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QUYET PINH

Vé viéc ban hanh danh muc 232 thudc nhip khau
dwgc cap giay dang ky luu hanh tai Viét Nam - Dot 126

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Dwoc ngay 06 thdng 4 nam 2016; Ludt sita doi, b6 sung mot sé
diéu cia Ludt Dwoc ngay 21 thang 11 nam 2024;

Can cie Nghi dinh so 42/2025/ND-CP ngay 2 7/02/2025 cua Chinh phu quy dinh
chire néng, nhiém vu, quyén han va co cdu t6 chire ciia BO Y té;

Can cir Nghi dinh s6 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phii quy
dinh chi tiét mot s6 dieu va bién phap dé t6 chirc, hudng dan thi hanh Ludt Duogc;

Can cit Théng tw s6 12/2025/TT-BYT ngay 16/05/2025 ciia B trwong B Y té
quy dinh viéc dang ky luu hanh thube, nguyén liéu lam thubc;

Can cit Quyét dinh sé 2386/OD-BYT ngay 22/07/2025 cua B¢ truong B Y té
quy dinh chicc nang, nhiém vu, quyén han va co cau t6 chire cia Cuc Quan Iy Duoc
thudc BG Y té;

Can cir két ludn cia Héi dong tw vin cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thuoc - Bé Y té dot 126 phién 1 hop ngay 07/08/2025, 12/08/2025, 14/08/2025
tai bién ban kém theo Cong vin sé 60/HPTV-VPHD ngay 23/09/2025; dot 126 phién 2
hop ngay 14/08/2025, 19/08/2025, 26/08/2025, 28/08/2025 tai bién ban kém theo
Cong van sé 61/HPTV-VPHP ngay 01/10/2025 ciia Vin phong Hoi dong tw van cdp
GPKLH thubc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Bang ky thuoc - Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 232 thudc nhép khau
duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 126, cu thé:

1. Danh muc 225 thudc nhap khau duoc cdp gidy ding ky lwu hanh hiéu luc 05
nam - Dot 126 (tai Phu luc I kem theo).

2. Danh muyc 07 thudc nhap khau dugc cip gidy dang ky luu hanh hiéu luc 03
nam - Bot 126 (tai Phu luc Il kem theo).

Piéu 2. Co sd san xuit va co so dang ky thude cé trach nhiém:

1. San xuat, cung cap thudc vao Viét Nam theo dung céac ho so, tai liéu di dang
ky voi Bo Y té va phai in hodc dan sb ding ky duoc B Y té Viét Nam cip 1én nhin
thudc.

2. Chap hanh day du phéap luat caa Viét Nam va cac quy dinh cua Bo Y té vé
san xuét, nhap khéau thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay doi gi
trong qua trinh lwu hanh thude & nude so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan Iy Duoc - Bo Y té Viét Nam.

3. Co s0 dang ky thudc phai bao cao Bo Y té (Cuyc Quan ly Dugc) viée duy tri
dap ung Thuc hanh tot san xuit ciia co sd san xuit thudc, nguyén liéu lam thudc.



Truong hop co s& san xut bi thu hoi gidy phép san xuat hoic khong dap ung Thuc
hanh t6t san xuit thudc, nguyén liéu 1am thudc & nudc sé tai, co sé phai thyuc hién viée
bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co quan quan ly c6 tham
quyén nudc so tai theo quy dinh tai Diéu 98 Nghi dinh s6 163/2025/ND- CP ngay
29/06/2025 cua Chinh phu quy dinh chi tiét mot s6 diéu va bién phap dé to chuec,
huéng dan thi hanh Luat Duge.

4. Phéi hop véi cac co sé didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thubc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Didu 10 Thong tu s6
12/2025/TT-BYT dbi véi cac thudc trong Phu lyc I ban hanh kém theo Quyét dinh
nay.

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

Diéu 4. Giam dbc S Y té cac tinh, thanh phd truc thudc Trung wong, giam dbc
co s& san xuat va co so ding ky co thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 225 THUOC NUGC NGOAI BUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 126

STT Tén thuoc Hoat chat chinh | Dang | Quycach | Tiéu Tudi S6 diang ky
— Ham lugng bao ché dong géi chuén tho
(thang)
(¢Y) (2) 3 @ 6) (6) () t))

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé san xuét: Berlin-Chemie AG (Pia chi: Glienicker Weg 125, 12489 Berlin, Germany)

1 Bilaxten Bilastine 2,5mg/ml Dung dich |Hop1lo NSX 36 400110416825
uong 120ml
2. Co s& dang ky: Acme Generics Private Limited (Dia chi: Plot No. 132, 2nd Floor, Sector 82,
JLPL Mohali, Mohali, S.A.S Nagar, Punjab, 140308, India)
2.1. Co s& san xuat: Acme Generics Private Limited (Dia chi: Plot No 115, HPSIDC Industrial
Area Davni, Tehsil Nalagarh, District Solan, Guru Majra, 174101, India)
2 Cilnidipine Cilnidipine Smg Vién nén Hop 10 vix | NSX 24 890110416925
Tablets 5 mg bao phim 10 vién
3. Co sé dang ky: Acme Generics Private Limited (Pia chi: Plot No.132, 2nd Floor Sector 82,
JLPL, Mohali, Mohali, Punjab, India, 140308, India)
3.1. Co sé& san xuit: Acme Generics Private Limited (Dja chi: Plot No.115, HPSIDC Industrial
Area Davni, P.O. Gurumajra, Tehsil Nalagarh Distt. Solan (H.P.)-174101, India)
3 Thyrobest 100 | Levothyroxine Vién nén Hop 3 vix NSX 24 890110417025
Sodium 100mcg khong bao | 10 vién
3.2. Co sé& san xudt: Acme Generics Private Limited (Dja chi: Plot No.115, HPSIDC Industrial
Area, Village Davni, P.O. Gurumajra, Tehsil Nalagarh, Distt. Solan (H.P.)-174101, India)
4 Cilnidipine Cilnidipine 20mg | Vién nén Hop 10 vix | NSX 24 890110417125
Tablets 20 mg bao phim 10 vién
4. Co sé dang ky: ACT Activités Chimiques et Thérapeutiques Laboratoires Sarl (Dia chi:
Avenue Eugene-Pittard 15, 1206 Geneve, Switzerland)
4.1. Co s& san xuit: Alcaliber, S.A.U. (Dia chi: Avda. Ventalomar 1 - 45007 Toledo, Spain)
5 Codein Nguyén li¢u lam Bot <50 gam, EP hién 60 840501417225
phosphat thube nguyén liéu hanh
hemihydrat duoc chira (EP9)
trong chai
lo thuy tinh,
duoc dong
kin va niém
phong, sau
do duoc dua
vao thung
carton dong
kin va niém
phong; >50
gam — <250
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STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
(0] 2 3 (C)] 3 () (@) ®

81. Co sé dang ky: Euro Healthcare Pte. Ltd. (Pia chi: 1 North Bridge road, #19-04/05, High Street

Centre, Singapore (179094), Singapore)

81.1. Co sé san xuit: Arena Group S.A. (Dia chi: Bd. Dunarii nr.54, Oras Voluntari, Jud. Ilfov, cod

077190, Romania)

148

Triptacid

Amitriptyline
hydrochloride
25mg

Vién nén
bao phim

hop 5 vix
10 vién

NSX

36

594110431525

82. Co s¢ dang ky: Ever Neuro Pharma GmbH (Dia chi: Oberburgau 3, 4866 Unterach am

Attersee, Austria)

82.1. Co sé san xuit: Ever Pharma Jena GmbH (Pia chi: Otto-Schott-Str. 15, 07745 Jena,

Germany)
Co s& déng géi thir cAp: Ever Pharma Jena GmbH (Dja chi: Briisseler Str. 18, 07747 Jena,
Germany)
149 | Terlipressin Mobi ml dung dich | Solution Hop 1 1o NSX 36 400110431625
acetate EVER | chua 0,2mg for tiém x
Pharma 0,2 terlipressin acetate | injection 10ml; Hop
mg/ml tuong duong 5 lg tiém x
0,17mg Sml; Hop 1
telipressin/0,2mg/ lo tiém x
ml Sml; Hop 5
lo tiém x
10ml

83. Co so dang ky: Exeltis Healthcare S.L. (Dia chi: Avenida Miralcampo 7, Poligono [ndustrial
Miralcampo, 19200, Azuqueca De Henares Guadalajara, Spain)
83.1. Co sé san xuat: Laboratorios Leon Farma, S.A. (Pia chi: ¢/ La Valllina s/n, Poligono
Industrial Navatejera, Villaquilambre, Leon 24193, Spain)

150

Slinda

Drospirenone 4mg

Vién nén
bao phim

Hop 1 vix
28 vién (24
vién c6 hoat
tinh + 4
vién gia
duogc) hoac
3vix 28
vién (24
vién c6 hoat
tinh + 4
vién gia
duoc)

NSX

24

840110431725

84. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
84.1. Co s& san xuit: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30/27, Korangi
Industrial Area, Karachi, Pakistan)

151

Telart HCT
Tablets 40mg
+12,5mg

Hydrochlorothiazid
12,50mg,
Telmisartan 40mg

Vién nén

Hop 2 vix7
vién

NSX

24

896110431825
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