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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 14p — Tu do — Hanh phuc
S6: 2 /QP-QLD Ha Néi, ngay 03 thdng 01 nam 2024
QUYET PINH

Vé viéc cong bd Danh muc thudc c6 chirng minh
twong dwong sinh hoc Dot 1 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoe s6 105/2016/QHI13 ngay 06 thang 4 nam 2016;

Can cit Nghi dinh 56 95/2022/ND-CP ngay 15 thdang 11 ndam 2022 ciia Chinh phii
quy dinh chitc ndng, nhiém vu, quyén han va co cau t6 chire ciia Bg Y té;

Can cir Thong tu 56 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua B¢ truong
Bo Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1969/QD-BYT ngay 26/04/2023 ciia BS trucéng B Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy dwoc thuoc
Bo Y té;

Can cir y kién ciia Hoi dong tw van cap gidy dang ky heu hanh thude, nguyén liéu
lam thuéc BoY té:

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

QUYET PINH:
Piéu 1. Cong bd Danh muc 22 th,u(*)c c6 ching minh twong duong sinh hoc Dot
1 - Nam 2024 tai Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam déc SO Y té; Giam dbc bénh vién, vién co girong bénh truc thudc
B6 Y té; Giam ddc co s& san xuit thube c6 thube duoc cong b6 tai Diéu 1 va Thu truong
cac don vi co 1ién quan chiu trach nhi¢m thi hanh Quyét dinh nay./.

Noi nhgn: KT.CUC TRUONG
- Nhu Bicu 3; . i = 111.{0 CUyC TRUONG

- Bo truong Bao Hong Lan (d€ b/c);

- Thu truong DS Xuan Tuyén (dé b/c);

- Cuc trudng Vii Tudn Cuodng (dé b/c);

- Bao hiém x4 hoi Viét Nam;

- Cuc Quén y - B6 Qudc phong;

-CucyY té - B6 Cong an;

- Cuc Y té giao thong van tai - Bo GTVT;
-Bd Y té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh Nguyen Thanh Lam
tra BO, Vu PC, Vu BHYT, Vu KHTC;

- Vién KN thubc TU, Vién KN thuéc TP. HCM;

- Hiép hoi Doanh nghlep duoc Viét Nam,;

- Trung tAm mua sdm tap trung thudc QG;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN;

P.QLGT, VPC;

- Website cua Cuc QLD;

- Luu: VT, BKT (02 ban).
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Phu luc

DANH MUC 22 THUOC CO CHUNG MINH TUONG PUONG SINH HQC POT 1 - NAM 2024

(Kém theo Quyét dinh so

2 /OD-QLD ngay 03 / 01

/2024

cua Cuc Quan ly Duoc)

ST Tén thudc Hoat chat Dang bao Quy cach So dang ky Co sé san xuat Dia chi co sé san xuat
T ché dong goi
1 Alfutor Er Tablets 10mg | Alfuzosin Viénnén gidi | Hop 3 vix 10 | 890110437723 | Torrent Indrad-382 721, Tal:
hydrochloride 10mg phong kéo vién Pharmaceuticals Kadi, City: Indrad, Dist:
dai Limited Mehsana, India
2 AmloAPC Amlodipin (dudi dang | Vién nang Hop3vix 10 | 893110449123 | Cong ty Co6 Phan | Khu cong nghiép Nhon
amlodipin besilat) cing vién Duoc Pham | Trach 3, Thi tran Hiép
Smg Ampharco U.S.A Phuée, huyén Nhon
Trach, tinh Péng Nai,
Viét Nam
3 Amlodipine/Atorvastatin | Amlodipin (dang Viénnén bao | Hop 4 vix 7 840110183223 | Laboratorios Ronda de Valdecarrizo,
Normon 5mg/10mg film | besylat 6,95mg) 5Smg; | phim vién Normon, S.A. 6, 28760 Tres Cantos
coated tablets Atorvastatin (dang (Madrid), Spain
mudi calci trihydrat
10,86mg) 10mg
4 | Amoxicillin 250mg Amoxicillin (dudi Thudc cdm | Hop 12 géix | 893110418523 | Cong ty Cod phan | S6 04, DPuong 30/4,
dang amoxicillin pha hon dich | 950 mg Dugc Pham | Phuong 1, TP. Cao
trihydrat powder) ubng Imexpharm Lanh, tinh Dong Thap,
250mg Viét Nam
5 | Bosfuxim 250 Cefuroxim (dudi dang | Viénnénbao | Hop 1 vix 10 | 893110450423 | Cong ty CO phan | S6 43 duong s6 8, khu
cefuroxim axetil) phim vién; Hop 2 vi Dugc pham Boston | cong nghiép Viét Nam -
250mg x 10 vién; Hop Viét Nam Singapore, Phuong
5vix 10 vién; Binh Hoa, thanh phé
Hop 10 vix 10 Thuan An, tinh Binh
vién Duong, Viét Nam
6 | Docifix 200mg Cefixim (duéi dang | Viénnénbao | Hop2 vix 10 | 893110354923 | Cong ty CO phan | SO 66, Quoc 16 30,

Cefixim trihydrat)
200mg

phim

vién; Hop 10
vi x 10 vién;
Hop 20 vix 10
vién; Chai 100
vién

XNK Y té Domesco

Phuong My Phu, Thanh
pho Cao Lénh, tinh
bong Thap, Viét Nam




3

ST Tén thudc Hoat chat Dang bao Quy cach So ding ky Co sé san xuat Pia chi co sé san xuit
T ché dong goi
7 Duotrol Metformin Vién nén bao | Hop 10 vix 10 | 890110430723 | USV Private Limited | H-13, 16, 16A, 17, 18,
Hydrochloride 500mg; | phim vién 19, 20, 21 & E-22,
Glibenclamide O.1D.C, Mahatma
(micronised) Smg Gandhi Udyog Nagar,
Dabhel, Daman -
396210, India
8 Felodipine STELLA Felodipine 2,5mg Vién nén bao | Hop 10 vix 10 | 893110461923 | Cong ty TNHH Lién | S5 40 dai 16 Ty Do, Khu
2.5mg retard phim phong | vién Doanh Stellapharm — | cong nghi¢p Viét Nam -
thich kéo dai Chi nhénh 1 Singapore, Phuong An
Pht, Thi x4 Thuan An,
Tinh Binh Duong, Viét
Nam
9 Flotral Alfuzosin Viénnén gidi | Hop 1 vix 10 | 890110437523 | Sun Pharmaceutical | Village Ganguwala,
hydrochloride 10mg phong co vién Industries Limited Paonta Sahib, District
kiém soat Sirmour, Himachal
Pradesh — 173 025,
India
10 | Glutowin Plus Glibenclamide Smg, Viénnén bao | Hop 3 vix 10 | 890110435723 | Micro Labs Limited | No.92 Sipcot Industrial
Metformin phim vién Complex, Hosur-635
hydrochloride 1000mg 126, Tamil Nadu, India
11 | Laclomez Clarithromycin 500mg | Vién nén bao | Hop 1 vix 10 | 890110432823 | Gracure E-1105, RIICO
phim vién Pharmaceuticals Ltd. | Industrial Area, Phase-
III, Bhiwadi, Alwar
(Rajasthan), India
12 | Lamivudine SaVi 100 Lamivudin 100mg Viénnénbao | Hop3vix 10 | VD-34229-20 |Céng ty CO6 phan |Lo Z.01-02-03a KCN
phim vién Dugc pham SaVi trong KCX Tan Thuén,
phuong Tan Thuén
Pong, quan 7, Tp.
HCM, Viét Nam
13 | Mebikol Methylprednisolon Vién nén Hop 3 vix 10 | VD-19204-13 | Chinhanh Congtyco | Lo III — 18, duong sb
4mg vién phan Dugc pham va | 13, khu coéng nghiép
Sinh hoc y té Tan Binh, quin Tén

Pha, TP. H6 Chi Minh,
Viét Nam
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ST Tén thudc Hoat chat Dang bao Quy cach So ding ky Co sé san xuat Pia chi co sé san xuit
T ché dong goi
14 | Metformin XR 500 Metformin Vién nén Hop3vix 10 | 893110455523 | Cong ty c6 phan|S6 27, Nguyén Chi
hydrochloride 500mg | phong thich | vién; HOp 6 vi Duoc pham | Thanh, Khom 2,
kéo dai x 10 vién; Hop TV.Pharm Phuong 9, Thanh phd
10 vi x 10 vién Tra Vinh, Tinh Tra
Vinh, Viét Nam
15 | Oxefam 250 Clarithromycin 250mg | Viénnén bao | Hop 1 vix 10 | 890110142523 | Acme Formulation | Ropar Road, Nalagarh,
phim vién Pvt. Ltd. Distt.  Solan, H.P.
174101, India
16 | Revole Esomeprazol (dudi Vién nang Hop 2 vix 7 VN-19771-16 | RV Lifesciences | H-19, MIDC Waluj
dang esomeprazol cing vién Limited Aurangabad  431133-
magnesi trihydrat hat India
bao tan trong rudt)
40mg
17 | Sitaglo 100 Sitaglipin (dudi dang | Viénnén bao | Hop 3 vix 10 | VN-18985-15 | RV Lifesciences | Plot No. H19, MIDC
sitagliptin phosphat phim vién Limited Area Waluj Aurangabad
monohydrat) 100mg 431133, Mabharashtra
State, India
18 | Sitomet 50/500 Metformin Viénnénbao | Hop3 vix 10 | 893110451023 | Cong ty CO6 phan | SO 43 dudng s6 8, khu
hydroclorid 500mg; phim vién; Hop 5 vi Dugc phdm Boston | cong nghiép Viét Nam -
Sitagliptin (dudi dang x 10 vién; Hop Viét Nam Singapore, Phuong
sitagliptin phosphat 10 vi x 10 vién Binh Hoa, thanh phd
monohydrat) 50mg Thuan An, tinh Binh
Duong, Viét Nam
19 | Sitomet 50/850 Metformin Viénnénbao | Hop3 vix 10 | 893110451123 | Cong ty CO6 phan | SO 43 duong s6 8, khu
hydroclorid 850mg; phim vién; Hop 5 vi Dugc phdm Boston | cong nghiép Viét Nam -
Sitagliptin (dudi dang x 10 vién; Hop Viét Nam Singapore, Phuong
sitagliptin phosphat 10 vi x 10 vién Binh Hoa, thanh phd
monohydrat) 50mg Thuan An, tinh Binh
Duong, Viét Nam
20 | Trivedon-MR Trimetazidine Vién nén bao | Hop 10 vix 10 | 890110123023 | M/s Cipla Ltd Plot No. L-139 to L-
dihydrochloride 35mg | phim phong | vién 146, Verna Industrial
thich kéo dai Estate, Verna-Goa,

India
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ST Tén thudc Hoat chat Dang bao Quy cach So ding ky Co sé san xuat Pia chi co sé san xuit
T ché dong goi
21 | TV.Amlodipin 5 Amlodipin (dud¢i dang | Vién nang Hop3vix 10 | 893110455623 | Cong ty c6 phan|S6 27, Nguyén Chi
amlodipin besilat) cung vién; Hop 10 Duoc pham | Thanh, Khom 2,
Smg vi x 10 vién; TV.Pharm Phuong 9, Thanh phd
Hop 20 vix 10 Tra Vinh, tinh Tra Vinh,
vién Viét Nam
22 | Wonfixime 100 Cefixime (dudi dang | Vién nang Hop 1 vix 10 | 893110420923 | Cong ty TNHH Phil | S6 20, Pai 16 Hitu Nghi,
cefixime trihydrat) cing vién; Hop 10 Inter Pharma KCN  Vigt  Nam-

100mg

vi x 10 vién

Singapore, Thuin An,
Binh Duong, Viét Nam
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