| Co quan Bo Yt

N BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

) yg;ﬁgsélgiUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
Sb: 313 /QP-QLD Ha Ngi, ngdy 21 thang 05 nam 2024
QUYET PINH

Vé viéc cong bé Danh muc thudc biét duge goc - Pot 4 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;

Cén cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cua Chinh phii quy
dinhchirc nang, nhiém vy, quyén han va co cau té chire ciia BO Y té;

Can cir Théng tw so 08/2022/TT-BYT ngay 05/9/2022 ciia Bé truéng Bé Y
té quy dinh viéc ding ky leu hanh thudc, nguyén liéu lam thuéc;

Can cir Quyét dinh so6 1969/0D-BYT ngay 26/4/2023 ciia Bé trueong Bé Y
té quy dinh chikc néing, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Qudan 1y
Duoc thuée Bo Y té;

Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duroc.
QUYET PINH:

Piéu 1. Cong bd Danh muc 16 thude biét duge géc Pot 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.

Picu 3. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s& kinh doanh duoc va Giam ddc co sé ¢ thude néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu Diéu 3; »
- B¢ truéng Pao Hong Lan (dé b/c); .,;»;\f:,:" ’ Hg Ccyc TRUONG

- Thir truéng D6 Xuan Tuyén (dé b/c); as N

- Cuc trudng Vil Tudn Cuong (dé ble); / ’ \

- Cuc Quan 'Y - Bo Quédc phong; Cuc Y té - Bo Cong an; CL (v\
Y t& GTVT - B Giao thong vén tai; \\ «

- Téng cuc Hai quan - Bo Tai chinh; *\ ‘ i

- Bao hiém Xa hoi Viét Nam; N 2

- BO'Y té: Vu Phép ché, Cuc QLKCB, Thanh tra B;  Nguyén Thanh Lam

- Cac Vién: KN thuoéc TW, KN thuoc TP. HCM,;

- Trung tAm mua sam tap trung thudc quéc gia;

- Téng Cong ty Dugc Viét Nam- CTCP;

- Cé&c co so kinh doanh duoc;

- Cac Bénh vién & Vién co6 giwong bénh tryc thuoc B Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, BK (02b).




DANH MUC 16 THUOC BIET DUQC GOC POT 4 - NAM 2024

Phu luc

(Kém theo Quyét dinh-s6313 /OP-QLD ngay 21 /05 /2024 ciia Cuc Qudn Iy Duroc)

STT| Tén thudc Hoat chit/ Ham Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwéc san
lwgng Quy cach dong goi xuat
1 |Arduan Pipecuronium Bot dong kho pha | 599114012824 |Gedeon Richter Plc. Gyomrdi ut 19-21., Budapest, 1103,
bromide 4 mg tiém; (VN-19653-16) Hungary
Hop 25 lo thube +
25 lo dung mai 2mi
2 |Brexin Piroxicam 20mg Vién nén; 800110067623 |Chiesi Farmaceutici Via San Leonardo 96-43122 Parma,
(dudi dang Piroxicam |HOp 2 vi x 10 vién | (VN-18799-15) |S.p.a Italy
beta-cyclodextrin nén
191,2mgq)
3 |Cavinton Vinpocetine Dung dich tiém; 599110417523 |Gedeon Richter Plc. Gyomréi ut 19-21., Budapest, 1103,
10mg/2ml Hop 10 6ng x 2ml | (VN-9211-09) Hungary
4 |Ceclor Cefaclor (duéi dang | Vién nén bao phim | 800110020824 |ACS Dobfar S.P.A Via Laurentina km 24, 730-00071
Cefaclor monohydrate) |giai phéng cham; (VN-16796-13) Pomezia (Roma), Italy
375mg Hop 1 vi x 10 vién
5 |Diprivan Propofol 10mg/ml Nhil twong tiém 800114400123 |Corden Pharma S.P.A | Viale Dell’Industria 3, Caponago
hoic truyén tinh (VN-15720-12) MB, 1-20867, Italy
mach; Hop 5 dng x
20ml
6 |Diprivan Propofol 10mg/ml  |Nhii tuong 800114400223 |- Co s& san xuat: - bia chi co sé san xuat:
(1% wiv) tiém/truyén tinh (VN-17251-13) |Corden Pharma S.P.A Viale Dell’Industria 3, Caponago
mach; - Co so dong goi: MB, 1-20867, Italy
Hop 1 Bom tiém x AstraZeneca UK Ltd - bia chi co s¢ dong goi:
50ml Silk Road Business Park, Macclesfield,
Cheshire SK 10 2NA, UK
7 |Eumovate Clobetasone butyrate | Kem bdi ngoai da; | 500100028323 |Glaxo Operations UK Harmire road, Barnard castle,
cream (dudi dang micronised) |Hop 1 tuyp 5¢ (VN-18307-14) |Limited Durham, DL12 8DT, UK
0,05% (Kl/kl)
8 |Hidrasec Racecadotril 100mg |Vién nang cung; 300110000424 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
100mg Hop 2 vi x 10 vién; | (VN-21653-19) France

Hop 3 vi x 10 vién
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STT| Tén thudc Hoat chit/ Ham Dang bao ché; S6 ding ky Co sé san xut Pia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuit
9 |Hidrasec 10mg |Racecadotril Thude bot udng; 300110000524 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
Infants 10mg/goi Hop 16 goi (VN-21164-18) France
10 |Hidrasec 30mg |Racecadotril Thudc bot udng; 300110000624 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
Children 30mg/goi Hop 30 goi (VN-21165-18) France
11 |Hyalgan Natri hyaluronate Dung dich tiém VN-11857-11 |Fidia Farmaceutici S.p.A |Via Ponte Della Fabbrica, 3/A 35031
20mg/2ml trong khap; Abano Terme (PD) - Italy
Hop 1 bom tiém,
bom day san 2ml
12 |lressa Gefitinib 250mg Vién nén bao phim;| VN-21669-19 |- Co sé san xuat: - bia chi co sé san xuat:
Hop 1 tui nhdm x 3 Nipro Pharma 428 Okanouchi, Kagamiishi-machi,
vi X 10 vién Corporation, Kagamiishi |lwase-gun, Fukushima, 969-0401,
Plant Japan
- Co s¢ dong go: - bia chi co s¢ dong goi:
AstraZeneca UK Limited | Silk Road Business Park, Macclesfield,
- Co so kiémtrachat | Cheshire, SK10 2NA, UK
luong va xuat xuong 16: |- Pia chi co sé kiém tra chat lugng va
AstraZeneca AB xuat xuong 16:
Gartunavagen, 152 57 Sodertalje,
Sweden
13 |Plendil Felodipine 5mg Vién nén phong 730110068723 |AstraZeneca AB SE-151 85, Sodertalje, Sweden
thich kéo dai; (VN-20910-18)
Hop 1 chai 30 vién
14 |Sevorane Sevoflurane, Mdi chai | Dugc chat long 800114034723 |Abbvie S.r.l S.R. 148 Pontina Km 52, SNC -
250ml chua: nguyén chat ding | (VN-20637-17) Campoverde di Aprilia 04011 (LT),
Sevofluran 250ml de hit; Italy
Hop 1 chai 250ml
15 |Tarceva Erlotinib 100mg Vién nén bao phim;| VN2-582-17 |- Co s& san Xuat: - Pia chi co s¢ san xuat:

(dudi dang Erlotinib
hydrochloride
109,29mg)

Hop 3 vi x 10 vién

Delpharm Milano S.r.1
- Co s Xuat xuong:
F.Hoffmann - La Roche
Ltd.

Via Carnevale 1, 20054 Segrate (M),
Italy

- Pia chi co s& Xuat xuong:
Viaduktstrasse 33 4051 Basel,
Switzerland
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STT| Tén thudc Hoat chit/ Ham Dang bao ché; S6 ding ky Co sé san xut Pia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuit
16 |Tavanic Levofloxacin (dudi | Vién‘nén bao phim;| VN-19455-15 |Opella Healthcare 56, Route de Choisy, Compiegne,
dang Levofloxacin HOp 1 vi x 5 vién International SAS 60200, France
hemihydrate 512,46
mg) 500mg
Ghi chu:

- S6 dang ky 12 ky tw 1as6 dang ky dweoc cap méi hodc gia han theo quy d@inh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 cia Bé
trueng B Y té quy dinh Viée ding ky luu hanh thuéc, nguyén ligu 1am thuac.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truéc khi thude diroc gia han.
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