. Ky boi: Cuc Quan
1y Dugc 3
| Coquan: B Y t&
] Ngay ky: 21-05-

BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phuc
Sb: 314 /QP-QLD Ha Néi, ngay 21 thdng o5 nam 2024
QUYET PINH

Vé viéc cong bd Danh muc thudc c6 chirng minh
twong dwong sinh hoc Dot 4 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC

Can' civ 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 26/04/2024 ciia BY truéng B Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy dwoc thugc
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 31 th,u(*)c c6 ching minh twong duong sinh hoc Dot
4 - 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 c6 lién quan chiu trach nhi¢m thi hanh Quyét dinh nay./.

Noi nhn: KT.CUC TRUONG
- Nhu Diéu 3; 7 2
- Bo truong Pao Hong Lan (dé b/c); IEO cyc TRUONG
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- 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 vén tai - BO GTVT;

-BO Y té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh
tra B, Vu PC,,Vu BHYT, Vu KHT,C; Nguyén Thanh Lam
- Vién KN thuoc TU, Vién KN thuoc TP. HCM;

- Hiép hoi Doanh nghiép 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).




Phu luc

DANH MUC 31 THUOC CO CHUNG MINH TUONG PUONG SINH HQC POT 4 - NAM 2024

(Kém theo Quyét dinh'sé 314  /OP-OLD ngay 21 /05 /2024 ciia Cuc Qudn Iy Duoc)
STT Tén thudc Hoat chat Dang bao Quy cach S6 ding ky Co sé san xuat Pia chi co s6 san xuét
ché dong goi
1 | Ambig Azithromycin (dudi dang Vién nén | Hop 1 vi x 3| 560110117924 | Sofarimex - Industria | Avenida das Industrias —
azithromycin dihydrate) bao phim vién Quimica e Alto de Colaride - Agualva
500mg Farmacéutica, S.A. 2735-213 Cacém, Portugal
(Fab.)
2 | Bepromatol 2.5 Bisoprolol fumarat 2,5mg Vién nén | Hop 3 vi x 10 | VD-25710-16 | Cong ty cb phan S6 521, khu phd An Loi,
bao phim vién; Chai 50 duoc phém Me Di phuong Hoa Loi, thi xa Bén
vién; Chai 100 Sun Cat, tinh Binh Duong, Viét
vién; Chai 200 Nam
vién
3 | Biceclor 250 Cefaclor (dudi dang Vién nang | Hop 1 vi x 12| VD-31210-18 | Cong ty c6 phan Thoén Thach Loi, xa Thanh
Cefaclor monohydrat) cung vién duoc phém Trung Xuan, huyén Soc Son, TP.
250mg uong | - Pharbaco Ha No1i, Viét Nam
4 | Bicefi 100mg/5ml Cefixime 100mg/5ml Botphahdn | Hop 1 chai | 868110123324 | Pharmavision San ve | Davutpasa Caddesi No.145,
dich ubng 50ml Tic. A.S Topkapt, Istanbul, Turkey
5 | Carbocisteine 375mg | Carbocisteine (micronized) | Vién nang | Hop 1 vi x 10 | 890100125624 | Flamingo Plot No.NPH-1, Sector
Capsules 375mg cung vién; HOp 3 vix Pharmaceuticals Ltd | Specific Sez Krushnur,
10 vién; Hop 5 MIDC, Nanded - (Unit II)
vi x 10 vién; Nanded - 431709,
Hop 10 vi x 10 Maharashtra State, India
vién
6 | Cardisav 10/160 Amlodipin (duéi dang Vién nén | Hop 3 vi x 10 | 893110230324 | Cong ty cb phan L6 Z01-02-03a, Khu Cong
Amlodipin besilat) 10mg; bao phim vién duoc pham SaVi nghiép trong Khu Ché xuat
Valsartan 160mg (SAVIPHARM Tan Thuan, Phuong Tan
J1.S.0) Thuan Bong, Quan 7,

Thanh phé H6 Chi Minh,
Viét Nam




STT Tén thudc Hoat chat Dang bao Quy cach S6 ding ky Co sé san xuat Dia chi co sé san xuit
ché dong goi
7 | Cefaclor 375 mg Cefaclor (dudi dang Vién nén | Hop 1 vi x 10 | 893110235424 | Cong ty co phan tap | Thon Ba Khé, xa Tan Tién,
cefaclor monohydrate) bao  phim | vién; Hop 2 vix doan Merap huyén Van Giang, tinh
375mg giai  phong | 10 vién; Hop 3 Hung Yén, Viét Nam
cham vi x 10 vién
8 | Cefichew 200 Cefixim Vién nhai Hop 1 vi x 10 | 890110124224 | Maxim Plot No. 11&12, Gat No.
vién Pharmaceuticals Pvt. | 1251-1261, Alandi-Markal
Ltd. Road, Markal Khed, Pune
412 105, Maharashtra State,
India
9 | Cefixime 200mg Cefixim (dudi dang Vien nén | Hop 1 vi x 10 | 893110027224 | Cong ty Co Phan T4 dan phd s6 4, P. La Khé,
Cefixim trihydrat) 200mg phan tan vién; Hop 2 vi x Duoc Pham Ha Tay | Q. Ha Pong, TP. Ha Noi,
10 vién Viét Nam
10 | Diasi-Met Sitagliptin (dudi dang Vién nén | Hop 3 vi x 10 | 893110231224 | Chi nhanh Cong ty L6 M1, duong N3, khu
50mg/1000mg Sitagliptin phosphate bao phim vién 6 phan duoc phdm | cong nghiép Hoa X4,
64,25mg) 50mg; Metformin Truong Tho phudng Loc Hoa, thanh phd
hydrochloride 1000mg Nam DPinh, tinh Nam Dinh,
Viét Nam
11 | Fastcort 8§ mg Methylprednisolon 8mg Vién nén Hop 1 vi, 3 vi, 5 | 893110244024 | Cong ty c6 phan S6 167 duong Ha Huy Tap,
vi, 10 vi x 10 Duoc Ha Tinh phuong Nam Ha, thanh phé
vién; Hop 1 1o x Ha Tinh, tinh Ha Tinh, Viét
100 vién, 200 Nam
vién
12 | Firstlexin 500 Cephalexin (dudi dang Vién nang | Hop 2 vi x 10| VD-34263-20 | Cong ty c6 phan Thanh Xuan, So6c Son, TP.
Cephalexin monohydrat cung vién; Hop 10 vi duoc phém Trung Ha No1i, Viét Nam
compacted) 500mg x 10 vién uong I - Pharbaco
13 | Furacin 125 Cefuroxim (dudi dang Thudc com | Hop 10 goi, 20 | 893110026524 | Cong ty c6 phan 150 dwong 14/9, Phuong 5,
cefuroxim axetil) 125mg pha hén | goi x 3g dugc pham Ciru Thanh phd Vinh Long,
dich udng Long Tinh Vinh Long, Viét Nam
14 | Galsya 8mg Galantamin hydrobromid Vién nang | Hop 2 vi x 14 | 383110124524 | KRKA, d. d., Novo Smarjeska cesta 6, 8501

Prolonged-release
capsules, hard

8mg

cing  gidi
phong kéo
dai

vién

mesto

Novo mesto, Slovenia




STT Tén thudc Hoat chat Dang bao Quy cach S6 ding ky Co sé san xuat Dia chi co sé san xuit
ché dong goi
15 | Golatadin 60 MR Gliclazid 60mg Vién nén | Hop 2 vi x 15 | 893110230924 | Cong ty c6 phan Thon Thach Léi, xd Thanh
gidi phong | vién dugc pham Trung Xuan, huyén Soc Son,
bién ddi uong I - Pharbaco thanh phé Ha Noi, Viét
Nam
16 | Hasanlor 5 Amlodipin besylat 7mg Vién nén Hop 03 vi x 10 | 893110237924 | Cong ty TNHH Puong s6 2, Khu cong
(trong duong amlodipin vién; Hop 10 vi Hasan - Dermapharm | nghiép Péng An, phuong
Smg) x 10 vién Binh Hoa, thanh phd Thuin
An, tinh Binh Duong, Viét
Nam
17 | Irbevel 150 Irbesartan 150mg Vién nén | Hop 03 vi x 14 | 893110238524 | Cong ty TNHH lién | Lo B, Puong s6 2, Khu
bao phim vién; Hop 05 vi doanh Hasan - cong nghiép Pong An,
x 14 vién; Hop Dermapharm phuong Binh Hoa, thanh
10 vi x 14 vién phé Thuan An, tinh Binh
Duong, Viét Nam
18 | Irbevel 300 Irbesartan 300mg Vién nén | Hop 03 vi x 14 | 893110238624 | Cong ty TNHH lién | Lo B, Puong s6 2, Khu
bao phim vién; Hop 05 vi doanh Hasan - cong nghiép Dé)ng An,
x 14 vién; Hop Dermapharm phuong Binh Hoa, thanh
10 vi x 14 vién phé Thuan An, tinh Binh
Duong, Viét Nam
19 | Irbevel 75 Irbesartan 75mg Vién nén | Hop 03 vi x 10 | 893110238724 | Cong ty TNHH lién | Lo B, Puong s6 2, Khu
bao phim vién; Hop 05 vi doanh Hasan - cong nghiép Pong An,
x 10 vién; Hop Dermapharm phuong Binh Hoa, thanh
10 vi x 10 vién phé Thuan An, tinh Binh
Duong, Viét Nam
20 | Lirystad 75 Pregabalin 75mg Vién nang | Hop 4 vi x 7| 893110390223 | Cong Ty TNHH S6 40 dai 160 Tu Do, Khu
cung vién; Hop 2 vi, | (VD-31397- | Lién Doanh cong nghi¢p Viét Nam -
4 vix 14 vién 18) Stellapharm - Chi Singapore, Phuong An Phu,
nhanh 1 Thanh phé Thuan An, Tinh
Binh Duong, Viét Nam
21 | Methylprednisolon Methylprednisolon 16mg Vién nén Hop 10 vi x 10 | VD-17003-12 | Cong ty co phan Thon Thach Léi, xd Thanh
16mg vién dugc pham Trung Xuan, huyén Soc Son, TP.
uong [ - Pharbaco Ha No6i, Viét Nam
22 | Metsav 750 XR Metformin hydrochloride Vién nén | Hop 2 vi x 15 | 893110230424 | Cong ty cb phan L6 Z01-02-03a, Khu Cong
750mg phong thich | vién duoc pham SaVi nghiép trong Khu Ché xuat
kéo dai Tan Thuan, Phuong Tan




STT Tén thudc Hoat chat Dang bao Quy cach S6 ding ky Co sé san xuat Dia chi co sé san xuit
ché dong goi
(SAVIPHARM Thuén Bong, Quén 7,
J.S.0) Thanh phé H6 Chi Minh,
Viét Nam
23 | Moquin tab Moxifloxacin (duéi dang Vien nén|Hop 1 vi x 5| VD-23843-15 | Cong ty Co phan 166 - 170 Nguyén Hug,
moxifloxacin HCI) 400mg | bao phim vién Pymepharco Thanh phd Tuy Hoa, tinh
Pha Yén, Viét Nam
24 | Myeromax 500 Azithromycin (dudi dang Vién  nén | Hop 01 vi x 03 | 893110237124 | Cong ty Lién doanh | 6A3, qudc 16 60, phuong
Azithromycin dihydrate) bao phim vién; Hop 10 vi Meyer - BPC Phu Tan, thanh ph6 Bén
500mg x 03 vién Tre, tinh Bén Tre, Viét
Nam
25 | Nebivolol STADA Nebivolol (dudi dang Vién nén Hop 1 vi x 14 | VD-35275-21 | Cong ty C6 phan 166 - 170 Nguyén Hug,
10 mg Nebivolol hydroclorid vién; Hop 3 vi, Pymepharco Thanh phé Tuy Hoa, tinh
10,9mg) 10mg 5vix 10 vién Phu Yén, Viét Nam
26 | Stadeltine Levocetirizin dihydroclorid | Vién  nén | Hop 01 vi x 10 | 893100338723 | Cong Ty TNHH Sb 40 dai 16 Tu Do, Khu
Smg bao phim vién; Hop 05 vi | (VD-27542- | Lién Doanh cong nghiép Viét Nam -
x 10 vién; Hop 17) Stellapharm - Chi Singapore, Phuong An Phu,
1 chai 100 vién nhanh 1 Thanh phé Thuan An, Tinh
Binh Duong, Viét Nam
27 | Vashasan MR Trimetazidin dihydroclorid | Vien  nén | Hop 03 vi x 30 | 893110238024 | Cong ty TNHH Puong s6 2, Khu cong
35mg bao  phim | vién; Hop 06 vi Hasan - Dermapharm | nghiép Pong An, phudng
tic  dung | x 30 vién Binh Hoa, thanh ph6 Thuan
kéo dai An, tinh Binh Duong, Viét
Nam
28 | Vifucef 200 Cefixim (dudi dang cefixim | Vién nén | Hop 2 vi x 10 | 893110044124 | Cong ty Co phan L6 27, Khu cong nghiép
trihydrat) 200mg phan tan vién Duoc pham Trung Quang Minh, thj tran
uong 2 Quang Minh, huyén Mé
Linh, thanh phé Ha Noi,
Viét Nam
29 | Vikonon Venlafaxin hydroclorid Vién nang | Hop 3 vi x 10| 520110122524 | Pharmathen SA Dervenakion 6, Pallini
42,43mg tuong duong giai  phong | vién Attiki, 15351, Greece
venlafaxin 37,5mg kéo dai
30 | Vikonon Venlafaxin hydroclorid Vién nang | Hop 3 vi x 10 | 520110122424 | Pharmathen Industrial Park Sapes

84,86mg tuong duong
venlafaxin 75mg

giai  phong
kéo dai

vién

International SA

Rodopi Prefecture, Block




STT Tén thudc Hoat chat Dang bao Quy cach S6 ding ky Co sé san xuat Dia chi co sé san xuit
che dong goi
No 5, Rodopi, 69300,
Greece
31 | Vipredni 16 mg Methylprednisolon 16mg Vién nén Hop 03 vi x 10 | 893110238124 | Cong ty TNHH Puong sé 2, Khu cong

vién; Hop 10 vi Hasan - Dermapharm | nghiép Doéng An, phuong

x 10 vién Binh Hoa, thanh ph6 Thuan
An, tinh Binh Duong, Viét
Nam, Viét Nam

Ghi chu:

- 86 dang ky 12 ky tw la s6 dang ky dwege cap mdi hodc gia han theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bé
trwomg Bo Y té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thuéc.

- §6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thude dwoc gia han.
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