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vé viéc ban hanh danh myc 103 thudc nwée ngoai
dugce cap giay dang ky luvu hanh tai Viét Nam - Dot 125.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, bé sung mét sé diéu
cua Ludt Duoc ngay 21 thang 11 nam 2024;

Can cit Nghi dinh s6 42/2025/NP-CP ngay 27/02/2025 cia Chinh phii quy dinh
chirc nang, nhiém vy, quyén han va co cdu t6 chire ciia Bé Y té;

Can cir Nghi dinh s6 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phii quy dinh
chi tiét mot sé diéu va bién phap dé té chirc, huéng dan thi hanh Ludt Duoc;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chirc nang, nhi¢m vu, quyén han va co cau t6 chirc ciia Cuc Quan 1y Duwoc thudc
B Y té;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16/05/2025 ciia B trucéng B Y té quy
dinh viéc dang ky lwu hanh thudce, nguyén liéu lam thuoc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky heu hanh thube, nguyén
liéu lam thuéc - Bo Y té dot 125 (phcfn hé so lan ddu) tai Cong van s6 36/HPTV-
VPHP ngay 14/05/2025 ciia Vin phong Héi dong te van cap GPKLH thuébc, nguyén
lieu lam thuéc;

Theo dé nghi cia Truéng phong Pang ky thudc - Cuc Quan 1y Duoc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muyc 103 thudc nudc ngoai
duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 125.2, cu thé:

1. Danh myc 100 thuc nudc ngoai duge cap gidy ding ky Ivu hanh hiéu lyc 05
nam - Dot 125.2 (tai Phu luc I kém theo).

2. Danh muc 03 thudc nude ngoai duoc cap gidy dang ky luu hanh hiéu luc 03
nam - Dot 125.2 (tai Phu luc II kem theo).

Piéu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. San xuat, cung cap thudc vao Viét Nam theo ding cac ho so, tai liéu da dang
ky v6i Bo Y té va phai in hodc dan sé dang ky duge Bo Y té cap 1én nhan thudc;

2. Chip hanh diy du phap ludt ctia Viét Nam va cac quy dinh caa BO Y té vé
san xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay doi gi
trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi phai béo cédo ngay cho
Cuc Quan ly Duoc-Bo0 'Y té Viét Nam;

3. Thyuc hién viéc cap nhat tiéu chuan chat luong cua thudec theo quy dinh tai
Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 ctia Bo truong Bo Y té hudng dan ap
dung tiéu chun chat lugng, kiém nghiém thuée, nguyén liéu lam thube va thu hoi, xir
Iy thube vi pham;

4. Cap nhat nhan thudc va to hudng dan sir dung thudc theo quy dinh tai Thong



tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng dan st dung thude theo hinh thirc thay d6i, bd sung
gidy dang ky luu hanh thude quy dinh tai Thong tu 12/2025/TT-BYT ngay 16/05/2025
cua Bg truong B0 Y té ddi v4i thude chua cap nhat no1 dung nhan thude, to hudéng dan
stt dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té;

5. Thuc hién ké hoach quan ly nguy co da duoc phé duyét trong hd so ding ky
d6i voi thude hoa duoc moi, vac xin, sinh pham (trtr sinh pham probiotics);

6. Bao cao BO Y té (Cuc Quan ly Dugc) vé viée duy tri dap Gmg Thyc hanh tot
san xut ciia €0 8O san Xuat thuoc nguyén lidu lam thudc. Truong hop co so san Xuat
bi thu hoi gidy phép san xuat hodc khong dap tng Thyc hanh t6t san xut theo thong
bao ctia co quan c6 thim quyén nudc so tai, hodc ciia co quan cap ching nhan la co
quan quan ly dugc chat ch€ (SRA) hodc co quan quan ly dugc duge BO Y té cong nhén
trén co s& phan loai ciia T chirc Y té thé giéi danh gia d6i voi co so san xut duoc
danh gia theo quy dinh tai khoan 3 Piéu 95 Nghi dinh s6 163/2025/ND-CP, co s& phai
thuc hién viéc bao cao trong thdi han 15 ngay ké tir ngay c6 thong bao ctia co quan cd
tham quyén theo quy dinh tai diém d khoan 1 Diéu 98 Nghi dinh s 163/2025/ND-CP
ngay 29/06/2025 cua Chinh phu quy dinh chi tiét mot sé diéu va bién phap dé t6 chic,
hudng dan thi hanh Luat Dugc.

7. Co so dang ky thude phai bao dam duy tri diéu kién kinh doanh duoc theo
quy dinh tai diém b khoan 2 Diéu 42 Luat Dugc trong thoi han hiéu lyc cia gidy dang
ky luu hanh thude, nguyén liéu lam thudc.

8. Co so dang ky thudc phdi hop véi co sé san xuat, nhap khau, phan phdi
thudc thuc hién viéc theo ddi, giam sat, thu thap, tong hop, danh gia va giri bao céo
dén Trung tdm Qudc gia vé Thong tin thudc va Theo ddi phan tng c6 hai cia thude
(Trung tam DI & ADR Quoc gia) thong tin cac truong hop phan tng sau tiém chung,
phan tmg c6 hai cua thudc theo quy dinh tai khoan 5 Diéu 77 Luat Dugc, cac hudng
dan qudc gia vé canh gidc dugc do Bo Y té ban hanh va cac quy dinh c6 lién quan.

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

Piéu 4. Giam d6c S¢ Y té cac tinh, thanh phé truc thudc trung wong, giam doc
co s san xudt va co s¢ ding ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 100 THUOC NUOGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 125.2

(Kém theo Quyét dinh s6: ..359...../OP-OLD, ngay 17./1.../2025.

cua Cuc Quan ly Duoc)

STT Tén thudc Hoat chit chinh | Dang Quy cach | Tiéu Tudi S6 ding ky
— Ham luwgng bao ché dong goi chuin tho
(thang)
1) (2) 3) “4) 6) (6) (N (8)

1. Co s& dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s6 san xuét: Berlin-Chemie AG (Pja chi: Tempelhofer Weg 83, 12347 Berlin, Germany)

Co sé dong goi va xuit xwong: Berlin-Chemie AG (Pia chi: Glienicker Weg 125, 12489 Berlin,

Germany)
1 Berlthyrox 50 | Levothyroxine Vién nén Hop 4 vix NSX 36 400110324425
sodium 0,05mg 25 vién nén
2 Nebivolol Nebivolol (dudi Vién nén Hop 1 vix NSX 36 400110324525
Smg dang Nebivolol 14 vién, 2 vi
hydrochloride x 14 vién
5,45mg) Smg
1.2. Co sé san xuit: GE Healthcare AS - Oslo Plant (Dja chi: Nycoveien 1, Oslo, NO-0485, Norway)
3 Clariscan Acid gadoteric Dung dich | Hop 10 hdp | NSX 24 700110324625
(dudi dang tiém nhd x 1
Gadoterate bom tiém
meglumine) dong san
279,3mg/ml tuong 10ml; Hop
duong 10 hop nho
0,5mmol/ml; twong x 1 bom
ung voi Gadolinum tiém dong
oxide 90,62mg/ml san 20ml.
va tetraxetan Bom tiém
(DOTA) Polymer co
202,46mg/ml dung tich
20ml, dong
san 10 hoic
20ml dung
dich thudc.
2. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuét: Aupa Biopharm Co., Ltd. (Dia chi: No.I, Kwang-Fu Rd., Huko, Hsinchu
County, Taiwan)
4 Exnortan F.C. | Amlodipine (dudi | Vién nén Hop 2 vix NSX 36 471110324725
Tablets dang Amlodipine bao phim 14 vién
5/80mg besilate) Smg,
Valsartan 80mg




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 3 (C)) (6] () ) ®

3. Co'sé dang ky: Akums Drugs and Pharmaceuticals Limited (Dja chi: 304, Mohan Place. L.S.C.,
Block C, Saraswati Vihar, New Delhi, 110034, India)
3.1. Co s& san xuit: Malik Lifesciences Pvt. Ltd (Dia chi: Plot No.16, Vardhman Industrial Estate,
Vill.- Bahadarpur Saini, N.H. 58, Haridwar- 247667, India)

5 Cefpowel- Cefpodoxime Vién nén Hop 1 vix USP 24 890110324825
200 proxetil 297,95mg | bao phim 10 vién hién
tuong duong hanh
Cefpodoxime 200mg
4. Co s¢ diang ky: Ambica International Corporation (Dja chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
4.1. Co s6 san xuét: Inga Laboratories P. LTD (Pja chi: Mahakali Road, Andheri (East), Mumbai
- 400 093, Maharashtra State, India)
6 Caninil Clotrimazole Vién nén Hop 1vix 6 BP 36 890100324925
100mg dat am dao | vién, mot 2022
dung cu dat
thube
7 Goutnil Colchicine 0,5mg | Vién nén Hop 2 vix BP 36 890115325025
10 vién 2021
4.2. Co s& san xuat: Nobel Ilac Sanayii Ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Tiirkiye)
8 Paxiban Apixaban 2,5mg Vién nén Hop 6 vi x NSX 24 868110325125
2,5mg Film bao phim 10 vién
Coated Tablet
9 Paxiban 5Smg | Apixaban Smg Vién nén Hop 6 vix NSX 24 868110325225
Film Coated bao phim 10 vién
Tablet
10 Zeno 360 mg | Deferasirox 360mg | Vién nén Hop 3 vix NSX 24 868110325325
Film Coated bao phim 10 vién
Tablet
5. Co s¢ dang ky: Ar Tradex Private Limited (DPia chi: Unit No.11 Block H, Wegmans Prinston
Plaza, Sector 18, Rohini, North West Delhi 110089 IN, India)
5.1. Co sé san xuit: Brassica Pharma Pvt. Ltd. (Pja chi: Plot No. T-68, T-68 (Pt), T-63, Midc,
Tarapur, Boisar [W], Thane 401502 Maharashtra State, India)
11 Aciwale Aciclovir 50mg Kem dung | Hop 1 Tuyp BP 36 890100325425
(5% kl/kl) ngoai da 15¢ 2021
6. Co s& dang ky: Aristopharma Limited (Dia chi: 7 Purana Paltan Line, Dhaka-1000, Bangladesh)
6.1. Co sé san xuit: Aristopharma Ltd. (Pia chi: Gachha, Gazipur Sadar, Gazipur, Bangladesh)
12 Taxetil M&i 5ml chira Bot pha Hop 1 1o USP 24 894110325525
Powder for Cefpodoxime hon dich 50ml chtra hién
Suspension Proxetil ubng bot phahdén | hanh
(Micronized) dich udng
52,15mg tuong
duong
Cefpodoxime 40mg




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 3 (C)) (6] () ) ®

7. Co sé dang ky: Bliss Pharma Distribution And Consultancy Corp. (Dia chi: A2, 236 San Jose
Street, Barangay 2, Carmona Cavite, Philippines)
7.1. Co sé san xuit: Makcur Laboratories Ltd. (Dja chi: 46/4-7 Dehgam Road, Zak Village, Tal. —
Dehgam, Dist.: Gandhinagar, Gujarat State, India)

13 Cefblox Ceftriaxone sodium | Bot va Hop 01 1o USP 24 890110325625
tuong duong véi dung moi bot va 01 hién
ceftriaxone 500mg | dé pha dng dung hanh
dung dich | moi
tiém
8. Co s¢ dang ky: Brawn Laboratories Limited (Dia chi: C-64, Lajpat Nagar-1, Second Floor New
Delhi Delhi South Delhi DL 110024 — IN, India)
8.1. Co sé san xuat: Brawn Laboratories Ltd (Pja chi: 13, NIT, Industrial Area, Faridabad-121001,
Haryana, India)
14 Cefaclor Cefaclor BP tuong | Viénnang | Hop 1 vix USP 24 890110325725
Capsules BP | duong Cefaclor cung 10 vién hién
khan 250mg hanh
9. Co s¢ dang ky: Brawn Laboratories Limited (Dia chi: C-64, Lajpat Nagar-1, Second Floor New
Delhi Delhi South Delhi DL 110024 IN, India)
9.1. Co s& san xuat: Brawn Laboratories Limited (Pia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
15 Oramol Paracetamol Vién nén Hop 10 vi x | BP hién 36 890100325825
Tablets 500mg 10 vién hanh
10. Co s& dang ky: Brawn Laboratories Limited (Dia chi: C-64, Lajpat Nagar-1, Second Floor,
South Delhi, New Delhi-110024, India)
10.1. Co s& san xuat: Brawn Laboratories Limited (Pia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
16 Moxifloxacin | Moxifloxacin Dung dich | Hop 1 lo USP 24 890115325925
Ophthalmic Hydrochloride nho mat 10ml 2022
Solution USP | twong duong voi
0.5%w/v Moxifloxacin 0,5%
(W/v)
11. Co sé dang ky: Contract Manufacturing & Packaging Services Pty Ltd (Pia chi: 20 Long
Street, Smithfield NSW 2164, Australia)
11.1. Co sé san xuat: KCK Pharmaceutical Industries Sdn. Bhd. (Dja chi: Plot 61, Bayan Lepas
Industrial Park Phase 4, Lintang Bayan Lepas 1, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
17 Mico Cream Miconazole Nitrate | Kem boida | Hop 1 Tuyp | NSX 24 955100326025
2% (W/w) 15¢
18 Unilac Moi 5Sml dung dich | Dung dich | Chai 100ml USP 36 955100326125
Lactulose 3.35 | chtra Lactulose udng
mg/5ml 3,35mg

12. Co sé ding ky: Cong ty ¢6 phan 5A Farma (Dja chi: 116/45 Té Hién Thanh, Phuong 15, Qudn

10, Thanh phé' Hé Chi Minh, Viet Nam)

12.1. Co sé san xuét: Nitto Medic Co., Ltd. Yatsuo Plant (Dja chi: 1-14-1, Yasuuchi, Yatsuo-Machi,

Toyama-City, Toyama, 939-2366, Japan)




STT Tén thudc Hoat chét chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham lwgng ché dong goi chuén tho
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19 Lesticom Levofloxacin Dung dich | Hop 10 1o JP hién 36 499115326225
hydrat 0,5% (w/v) | thudcnho | LDPE, mdi | hanh
mét lo chira Sml
dung dich
thude

13. Co sé diing ky: Cong ty c6 phin Dwoc - Thiét bi y té Pa Ning (Pia chi: 02, Phan Dinh Phing,
Phwong Hdi Chau 1, Qudn Hdi Chdu, Tp. Pa Nang, Viét Nam)
13.1. Co sé san xuit: Sunglow Lifescience Private Limited (Dia chi: S.No.208/14, 208/2A1B,
220/3B, Nelvoy-Thirumukkoodal Road, Kattankulam Village, Uthiramerur Taluk, Kancheepuram Dist,
Pin— 631 606, Tamil Nadu, India)

20 Estibalin Pregabalin 150mg | Vién nang | Hop 3 vi x NSX 24 890110326325
150mg ciing 10 vién

21 Estibalin Pregabalin 300mg | Vién nang | Hop 3 vi x NSX 24 890110326425
300mg cing 10 vién

22 Estibalin Pregabalin 75mg Viénnang | Hop 3 vi x NSX 24 890110326525
75mg ciing 10 vién

14. Co'sé ding Ky: Cong ty Co phan Dwoc pham Aseco (Pia chi: S6 nha 22, t6 13, phé Ly Tw Trong,

phirong Tran Hung Pao, thanh pho Phii Ly, tinh Ha Nam, Viét Nam)

14.1. Co sé san xuit: Hybio Pharmaceutical Co., Ltd. (Pia chi: 2nd Luhui Road, Kengzi Jinsha
community, Pingshan District, 518122, Shenzhen, China)

23

Atosiban
Acetate
Injection

Atosiban (dudi
dang atosiban
acetat) 37,5mg/5ml

Dung dich
dam dac
pha tiém
truyén tinh
mach

Hop 1 Lo x
Sml

NSX

24

690110326625

15. Co s& ding ky: Cong ty cd phan duwge pham Ngan Loc (Dia chi: S6 26 dwong 320 Béng Sao,
phwong 5, quan 8, Tp.HCM, Portugal)
15.1. Co sé san xuit: Sofarimex - Industria Quimica e Farmacéutica, S.A. (Pia chi: Avenida das
Industrias, Alto de Colaride - Agualva 2735-213 Cacém, Portugal)

24

Lonaome

Omeprazole 40mg

Lo thudc
bot pha
dung dich
truyén tinh
mach

Hop x 1 lo,
hop x 10 1o

NSX

24

560110326725

16. Co sé diing ky: Cong ty C6 phan Duwoc pham Tenamyd (Bja chi: Lé Y01-02A dwong Tan Thudn,
khu cong nghiép/khu ché xuat Tan Thudn, phwong Tan Thudn Péng, qudn 7, thanh phoé H6 Chi Minh,

Viet Nam)

16.1. Co sé san xuat: KRKA, D.D., Novo Mesto (Pja chi: Smarjeska cesta 6, 8501 Novo mesto,

Slovenia)

25

mg/5 mg

Telassmo 40

6,94mg Amlodipine
besilate tuong
duong voi
amlodipine Smg,
Telmisartan 40mg

Vién nén

Hop 4 vix 7
vién

NSX

36

383110326825




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
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26 Telassmo 80 6,94mg Vién nén Hop4vix7 | NSX 24 383110326925
mg/5 mg Amlodipine vién
besilate tuong
duong voi

amlodipine Smg,
Telmisartan 80mg

16.2. Co sé san xuit: Krka-Farma D.0.O. (Pia chi:

V. Holjevca 20/E, 10450 Jastrebars

ko, Croatia)

27

Erlotev 100
mg

Erlotinib
Hydrochloride
(Tuong duong voi
100mg erlotinib)
109,27mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

385114327025

17. Co sé diing ky: Cong ty Co phan Dwoc phdm Thién Thao (Pia chi: S6 61-63 Tran Quéc Hoan,
phuong Dich Vong Hdu, qudn Cau Gicfy, Ha Noi, Viét Nam)
17.1. Co s& san xuit: Meiji Seika Pharma Co., Ltd. Odawara Plant (Dja chi: 1056, Kamonomiya,
Odawara-shi, Kanagawa, Japan)

28

Fosmicin for
I.V.Use Ig

Fosfomycin
sodium 1g (hoat
luc)

Thudc bot
pha tiém

Hop 10 Lo

NSX

36

499110327125

18. Co sé ding ky: Cong ty Co phin Y Dwoc LS (Dia chi: Km 22, Quéc 19 5, Phuong Ban Yén
Nhdan, Thi xa My Hao, Tinh Hung Yén, Viet Nam)
18.1. Co sé san xuat: Continental-Pharm Co., Ltd. (Dja chi: 85/5 Soi Chaengwatana 12 Yak 4,
Thoongsonghong, Laksi, Bangkok 10210, Thailand)

29 Biotrim Syrup | Mdi 5ml chira Hon dich Hop 1 chai NSX 24 885110327225
Sulfamethoxazol ubng 60ml dong
200mg, keém 1 thia
Trimethoprim Sml
40mg

30 Kit Syrup Paracetamol Siro Hop 1 Chai NSX 36 885100327325
32mg/ml 60ml

19. Co sé¢ dang ky: Cong ty TNHH AMYV Pharmaceutical (Dja chi: Khu biét thy L.01, 16 13, khu
dé thi Dwong Néi, phwong La Khé, quin Ha Péng, thanh phé Ha Néi, Viét Nam)
19.1. Co sé sin xuit: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pja chi: No. 30, Chenggong

Ist Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)

31 Tamos Temozolomide Viénnang | Hop 5 goix | NSX 24 471114327425
capsules 100mg ciing 1 vién
100mg
20. Co s¢ ding ky: Cong ty TNHH Dugc phidm An Sinh (Pja chi: 73 Khu dén cu Intresco, Puong
50 2, Ap 54, Viét Nam)
20.1. Co s& san xuat: M/S. Olive Healthcare (Pja chi: 163/2, Dabhel Village Daman — 396210,
India)
32 Dutaliv Dutasteride 0,5mg | Viénnang | Hop 3 vix NSX 24 890110327525
mém 10 vién
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21. Co sé dang ky: Cong ty TNHH Dwoc ph?im Bach Viét (Dia chi: S6 nha 146, ngo 230 Pinh Cong
Thuong, phuong Dinh Cong, quan Hoang Mai, Ha Ngi, Viét Nam)
21.1. Co sé san xuat: Rafarm S.A. (Pia chi: Thesi Pousi Xatzi Agiou Louka, Paiania, 19002, Greece)

33

Pravanox

Pravastatin sodium
40mg

Vién nén

Hop 3 vix
10 vién

NSX

36

520110327625

22. Co s& diang ky: Cong ty TNHH Dwoc pham Do Ha (Pia chi: S6 30 tdp thé Tran Phii, ngé 105,
diwong Nguyén Phong Sdc, t6 16 phirong Dich Vong Hdu, Qudn Cau Gidy, Thanh pho Ha Néi, Viét Nam)
22.1. Co sé san xuét: Meditop Gyogyszeripari Kft. (Pia chi: Ady Endre Utca 1, Pilisborosjeno,
2097, Hungary)

34

Planbic Hydroxychloroquin | Vién nén Hop 6 vi x NSX 36 599110327725

sulfat 200mg bao phim 10 vién

23. Co sé diang ky: Cong ty TNHH Dwoc pham Kién Phat (Dja chi: Phong 201, Lau 2, Toa nha
City View, s6 12 Mac Pinh Chi, Phwong Pa Kao, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)

23.1. Co s¢ san xuat: Tai Guk Pharm. Co., Ltd. (Pia chi: 821, Geumbaek-ro, Chochon-myeon,
Buyeo-gun, Chungcheongnam-do, Republic of Korea)

35

Murazol Terbinafine Kem Hop chua 1 JP 36 880100327825
Cream Hydrochloride 1% tuyp 15g XVII
(wW/w)

24. Co sé ding ky: Cong ty TNHH Duwoc pham New Far East (Pia chi: S6 011 Cao Oc HI, dwong
Hoadng Diéu, phirong 09, Qudn 04, Thanh phé Ho Chi Minh, Viét Nam)

24.1. Co'sé san xuit: Olive Healthcare (Pia chi: Unit-II, Plot 163/2, Mahatma Gandhi Udyog Nagar,
Dabhel Village, Nani Daman — 396 210, India)

36

Ibuliq Ibuprofen 200mg Viénnang | Hop 02,03, | NSX 24 890100327925
mém 05,10 vix
10 vién

24.2. Co s& san xuat: Polifarma fla¢ San. ve Tic. A.S (Pia chi: Vakiflar OSB Mahallesi, Sanayi
Caddesi, No: 22/1 Ergene/Tekirdag, Tiirkiye)

37

Polgyl 0.5%

Metronidazol
Smg/ml

Dung dich
tiém truyén

Tai 100ml

NSX

36

868115328025

24.3. Co s& san xuat: Swiss Parenterals Ltd. (Pia chi: 808, 809 & 810 Kerala Industrial Estate,
GIDC, Nr. Bavla, City: Ahmedabad — 382 220, Dist. Ahmedabad, Gujarat State, India)

38

Atracurium Atracurium Dung dich | Hop 5 6ng USP 24 890114328125
besylate besylate 10mg/ml | tiém 2,5ml hién

injection USP hanh

10mg/ml, 2.5ml

25. Co sé diing ky: Cong ty TNHH Dwoc pham Nhat Anh (Dja chi: S6 11 Hodng Diéu, Phwong 10,
Qudn Phii Nhudn, Thanh phé Ho Chi Minh, Viét Nam)

25.1. Co sé san xuit ban thanh pham, déng géi so cAp: Lyocontract GmbH (Pja chi: Pulverwiese
1, 38871 Ilsenburg, Germany)

Co s& déng g6i thir cAp: Biosyn Arzneimittel GmbH (Pja chi: Eberhardstr. 64, 70736 Fellbach,
Germany)

Co s6 xuit xwong: Biosyn Arzneimittel GmbH (Pja chi: Schorndorfer Str. 32, 70734 Fellbach,
Germany)
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39 Sugammasyn | Sugammadex (dudi | Dungdich | Hop 10lox | NSX 36 400110328225
100mg/ml dang sugammadex | tiém 2ml
natri 217,6 mg)
200mg/2ml

26. Co sé diang ky: Cong ty TNHH Dwoce pham Quang Anh (Pia chi: 83a Hoa Hung, Phwong 12,
Qudn 10, TP. Ho6 Chi Minh, Viét Nam)
26.1. Co s& san xuét: Polifarma fla¢ San. Ve Tic. A.S. (Dia chi: Vakiflar OSB Mahallesi, Sanayi
Caddesi No:22/1 Ergene/TEKIRDAG, Tiirkiye)

40

Pol-moxi 400 | M&i i 250ml chira: | Dung dich | Tai 250ml NSX 24 868115328325
mg/250 ml Moxifloxacin HCl | truyén tinh
Solution for 436,8mg tuong mach
L.V. Infusion | duong véi
Moxifloxacin 400mg

27. Co sé ding ky: Cong ty TNHH Dwgc pham va TBYT Phwong Lé (Pia chi: Lé D3/D6 KPT
méi Cau Gicfy, Phwong Dich Vong, Quan Cau Gid'y, Thanh phé Ha Noi, Viet Nam)
27.1. Co s6 san xuét: Incepta Pharmaceuticals Ltd (Pia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)

41 Pinclos Plus Aspirin 75mg, Vién nén Hop 3 vix NSX 36 894110328425
Tablet Clopidogrel bao phim 10 vién
Bisulphat (twong
duong clopidogrel
75mg) 97,8330mg
28. Co sé ding ky: Cong ty TNHH Duwgc Pham Y-Med (Pia chi: S6 1-3, Puong s6 45, Phurong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
28.1. Co sé san xuit: Fourrts (India) Laboratories Pvt. Limited (Pia chi: Vandalur Road,
Kelambakkam-603 103, India)
42 Fildilol 12.5 Carvedilol 12,5mg | Vién nén Hop 3 vix USP 24 890110328525
10 vién 2021
28.2. Co sé san xuat: RPG Life Sciences Limited (Pia chi: 3102/4, G.I.D.C Estate, Ankleshwar,
393002, Dist. Bharuch, Gujarat State, India)
43 Mofetyl 500 Mycophenolat Vién nén Hop 3 vix NSX 24 890114328625
mofetil 500mg bao phim 10 vién
29. Co sé dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: A4.4 KDC Everich 3, Puong Phu
Thuén, Phwong Tan Phii, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)
29.1. Co sé san xuét: Vianex S.A.- Plant C (Dja chi: 16th km Marathonos Ave., Pallini Attiki 15351, Greece)
44 Dioxofin Oxaliplatin Dung dich | Hop 1 lo NSX 24 520114328725
50mg/10ml dam dac 10ml
pha tiém
truyén
45 Dioxofin Oxaliplatin Dung dich | Hop 1 Lo x NSX 24 520114328825
100mg/20ml dam dac 20ml, Lo
pha tiém thuy tinh
truyén loai I voi
nut cao su
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30. Co sé ding ky: Cong ty TNHH Pau Tw Nhip ciu y té Viét-Nhat (Pia chi: S6 8, phé Bui Thi
Xudn, qudn Hai Ba Trung, Thanh pho Ha Néi, Viét Nam)
30.1. Co s& san xuat: Nitto Medic Co., Ltd. (Pia chi: 1-14-1, Yasuuchi, Yatsuo-machi, Toyama-city,
Toyama, 939-2366, Japan)

46 Travoprost
Ophthalmic
Solution

0.004% MB

Travoprost
0,04mg/ml

Dung dich
nho mat

Hop 5 1o x
2,5ml

NSX

18

499110328925

31. Co sé diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pja chi: Tang 12, Tod nha
Vietcombank, S6 5 Cong trwong Mé Linh, Phuong Bén Nghé, Qudan 1, Thanh phé Hé Chi Minh, Viet

Nam)

31.1. Co s san xuét: Cilag AG (Dia chi: Hochstrasse 201, 8200 Schaffhausen, Switzerland)
Co s& dong géi va xuat xwéng: Janssen Cilag S.P.A. (Pia chi: Via C. Janssen, (loc. Borgo S.
Michele) - 04100 Latina (LT), Italy)

47 Imbruvica

Ibrutinib 420mg

vién nén
bao phim

Hop chura 3
vi dung
thude, mdi
vi 10 vién

NSX

24

760110329025

32. Co'sé diing ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong s6 22, Khu phé 23, Phwong Binh
Hung Hoa A, Qudn Binh Tan, TP. Ho Chi Minh, Viét Nam)
32.1. Co sé san xuat: Help S.A. (Pia chi: Pedini loanninon, Ioannina, 45500, Greece)

48 Orlobin Amikacin Sulfate Dungdich | Hop 1lox | BP hi¢én 36 520110329125
333,76mg/ml tiém 2ml hanh
tuong duong voi
Amikacin
250mg/ml
32.2. Co sé san xuit: VEM ila¢ San. ve Tic. A.S. (Pia chi: Cerkezkéy Organize Sanayi Bolgesi

Karaaga¢ Mahallesi Fatih Bulvari No:3

8 Kapakli/ Tekirdag, Tiirkiye)

49 Herajit 250

mg/5ml

Acid tranexamic
250mg/5ml

Dung dich
tiém tinh
mach

Hop 10 6ng
x 5ml

NSX

24

868110329225

33. Co sé diing ky: Cong ty TNHH Mot thanh vién Dwoc pham PV Healthcare (Pia chi: 4/5 Khu
dan cu Van Xudn Pt Viet, Duong S6 5, Phwong Binh Hung Hoa, Qudn Binh Tan, thanh phd Hé Chi

Minh, Viét Nam)

33.1. Co sé san xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

Bangladesh)
50 PV Eso 40 Esomeprazol 40mg | Vién bao Hop 3 vix NSX 24 894110329325
Tablet (dudi dang phim tan 10 vién
esomeprazol trong rudt
magnesi trihydrat
45,26mg)
51 PV-Tacrol Moi gam chira Thubc m& | Hop 1 tuyp NSX 24 894110329425
0.03% Tacrolimus 0,3mg | boi ngoai 30g
Ointment da
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52 Sulivit Oral Sucralfate 1g/5ml | Hon dich Hop 1 chai NSX 24 894100329525
Suspension udng. 200ml

53 Tacroderma Moi gam chira Thubc m& | Hop 1 tuyp, | NSX 24 894110329625
0.1% Ointment | Tacrolimus 1mg bdi ngoai da | 30g

34. Co sé ding ky: Cong ty TNHH Mot thanh vién Dwoc phidm Viét Tin (Pia chi: Tang 2 — 3, 83
L6 L dwong s6 2 Khu déan cw Phii My, phwong Phit My, Quén 7, Thanh Phé Ho Chi Minh, Viét Nam)

34.1. Co sé san xuit: Makcur Laboratories Ltd. (Pia chi: 46/4-7, Dehgam Road, Zak Village, Tal.
- Dehgam, Dist. Gandhinagar Gujarat State, India)

54

Carbomak-C

Carmellose natri
Smg

Dung dich
nhd mat

Hop 1 Lox
10ml

BP hién
hanh

24

890110329725

35. Co sé dang ky: Cong ty TNHH MTGpharm (Dia chi: TT26-28, KDT Van Phu, Viét Nam)
35.1. Co s& san xuat: Jeil Pharmaceutical. Co., Ltd. (Pia chi: 18-29, Seongseo-ro, Dalseo-gu,
Daegu, Republic of Korea)

55

Norpin inj.

M&i ong 4ml chira
Norepinephrine
bitartrate 8mg
(twong duong
norepinephrine 4mg)

Dung dich
tiém truyén
tinh mach

Hop 10 ong
ampoules,
4ml/ong

USP

36

880110329825

36. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phieong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)

36.1. Co sé san xuét: Novartis Farma S.p.A. (Pia chi: Via Provinciale Schito 131 — 80058 Torre
Annunziata (NA), Italy)

56 Exforge Amlodipine (dudi | Vién nén Hop 2 vi x NSX 36 800110329925
dang amlodipine bao phim 14 vién
besylate) Smg,
Valsartan 80mg

57 Exforge Amlodipine (dudi | Vién nén Hop4vix7 | NSX 36 800110330025
dang amlodipine bao phim vién
besylate) 10mg,
Valsartan 160mg

58 Exforge Amlodipine (dudi | Vién nén Hop4vix7 | NSX 36 800110330125
dang amlodipine bao phim vién
besylate) Smg,
Valsartan 160mg

37. Co sé diing ky: Cong ty TNHH Nhan Sinh (Dja chi: S6 58 dwong Bau Cdt 7, Phwong 14, Qudn
Tan Binh, Tp.HCM, Viét Nam)
37.1. Co sé san xuit: Balkanpharma-Razgrad AD (Pja chi: 68, Aprilsko vastanie Blvd., 7200

Razgrad, Bungary)

59

Cortico 16mg
tablets

Methylprednisolone
l6mg

Vién nén

Hop 2 vi x
10 vién;
Hop 10 vi x
10 vién;
Hop 100 vi
x 10 vién

NSX

60

380110330225
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60 Cortico 4 mg | Methylprednisolone | Vién nén Hop 2 vix NSX 60 380110330325
tablets 4mg 10 vién;
Hop 10 vi x
10 vién;
Hop 100 vi
x 10 vién

38. Co sé ding ky: Cong ty TNHH Stada Viét Nam (Bja chi: S6 166-170 Neuyén Hué, Phwong 7,
TP Tuy Hoa, tinh Phu Yén, Viét Nam)
38.1. Co s& san xuit: STADA Arzneimittel AG (Pia chi: Stadastrafie 2-18, 61118 Bad Vilbel,

Germany)
61 Acyclovir Acyclovir 200mg Vién nén HopSvix5 | NSX 60 400110330425
STADA 200 vién; Hop
mg tablet 20vix 5
vién
38.2. Co s san xuat: Thymoorgan Pharmazie GmbH (Pja chi: Schiffgraben 23, 38690 Goslar,
Germany)
Co s& dong goi thir cAp va xuat xuong 16: Stada Arzneimittel AG (Dja chi: Stadastrafie 2-18, 61118
Bad Vilbel, Germany)
62 Pemetrexed Pemetrexed (duoi Dung dich | Hop 1 1o x NSX 48 400114330525
Stada 100 mg | dang Pemetrexed dam dac 4ml
disodium pha tiém
hemipentahydrate) | truyén
100mg
38.3. Co sé san xuit: Ursapharm Arzneimittel GmbH (Pja chi: Industriestrafie 35, 66129
Saarbriicken, Germany)
Co sé xudt xwong: STADA Arzneimittel AG (Pia chi: Stadastraffe 2-18, 61118 Bad Vilbel,
Germany)
63 Snup STADA | Xylometazoline Dung dich | Hop 1 1o x NSX 60 400100330625
Spray 0.1% hydrochloride xit miii 15ml
15mg
39. Co sé diang ky: Cong ty TNHH Thwong mai Y té Vién Pong (Pia chi: 20 Cw xd Binh Minh,
Duong Duong Bad Trac, Phuong 1, Qudn 8, Thanh phd Hé Chi Minh, Viét Nam)
39.1. Co sé san xuat: Laboratorios Normon, S.A. (Dja chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)
64 Caspofungin | Caspofungin (dudi | Bot dong Hop 1 Io NSX 24 840110330725
Normon 50 dang Caspofungin | kho pha
mg powder acetat 55,49mg) tiém
for 50mg
concentrate
for solution
for infusion
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40. Co sé diang ky: Cong ty TNHH Xiic tién Thwong mai Dwoc phim va dau tw TV (Dia chi: S6

72 Binh Gid, Phwong 13, Qudn Tén Binh, Thanh phé Ho Chi Minh, Viét Nam)

40.1. Co sé san xuat: Jiangsu Hansoh Pharmaceutical Group Co., Ltd. (Dja chi: No. 5, Dong Jin
Road, Economic and Technical Development Zone, Lianyungang, Jiangsu, China)

65

Vinorelbine

Tartrate
Injection

Vinorelbine (dudi
dang Vinorelbine
tartrate 13,85mg)
10mg

Dung dich
dam dac
pha dung
dich tiém
truyén

Hop 1 Lo x
Iml

NSX

24

690114330825

40.2. Co so san xuat: Laboratérios Atral, S.A. (Dia chi: Rua da Estacao Ns 1 And I A, Castanheira
Do Ribatejo, 2600-726, Portugal)

66 Betamox Plus | Amoxicillin Vién nén Hop 1 vix NSX 24 560110330925
trihydrate 1006mg | bao phim 16 vién
tuong duong voi
Amoxicillin
875mg; Potassium
clavulanate
148,75mg tuong
duong voi Acid
clavulanic 125mg
67 Neocef 100 Cefixime (dudi Bot pha Hop 1 Chai NSX 24 560110331025
mg/ 5 ml dang Cefixime hon dich x 60ml, co
trihydrate ubng kém mudng
112mg/5ml) dong lidu
100mg/5ml Sml; Hop 1
Chai x
120ml, co6
kém mudng
dong liéu
Sml

41. Co sé¢ dang ky: Denk Pharma GmbH & Co. KG (Dia chi: Prinzregentenstr. 79, 81675 Munich,

Germany)

41.1. Co sé san xuat: Denk Pharma GmbH & Co. KG (Pja chi: Gollstr.1, 84529 Tittmoning,

Germany)
Co sé dong géi so cap va thir cAp: Swiss Caps GmbH (Pja chi: Grassingerstr. 9 83043 Bad Aibling,
Germany)
68 On.setron- Ondansetron 4mg | Vién nén Hop 1 vix6 | NSX 36 400110331125
Denk 4 mg phén tan vién
ODT trong
miéng

41.2. Co s6 san xuit: Haupt Pharma Miinster GmbH (Pja chi: Schleebriiggenkamp 15, 48159

Miinster, Germany)

69

Letrozole
Denk 2.5

Letrozole 2,5mg

Vién nén
bao phim

Hop 3 vix
10 Vién

NSX

36

400114331225
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42. Co sé dang ky: Euro Healthcare Pte. Ltd. (Dja chi: I North Bridge Road, #19-04/05, High Street

Centre, Singapore (179094), Singapore)

42.1. Co s& san xuat: Arena Group S.A. (Dia chi: Bd. Dunarii nr.54, Oras Voluntari, Jud. Ilfov, cod

077190, Romania)

70

Maxinum
12mg Tablets

Bromhexine
hydrochloride
12mg

Vién nén

Hop 10 vi x
10 vién

NSX

36

594100331325

43. Co sé dang ky: Flamingo Pharmaceuticals Limited (Pia chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN, India)

43.1. Co sé san xuat: Flamingo Pharmaceuticals Limited (Dja chi: R-662, T.T.C Industrial area,
MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

71 Cifin 500 Ciprofloxacin Vién nén Hop 10 vix | USP 44 36 890115331425
Hydrochloride bao phim 10 vién
582,2mg tuong
duong voi
Ciprofloxacin
500mg
72 Triacmini Triamcinolone 4mg | Vién nén Hop 10 vix | USP 39 36 890110331525
khong bao | 10 vién
43.2. Co 6 san xuat: Flamingo Pharmaceuticals Ltd (Pja chi: R-662, T.T.C Industrial area, MIDC,
Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)
73  |Clavophynamox| Amoxicillin (du¢i | Vién nén Hop1vix | USP43 24 890110331625
625 dang Amoxicillin bao phim 10 vién
Trihydrate) 500mg,
Clavulanic acid
(dudi dang Diluted
Potassium
Clavulanate)
125mg
44. Co sé dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
44.1. Co s6 san xuat: Hetero Labs Limited (Pia chi: Unit-V, Sy.No. 439,440,441&458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State,
India)
74 Irbis Htz - Hydrochlorothiazide | Vién nén Hop 3 vix NSX 36 890110331725
150/12.5 12,5mg; Irbesartan | bao phim 10 vién
150mg
45. Co s¢ dang ky: II-Yang Pharm Co., Ltd (Pia chi: (Hagal-dong), 110, Hagal-ro, Giheung-gu
Yongin-si, Gyeonggi-do, Republic of Korea)
45.1. Co sé san xuat: Farmak JSC (Dja chi: 74 Frunze str, Kyiv, 04080, Ukraine)
75 Piracetam Piracetam Dung dich | Hop 10 éng | NSX 24 482110331825
200mg/ml tiém x Sml
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46. Co sé dang ky: Jin Yang Pharm. Co., Ltd. (Pja chi: 231, Hyoryeong-ro, Seocho-gu, Seoul,

Republic of Korea)

46.1. Co sé san xuat: KMS Pharm. Co., Ltd (Djia chi: 236 Sinwon-ro, Yeongtong-gu, Suwon-si,
Gyeonggi-do, Republic of Korea)

76

Naxyfresh
Tab.

Rebamipide 100mg

Vién nén
bao phim

Hop 10 vi x
10 vién

NSX

36

880110331925

47. Co sé dang ky: JW Pharmaceutical Corporation (Dja chi: 2477, Nambusunhwan-ro, Seocho-
gu, Seoul, Republic of Korea)
47.1. Co sé san xuat: JW Life Science Corporation (Pia chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-
si, Chungcheongnam-do, Republic of Korea)

77

Goldquino
Smg/ml
Injection

Levofloxacin
hemihydrat (tuwong
duong levofloxacin
0,75g) 0,76869g

Dung dich
tiém truyen

Thung
carton 10

Tai x 150ml

NSX

24

880115332025

48. Co sé dang ky: Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.P.A (Dia chi:
Via Licinio 11 Erba (Co), Cap 22036, Italy)
48.1. Co so san xuit: Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.P.A (Dja chi:

Via Licinio, 11-22036 Erba (CO), Italy)

78

Likacin

Amikacin (dudi
dang Amikacin
sulfat) 1000mg/4ml

Dung dich
tiém

Hop 110 x
4ml

NSX

24

800110332125

49. Co sé dang ky: Omnicals Pharma Private Limited (Pia chi: Flat-C-210, Plot 63 to 65&73 to

75, Sect-44A Nerul, Navi Mumbai Thane, Maharashtra, India, 400706, India)

49.1. Co sé san xuit: The Acme Laboratories Ltd. (Dja chi: Dhulivita, Dhamrai, Dhaka, Bangladesh)

79 Omcaglim 1 Glimepiride 1mg Vién nén Hop 3 vix USP 24 894110332225
Tablet khong bao | 10 vién hién
hanh
80 Omcaglim 2 Glimepiride 2mg Vién nén Hop 3 vix USP 24 894110332325
tablet khong bao | 10 vién hién
hanh
81 Omcavas 10 Atorvastatin 10mg | Vién nén Hop 3 vix USP 36 894110332425
Tablet (dudi dang bao phim 10 vién hién
Atorvastatin calcium hanh
trihydrate 10,82mg)
82 Omcavas 40 Atorvastatin 40mg | Vién nén Hop 1 vix USP 24 894110332525
(dudi dang bao phim 10 vién; hién
Atorvastatin calcium Hop 3 vix hanh
trihydrate 43,28mg) 10 vién
83 Omcavas 80 Atorvastatin 80mg Vién nén Hop 3 vix USP 24 894110332625
Tablet (dudi dang bao phim 10 vién hién
Atorvastatin calcium hanh
trihydrate 86,75mg)
84 Omwell 800 Sevelamer Vién nén Hop2vix6 | NSX 24 894110332725
carbonate 800mg bao phim vién
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50. Co s& dang ky: Pierre Fabre Medicament (Pia chi: Les Cauquillous - 81500 Lavaur, France)

50.1. Co s& san xuét vién nang mém ban thanh phim: Catalent Germany Eberbach GmbH (Pia
chi: Gammelsbacher Str. 2, 69412 Eberbach, Germany)
Co sé dong géi, kiém soat va xuit xwéng: Fareva Pau (Pia chi: Fareva Pau I, Avenue du Béarn,
Idron, 64320, France)

85

Navelbine
30mg

Vinorelbine (dudi
dang vinorelbine
ditartrate) 30mg

Vién nang
mém

Hop 1 vix 1

vién

NSX

36

400110332825

51. Co sé dang ky: Prime Pharmaceuticals Private Limited (Dia chi: B327/328, 3rd Floor,
Chintamani Plaza, Andheri Kurla road, Andheri East, Mumbai Mumbai City MH 400099, India)

51.1. Co sé san xuat: Syri Limited t/a Thame Laboratories (Dia chi: Unit 4, Bradfield Road,
Ruislip, HA4 ONU, United Kingdom)

86 Galantamine Galantamine (dudi | Dung dich | Hop 1 lo NSX 24 500110332925
4mg/ml Oral | dang Galantamine | udng 100ml
Solution hydrobromyde)
4mg/ml

52. Co sé dang ky: Pharmaunity Co., Ltd. (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Republic of

Korea)

52.1. Co sé san xuat: Penmix, Ltd (Pia chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea)

87

Penzotam Inj
45¢

Piperacillin (dudi
dang Natri
piperacillin) 4g,
Tazobactam (dudi
dang Natri
tazobactam) 0,5g

Bot pha
tiém

Hop 10 1o

NSX

24

880110333025

53. Co s¢ dang ky: Reckitt Benckiser (Thailand) Limited (Pia chi: 388 Exchange Tower, 14th
floor, Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)
53.1. Co s6 san xuat ban thanh pham: Reckitt Benckiser Healthcare International Limited (Pia

chi: Nottingham Site, Thane Road, Nottingham, NG90 2DB, United Kingdom)

Co sé déng gbi va xuit xwong: Reckitt Benckiser Healthcare Manufacturing (Thailand) Ltd.
(Dia chi: 65 Lardkrabang-Bangplee Road, Moo 12, Bangplee, Samutprakarn 10540, Thailand)

88

Strepsils
Strawberry
Sugar Free
Children

2,4-Dichlorobenzyl
Alcohol 1,2mg;
Amylmetacresol
0,6mg

Vién ngdm

Hop 24 gbi
X 6 vién;
hop 2 vi x
12 vién

NSX

36

500100333125

53.2. Co sé san xuit: Reckitt Benckiser Healthcare Manufacturing (Thailand) Ltd. (Dja chi: 65
Lardkrabang-Bangplee Road, Moo 12, Bangplee, Samutprakarn 10540, Thailand)

89

Nurofen For
Children

Ibuprofen 2% w/v
(100mg/5ml)

Hon dich
uong

Hop 1 Chai
x 60ml

NSX

36

885100333225

54. Co s¢ dang ky: SRS Life Sciences Pte. Limited (Dja chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
54.1. Co sé san xuat: Makcur Laboratories Ltd. (Pja chi: 46/4-7, Dehgam Road, Village — Zak,

Tal. — Dehgam, Dist — Gandhinagar — 382 330, India)
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STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
) 2) 3 “) ) (6) @) )
90 Adesan Adenosine 3mg/ml | Dung dich | Hop 6 1o x USP 24 890110333325
tiém 2ml 2023

54.2. Co sé san xuit: Sunrise Remedies Pvt. Ltd (Dja chi: Block No: 2244, At & Post: Santej, Tal:
Kalol, Dist: Gandhinagar, Gujarat, India)

91 Eltasane-0.5 Entecavir 0,5mg Vién nén Hop 1 vix USP 24 890114333425
bao phim 10 vién; 2024
Hop 3 vix
10 vién;
Hop 10 vi x
10 vién
55. Co sé dang ky: Standard Chem. & Pharm. Co., Ltd. (Dia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
55.1. Co sé san xuat: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (Dia chi: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055, Taiwan)
92 Circunebi Nebivolol Vién nén Hop 3 vix NSX 24 471110333525
Tablets Smg Hydrochloride 10 vién
(twong duong
Nebivolol Smg)
5,45mg
56. Co s¢ dang ky: Sun Pharmaceutical Industries Limited (Dja chi: UB Ground, 5 & AMP, 6th
Floors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra, India)
56.1. Co' sé san xuit: Sun Pharmaceutical Industries Limited (Pia chi: Survey No. 1012, Dadra —
396 193, U.T. of Dadra & Nagar Haveli and Daman and Diu, India)
93 Nibinase 12.5 | Sunitinib (dudi Vién nang | Hop 8 vi x NSX 24 890114333625
mg dang Sunitinib ciing 10 vién
malat) 12,5mg
94 Nibinase 25 Sunitinib (dudi Viénnang |HOp 6vix7 | NSX 24 890114333725
mg dang Sunitinib ciing vién
Malat) 25mg
95 Nibinase 50 Sunitinib (dudi Viénnang | HOop6vix7 | NSX 24 890114333825
mg dang Sunitinib ciing vién
malat) 50mg
96 Pazosun 200 | Pazopanib (dudi Vién nén Hop 110 x NSX 36 890114333925
dang Pazopanib bao phim 30 vién
hydrochloride)
200mg

57. Co s¢ dang ky: Torrent Pharmaceuticals Limited (Pia chi: Torrent House, Off Ashram Road,
Ahmedabad -380 009, Gujarat, India)
57.1. Co sé san xuat: Torrent Pharmaceuticals Limited (Pia chi: Indrad: 382721, TAL.- Kadi,
District: Mehsana, India)
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STT Tén thubc Hoat chét chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham lwgng ché dong goi chuén tho
(thang)
@ (2) 3) ) (&) (6) () ®
97 Torapix 5 Apixaban Vién nén Hop 1 vix NSX 24 890110334025
(micronized) Smg | bao phim 10 vién; hop
3vix 10
vién; hop 10
vi x 10 vién

57.2. Co s& san xuat: Torrent Pharmaceuticals Ltd (Pia chi: Indrad - 382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)

98

Riroxator 2.5

Rivaroxaban 2,5mg

Vién nén
bao phim

Hop 1 vix
10 vién, hop
3vix 10
vién, hop 10
vi x 10 vién

EP11.3

24

890110334125

99

Solitor 5

Solifenacin
Succinate Smg

Vién nén
bao phim

Hop 1 vix
10 vién;
Hop 3 vix
10 vién;
Hop 10 vi x
10 vién

NSX

24

890110334225

58. Co sé dang ky: Zeiss Pharma Limited (Dia chi: Unit Il IGC Phase II, Samba, Jammu & Kashmir,
184121, India)
58.1. Co s& san xuit: Zeiss Pharma Ltd. (Dia chi: Unit Il IGC Phase II, Samba, Jammu & Kashmir,
184121, India)

100 | Roximcz-500 | Cefuroxim Axetil Vién nén Hop 1 vix | USP 42 36 890110334325
601,42mg tuong bao phim 10 vién.
duong cefuroxim Hop 16n
500mg chura 10 hop
nho
Ghi chu:

1. Cdch ghi tiéu chudn chat lwong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chudn co so (TCCS), In-house ¢ y
nghia twong dwong nhau, la tiéu chuan chat lwong thuoc do co sé san xudt xdy dwng va déu cé thé
dwoc ghi trén nhén thudc.

- Cdch viét tdt cdc tiéu chuan chat luwong duwoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Duwoc dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duwge dién Chédu
du (EP), Dugc dién Quéc té (IP)...




Phu luc II

DANH MUC 03 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 125.2

(Kém theo quyét dinh s6: ..339....../OP-OLD, ngay 17./1.../2025.

cua Cuc Quan ly Duoc)

STT | Ténthuéc | Hoat chat chinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuin tho
(thang)
1) 2) 3) ) 6) (6) (N (8)

1. Co sé dang ky: DKSH Singapore Pte. Ltd. (Pia chi: 47 Jalan Buroh, # 09-01 Singapore (619491),

Singapore)

1.1. Co sé san xuit ban thanh phiam: Lilly del Caribe, Inc. (Pia chi: 12.6 KM 65th Infantry Road

(PR0O1), Carolina, 00985, Puerto Rico)

Co s& dong goi va xuat xwong: Lilly, S.A. (Pia chi: Avda. de la Industria, 30, Alcobendas, 28108

Madrid, Spain)

1. Cdch ghi tiéu chudn chat lwong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co y
nghia twong dwong nhau, la tiéu chudn chdt lwong thudc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.
- Cach viét tdt cdc tiéu chudn chdt lwong duoc dién: Dwoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duwoc dién Nhit Ban (JP), Dugc dién Trung Quoc (CP), Dugc dién Chdu

Au (EP), Duoc dién Quoc té (IP)...

1 Verzenio Abemaciclib Vién nén Hop2vix7 | NSX 36 001110334425
150mg bao phim vién
2 Verzenio Abemaciclib 50mg | Vién nén Hop2vix7 | NSX 36 001110334525
bao phim vién
2. Co s& dang ky: Zuellig Pharma Pte. Ltd (Dia chi: 15 Changi North Way #01-01, Singapore
498770, Singapore)
2.1. Co sé san xuat: Lead Chemical Co., Ltd. (Dia chi: 327 Hisagane Kamiichi - Machi
Nakaniikawa - Gun, Toyama, Japan)
Co sé déng géi thir cap: Zuellig Pharma SDN BHD (Pia chi: No. 15, Persiaran Pasak Bumi, SEK.
U8, Perindustrian Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia)
3 Japrolox Patch | Loxoprofen sodium | Miéng dan | Hop 10 Tai NSX 24 499110334625
hydrate (tuong x 5 Miéng
duong vé1 100mg
Loxoprofen sodium
anhydrous)
113,4mg
Ghi chu:
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