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QUYET PINH

Yé viéc ban hanh danh muyc 317 thudc nuwéc ngoai
dwgre cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 121

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016,

Can cw Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia B Y té;

Can cir Quyét dinh sé 1969/0P-BYT ngay 26/4/2023 ciia Bé truong Bo Y té quy
dinh c}gdfc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan ly Duoc thuoc
Bo Yte;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truwong B Y té quy
dinh viéc dang ky lwu hanh thuéc, nguyen li¢u lam thuoc

Can cir két lugn cua Hoi déng tw van cdp glay dang ky luu hanh thude, nguyén
liéu lam thudc - Bo Y té dot 121 tai Cong van so 70/HDTV-VPHD ngay 17/07/2024
cia Vin phong Héi dong tw van cdp GDKLH thude, nguyén liéu lam thuoc;

Theo dé nghi ciia Triwéng phong Pang ky thuée - Cuc Qudan Iy Durorc.

QUYET PINH:

Dléu 1. Ban hanh kem theo Quyét dinh nay danh muc 317 thudc nudc ngoai
dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 121, cu thé:

1. Danh myc 138 thudc nuéc ngoai duoc cap gidy ding ky luu hanh hiéu lyc 05
nam - DBot 121 (tgi Phu luc I kem theo).

2. Danh muc 04 thudc nudc ngoai dugc cap gidy ding ky Iwu hanh hiéu luc 03
nam - Dot 121 (tai Phu luc Il kem theo).

3. Danh muc 152 thudc nuéc ngoai duoc gia han gidy dang ky luu hanh hiéu
lyc 05 nam — Dot 121 (Phu luc 11l kéem theo).

4. Danh muc 22 thudc nude ngoai duoc gia han gidy dang ky luu hanh hiéu lyc
03 nam — Dot 121 (Phu luc IV kém theo).

5. Danh muc 01 thudc nudc ngoai duoc gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 121 (Phu luc V kém theo)

Piéu 2. Co so san xuit va co so ding ky thudc ¢ trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo ding cac ho so, tai liéu da ding
ky v6i BO Y té va phai in hodc dan sé ding ky duwoc Bo Y té cip 1én nhén thude.

2. Chip hanh day du phap luat ctia Viét Nam va céc quy dinh cta Bo Y té vé
san xuét, nhap khéau thudc va luu hanh thude tai Viét Nam, néu c6 bat cu thay doi gi
trong qua trinh luu hanh thude & nudce so tai va & Viét Nam thi phai bao cdo ngay cho
Cuc Quan 1y Dugc - B6 Y té Viét Nam.

3. Thyc hién vi€c cép nhat tiéu chuén chét luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thudc, Thong tu so 03/2020/TT-BYT ngay 22/01/2020
cua By truong BO Y té stra doi, bd sung mot sd diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thude va to huéng dan sir dung thubc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B truong BO Y té quy dinh ghi nhan thudc,



nguyén li¢u lam thudc va td hudéng dan sir dung thude theo hinh thirc thay ddi, bo sung
gidy dang ky luu hanh thude quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té ddi voi thude chua cap nhat ndi dung nhan thudc, to huéng dan
sir dung thudc theo quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 ciia Bo
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va to huéng dan st dung thuoc) phai nhap khau va luu hanh véi cac
ndi dung da dugc phé duyét thay d6i trong ho so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liu 1am thudc. Trong truong hop
khoéng con dép tng du diéu kién hoat dong, co s dang ky phai c6 trach nhi¢m thuc
hién thay ddi co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s¢ ding ky khong con du diéu kién hoat dong.

7. Co so dang ky thudce phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tng Thuc hanh tot san xut ctia O 8¢ san Xuat thuoc nguyén licu l[am
thude. Truong hop co so san xudt bi thu hoi gidy phép san xuat hodc khong dap tng
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc & nuée so tai, co s& phai thuc
hién viéc bao céo trong thoi han 15 ngay ké tir ngdy c6 théng bao ciia co quan quan 1y
c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh sd
54/2017/ND-CP ngay 08/5/2017 cta Chinh pha quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat Duogc.

8. Cac thudc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay duoc tiép
tuc sir dung sd ding ky di cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay duoc cap sé ding ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu )
08/2022/TT-BYT dbi véi cac thude trong Phy lyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So Y té cac tinh, thanh phd truc thude trung wong, giam dbc
nha san xuit va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 138 THUOC NUGC NGOAI PUGC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 121

(Kem theo Quyét dinh so6. ...393...../0D-QLD, ngay 1208 /2024 ciia Cuc Qudn 1y Duwoc)

STT Tén thudc Hoat chiat chinh | Dang | Quycach | Tiéu | Tuoi S6 diing ky
— Ham lwgng bao ché dong goi chuén tho
(thang)
1) (2) 3) “ ) (6) @) t))

1. Co s¢ dang ky: Acme Generics LLP (Dia chi: Plot No-75, Industrial Area, Phase-1 Chandigarh
Chandigarh CH 160002 IN, India)
1.1. Co s6 san xuat: Acme Formulation Pvt. Ltd (Pja chi: Ropar Road, Nalagarh, Distt. Solan, H.P.

174101, India)

Goftoxeo 40

Febuxostat 40mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

890110765424

2. Co sé dang ky: Actavis International Limited (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA 6000, Malta)
2.1. Co sé san xuit: Actavis Ltd. (Pja chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)
2 Actelsar 80mg | Telmisartan 80mg | Vién nén Hop 2 vix NSX 36 535110765524
14 vién
2.2. Co sé san xuit: Teva Pharmaceutical Works Private Limited Company (Pja chi: H-4042
Debrecen, Pallagi Ut 13, Hungary)
3 Etoricoxib Etoricoxib 90mg Vién nén Hop4vix7| NSX 36 599110765624
Teva 90mg bao phim | vién
3. Co s¢ ding Kky: Alleviare Life Sciences Private Limited (Dia chi: S -1/5 First Floor, Uphaar
Cinema Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)
3.1. Co s6 séan xuat: Aurochem Laboratories (India) Pvt. Ltd. (Dia chi: Plot No.8, Palghar Taluka
Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401 404 Maharashtra state, India)
4 Allucot-N Fluocinolone Kem boi da | Hop 1 tuyp NSX 24 890110765724
Acetonide 0,025% x 15¢g
(w/w); Neomycin
Sulphate 0,5%
(W/w)
4. Co sé dang ky: ANVO Pharma Canada Inc. (Dia chi: 111-700 Third Line Oakville ON L6L 4B1,
Canada)
4.1. Co sé'san xuat: Apotex Inc. (Pia chi: 150 Signet Drive, Toronto, Ontario, Canada, M9L 1T9, Canada)
Co sé dong géi: Apotex Inc. (Pia chi: 4100 Weston RD., Toronto, Ontario, Canada, M9! 2Y6, Canada)
5 APO-Erlotinib | Erlotinib (dudi Vién nén Hop 3 vix NSX 24 754114765824
dang Erlotinib bao phim 10 vién
hydrochloride
163,9mg) 150mg
4.2. Co so san xuit: Laboratérios Basi - Indistria Farmacéutica, S.A. (Pia chi: Parque Industrial
Manuel Lourengo Ferreira, Lotes 8, 15 & 16, 3450-232 Mortdgua, Portugal)
6 Clarus Desloratadine Dung dich | Hop 1 chai NSX 36 560100765924
0,5mg/ml uong x 150ml
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11.2. Co s& san xuét: Glenmark Pharmaceuticals Ltd. (Dja chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)

16 Candid Clotrimazole 1% | Dung Hop 1 lo NSX 24 890100796324 | 01
Mouth Paint | kl/tt dich béi | 15ml (VN-14180-11)
miéng

17 | Candid TV | Mdi chai 60ml Hodn dich | Hop 1 chai | NSX 24 890110796424 | 01
chura: dung 60ml (VN-19658-16)
Clotrimazole ngoai da
600mg; Selen
Sulfide 1500mg

12. Co s¢ dang ky: Hetero Labs Limited (Dia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)

12.1. Co s& san xuat: Hetero Labs Limited (Dia chi: Unit-V, Sy.No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State,
India)

18 Abalam Abacavir (dudi Viénnén | Hop 1 lo NSX 24 890110796524 01
dang abacavir bao phim | 30 vién (VN3-236-19)
sulfate) 600mg;

Lamivudine

300mg
13. Co sé dang ky: Phil International Co., Ltd. (Pia chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Korea)
13.1. Co sé san xuit: Samchundang Pharm Co., Ltd. (Bja chi: 71, Jeyakgongdan 2-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-do, Korea)

19 Hameron Natri hyaluronat | Dung Hop 1 1o NSX 36 880100796624 01

Eye drops Img/ml dichnh6 | Sml (VN-15585-12)
mat
14. Co sé dang ky: Septodont (Pia chi: 58 Rue du Pont de Créteil 94107 Saint-Maur-des-Fossés
CEDEX, France)
14.1. Co s& san xuét: Septodont (Dja chi: 58, Rue du pont de Créteil, 94100 Saint-Maur-Des Fossés,
France)
20 Lignospan | Epinephrine Dung Hop S vix | NSX 24 300110796724 01
Standard 0,018mg; dich tiém | 10 6ng (VN-16049-12)
Lidocaine dung cartridge
Hydrochloride trong nha
36mg khoa
15. Co s¢ dang ky: The Searle Company Limited (Dia chi: First Floor, N.I.C Building Abbasi
Shaheed Road, P.O Box 5696, Karachi - 75530, Pakistan)
15.1. Co s6 san xuit: The Searle Company Limited (Dja chi: F-319, SITE, Karachi, Pakistan)
21 Spiromide | Furosemide Viénnén | Hop 3 vix | NSX 24 896110796824 | 01
40 40mg; bao phim | 10 vién (VN-16905-13)
Spironolactone
50mg




