
148 Neo-Fluocin Cream Neomycin (dudi Kem dung 48 NSX Hop !tuyp 15¢ VN-22195-19
dang neomycin ngoai da thang
sulfat) 3,5mg;
Fluocinolon

acetonid 0,25mg

88. Cong ty dang ky: SRS Pharmaceuticals Pvt Ltd (B/c: 602, 6th Floor, Marathon Max Bidg
No. 2, L.B.SMarg, Mulund Goregaon LinkRoad, Mulund (W), Mumbai-4000 080 - India)

88.1 Nha san xuat: Maxim Pharmaceuticals Pvt. Ltd. (B/c: PlotNo. 11 & 12, gatNo.
1251-1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra state - India)

Hoat chat chinh - Dang bao Tubi Tigu Quy céch
Ham luong ché tho chudn  dong goi

149 Ziptum Sachet Cefdinir 300mg Botphahdn 24 USP  Hop 10 lo bot VN-22196-19
dichuéng  théang 40

STT Tén thudc S6 dang ky

89. Cdng ty dang ky: Standard Chem. & Pharm. Co., Ltd. (B/c: 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

89.1 Nha san xuat: Standard Chem. & Pharm. Co., Ltd. (B/c: 6-20, Tuku, Tuku Village, Sinying
District, Tainan City 73055 - Taiwan)

Hoat chat chinh - Dang bao Tudi Tiéu Quy céch

2 ) " S6 dang ky
STT Ten thuoe Ham lvong ché  tho chudn  dong goi 9
150 Nicomen Tablets 5mg  Nicorandil 5mg Vién nén 24 NSX HOop ! thi nhdm VN-22197-19
thang X 10vi X 10
Vién

Trang 34



90. Céng ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th
fioors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)

90.1 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: Haloi-Baroda Highway,
Haioi-389 350, Dist. Panchmahal, Gujarat State - India)

Hoat chdt chinh -  Dangbao Tudi Tieu  Quy cach S6 dang ky

STT Ten thuce Ham luong ché tho chudn  dong goi

151 Sundronis H Drospirenone 3mg; Viénnénbao 24 NSX HoplviX2l VN-22199-19
Ethinyl estradiol phim thang vién
0,03mg

90.2 Nha s&n xuat: Sun Pharmaceutical Industries Ltd. (B/c: SurveyNo 214, PlotNo. 20, G.L.A,
Phase Il, Piparia, Silvassa-396230, (U.T. ofDadra & Nagar Haveli) - India)

! it chinh - 30 Tudi Tie 4 X ax .
STT Tén thuéc Hoat chat chinh Dang bao Tieu Quy cach S6 dang ky

Ham lwong ché tho chudn  doéng goi
152 Sunlevira 1000 Levetiracetam Viénnénbao 24 USP Hop 5 viX 10 VN-22200-19
1000mg phim thang 38 vién

90.3 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: SurveyNo 214, PlotNo. 20,
G.I.A., Phase Il, Piparia, Silvassa-396230, U.T. ofDadra & Nagar Haveli - India)

. K Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach X A% L
Tén th 2 e - - S6 dang k
STT en thuoe Ham lwong ché tho chuan dong goi 9
153 Citopam 10 Citalopram (du6i Viénnénbao 24 NSX Hop3viX 10 VN-22198-19
dang Citalopram phim thang vién

hydrobromid) 10mg

91. Cong ty dang ky: Tedis (B/c: 9 avenue d'Ouessant, 91140 Viliebon-sur-Yvette - France)

91.1 Nha san xuat: s.c. Zentiva S.A (B/c: B-dul Theodorpallady nr.50, sector 3, Bucuresti, cod
032266 - Romania)

Hoat chdt chinh -  Dangbao Tubi Tigu Quy céach S6 dang ky

Tén thubc x e ) -
STT Ham lwong ché tho chuan dong goi

154 Colchicine Capel Img  Colchicine Img Vién nén 36 NSX HOoOp!lviX20 VN-22201-19
thang vién

92. Cong ty dang ky: The Searle Company Limited (B/c: 1 FloorN.LC. Buiiding Abbasi
Shaheed Road, Karachi - Pakistan)
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92.1 Nha san xuat: The Searle Company Limited (B/c: F-319, SITE, Karachi - Pakistan)

N ~ Hoat chat chinh - Dang bao Tudi Tiéu Quy céch S6 dana kY

STT Ten thuoc Ham luong ché tho chuan  dong goi 9%

155 Diulactone 25mg Spironolactone 25  Vién nén 60 NSX HOp2viX10 VN-22202-19
mg

thang vién

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

93.1 Nha san xuét: Troikaa Pharmaceuticals Ltd. (B/c: Sanand-Kadi Road, Thoi City: Thoi -
382728, Dist.: Mehsana Gujarat State - India)

A « Hoat chdt chinh - Dangbao Tudi Tieu  Quy cach 6 dsna kv
' T o - ) ) 0 dang k
STT Ten thuce Ham luong ché tho chudan  dong goi 9y
156 Troytor 10 Atorvastatin (duéi  Viénnénbao 24 NSX HOp 3 viX 10 VN-22204-19
dang Atorvastatin ~ phim

thang Vién
calcium) 10 mg

93.2 Nha san xuat: Troikaa Pharmaceuticals Ltd. (B/c: Thol-382728, Guiarat. - India)

. ~ Hoat chét chinh - Dang bao Fubi Tiéu Quy céach S6 da v
. ANg 1 . 0 dang k
STT Ten thuoc Ham lugng ché tho chuan  dong goi Y
157 Troyplatt Clopidogrel (dwéi  Viénnénbao 24 USP Hop 3 vi X 10 VN-22203-19
dang Clopidogrel phim thang 38 vién

bisulphat) 75 mg

94. Cong ty dang ky: Unichem Laboratories Ltd. (B/c: Unichem Bhavan, Prabhat Estate, s. V.
Road, Jojeswari (West) Mumbai 400 102 - India)

94.1 Nha san xuat: Unichem Laboratories Ltd. (B/c: Unitll, Village Bhatauli Kalan, Baddi,
Dist. Solan (HP) 173205 - India)

o Hoat chdt chinh-  Dangbao TuSi Tieu  Quycach g5 qang kv
STT Ten thuoe Ham lwong ché tho chudn  déng goi Y
158 M-Cam 15 Meloxicam 15mg Vién nén 36 BP Hop 5 vi X 10 VN-22205-19

thang 2018  vién

95. Céng ty dang ky: Young Il Pharm Co., Ltd. (B/c: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun, Chungcheongbuk-do - Korea)
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95.1 Nha san xuat: JS Pharm . Co., Ltd (B/c: 484-28, Gangbyeon-ro, Hwangnyong-myeon,
Jangseong-gun, Jeollanam-do - Korea)

. ~ Hoat chat chinh -  Dang bao Tubi Tiéu Quy céch S5 dang kv
STT Ten thuoe Ham luong ché  tho chudn  déng goi 9
159 Subica Suspension M&i goi 15ml chira:  H6n dich 36 NSX Hop 20 goi X VN-22206-19
Sucralfat hydrate udéng thang 15ml

(twong duong vGi
190mg aluminum,
385mg sucrose
octasulfate ester) Ig

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

Hoat chat chinh -  Dangbao Tudi Tiéu  Quy céach S6 ding ky

STT Teén thuce Ham lwong ché tho chudn  dong goi
160 Dipalen Gel Mdi gam gel chita: ~ Gel boi da 36 NSX Hop ! tuyp 159 VN-22207-19
Adapalen Img thang

95.3 Nha san xuat: Kyung Dong Pharm Co., Ltd. (B/c: 224-3, Jeyakdanji-ro, Yanggam-Myeon,
Hwaseong-Si, Gyeonggi-Do - -Korea)

Hoat chdt chinh - Dangbao Tudi Tiéu  Quy cach

8 0 ’ < : ” S6 dang ky
STT Ten thuoe Ham luong ché tho chuéan déng goi 9%y
161 Sarariz Cap. Flunarizin (duwoi Vién nang 36 NSX Hop 6 viX 10 VN-22208-19
dang Flunarizin clng thang vién

dihydrochlorid) 5mg

CUC TRUONG






Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Tw do - Hanh phac

PHU LUC I | .
DANH MUC 16 THU6C NUOC NGOAI

PUOC CAP GIAY BANG KY LUU HANH HIEU Luc 03 NAM - BOT 103

(Ban hanh kém theo Quyét dinh s3AF./QD-QLD, ngay”./.ii./d6.id)

1. Cbng ty dang ky: Actavis International Ltd (B/c: BLB 016 Bulebel Industrial Estate, Zejtun
ZTN 3000 Malta)

1.1 Nha san xuat: S.C.Sindan-Pharma SRL (B/c: ilth lon Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Romania)

A ~ Hoat chat chinh -  Dang bao Tubi Tisu Quy céch S6 da v
- S . ! . 0 dang k
STT Teén thuce Ham lugng ché tho chuén doéng goi 9
I Linkotax 25mg Exemestan 25mg Viénnénbao 24 NSX HOp 3 viX 10 VN3-193-19
phim thang vién

2. Cong ty dang ky: Ajanta Pharma Limited. (B/c: Ajanta House, 98, Govt. Industriai Area,
Charkop, Kandivli (W),Mumbai, 400 067 - India)

2.1 Nha san xuét: Ajanta Pharma Limited (B/c: Plot No.B-4/5/6 M.1.D.C, Paithan, Aurangabad
431 128 Maharashtra State - India)

A . Hoat chdt chinh - Dang bao Tubi Tieu  Quy cach £ oax )
' N . S6 dang k
STT Ten thude Ham lwong ché tho chudn  dbng goi 9y
2 Febuzex 40 Febuxostat 40mg Viénnénbao 36 NSX Hop 10viX7 VN3-194-19
phim thang vién, hop 10 vi
X 10 vién
3 Febuzex 80 Febuxostat 80mg Viénnénbao 36 NSX Hop 10viX7 VN3-195-19
phim thang vién, hop 10 vi
X 10 vién

3. Cong ty dang ky: Egis Pharmaceuticals Private Limited Company (B/c: 1106 Budapest,
Keresztari Gt, 30-38 - Hungaiy)

3.1 Nha san xuat: Egis Pharmaceuticals Private Limited Company (B/c: 1165 Budapest,
Bokényfoldi ut 118-120 - Hungary)

\ B Hoat chét chinh - Dangbao Tudi Tigu  Quy céch £ oax
Tén th ' T - S6 dang k
STT en thuoc Ham lwong ché tho chuén dong goi 9
4 Aripegis Aripiprazole 30mg  Vién nén 36 NSX Hoép2viX 14 VN3-196-19
thang vién

Trang |



4. Cong ty dang ky: Eisai (Thailand) Marketing Co., Ltd. (B/c: No. 93/1, Unit 603-604, 6th
Floor, GPF Withayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,
Bangkok Metropolis - Thaiiand)

4.1 Nha san xuat: Biogen u.s. Corporation (San xuat va dong goéi so cap) (b/c: 900 Davis
Drive, Research Triangle park, NC 27709 - USA)

Hoat chat chinh - Dangbao Tudi Tieu  Quy cach

STT Tén thudc Ham Iwong ché tho chuan dong goi S6 dang ky
5 Halaven (Co s& dong g6i Moi 2ml chia: Dung dich 24 NSX Hop ! lo 2ml VN3-197-19
th(r c8p va xudt xudng:  Eribulin mesylat tiém thang
Eisai Manufacturing (twong duong
Limited- B/c: European 0,88mg Eribulin)
Knowledge Centre, Img

Mosquito Way, Hatiield,
Hertfordshire AL10
9SN, UK)

5. Cbng ty dang ky: Hetero Labs Limited (B/c: 7-2-A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad TG 500018 - India)

5.1 Nha san xuét: Hetero Drugs Ltd. (B/c: Unitlll, #22-110, I.D.A Jeedimetla, Hyderabad, Zip -
500055, Andhra Pradesh - India)

Hoat chét chinh - Dang bao Tubi Tiéu Quy céch

Tén thué . ~ ) S6 dang ky

STT en thuoc Ham luong ché tho chuan dong goi 9

6 Heptavir-150 Lamivudine 150mg Viénnénbao 36 NSX HoOp 1 1o X 60 VN3-198-19
phim thang vién

6. Cong ty dang ky: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)

6.1 Nha san xuat: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si - Korea)

Hoat chat chinh - Dangbao Tudi Tigu  Quy cach

. » - ) S6 dang ky

STT Teén thuce Ham lwong ché tho chuan dong goi 9

7 Ketaviran Entercavir 0,5mg Viénnénbao 24 NSX Hop 3viX 10 VN3-199-19
phim thang vién

8 Ketaviran Entercavir Img Viénnénbao 24 NSX Hop3viX 10 VN3-200-19
phim thang Vién
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STT

9

STT

10 Cosyrel 1Omg/IOmg

1

12

7. Cong ty dang ky: Laboratorios Bago S.A (B/c: Bernardo de Irigoyen No. 248 Buenos Aires -

Argentina)

7.1 Nha san xuét: Laboratorios Bago S.A (B/c: Calle Ciudad de Necochea entre las calles
Ciudad de Mar del Platay Av. Matienzo. Parque Industrial de La Rioja, Provincia de La Rioja -

Argentina)

Tén thuoc

Trifamox IBL Duo

Hoat chét chinh -  Dang bao Tubi Tigu  Quy cach

. S6 dang ky

Ham luong ché tho chudn  déng goi 9

M@i vién chira: Viénnénbao 24 NSX Hop2viX7 VN3-201-19
Amoxicillin (duéi  phim thang vién

dang amoxicillin
trihydrat) 875mg;
Sulbactam (du¢i
dang pivsulbactam)
125mg

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

France)

8.1 Nha san xuéat: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -

France)

Tén thu6c

Cosyrel 10mg/5mg

Cosyrel 5mg/1 Omg

Dang bao Tudi Tiau
ché tho chuén

Hoat chéat chinh -
Ham luvgng

Quy céach
dong goi
Viénnénbao 30 NSX Hop ! lo 30
phim thang vién

S6 dang ky
Bisoprolol iumarate VN3-202-19
(twong duong
Bisoprolol 8,49 mg)
IOmg ; Perindopril
arginine (tvong
dwong Perindopril
base 6,79mg) 10mg

Vién nénbao 30 NSX
phim thang

Hop 1 1o 30 VN3-203-19

Vién

Bisoprolol iumarate
(twong duwong
Bisoprolol 8,49 mg)
10mg ; Perindopril
arginine (tvong
dwong Perindopril
base 3,395mg) 5mg

Vién nénbao 30 NSX
phim thang

Hop 1 lo 30 VN3-204-19

vién

Bisoprolol iumarate
(twong duong
Bisoprolol 4,24 mg)
5mg; Perindopril
arginine
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(twong duong
Perindopril base

6,79mg) 10mg
13 Cosyrel 5mg/5mg Bisoprolol iumarate Viénnénbao 30 NSX Hop 1 lo 30 VN3-205-19
(twong duong phim thang vién

Bisoprolol 4,24 mg)
5mg; Perindopril
arginine (twong
dwong Perindopril
base 3,395mg) 5mg

9. Cong ty dang ky: Novartis (Singapore) Pte Ltd (B/c: 10 Coliyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)

9.1 Nha san xuat: Salutas Pharma GmbH (B/c: Otto-von-Guericke-Allee 1, D-39179 Barleben -

Gennany)
N ~ Hoat chat chinh -  Dang bao Tudi Tiéu Quy cach 5 s v
‘ s . , . S6 dang k
STT Ten thuoc Ham lwong ché tho chuéan dong goi 9ry
14 Bicalutamide FCT Bicalutamid 150mg Viénnénbao 24 NSX HOop4viX7 VN3-206-19
150mg phim thang vién

10. Cong ty dang ky: Novartis Pharma Services AG (B/c: Lichtstrasse 35, 4056 Basel -
s~witzerland)

10.1 Nha san xuat: SA Alcon-Couvreur NV (B/c: Rijksweg 14, B-2870 Puurs - Belgium)

) 4t chinh - 30 Tuoi i : X ax .
STT Tén thubc Hoat chat chinh Dang bao Dﬁéu Quy céach S6 dang ky

Ham luvong ché tho chudn  dong goi
15 Simbrinza Brinzolamid Hon dich 24 NSX HoOpllodém  VN3-207-19
IOmg/ml; nho mat thang giot Droptainer
Brimonidin tartrat 5ml
2mg/mi

11. Cdng ty dang ky: Stragen Pharma SA (B/c: Chemin du Pré-Fleuri 3, 1228 Plan-les-Ouates -
Switzerland)

11.1 Nha san xuét: Corden Pharma Latina (B/c: Via del Murillo Km 2.800, 04013 Sermoneta -
italy)

Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach S6 dang ky

STT Tén thudc Ham luong ché tho chudn  dong goi

16 Moliavex Paclitaxel 6mg/ml  Dung dich 24 NSX Hoép ! lo 5ml VN3-208-19
dam dac dé thang
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