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QUYET PINH

) Vé viéc ban hanh danh muc 80 thudc nwéc ngoai )
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 125 bo sung

CUC TRUONG CUC QUAN LY DUQC

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

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

Can cir Nghi dinh sé 163/2025/NP-CP ngay 29/06/2025 cia Chinh phii quy
dinh chi tiét mot sé dieu va bién phap dé t6 chire, hwong dan thi hanh Ludt Duoc;

Can cir Quyét dinh s6 2386/QP-BYT ngay 22/07/2025 ciia BY trucéng Bé Y té
quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy Dige
thuc BY Y té;

Can cit Théng tw s6 12/2025/TT-BYT ngay 16/05/2025 cia Bé treong Bo Y té
quy dinh viéc dang ky lweu hanh thubc, nguyén liéu lam thudc;

Can cir két lugn cua Hoi dong tw vin cdp gldy dang ky huu hanh thuoc, nguyén
liéu lam thuoc - B3 Y té cac dot 119 tai Cong van so 28/HDTV-VPHD ngay 04/04/2024;
dot 120 tai Cong van sé 48/HPTV-VPHD ngay 22/05/2024; dot 121 tai Cong van 0
70/HPTV-VPHD ngay 17/07/2024; dot 123 tai Cong van sé 92/HPTV-VPHP ngay
24/10/2024; dot 124 dwoc liéu tai Cong van s6 102/HPTV-VPHP ngay 06/12/2024; dot
124 héa dwoc phién 2 tai Cong van s6 02/HPTV-VPHP ngay 09/01/2025; dot 125 (DM
IT89) phién 2 tai Cong van so 36/HDTV-VPHD ngay 14/05/2025; dot 125 (DM TT90)
tai Cong van sé 45/HPTV-VPHD ngay 17/06/2025 cua Van phong Hoi dong tw van cdp
GPKLH thudc, nguyén liéu lam thuéce;

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

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 80 thuc nudc ngoai
duogc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 125 b sung, cu thé:

1. Danh muc 44 thudc nudc ngoai duoc cap gidy dang ky luu hanh hiéu luc 05
nam - Pot 125 bd sung (tai Phu luc I kem theo).

2. Danh muc 04 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu lyc 03
nam - Pot 125 bd sung (tai Phu luc Il kem theo).

3. Danh muyc 29 thudc nuéc ngoai duge gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 125 bd sung (tai Phu luc III kém theo).

4. Danh muc 03 thudc nudc ngoai duoc gia han gidy ding ky luu hanh hiéu luc
03 nam - Dot 125 bd sung (tai Phu luc IV kem theo).

Piéu 2. Co so san xuat va co sd ding ky thudc cé trach nhiém:

1. San xuét, cung cap thudc vao Viét Nam theo dung cac hd so, tai liéu di ding
ky v6i BO Y té va phai in hoic dan sé dang ky dugc BO Y té cap 1én nhan thudc;



2. Chép hanh déy da phép luat cia Viét Nam va cac quy dinh cia B Y té vé
san xuét, nhap khau thudc va luu hanh thude tai Viét Nam, néu cé bét ctr thay doi gi
trong qua trinh luu hanh thudc & nude so tai va ¢ Viét Nam thi phai béo céo ngay cho
Cuc Quan ly Duoc-B0 'Y té Viét Nam;

3. Thuc hién viéc cap nhat ti€u chuan chat luong cua thudc theo quy dinh tai
Théng tu s6 30/2025/TT-BYT ngay 01/07/2025 cua Bo truéng Bo Y té hudng dan ap
dung tiéu chuan chit luong, kiém nghiém thudc, nguyén liéu lam thude va thu hoi, xir
Iy thude vi pham;

4. Cap nhat nhin thudc va to huéng din sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc va to hudng dan st dung thudc theo hinh thirc thay d6i, bo sung
gidy dang ky luu hanh thube quy dinh tai Thong tu 12/2025/TT-BYT ngay 16/05/2025
cua Bo truong BO Y té dbi véi thude chua cap nhat noi dung nhan thudc, to huéng dan
stt dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong B Y té;

5. Thuc hién ké hoach quan ly nguy co dd dugc phé duyét trong ho so dang ky
d6i voi thude hoa duoc moi, vic xin, sinh pham (trir sinh pham probiotics);

6. Cham nhét sau 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh
trong truong hop thudc, nguyén liéu 1am thudc c6 thay d6i vé ndi dung hanh chinh
(bao gdm ca mau nhan va td huéng dan st dung thudc) phai ap dung cac ndi dung thay
d6i da dugc phé duyét khi gia han gidy dang ky luu hanh. Trong thoi gian 12 thang ké
tur ngay duoc gia han gidy dang ky Iuu hanh, thudc, nguyén liéu lam thudc nhap khau
dugc phép tiép tuc nhap khau va luu hanh dén hét han dung cta thudc véi cac ndi dung
ct trude khi duge gia han glay dang ky luu hanh trong truong hop dugce giao hang tai
cang di cua nudc xuit khau trudc ngdy phai 4p dung ndi dung thay d6i méi da duoc
phé duyét khi gia han gidy dang ky lvu hanh;

7. Cham nhat sau 12 thang ké tir ngay thudc, nguyén liéu lam thuoc duoc gia
han g1ay dang ky lvu hanh, nhan thudc, nguyén liéu lam thudc phai ghi sd dang ky
theo cau trac quy dinh tai Phu luc V ban hanh kém theo Thong tu so 12/2025/TT-
BYT. Trong thoi gian 12 thang ké tir ngay thudc, nguyén liéu lam thudc duoc gia han
gidy dang ky luu hanh, thudc, nguyén li¢u lam thudc nhap khau duoc phép tiép tuc
nhap khau va luvu hanh voi nhan thude, nguyén liéu lam thude ghi sé dang ky cu da cap
trude khi gia han trong truong hop dugc giao hang tai cang di cua nudc xudt khau
trude ngay phai ghi s6 dang ky moi theo quy dinh.

8. Bao cao BO Y té (Cuc Quan Iy Dugc) vé viée duy tri dap tmg Thyc hanh tot
san xut clia €0 80O san Xuat thuoc nguyén liéu lam thudc. Truong hop co s& san Xuat
bi thu hdi gidy phép san xuat hogc khong dap mg Thyc hanh t6t san xuat 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 nhan
trén co s& phan loai cia T chirc Y té thé gidi danh gia d6i voi co so san xudt duoc
danh gia theo quy dinh tai khoan 3 Piéu 95 Nghi dinh sé 163/2025/ND-CP, co so phai
thue hién viée bao cao trong thdi han 15 ngay ké tir ngay ¢ thong béo cua co quan cd
tham quyén theo quy dinh tai diém d khoan 1 Diéu 98 Nghi dinh s6 163/2025/ND-CP
ngay 29/06/2025 cua Chinh phi quy dinh chi tiét mot sé diéu va bién phap dé to chuec,
hudng dan thi hanh Luét Duoc.

9. 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 Iwu hanh thudc, nguyén lidu lam thudc.

10. Co s¢ dang ky thudc phdi hop voi co sd san xuat, nhap khau, phan phdi
thudc thyc hién viéc theo ddi, giam sat, thu thap, tong hop, danh gia va giri bao céo
dén Trung tim Qudc gia vé Thong tin thudc va Theo ddi phan tmg c6 hai cia thude
(Trung tam DI & ADR Quoc gia) thong tin cac truong hop phan ung sau tiém chung,
phan tmg c6 hai cua thudc theo quy dinh tai khoan 5 Diéu 77 Luat Duoc, 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 co hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong, giam dbc
co s& san xudt va co s¢ ding ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: _CUC TRUONG
- Nhu Dieu 4; 0 ";,;1\\’\_

- Bo trudong (dé b/c);

- TTr. Nguyén Tri Thirc (dé b/c); [l
- Cyc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong an
Cuc Y t& GTVT - Bo Xay dung; ‘
- Bo Tai chinh: Cuc Hai quan; Bao hiém Xa hoi Vlet ‘ -
Nam; T s X |
-B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Trung Vii Tuan Cuong
tdm mua sam tap trung thudc qudc gia, Vin phong HDTV

cip GPKLH thudc, NLLT;

- Vién KN thude TU, Vién KN thudc TP. HCM,;

- Tong Cong ty Duoc VN-CTCP;

- Cac Bénh vién & Vién co6 giuong bénh truc thuoc BYT;

- Cuc QLD: QLGT, QLKDD, QLCLT, PCHN, VP Cuc;

Website Cuc QLD;

- Luu: VT, BDKT (2b) (NT).




Phu luc I

DANH MUC 44 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 125 BO SUNG

(Kém theo Quyét dinh s6: ..551....../OP-OLD, ngay 16../10.2025.ctia Cuc Quan 1y Duwrgc)

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 sé diang ky: Actavis International Limited (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA6000, Malta)

1.1. Co s& san xuét: Pliva Croatia Limited (Pja chi: Prilaz baruna Filipovi¢a 25, 10000 Zagreb,
Croatia)

Lenalidomide | Lenalidomide Viénnang | Hop3vix7 | NSX 24 385114408825
Teva 10mg (dudi dang cing vién

Lenalidomide

hydrochloride

hydrate) 10mg

1.2. Co s6 san xuit: Teva Operations Poland Sp. z 0.0. (Pia chi: ul. Mogilska 80, 31-546 Krakéw,
Poland)

2 Montelukast Montelukast (duéi | Vién nén Hop 2 vix NSX 36 590110408925
Teva 10 mg dang montelukast | bao phim 14 vién
sodium) 10mg
2. Co sé dang ky: Alkem Laboratories Limited (Dia chi: Alkem House, Senapati Bapat Marg,
Lower Parel, Mumbai - 400013, India)
2.1. Co sé san xuit: Alkem Laboratories Limited (Pja chi: Plot No. 167/2, 164, 165/1, 165/2 &
165/3, Mahatma Gandhi Udyog Nagar, Village Dabhel, Daman - 396 210, India)
3 Pentanerv 300 | Gabapentin 300mg | Viénnang | Hop3vix | USP 39 36 890110409025
cung 10 vién
3. Co sé dang ky: Anvo Pharma Canada Inc. (Pia chi: 111-700 Third Line Oakville On L6L 4B,
Canada)
3.1. Co sé san xuit: Micro-Sphere S.A. (Pia chi: Via Cantonale, 77, Monteggio 6998, Switzerland)
Co sé dong goi: Douglas Manufacturing Limited (Pia chi: Corner Te Pai Place and Central Park
Drive, Lincoln, Auckland 0610, New Zealand)
4 Novatretin Acitretin 25mg Vién nang | HOp 6 vi x NSX 36 760110409125
ciing 10 vién; hop
10vix 10
vién
4. Co sé dang ky: Bliss GVS Pharma Limited (Dia chi: 102, Hyde Park, Saki Vihar Road, Andheri
(East), Mumbai-400 072, India)
4.1. Co s& san xuét: Bliss GVS Pharma Limited (Pja chi: Plot No. 11, Dewan Udyog Nagar, Aliyali,
Palghar 401404 Maharashtra State, India)
5 Gvgyl -V Metronidazole Vién dat Hop2vix5 | NSX 24 890115409225

500mg am dao vién




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tubi S6 diang ky
Ham lugng ché dong goi chuén tho
(thang)
) 2) 3 “) ) (6) @) )
6 Melanez-500 | Mesalazin 500mg Vién dan Hop 2 vix 5 | BP hién 36 890110409325
dat truc vién hanh
trang
7 Micozole - Miconazol nitrat Vién dan Hop 1 vix3 | NSX 24 890110409425
400 400mg dat am dao | vién
5. Co s& dang ky: Brawn Laboratories Limited (Pia chi: Delhi Stock Exchange Building, 4/4b Asaf
Ali Road, New Delhi-110002, India)
5.1. Co sé san xuat: Brawn Laboratories Limited (Dia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
8 Buclapoxime | Cefpodoxim vién nén Hop 1vix | USP 42 24 890110409525
100 proxetil 136,92mg | bao phim 10 vién
tuong duong
Cefpodoxime
100mg
9 Buclapoxime | Cefpodoxim Vién nén Hop 1 vi 10 | USP 39 24 890110409625
tablets proxetil 273,842mg | bao phim vién
tuong duong
Cefpodoxime
200mg
6. Co sé dang ky: Brooks Laboratories Limited (Dia chi: Village Kishanpura Nalagarh Road,
Baddi Nalagarh HP, 174101, India)
6.1. Co s& san xuit: Brooks Steriscience Limited (Dja chi: Unit-1I, Village- Manglej, Nareshwar
road, off NH-8, Taluka-Karjan, Dist- Vadodara-391 210, Gujarat State, India)
10 Merianz 1g Meropenem Bo6t pha Hop 1 Lo USP 24 890110409725
Trihydrate (v dung dich hién
khuan) 1140,6mg | tiém/tiém hanh
tuong duong truyén
Meropenem khan
1000mg
6.2. Co so san xuat: Brooks Steriscience Limited (Dja chi: Village- Manglej, Nareshwar road, OFF.
N.H. No.-8, Taluka.-Karjan, Dist.- Vadodara, Gujarat (India), 391 210, India)
11 Merianz 500 Meropenem Bo6t pha Hop 1 Lo USP 24 890110409825
mg Trihydrate (vO dung dich hién
khuén) 570,3mg tiém/tiém hanh
tuong duong truyén
Meropenem khan
500mg
7. Co sé ding ky: Cong ty Co phan Dwoc pham Duy Tén (Dja chi: 38/6i Neuyén Vin Tréi, phuong
15, Qudn Phii Nhudn, Thanh phé Ho Chi Minh, Viét Nam)
7.1. Co sé san xuit: Laboratorios Alter, S.A. (Pia chi: Mateo Inurria, 30, 28036 Madrid, Spain)
12 Eriox 60 mg Etoricoxib 60mg Vién nén Hop 2 vix NSX 36 840110409925
bao phim 14 vién




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] () ) ®

8. Co sé diang ky: Cong ty C6 phan Dwge pham Quan 3 (Dia chi: 243 Hai Ba Trung, phwong 6,
qudn 3, Thanh phé Ho6 Chi Minh, Viét Nam)
8.1. Co sé san xuat: Bal Pharma Limited (Dia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore-560099, India)

13 Balfen

Ibuprofen 400mg

Vién nén
bao phim

Hop 10 vi x

10 vién

BP
2018

36

890100410025

9. Co sé ding ky: Cong ty Co6 phan Dwoc pham Thé Giéi Mé6i (Pia chi: S6 97, dwong Trung Viin,

phirong Trung Vin, qudn Nam Tir Liém, thanh phé Ha Noi, Viét Nam)

9.1. Co s& san xuat: Laboratorios Alter, S.A (Pia chi: Mateo Inurria, 30, 28036 Madrid, Spain)

14 Lydotine 10
mg film
coated tablets

Ebastine 10mg

Vién nén
bao phim

Hop 2 vix
10 vién

NSX

36

840110410125

10. Co sé diing ky: Cong ty TNHH Danhson Group (Dja chi: Phong 303, Tang 3, s6 253 Diing St
Thanh Khé, Phuong Thanh Khé Tay, Qudan Thanh Khé, Thanh phé Pa chng, Viet Nam)
10.1. Co sé san xuit: Vetprom AD (Pia chi: The Vpharma site, 26 Otets Paisiy Str., Radomir 2400,

Bungary)
15 Betaclogen Betamethason (duéi | Kem boi Hop 1 tuyp NSX 24 380110410225
0,5 mg/10 dang Betamethason | ngoai da nhom x 15
mg/1 mg/g dipropionat) 0,05% gam
cream (w/w), Clotrimazol
1% (w/w),

Gentamicin (hoat
lyc 1000 TU) (dudi
dang gentamicin
sulfat) 0,1% (w/w)

11. Co sé ding ky: Cong ty TNHH Dwgc pham Chéu A - Thai Binh Dwong (Dja chi: S6 113 Y

Ngéng, phwong Tan Thanh, thanh phé Buén Ma Thuét, tinh Pak Ldk, Viét Nam)

11.1. Co s& san xuit: Vioser S.A. Parenteral Solutions Industry (Pja chi: 9th Km National Road
Trikala-Larisa, Taxiarches Trikala, 42100, Greece)

16 Lactated
Ringer’s
Injection/
Vioser

1000ml dung dich
chura: Calci clorid
dihydrat 0,2 gam,
Dung dich Natri
lactat 50% 6,2
gam, Kali clorid
0,3 gam, Natri
clorid 6,0 gam

Dung dich
tiém truyén
tinh mach

Hop 1 chai

500ml; Hop

1 chai
1000ml

USP
hién
hanh

36

520110410325

12. Co sé ding ky: Cong ty TNHH Dwgc pham Do Ha (Dja chi: S6 30 tdp thé Tran Phii, ngé 105,
duong Nguyén Phong Sac, to 16 phuong Dich Vong Hau, quan Cau Giay, thanh pho Ha Noi, Viét

Nam)

12.1. Co sé san xudt: DROGSAN Ilaclari San. ve Tic. A.S. (Pja chi: Esenboga Merkez Mah. Cubuk
Cad. No:31 Cubuk — Ankara, Tiirkiye)

17 Eranzit

Etodolac 300mg

Vién nén
bao phim

Hop 1 vix
10 vién

NSX

24

868110410425




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] () ) ®

13. Co sé ding ky: Cong ty TNHH Dwoc pham Helios (Dia chi: Vin phong B.6.02, Toa thdp B,
Tang 6, Tod nha Millennium, so 132 Bén Vin Pon, Phuwong 6, Qudn 4, Thanh phé Ho Chi Minh, Viét
Nam)

13.1. Co sé san xuit: M/s Biodeal Pharmaceuticals Ltd. (Dia chi: Village Sainimajra, Nalagarh-
Ropar Road, Nalagarh, Distt. Solan, (HP) An Dé-174101, India)

18 Ecmus Tacrolimus 0,1% Thubcm& | Hop 1 Tuyp | NSX 24 890110410525
kl/kl x 10 gam
14. Co sé diang ky: Cong ty TNHH Dwoc Pham Quang Anh (Pia chi: 834, Hoa Hung, Phuong 12,
Qudn 10, Tp. Ho6 Chi Minh, Viét Nam)
14.1. Co sé san xuit: Laboratorios Alter, S.A. (Pja chi: Mateo Inurria, 30 28036 Madrid, Spain)
19 Tegacino Hydrochlorothiazide | Vién nén Hop4vix7 | NSX 36 840110410625
40+12,5 mg 12,5mg, vién
Tablets Telmisartan 40mg
20 Tegacino Hydrochlorothiazide | Vién nén Hop4vix7 | NSX 36 840110410725
80+25 mg 25mg, Telmisartan vién
Tablets 80mg
15. Co s& ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, phuong Lang Thuong, qudn Déng Pa, thanh phé Ha Noi, Viét Nam)
15.1. Co' sé san xuét: Synthon Chile LTDA. (Pia chi: El Castano 145, Valle Grande, Lampa,
Santiago, 9391521, Chile)
Co sé xuat xwomg: Synthon B.V. (Dja chi: Microweg 22, 6545 CM Nijmegen, Netherlands)
21 Lenalidomide | Lenalidomide Viénnang | Hop 7vix3 | NSX 24 780114410825
Biovagen 15mg cing vién
16. Co sé ding ky: Cong ty TNHH Dwoc pham Y-Med (Pja chi: S6 1-3, Puong sé 45, Phwong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
16.1. Co s6 san xuét: Centaur Pharmaceuticals Pvt. Ltd. (Pia chi: Plant 1, Plot No. 3, 5B,2C, Tivim
Industrial Estate, Karaswada, Mapusa, Goa - 403 526, India)
22 Solina Tablets | Diazepam 5Smg Vién nén Hop 10 vi x BP 36 890112410925
10 vién 2024
17. Co sé ding ky: Cong ty TNHH Mt thanh vién An Phat (Dja chi: 1923 Nguyén Hitu Canh,
Phuong 19, Quan Binh Thanh, TP. Ho6 Chi Minh, Viét Nam)
17.1. Co s& san xuat: Lee Pharma Limited (Dja chi: Plot No. V, Phase II, VSEZ, Duvvada,
Sabbavaram (M), Visakhapatnam District, Andhra Pradesh, 530049, India)
23 Esmazol 40 Esomeprazol Vién nén Hop4vix7 | NSX 36 890110411025
magnesi trihydrat khang dich | vién
tuong duong voi da day
Esomeprazol 40mg
24 Linogram-P Linezolid 600mg Vién nén Hop 3 vix NSX 36 890110411125
bao phim 10 vién
25 Vildagliptin Vildagliptin 50mg | Vién nén Hop 3 vix NSX 36 890110411225
Tablets 50 mg 10 vién




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] () ) ®

18. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, toa
nha Horison Tower, sé 40 Cat Linh, Phwong Cat Linh, Qudn Dé'ng Pa, thanh ph(j Ha Noi, Viét Nam)
18.1. Co's& san xuat: Indasi Lifescience Private Limited (DPia chi: Plotno. 73 to 77, Silver Industrial
Estate, Bhimpore, Daman-396 210, India)

26

Colisan-2

Colistimethate
sodium BP
2,000,000 IU

B4t dong
kho pha
tiém truyén

Hop 1 Lo

BP
2019

24

890114411325

19. Co sé diing ky: Cong ty TNHH Thwong mai dwgc pham Pong Phwong (Dia chi: 51 Puong sé

30, Phwong Téan Phong, Qudn 7, Thanh pho Ho Chi Minh, Viét Nam)

19.1. Co sé san xuit: Efroze Chemical Industries (Pvt.) Ltd. (Pia chi: 146/23 Korangi Industrial
Area, Karachi, Pakistan)

27

Montef S5mg
Chewable
tablet

Montelukast (duoi
dang Montelukast
sodium 5,2mg)
Smg

Vién nén
nhai

Hop 1 vix
14 vién

USP 43

24

896110411425

20. Co sé diing ky: Cong ty Trach nhiém hiru han Mt thanh vién Vimepharco (Pia chi: O 56 6,
td‘ng 5, toa nha D2 Giang Vo, phuwong Giang Vo, qudn Ba Dinh, Thanh phé Ha Noi, Viét Nam)

20.1. Co s& san xuét: Republican unitary production enterprise "BELMEDPREPARATY" -
Tén viét tat: Belmedpreparaty RUE (Pja chi: Dia chi ding ky: 30 Fabritsius St., 220007 Minsk,
Belarus. Dia chi san xudt: Workshop 18, 19/8, Kachana St., Lida, 231286 Grodno Region, Belarus)

28

Domfox

Cefotaxim (dudi
dang cefotaxim
natri) 1 gam

Bot pha
dung dich
tiém

Hop 1 lo;
hop 10 lo;
hop 40 lo

NSX

24

481110411525

21. Co sé diing ky: Gedeon Richter Plc. (Dja chi: Gyomréi Ut 19-21., Budapest, 1103, Hungary)
21.1. Co s6 san xuét, dong géi so cAp va kiém nghiém chét lwgng (héa hoc/vat 1y va vi sinh (khong
vo trung)): Gedeon Richter Plc. (Dia chi: Richter Gedeon utca 20., Debrecen, 4031, Hungary)

Co sé déng géi thir cAp va xuit xwong 16: Gedeon Richter Ple. (Pia chi: Gyémrdi Ut 19-21.,
Budapest, 1103, Hungary)
Co sé kiém nghiém chit lwgng (vi sinh (v6 trung)): Gedeon Richter Plc. (Dia chi: Esztergomi ut
27., Dorog, 2510, Hungary)

29

Ganirelix
Gedeon
Richter

Ganirelix
0,25mg/0,5ml

Dung dich
tiém

Hop 1 bom
tiém dong
san thudc;
Hop 6 bom
tiém dong
san thude

NSX

36

599114411625

22. Co sé dang ky: Hetero Labs Limited (Dia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
22.1. Co s6 san xuat: Hetero Labs Limited (Dia chi: Unit-1lI, 22-110, 1.D.A, Jeedimetla, Hyderabad,
Telangana State, India)

30 Efavir Efavirenz USP Vién nén Hop 1 o x NSX 24 890110411725
600mg bao phim 30 vién
31 Nevivir Nevirapine 200mg | Vién nén Hop 1 Chai NSX 60 890110411825
khong bao | x 60 vién




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) @) )
23. Co sé dang ky: Jin Yang Pharm. Co., Ltd. (DPja chi: 231, Hyoryeong-ro, Seocho-gu, Seoul,
Republic of Korea)

23.1. Co s san xuit: NCPC Hebei Huamin Pharmaceutical Co., Ltd (Pja chi: No. 98 Hainan
Road, Economic & Technological Development Zone, Shijiazhuang, China)

32

Themigrel Ceftazidim Bot pha Hop 10 1o USP 42 36 690110411925
pentahydrat tuong | tiém
duong voi
ceftazidim 1 gam

24. Co s¢ dang ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (E.), Mumbai, Maharashtra - 400059, India)

24.1. Co s& san xuit: Oxalis Labs (Dia chi: Village Theda, P.O. Lodhimajra, Tehsil Baddi, Distt.
Solan, (H.P.) 174101, India)

33

Pyrazinamide | Pyrazinamide Vién nén Hop 24 vix | BP hién 48 890110412025
Tablets BP 500mg 28 vién hanh
500mg

25. Co sé dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogheswari East, Mumbai - 400060, India)

25.1. Co s& san xuét: Hovid Berhad (Pja chi: Lot 56442, 7 1/2 Milesjalan Ipoh/Chemor 31200
Chemor Perak, Malaysia)

34

Hovid Alendronic acid Vién nén Hop 1 vix4 | NSX 36 955110412125
Alendronate (dudi dang khong bao | Vién
70mg tablet Alendronat natri
trihydrat) 70mg

26. Co so dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402-403, Viva Hub Town,
Shankarwadi, Jogeshwari, Mumbai, Mumbai City Maharashtra - MH 400060, India)

26.1. Co sé san xuat: Hovid Berhad (Pia chi: Lot 56442, 7 1/2 Milesjalan Ipoh/Chemor 31200
Chemor Perak, Malaysia)

35

Setrof Sertraline (dudi Vién nén Hop 3 vix NSX 36 955110412225
dang Sertraline bao phim 10 vién
Hydrochloride
56mg) 50mg

27. Co s¢ dang ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)

27.1. Co sé san xuit: M/S. Micro Labs Limited (Dja chi: Plot No S-155 To S-159,& N1, Phase-III
& IV, Verna Industrial Estate, Verna Salcette Goa, 403722, India)

36

Efavirenz Efavirenz 600mg Vién nén Hop 1 1o 30 NSX 24 890110412325
Tablets bao phim vién
600mg

27.2. Co sé san xuat: Micro Labs Limited (Pia chi: Plot No. S-155 to S-159 & N1, Phase Ill & IV,
Verna Industrial Estate, Verna Salcette Goa, 403722, India)

37

Solifenacin Solifenacin Vién nén Hop 3 vix NSX 24 890100412425
Succinate Succinate Smg bao phim 10 vién
Tablets Smg




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] () ) ®

28. Co s¢ diang ky: Panacea Biotec Pharma Limited (Pia chi: B-1 Extension/ A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)
28.1. Co s& san xuat: Panacea Biotec Pharma Litd. (Pia chi: Malpur, Baddi, Distt. Solan, H.P. -

173205, India)

38

Azapan

Azacitidin 100mg

Bot dong
kho pha
tiém

Hop 1o

NSX

24

890114412525

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

Korea)

29.1. Co sé san xuit: Sinphar Pharmaceutical Co., Ltd. (Pja chi: No. 84 Chung Shan Rd., Tung-

Shan Township, Yilan County, Taiwan)

Co sé déng géi thir cAp, xuit xwong: Daito Pharmaceutical Co., Ltd. (Pia chi: 326 Yokamachi,

Toyama-City, Toyama 939-8221, Japan)

39

Gefitinib
Film-coated
tablets 250mg

Gefitinib 250mg

Vién nén
bao phim

Hop 1 vix
14 vién

NSX

36

471114412625

30. Co s& dang ky: SRS Life Sciences Pte. Limited (Pia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
30.1. Co sé san xuat: Kamla Lifesciences Ltd. (Pja chi: Plot No G-84/1, Tarapur MIDC, Boisar,
Palghar 401506, Maharashtra State, India)

40

Vizes

Ciprofloxacin
Hydrochloride USP
twong duong voi
Ciprofloxacin 0,3%
(W/v)

Dung dich
nho mat

Hop 1 Lox
Sml

USP
2024

24

890115412725

31. Co sé dang ky: Standard Chem. & Pharm. Co., Ltd. (Dia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
31.1. Co sé san xuat: Standard Chem. & Pharm. Co., Ltd. (Pia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)

41 Solesoon F.C. | Solifenacin Vién nén Hop 3 vix NSX 24 471110412825
Tablets Smg Succinate (tuong bao phim 10 vién
“Standard” duong Solifenacin
3,8mg) Smg
32. Co s& dang ky: Torrent Pharmaceuticals Limited (Dja chi: Torrent House, Off Ashram Road,
Ahmedabad -380 009, Gujarat, India)
32.1. Co sé san xuat: Torrent Pharmaceuticals Limited (Pia chi: Plot No. Z/104 to 106, Dahej Sez
Part-1I, Tal.- Vagra, Dist.- Bharuch — 392 130, India)
42 Fenotor 200 Fenofibrate Viénnang | Hop 1vix | USP47 24 890110412925
(micronised) gelatin 10 vién; hdp
200mg cung 3vix 10

vién; hop 10
vi x 10 vién




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tubi S6 diang ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2) 3) “4) ) (6) )] )
43 Fenotor 67 Fenofibrate Viénnang | Hop 1vix | USP47 24 890110413025
(micronised) 67mg | gelatin 10 vién;
cing Hop 3 vix
10 vién;
Hop 10 vi x
10 vién

33. Co s6¢ dang ky: Zydus Lifesciences Limited (Dia chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,

India)

33.1. Co sé san xuit: Zydus Lifesciences Limited (Dja chi: Survey No. 417, 419 & 420, Sarkhej -

Bavla National Highway No. 8 A, Village - Moraiya, Taluka -

Gujarat State, India)

Sanand, Dist. - Ahmedabad - 382 210,

44

Losacar 100

Losartan kali
100mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP 44

24

890110413125

Ghi chu:

1. Cdch ghi tiéu chudn chat lrong 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 duoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Duwoc dién My (USP), Duoc dién Nhdt Ban (JP), Dwoc dién Trung Quéc (CP), Duwge dién Chédu
du (EP), Dugc dién Quéc té (IP)...




Phu luc II

DANH MUC 04 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 125 BO SUNG

(Kém theo Quyét dinh s6: 231......./OD-OLD, ngay 16../10./2025 ciia Cuc Qudn Iy Duwoc)

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 sé ding ky: Cong ty TNHH Dwgc Phim GSK Viét Nam (Pja chi: Phong 702 va 703, Tang
7, Toa nha Metropolitan Tower, sé 235 dwong Dong Khoi, phwong Bén Nghé, Qudn 1, TP Ho Chi

Minh, Viét Nam)

1.1. Co sé san xuat: Glaxo Operations UK Ltd trading as Glaxo Wellcome Operations (Pja chi:
Harmire Road, Barnard Castle, DL12 8DT, United Kingdom)

Apretude Cabotegravir

600mg/3ml

Hon dich
tiém giai
phong kéo
dai

Hop 1 lo
3ml; Hop
2510 3ml

NSX

36

500110413225

2. Co sé ding ky: Cong ty TNHH Eisai Viét Nam (Pja chi: Ting 8, toa nha Sai Gon Gidi Phong,
56 436-438 Nguyé~n Thi Minh Khai, phuong 05, qudn 3, thanh phé Hé Chi Minh, Viet Nam)

2.1. Co sé san xuét: Eisai Manufacturing Limited (Pja chi: European Knowledge Centre, Mosquito
Way, Hatfield, AL10 9SN, United Kingdom)
Co s¢ dong goi: Eisai Co., Ltd. Kawashima Plant (Dia chi: I, Kawashimatakehaya-machi,

Kakamigahara-shi, Gifu-ken, Japan)

Dayvigo Smg | Lemborexant Smg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

500110413325

3. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12, Toa nha
Vietcombank, S6 5 Céng truong Mé Linh, Phuwong Bén Nghé, Qudn 1, Thanh phé Hé Chi Minh, Viét

Nam)

3.1. Co sé san xuit: Excella GmbH & Co. KG (Pia chi: Niirnberger Str. 12, 90537 Feucht,

Germany)

Co sé dong goi: Patheon France (Dia chi: 40, Boulevard de Champaret, 38300 Bourgoin Jallieu,

France)

Co s& xuat xudéng: Actelion Pharmaceuticals Ltd (Dia chi tru so chinh: Gewerbestrasse 16, 4123
Allschwil, Switzerland; Pia diém san xudt: Gewerbestrasse 12, 4123 Allschwil, Switzerland)

Opsumit Macitentan 10mg

Vién nén
bao phim

Hop 2 vix
15 vién

NSX

60

400110413425

4. Co s¢ dang ky: Cong ty TNHH Pfizer (Viét Nam) (Dia chi: Tang 17, Phong 1701, Friendship
Tower, 31 Lé Dudn, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
4.1. Co sé san xuit vién Nirmatrelvir: Pfizer Manufacturing Deutschland GmbH (Pja chi:

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany)

Co sé san xuét vién Ritonavir: Hetero Labs Limited (Pia chi: Unit-Ill, 22-110 Industrial
Development Area, Jeedimetla, Hyderabad, 500055, Telangana, India)
Co s& déng g6i cip 1, cAp 2 va xuit xwong: Pfizer Italia S.R.L. (Pia chi: Localita Marino Del

Tronto, Ascoli Piceno, 63100, Italy)




1. Cdch ghi tiéu chudn chat lrong thude tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chudn co so (TCCS), In-house co y
nghia twong dwong nhau, 1a tiéu chudn chdt lwong thudc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhén thudc.
- Cdch viét tdt cdc tiéu chuan chat luwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duwoc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chdu
du (EP), Dugc dién Quéc té (IP)...

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) () ®
4 Paxlovid Nirmatrelvir Vién nén Hop 5 vi, NSX 24 400110413525
150mg, Ritonavir | bao phim mdi vi chira
100mg 4 vién
Nirmatrelvir
va 2 vién
Ritonavir
Ghi chu:




Phuy luc III

DANH MUC 29 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 125 BO SUNG

(Kém theo Quyét dinh s6: .23 ....../OD-OLD, ngay 16../10.2025.ciia Cuc Qudn Iy Duoc)

STT | Tén thudc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham luwgng bao ché | dong géi | chuin tho gia han lan
(thang) | (SO dingky | gia
da cip) han
1) 2) 3) “) 3 (6) @) ) (&)
1. Co sé diang ky: Ajanta Pharma Limited (Pia chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
1.1. Co sé san xuét: Ajanta Pharma Limited (Pja chi: Plot No.B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

1 Zegecid 20 | Omeprazole Bot pha | Hop 30 NSX 24 890110413625 01
20mg; Sodium h(:’)n dich | Goix 6g (VN-16433-13)
bicarbonate uong
1680mg

2. Co s¢ dang ky: Ambica International Corporation (Dja chi: 9 Amsterdam Extn, Merville park
Subd, Paranaque City, Philippines)

2.1. Co sé san xuit: Stallion Laboratories Pvt. Ltd. (Dja chi: C1B 305/2, 3, 4 & 5 G.I.D.C. Kerala
(Bavla) Dist Ahmedabad, Gujarat, India)

2 Erecfil-100 | Sildenafil (dudi Viénnén | Hop 1 vix | NSX 36 890110413725 01
dang Sildenafil bao phim | 4 vién (VN-21579-18)
citrat) 100mg

3 Losastal-50 | Losartan kali Viénnén | Hop 3 vix | USP 36 890110413825 01
50mg bao phim | 10 vién 2023 (VN-22279-19)

4 Staga - 50 Sildenafil (dudi Viénnén | Hop 1 vix | NSX 36 890110413925 01
dang Sildenafil bao phim | 4 vién (VN-21580-18)
citrat) 50mg

3. Co sé ding Ky: Cong ty ¢6 phan dwoe pham Pha No (Pia chi: 9 Hé Biéu Chdnh, Phuong 11,
Qudn Phii Nhudn, TP. Hé Chi Minh, Viét Nam)
3.1. Co sé san xuat: Magistra C&C S.R.L. (Pja chi: B-dul Aurel Viaicu, nr. 824, Municipiul
Constanta, Judetul Constanta, cod postal 900055, Romania)
5 Carmotop Metoprolol tartrat | Viénnén | Hop 3 vix | NSX 24 594110414025 01
25 mg 25mg 10 vién (VN-21529-18)
6 Carmotop Metoprolol tartrat | Viénnén | Hop 3 vix | NSX 24 594110414125 01
50 mg 50mg 10 vién (VN-21530-18)
4. Co sé diing ky: Cong ty C6 phan Dwgc pham va Thiét biy té C.A.T (Dja chi: Thén Trang, xd
Thanh Liét, huyén Thanh Tri, thanh phé' Ha Noi, Viét Nam)
4.1. Co sé san xuit: Centaur Pharmaceuticals Pvt. Ltd (Pia chi: Plant I, Plot 3,5B,2C Tivim
Industrial Estate, Karaswada, Mapusa, Goa — 403 526, India)
7 Losatrust- Losartan kali Viénnén | Hop 3 vix | NSX 36 890110414225 01
50 50mg bao phim | 10 vién (VN-18185-14)




STT | Ténthudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lan

(thang) (S6 ding ky gia

di cép) han

@ 2 (€)] (C)] (6] () (@) ® (€]

5. Co sé ding ky: Cong ty ¢6 phan thwong mai va duge pham T&T (Pia chi: S6 43 lién ké 23 khu
dé thi Van Khé- Phwong La Khé- Qudn Ha Déng- Thanh phé Ha Néi, Viét Nam)

5.1. Co sé san xuit: Kyung Dong Pharm Co., Ltd. (Dja chi: 224-3 Jeyakdanji-ro, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Republic of Korea)

8 Padolac Tab | Mosaprid citrat Viénnén | Hop 3 vix | NSX 36 880110414325 01
(dudi dang bao phim | 10 vién, 6 (VN-22330-19)
Mosaprid citrat vix 10
dihydrat) Smg vién, 10 vi
x 10 vién
6. Co s¢ dang ky: Cong ty TNHH Binh Viét Duc (Dia chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Tdn Binh, Thanh phé Ho Chi Minh, Viét Nam)
6.1. Co sé san xuit: Pharbil Waltrop GmbH (Bja chi: Im Wirrigen 25, 45731 Waltrop, Germany)
9 Ketospray | Ketoprofen Dung Hop 1 chai | NSX 48 400100414425 01
2500mg/25ml dich xit | 25ml (VN-21214-18)
ngoai da
7. Co s6 diing ky: Cong ty TNHH Duwgc pham Chau A - Thai Binh Dwong (Dja chi: 113 Y Ngéng,
phuwong Tan Thanh, Thanh Phé Buén Ma T, huot, tinh Dk Lk, Viet Nam)
7.1. Co sé san xuit: Vioser S.A. Parenteral Solutions Industry. (Dja chi: 9th Km National Road
Trikala-Larisa, Taxiarches Trikala, 42100, Greece)
10 Dextrose Mobi 100ml dung | Dung Chai BP 36 520110414525 01
10% dich chua: dich 500ml 2023 (VN-22249-19)
Dextrose truyén
anhydrous (dudi
dang Dextrose
(glucose
monohydrate)
10gam/100ml
8. Co sé ding ky: Cong ty TNHH Dwoe pham Do Ha (Pia chi: S6 30 tdp thé Tran Phii, ngé 105,
duwong Nguyén Phong Sdc, t6 16 phirong Dich Vong Hdu, quin Cau Gidy, thanh phé Ha Néi, Viét
Nam)
8.1. Co s6' san xuat, déng géi cAp mot: Slavia Pharm Srl (Pja chi: B-dul Theodor Pallady, nr. 44C,
Sectorul 3, cod postal 032266, Bucuresti, Romania)
Co sé dong goi cAp hai: Slavia Pharm Srl (Pia chi: Str. Drumul intre Tarlale, nr.160-174, in Plan
Arhitectural C01, Showroom-Corp C, Sectorul 3, cod postal 032982, Bucuresti, Romania)
11 Uloviz Furosemid 40mg | Viénnén | Hop2vix | BP 36 594110414625 01
10 vién 2019 (VN-22344-19)
8.2. Co sé san xuit: DROGSAN Ilaclari San. ve Tic. A.S. (Pia chi: Esenboga Merkez Mah. Cubuk
Cad. No:31 Cubuk — Ankara, Tiirkiye)
12 Apimdo Pantoprazol (dudi | Viénnén | Hop 1 vix | USP 24 868110414725 01
dang Pantoprazol | bao tan 14 vién 44 (VN-20439-17)
natri trong
sesquihydrat) rudt
40mg




STT | Ténthudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lan

(thang) (S6 ding ky gia

di cép) han

@ 2 (€)] (C)] (6] () (@) ® (€]

8.3. Co s6 san xuét: Slavia Pharm SRL (Pja chi: B-dul Theodor Pallady, nr. 44C, Sectorul 3, cod
postal 032266, Bucuresti, Romania)

Co sé dong géi thir cap: Slavia Pharm SRL (Pja chi: Str. Drumul intre Tarlale, nr. 160-174, in Plan
Arhitectural C01,Showroom-Corp C, Sectorul 3, cod postal 032982, Bucuresti, Romania)

13 Fluebac Fluconazol 50mg | Vién hop 1 vix | NSX 48 594110414825 01
nang 7 vién (VN-22510-20)
ciing
9. Co s¢ ding ky: Cong ty TNHH Dwoc phim Phwong Pai (Pia chi: B98 Nguyén Than Hién,
phuong 18, Qudn 4, TP Hé Chi Minh, Viét Nam)
9.1. Co sé san xuit dang bao ché: Medphano Arzneimittel GmbH (Pia chi: Bunsenstrafie 4 22946
Trittau, Germany)
Co s¢ xuiat xwong Panpharma GmbH (Pia chi: Maienbergstr. 10-12, 15562 Riidersdorf. Germany)
14 Medphatobra | Tobramycin (dudi | Dung Hop 10 NSX 36 400110414925 01
40 dang Tobramycin | dich tiém | 6ng 1ml (VN-22357-19)
sulphate)
40mg/ml
10. Co s& diang ky: Cong ty TNHH Dwoc Pham Y-Med (Pia chi: S6 1-3 Puwong sé 45, Phuong 6,
Qudn 4, TP. H6 Chi Minh, Viét Nam)
10.1. Co s6 san xuat: Bal Pharma Limited (Pja chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore — 560099, India)
15 Unicet Cetirizin Viénnén | Hop 10 vi | NSX 36 890100415025 01
hydroclorid 10mg | bao phim | x 10 vién (VN-18786-15)
11. Co sé ding ky: Cong ty TNHH Mot thanh vién An Phat (Dja chi: 1923 Nguyén Hitu Canh,
phuong 19, quan Binh Thanh, TP. Hé Chi Minh, Viet Nam)
11.1. Co sé san xuat: Precise Chemipharma Pvt. Ltd. (Pia chi: Gut No. 215/1 & 215/2, Khatwad
Phata, At Post Talegaon, Taluka Dindori, Nashik 422202 Maharashtra State, India)
16 Agosys Agomelatine Viénnén | Hop I vix | NSX 24 890110415125 01
25mg bao phim | 10 vién; (VN3-336-21)
Hop 3 vix
10 vién
12. Co sé diing ky: Cong ty TNHH TM-XNK Thién Kim (Pja chi: 40 dwong s6 19, Phuwong Binh
Tri Péng B, Qudn Binh Tan, Thanh phé Ho Chi Minh, Viét Nam)
12.1. Co sé san xuét: Kotra Pharma (M) Sdn. Bhd. (Pja chi: No. I, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka, Malaysia)
17 Axcel Aluminium Viénnén | Hop 10 vi | NSX 48 955100415225 01
eviline Hydroxyde nhai x 10 vién (VN-21045-18)
tablet 200mg,
Magnesium
Hydroxide
200mg,
Simethicone
20mg




STT | Ténthudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lan
(thang) (S6 ding ky gia
da cap) han
@ 2 (€)] (C)] (6] () (@) ® (€]
18 Axcel Loratadine 10mg | Viénnén | Hop 10 vi | NSX 48 955100415325 01
Loratadine x 10 vién (VN-21048-18)
Tablet
19 Axcel Urea | Urea 2g Kem b6i | Hop 1 NSX 36 955100415425 01
Cream da Tuyp x 20 (VN-21306-18)
gam

13. Co sé diing ky: Cong ty TNHH Thwong mai Dwoc phdm Pong Phwong (Dia chi: 51, Puong

s6 30, Phuong Tdn Phong, Qudn 7, Thanh pho Ho Chi Minh, Viét Nam)

13.1. Co sé san xuit: Young Poong Pharmaceutical Co., Ltd. (Pia chi: 333, Hambangmoe-ro,

Namdong-gu, Incheon, Republic of Korea)

20 Hoanidol Alfacalcidol Vién Hop3vix | NSX 36 880110415525 01
Soft Cap. 0,5ng (mcg) nang 10 vién (VN-20485-17)
mém
21 Orkan Calcitriol 0,25pg | Vién Hop3vix | NSX 36 880110415625 01
SoftCapsule | (mcg) nang 10 vién (VN-20486-17)
meém

14. Co sé diing ky: Cong ty TNHH Thwong Mai Dwgc Phiam Van Ho (Dja chi: S6 16/38, ngé Lénh

Cu, phé Kham Thién, phwong Thé Quan, qudn Pong Pa, thanh phé Ha Néi, Viét Nam)

14.1. Co sé san xuit: Celogen Generics Pvt. Ltd (Pia chi: Plot No. 646/1&2, Agarwal Ind. Estate
Somnath Temple Road, Dabhel, Daman-396 210 U.T., India)

22 Mexams 10 | Montelukast Viénnén | Hop 3 vix | NSX 36 890110415725 01
(dudi dang Natri 10 vién (VN-20744-17)
montelukast)
10mg

15. Co sé diang ky: Cong ty TNHH Y té Canh Cira Viét (Dja chi: 842/1/2 Nguyén Kiém, Phwong 3,
Qudn Go Vip, Thanh phé Ho Chi Minh, Viét Nam)
15.1. Co s& san xuat: Pulse Pharmaceuticals Pvt. Ltd. (Pia chi: Kh. No. 400, 407 & 409, Karondi,
Roorkee, Distt. Haridwar- 247667, Uttarakhand, India)
23 Vasotense | Flunarizin (du6i | Viénnén | Hop 10 vi | NSX 36 890110415825 01
10 dang 12,547mg x 10 vién (VN-19634-16)
Flunarizin
dihydrochlorid)
10mg
16. Co sé dang ky: Euro Healthcare Pte. Ltd. (Dia chi: 1 North Bridge road, #19-04/05, High Street
Centre, Singapore (179094), Singapore)
16.1. Co sé san xuét: Stallion Laboratories Pvt. Ltd. (Dja chi: CIB 305/2, 3, 4 & 5 G.LD.C. Kerala
(Bavla) Dist Ahmedabad, Gujarat, India)

24 Deslorastal | Desloratadin Smg | Viénnén | Hop 3 vix | NSX 36 890100415925 01

bao phim | 10 vién (VN-21728-19)

17. Co sé dang ky: Lion Corporation (Dja chi: 3-28, Kuramae I-chome, Taito-ku, Tokyo, Japan)
17.1. Co sé san xuat: Nitto Medic Co., Ltd. (Dja chi: 1-14-1, Yasuuchi, Yatsuo-Machi, Toyama-City,
Toyama, Japan)
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25 Eyemiru Mobi 500ml dung | Dung Hop 1 1o NSX 24 499100416025 01
Wash dich chura: dichroa | 500ml (VN-19492-15)
Chlorpheniramine | mét
Maleate 15mg, d-
a-Tocopherol
Acetate 25mg,
Panthenol 25mg,
Potassium L-
Aspartate 250mg,
Pyridoxine
Hydrochloride
25mg, Taurine (2-
Aminoethanesulf
onic acid) 250mg,
g-Aminocaproic
Acid 500mg
18. Co sé dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
18.1. Co sé san xuat: Pharmathen SA (Pia chi: Dervenakion 6, Pallini Attiki, 15351, Greece)
26 Residron Risedronat natri Viénnén | Hop 1 vix | NSX 60 520110416125 01
(dudi dang bao phim | 4 vién (VN-20314-17)
Risedronat natri
hemipentahydrate
40,17mg) 35mg
19. Co s& dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)
19.1. Co s& san xuat: Fareva Unterach GmbH (Dja chi: Mondseestrasse 11, 4866 Unterach am
Attersee, Austria)
27 Epirubicin | Epirubicin Dung Hop 1 1o NSX 24 900114416225 01
"Ebewe" hydroclorid dich dam | 25ml (VN-20036-16)
2mg/ml ddc pha
dung
dich tiém
truyén
20. Co sé¢ dang ky: Otsuka Pharmaceutical India Private Limited (Dia chi: Village — Vasana —
Chacharwadi, Tal — Sanand, Ahmedabad, Gujarat, India, 382 213, India)
20.1. Co s& san xuét: Otsuka Pharmaceutical India Private Limited (Pia chi: Survey No. 188, 194,
195 Paiki 1 & 2, 199/1, 200/1, 201/1, 199 to 201 & 208 to 210, Village - Vasana - Chacharwadi, Tal
- Sanand, Dist.-Ahmedabad - 382213, India)
28 Metrocide | Mdi tii 100ml Dung Tai 100ml | BP 36 890110416325 01
chira dich hién (VN-17293-13)
Metronidazol truyén hanh
500mg tinh

mach
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21. Co s& dang ky: Pharma Pontis (Dia chi: Room 307, KD-U Tower, 70, Jeongui-ro, Songpa-gu

Seoul, Republic of Korea)

21.1. Co s& san xuét: ExtractumPharma Co. Ltd (Pia chi:

6413, Kunfehérto, 1V. Korzet 6,

Hungary)
29 Drotavep Drotaverine Viénnén | Hop 3 vix | NSX 36 599110416425 01
40mg hydrochloride 10 vién; (VN-20665-17)
tablets 40mg Hop 10 vi
x 10 vién
Ghi chu:

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

- Nha sdan 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 td’tvcdc tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DBVN), Duoc dién Anh
(BP), Duoc dién My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chdu

au (EP), Duoc dién Quoc té (IP)...
2. 80 dang ky tai cot (8):

- 86 déng ky gia han la sé dang ky dugc cdp theo quy dinh tai Phu luc V Thong tw 12/2025/TT-BYT
ngay 16/05/2025 cua B¢ truong Bo Y té quy dinh vi¢c dang ky luu hanh thuoc nguyén liéu lam thuoc.
- 86 ddang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap truée khi thuoce dwoc gia

han theo quyét dinh nay.




Phu luc IV

DANH MUC 03 THUOC NUGC NGOAI DUQC GIA HAN GIAY DPANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 125 BO SUNG

(Kém theo Quyét dinh so.: ..531....../OP-OLD, ngay 16./10./2025 ciia Cuc Quan 1y Duwrgc)

STT | Tén thudc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham luwgng bao ché | dong géi | chuin tho gia han lan

(thang) | (SO dingky | gia

da cip) han

1) 2) 3) ) () (6) @) (8) 9)

1. Co s& dang ky: Hetero Labs Limited (Pia chi:
Sanathnagar Hyderabad TG 500018, India)

1.1. Co sé san xuat: Hetero Labs Limited (Dia chi: Unit-1ll, 22-110, 1.D.A, Jeedimetla, Hyderabad,
Telangana State, India)

7-2-A2, Hetero Corporate Industrial Estate,

Ritonavir Ritonavir 100mg | Viénnén | Hop 1 lox | NSX 36 890110416525 01
tablets 100 bao phim | 30 vién (VN3-373-21)
mg

2. Co s¢ dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

2.1. Co s& san xuat: Bliss GVS Pharma Limited (Dia chi: Plot No.11, Dewan Udyog Nagar, Aliyali,
Palghar 401404 Maharashtra State, India)

Invel Metronidazol Viéndat | Hop2 vix | NSX 36 890115416625 | 01
500mg, am dao | 7 vién (VN-21622-18)
Miconazol nitrat
100mg

3. Co sé dang ky: TRB Chemedica (Thailand) Co., Ltd. (Pia chi: No. 88 The PARQ Building, 9th
Floor, East Wing, Ratchadaphisek Road, Khlong Toei Subdistrict, Khlong Toei District, Bangkok
10110, Thailand)

3.1. Co sé san xuit: TRB Pharma S.A. (Pja chi: Plaza 939/69 (Zip Code 1427), Autonomous City
of Buenos Aires, Argentina)

Artrodar Diacerein 50mg Vién Hop 3 vix | NSX 36 778110416725 01
nang 10 vién (VN-11017-10)
cung
Ghi chii:

1. Cach ghi tiéu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ ( TCCS) In-house c6 y nghia twong
duong nhau, la tiéu chudn chdt heong thude do co sé san xudt xdy dung va deu cé thé dwoe ghi trén nhén thuéc.
2. 86 dang ky tai cét (8):

- S6 ddang ky gia han la s6 dang ky duwoc cap theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngdy
16/05/2025 ciia Bé truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thuéc.

- 86 dang ky da cap (dwoc ghi trong ngodc don) la sé dang ky da dwoc ccfp trueée khi thuoc dwge gia han theo
quyét dinh nay.

3. Thudc sé thir tie 2 tai Phy luc nay: sau khi hét han glay dang ky luu hanh, trong ho so gia han phdi bé sung
dit liéu lam sang chitng minh an toan hiéu qua cua thuéc dé Hoi dong tw vin cdp gidy dang ky heu hanh thuoc,
nguyén liéu lam thuéc xem xét viéc gia han GPKLH.

4. Thuéc s6 thir t 3 tai Phu luc nay: sau khi hét han gidy dang ky heu hanh, khong tiép tuc gia han do ho so
dding ky lan ddau chua bién soan theo mau ACTD.
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