BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap — Tu do — Hanh phic
S6: 486 /QD-QLD Ha Néi, ngdy 16thdng 0Tndam 2024
QUYET PINH

Vé viéc cong bé Danh muc thude ¢6 chirng minh
twong dwong sinh hgc Dot 6 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duwoc s6 105/2016/0QH13 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 chirc nang, nhiém vy, quyén han va co cau té chire ciia B3 Y té;

Can cir Thong tw sé6 08/2022/TT-BYT ngay 05 thang 9 niam 2022 ciia B trucng
B$ Y té quy dinh viéc dang k)5 lww hanh thuoc, nguyén liéu lam thudc;

Can cir Quyét dinh sé 1 969/0D-BYT ngay 26/04/2024 cua B truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan 1y duoc
thudc Bo Y té;

Can cir y kién cua Hoi dong tw van cap gidy dang ky heu hanh thudc, nguyén
lieu lam thuoc Bo Y té;
Theo dé nghi ciia Trieéng phong Péng ky thuéc - Cuc Qudn Iy Duoc.
QUYET PINH:

Diéu 1. Cong bd kém theo Quyét dinh nay Danh myc thudc c6 tai lidu chimg
minh tuong duong sinh hoc Dot 6 - Nam 2024 gom 13 thudc.

Piéu 2. Quyét dinh nay co hiéu lwc ké tir ngdy ky ban hanh.

Piéu 3. Giam dbc S¢' Y té céc tinh, thanh phé truc thudc Trung wong, cac co so
kinh doanh duoc va Gidm doc co so ¢6 thudc néu tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc

DANH MUC 13 THU()C co CHITNG MINH TUONG PUONG SINH HQOC POT 6 - NAM 2024
(Kem theo Quyet dinh so 486 /OD-QLD ngay 16 /07 /2024 cua Cuc Quan ly Duoc)

STT Tén thudc Hoat chat, ham Dang Quy cach S6 diing ky Co s6 san xuat Pia chi co sé san xuit
lwgng bao ché dong goi
1 | Amlodac-VL | Amlodipin (dudi dang | Viénnén | Hop 3 vi x 10 | 890110357224 | Zydus Kundaim Industrial Estate,
5/160 Amlodipin Besylat) bao phim | vién Lifesciences Plot No. 203-213, Kundaim,
Smg, Valsartan 160mg Limited Go0a-403 115, India
2 | Bostoken 200 | Cefixim (dudidang | Viénnén | Hop 01 vi x 10 | 893110116123 | Cong ty Co phan | S6 43 duong so 8, khu cong
Cefixim trihydrat) bao phim | vién; Hop 02 Dugc pham nghi¢p Vit Nam -
200mg vi x 10 vién; Boston Vi¢t Nam | Singapore, Phuong Binh
Hop 05 vix 10 Hoa, Thanh phé Thuan An,
vién, Hop 10 Tinh Binh Duong, Viét
vi x 10 vién Nam
3 Cefuroxime Cefuroxim (dudi dang | Viennén | Hop 2 vi x 5| 893110271224 | Chi nhanh 3 - S4 22, duong s6 2, khu cong
500 mg cefuroxim axetil) bao phim | vién Cong ty Co phan |nghiép Viét Nam -
500mg Duoc pham Singapore II, phuong Hoa
Imexpharm tai Phu, thanh phé Thu Dau
Binh Duong Mot, tinh Binh Duong, Viét
Nam
4 | Desweet Metformin Viénnén | Hop 3 vi x 10 | 893110292924 | Cong ty TNHH | Khu A, s6 18, duong s6 09,
50/1000 hydrochloride bao phim | vién, Hop 6 vi BRYV Healthcare | Ap 2A, Xa Tan Thanh Tay,
1000mg; Sitagliptin x 10 vién, Hop Huyén Cu Chi, thanh phd
(Dudi dang Sitagliptin 10 vi x 10 vién Hb Chi Minh, Viét Nam
phosphate 64,25mg)

50mg




STT | Tén thudc Hoat chit, ham Dang Quy cach S6 diing ky Co so san xuat | Dija chi co so san xuit
lwgng bao ché | dong goi
5 | Fixef Cefixime (dudi dang | Thudc Hop 1 chai 868110348124 | Deva Holding Cerkezkoy Organize Sanayi
100mg/5Sml Cefixime trihydrate bot pha A.S. Bolgesi, Karaagac Mah.,
Dry powder 22,384mg) 20mg hon dich Ataturk Cad., No:32
for Pediatric ubng Kapakli-Tekirdag, Turkey
Oral
Suspension
6 | ForminHasan | Metformin Viénnén | Hop 03 vix 15 | 893110296924 | Cong ty TNHH | L6 B, Pudng s6 2, Khu cong
XR 500 hydroclorid 500mg phong vién; Hop 05 lién doanh Hasan | nghiép Pdong An, phudng
thichkéo | vi x 15 vién; - Dermapharm Binh Hoa, thanh phé Thuan
dai Hop 10 vix 15 An, tinh Binh Duong, Viét
vién Nam
7 | Gliclazide Gliclazid 40mg Viénnén | Hop 2 vi x 14 | 890110352424 | Flamingo Plot No.NPH-1Sector
Tablets BP vién; Hop 3 vi Pharmaceuticals | Specific Sez Krushnur,
40mg x 10 vién; Hop Ltd MIDC, Nanded (Unit II),
6 vix 10 vién Nanded - 431709,
Maharashtra State, India
8 | Gliclazide Gliclazid 80mg Viénnén | Hop 2 vi x 14 | 890110352524 | Flamingo Plot No.NPH-1Sector
Tablets BP vién; Hop 3 vi Pharmaceuticals | Specific Sez Krushnur,
80mg x 10 vién; Hop Ltd MIDC, Nanded (Unit II),
6 vix 10 vién Nanded - 431709,
Maharashtra State, India
9 | Gogo 100 Cefixim (dudi dang | Thudc | Hop 10 goi x | 893110274224 | Cong ty c6 phan | S6 521, Khu phd An Loi,
cefixim trihydrate botpha | 2g; Hop 20 gobi dugc pham Me phuong Hoa Loi, thi x4 Bén
111,92mg) 100mg hon dich |x 2g Di Sun Cat, tinh Binh Duong, Viét

uong

Nam




STT | Tén thudc Hoat chit, ham Dang Quy cach S6 diing ky Co so san xuat | Dija chi co so san xuit
lwgng bao ché | dong goi
10 | Imeclacin Clarithromycin 500mg | Viénnén | Hop 2 vi x 7| 893110272324 | Cong ty c6 phan | S6 04, Pudng 30/4, Phuong
bao phim | vién, Hop 3 vi duoc phém I, TP.Cao Lanh, Tinh Déng
x 10 vién Imexpharm Thap, Viét Nam
11 | Metsav 1000 | Metformin Viénnén | Hop 3 vi x 10 | 893110276924 | Cong ty ¢ phan | L6 Z01-02-03a, Khu Cong
XR hydrochloride 1000mg | phong vién dugce pham SaVi | nghiép trong Khu Ché xuit
thich kéo (SaVipharm Tan Thuan, Phuong Tan
dai J.S.0) Thuan Boéng, Quan 7, Thanh
phd HO Chi Minh, Viét Nam
12 | Stefamlor 5/10 | Amlodipine (duoi Viénnén | Hop 3 vi x 10 | 893110298824 | Cong ty TNHH SO 40 dai 16 Ty Do, Khu
dang amlodipine bao phim | vién Lién Doanh cong nghiép Viét Nam -
besilate 6,94mg) Smg; Stellapharm - Singapore, Phuong An Phu,
Atorvastatin (dudi Chi nhanh 1 Thanh phd Thuin An, Tinh
dang atorvastatin Binh Duong, Viét Nam
calcium trihydrate
10,90mg) 10mg
13 | Yacapen XR Metformin HCI Viénnén | Hop 3 vi x 10| 893110293824 | Congty TNHH | L6 EBS, dudng sé 19A, Khu
100mg/1000mg | 1000mg, Sitagliptin bao phim | vién, Hop 6 vi DRP Inter cong nghiép Hiép Phudc,
phosphate giai x 10 vién, Hp Xa Hi¢p Phude, Huyén Nha
monohydrate (twong | phong 10 vi x 10 vién B¢, TP. HO6 Chi Minh, Viét
duong 100mg cham Nam

Sitagliptin) 128,5mg




