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Vé viéc cong b6 Danh muc thudc ¢é chitng minh
twong dwong sinh hoc Dot 10 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc sé 105/2016/QH13 ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15 thang 11 nam 2022 cua Chinh
phu quy dinh churc nang, nhiém vu, quyén han va co cau to churc cua Bo Y té;

Can cir Thong tu s6 08/2022/TT-BYT ngdy 05 thang 9 nam 2022 cua B¢
truong Bo Y te quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/04/2024 ciia Bg truong Bo Y 1é
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cua Cuc Quan ly duoc
thuoc Bo Y té;

Can cir y kién cua Hoi dong tw van cap gidy dang ky leu hanh thudc, nguyén
lieu lam thuoc Bo Y té;
Theo dé nghi ciia Trudong phong Péng ky thuéc - Cuc Quan 1y Duoc.
QUYET PINH:
Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc ,thuéc c6 tai liu chung
minh tuong duong sinh hoc Dot 10 - Nam 2024 gdém 18 thudc.
Piéu 2. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc S¢ Y té céac tinh, thanh phd truc thudc Trung wong, cac co
s& kinh doanh duoc va Giam doc co sé ¢ thuoc néu tai Diéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.
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Phu luc

DANH MUC 18 THUOC CO CHUNG MINH TUONG PUONG SINH HQOC POQT 10 - NAM 2024

(Kém theo Quyét dinh s6 137 /QD-QLD ngay 01 /11 /2024 ciia Cuc Qudn 1y Diegc)

ST Tén thudc Hoat chit, ham Dang bao | Quy cach déng géi | SO diing ky Co sé san xudt | Dia chi co sé san xuit
T lwgng ché
1 | Amlodipine/Atorvastatin | Amlodipin (dudi dang | Viénnén | Hop 04 vi x 07 vién | 840110967524 | Laboratorios Ronda de Valdecarrizo, 6,
Normon 10mg/10mg Amlodipin besylat bao phim Normon, S.A. 28760 Tres Cantos
film coated tablets 13,9mg) 10mg; (Madrid), Spain
Atorvastatin (duoi
dang Atorvastatin
calci trihydrat
10,86mg) 10mg
2 | Auritz-Ez 10/10 Ezetimibe 10mg; Viénnén | Hop3vix10vién | 520110976024 | Elpen Marathonos  AVE. 95,
Rosuvastatin Calcium | bao phim Pharmaceutical Pikermi  Attiki, 19009,
10,4mg tuong duong Co., Inc. Greece
Rosuvastatin 10mg
3 | Bividia 25 Sitagliptin (duéi dang | Viénnén | Hop 3 vix 10 vién; | VD-35886-22 | Cong ty cd phan Khu A, s6 18, dudng Lé Thi
Sitagliptin phosphat bao phim | Hop 1 chai x 60 duogc pham Reliv Soc, 4p 2A, xi Tan Thanh
monohydrat 32,12mg) vién Tay, huyén Cu Chi, Thanh
25mg phd H6 Chi Minh, Viét Nam
4 | Bividia 50 Sitagliptin (duéi dang | Viénnén | Hop 3 vix 10 vién; | VD-33065-19 | Cong ty co phan Khu A, s6 18, dudng Lé Thi
Sitagliptin phosphat bao phim | Hop 1 chai 60 vién dugc pham Reliv Soc, 4p 2A, x4 Tan Thanh
monohydrat) 50mg Tay, huyén Cu Chi, Thanh
phd H6 Chi Minh, Viét Nam
5 | Ceforipin 200 Cefpodoxime (dudi Viénnén | Hop 3 vix 10 vién; | 893110366224 | Cong ty c6 phan S 27, Nguyén Chi Thanh,
dang Cefpodoxime bao phim | Hop 10 vix 10 duoc phim Khém 2, Phuong 9, Thanh
proxetil) 200mg vién TV.Pharm phé Tra Vinh, Tinh Tra

Vinh, Viét Nam
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ST Tén thudc Hoat chit, ham Dang bao | Quy cach déng géi | So6 diing ky Co sé san xuat | Pia chi co s¢ san xuit
T lwgng ché
6 | Cilexkand 8 mg Candesartan cilexetil | Viénnén | Hop 3 vix 10 vién, | 893110165023 | Cong ty TNHH L6 EBS, duong sd 19A,
8mg Hop 6 vi x 10 vién, DRP Inter Khu cong nghi¢p Hiép
Hop 10 vix 10 Phuoc, Xa Hi¢p Phudc,
vién Huyén Nha B¢, TP. H6 Chi
Minh, Viét Nam
7 | Clarikern 500mg Clarithromycin 500mg | Viénnén | Hop 3 vi x 7 vién 840110966324 | Kern Pharma S.L.. | Venus, 72-Poligono
bao phim Industrial Colon II 08228
Tarrasa (Barcelona), Spain
8 | Etoricoxib 120 mg Etoricoxib 120mg Viénnén | Hop 1 vix 10 vién, | 893710954424 | Co s chuyén giao | Pia chi co s& chuyén giao
bao phim | Hop 3 vi x 10 vién, cong nghé: Hovid | cong ngh¢: 121, Jalan
Hop 10 vix 10 Berhad; Tunku  Abdul Rahman
vién Co sd san xuit (Co | (Jalan Kuala  Kangsar),
s& nhan chuyén 30010  Ipoh,  Perak,
giao cong nghé): Malaysia;
C.oAng ty TNHH Pia chi co s& san XuAt (Co
Lien Doanh . so nhan chuyén giao cong
Stellapharm - Chi | 141" S5 40" dai 16 Tw Do,
nhanh 1 Khu cong nghi¢p Viét Nam
- Singapore, Phuong An
Pha, Thanh phd Thuén An,
Tinh Binh Duong, Viét
Nam
9 | Gabapentin 300 mg Gabapentin 300mg Vién nang | Hop 10 vix 10 vién | 893710954524 | Co s& chuyén giao | Pia chi co so chuyén giao
cing cong nghé: Hovid | cong nghé: 121, Jalan
Berhad; Tunku  Abdul Rahman
Co s san xuat (Co | (Jalan Kuala Kangsar),
s& nhan chuyén 30010 Ipoh, Perak,
giao cong nghé): Malaysia;

Cong ty TNHH
Lién Doanh
Stellapharm - Chi
nhanh 1

Dja chi co s san xuit (Co
so nhan chuyén giao cong
nghé): S6 40 dai 16 Ty Do,
Khu cong nghié¢p Viét Nam




ST Tén thudc Hoat chit, ham Dang bao | Quy cach déng géi | So6 diing ky Co sé san xuat | Pia chi co s¢ san xuit

T lwgng ché
- Singapore, Phuong An
Pha, Thanh phd Thuén An,
Tinh Binh Duong, Viét
Nam

10 | Hafenthyl supra 160 mg | Fenofibrat (vi hat) Viénnén | Hop 03 vix 10 vién; | VD-30831-18 | Cong ty TNHH Puong s6 2, khu cong

160mg bao phim | Hop 05 vi x 10 vién; Hasan — nghiép Pdéng An, phuong
Hop 10 vix 10 vién Dermapharm Binh Hoa, thanh phd Thuin
An, tinh Binh Duong, Viét

Nam

11 | Hepa-Taf Tenofovir alafenamide | Viénnén | Hop 1 chai 30 vién | VD3-126-21 | Cong ty c6 phan Khu A, s6 18, dudong Lé Thi
(dudi dang Tenofovir | bao phim duoc phém Reliv Soc, ép 2A, xa Tan Thanh
alafenamide fumarate) Tay, huyén Cu Chi, Thanh
25mg phd Ho6 Chi Minh, Viét

Nam.

12 | Keanza Azithromycin (dudi | Combot | Hop 1 chai x 18¢ | 893110028224 | Cong ty Co Phan | Lo s6 7, Pudng sé 2, Khu
dang azithromycin pha hon Dugc Pham cong nghiép Tan Tao, P.
dihydrat 628,92 mg) dich Phuong Dong Tan Tao A, Quan Binh Tan,
600 mg TP. Hb Chi Minh, Viét Nam

13 | Mibetel 40 mg Telmisartan 40 mg Viénnén | Hop 03 vix 10 vién; | VD-34479-20 | Cong ty TNHH Lo B, Puong so 2, Khu

Hop 05 vi x 10 vién; lién doanh Hasan — | cong nghiép DPoéng An,

Hop 10 vi x 10 vién Dermapharm phuong Binh Hoa, thanh
phé Thuin An, tinh Binh
Duong, Viét Nam

14 | Sitagliptin 50 Sitagliptin (du6i dang | Viénnén | Hop 1 vix 10 vién; | 893110452023 | Cong ty cb phan 150, duong 14/9, phuong 5,
sitagliptin bao phim | Hop 3 vi x 10 vién; dugc phim Ciru thanh phé Vinh Long, tinh
phosphat Hop 2 vi x 14 vién Long Vinh Long, Vi¢t Nam

monohydrat) 50mg
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ST Tén thudc Hoat chit, ham Dang bao | Quy cach dong géi S6 ding ky Co sé san xuat | Pia chi co s¢ san xuit
T lwgng ché
15 | Swamlo 10 Amlodipin (dudi dang | Viénnén | HOop 2 vix 14 vién | 890110967824 | Ind-Swift Limited | Off. NH-21, Village
Amlodipin besilat) khong bao Jawaharpur, Tehsil
10mg Derabassi, District S.A.S
Nagar (Mohali), Punjab-
140507, India
16 | Valaciclovir/Pharmathen | Valaciclovir Viénnén | Hop 1vix10vién | 520110981124 | Co sd san XUuat: Dia chi Co s& san xuat: 6,
International hydroclorid hydrated | bao phim Pharmathen S.A. Dervenakion Str. 15351 —
(twong duong Co so dong goi: Pallini Attiki, Greece;
Valaciclovir 500mg) fhtarmeit.henl A Pia chi Co s& dong goi:
nicrnationa Industrial ~ Park  Sapes,
Rodopi Perfecture, Block
No 5, Rodopi 69300, Greece
17 | Vcard-Am 80 + 5 Amlodipine besylate | Viénnén | Hop 4 vix 7 vién 520110976124 | Elpen Marathonos  AVE. 95,
6,9 mg tuong duong bao phim Pharmaceutical Pikermi  Attiki, 19009,
Amlodipine Smg; Co., Inc. Greece
Valsartan 80mg
18 | Vinflozin Duo Empagliflozin 12,5mg; | Viénnén | Hop 3 vix 10 vién, | 893110946024 | Cong ty 96 phan Thon Mau Thong - P. Khai
12,5 mg/1000mg Metformin bao phim | vi nhém-PVC hoic dugc pham Vinh Quang - TP.Vinh Yén -
hydrochlorid 1000mg nhém-nhom Phtic T. Vinh Phuc- Viét Nam
Ghi chu:

S6 dang ky 12 ky tir la s6 ding ky duoc cap méi hodc gia han theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 cua B¢ truong Bo Y té quy

dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc.




