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QUYET PINH

Vé viéc ban hanh Danh myc 1017 thudc san xuit trong nwéc
dwoe gia han giay dang ky lwu hanh tai Viét Nam - Dot 187

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu 16 chire cia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia BY truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chike ciia Cuc Qudn 1y Duge
thuéc Bé Y té;

Can cit Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia BY truéng Bé Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén li¢u lam thudc;

Can cir két lugn cua Hoi dong tw van cap gidy dang ky lwu hanh thudc, nguyén
liéu lam thudc - B Y té;

Theo dé nghi ciia Trudng phong Dang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 1017 thubc san xuét trong
nude duoc cap gidy ding ky luu hanh tai Viét Nam - Dot 187, cu the

1. Danh muyc 918 thudc san xuét trong nudc duoc gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 99 thudc san xuét trong nudc dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc Il kem theo).

Piéu 2. Co sd san xuit va co sé dang ky thude co trach nhiém:

1. San xuit thudc theo dung cac hd so, tai liéu da ding ky véi BO Y té va phai in
s6 dang ky duoc Bo Y té Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
ching nhan da diéu kién kinh doanh duoc pham vi kinh doanh thube phai kiém soat dic
biét phu hop v6i pham vi hoat dong ciia co s& dap ung quy dinh tai khoan 5 Diéu 143
Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot sd
diéu va bién phap thi hanh Luét Duoc.

3. Thuc hién viéc cap nhat tiéu chuin chat lugng cua thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng Bo Y té quy dinh vé chét
luong thube, nguyén liéu lam thude.

4. Thyc hién, phdi hop véi co s¢ nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc vé viée kiém tra
chat luong nguyén liéu 1am thubc nhom sartan di véi cac thude thuée danh muc tai
Diéu 1 ban hanh kém theo Quyét dinh nay co6 chira duoc chét thuoc nhom sartan

5. Thubc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua ndp
hd so cap nhat ndi dung nhan thude, t& hudng din sir dung thude theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng B Y té thi phai thuc hién
cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu $6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.



6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay doi vé n6i dung hanh chinh (bao
gdm ca mau nhan va to hudng dan st dung thudc) phai san xuit va luu hanh véi cac noi
dung da dugc phé duyét thay d6i trong hd so gia han.

7. Co s6 ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudong hop
khong con dap tng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién
thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co 80 dang ky khong con du diéu kién hoat dong.

8. Co s san xuat thuoc phai bao dam cac diéu kién hoat dong cta co s& san xuat
trong thoi han higu lyc cia gidy dang ky luu hanh thudc, nguyén liéu lam thude.

9. Cac thuc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc sir dung sé dang ky da cdp trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngdy dugc cp sb diang ky gia han theo quy dinh tai Phyu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

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

Diéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co so san xuat va co sé dang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I
DANH MUC 918 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - DOT 187
(Kém theo Quyét dinh s6 737 /OP-QLD ngay 09thdang 10ndm 2023
cua Cuc Quan Iy Duoc)

ST Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng Tiéu Tubi S6 ding ky S6
T Ham lugng ché goi chuin tho gia han lin
(thang) | (SO dingky | gia
da cip) han
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1. Co s6 diing ky: Cong ty Co phan Dwgc pham 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phuong 15, Quan 11, Thanh phd
Hd Chi Minh, Viét Nam)

1. 1. Co sé sin xuit: Cong ty Co phin Dwogc phim 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghiép Cat Lai, cum 2,
Phudng Thanh My Loi, Quan 2, TP.H6 Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat 1g |[Dung dich  |Hop 20 Ong x 5 NSX 36 893110251923 01
udng ml (VD-27732-17)

2 |Nadypharlax Méi goi chira Thudc bot  |Hop 20 Goi x NSX 36 893100252023 01
Macrogol 4000 10g |udng 10,21 g (VD-19299-13)

3 |Allopurinol 300 |Alopurinol 300mg |Vién nén Hop 3 vix 10 NSX 36 893110252123 01
vién (VD-25103-16)

4 |Atorvastatin 20  [Atorvastatin (dudi [Vién nén Hop 3 vix 10 NSX 36 893110252223 01
dang Atorvastatin  |bao phim vién; Hop 10 vi (VD-30253-18)

calci) 20mg x 10 vién

5 |Fexnad 180 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100252323 01

hydroclorid 180mg [bao phim vién (VD-29639-18)

2. Co sé ding ky: Cong ty Co phan Duge Phim Imexpharm (Bia chi: S6 04 Pudng 30/4, Phudng 1, TP.Cao Lanh, Pong
Thap, Viét Nam)

2.1. Co s& san xuét: Chi nhanh 3 - Céng ty CPDP Imexpharm tai Binh Dwong (Dia chi: S6 22, Pudng s6 2, Khu cong
nghiép Viét Nam - Singapore II, Phuong Hoa Pha, TP.Thu Dau Mét, Tinh Binh Duong, Viét Nam)

6 |Cefoxitinl g Cefoxitin (dudi Thudc bot Hop1Lox1 USP hién 24 893110252423 01
dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-26841-17)
natri) 1g x 1 gam.

7 |Ceftizoxim 1g Ceftizoxim (duoi Thudc bot Hop 1 Lox 1g; |USP hién 24 893110252523 01
dang ceftizoxim pha tiém Hop 10Lox 1Ig hanh (VD-29757-18)
natri) 1gam

8 |Imedoxim 100 Cefpodoxim (duéi |Vién nén Hop 03 vix 10 | USP hién 24 893110252623 01
dang Cefpodoxim |bao phim Vién hanh (VD-27890-17)
proxetil) 100mg

9 |Imetoxim 1 g Cefotaxim (dudi Thudc bot Hop 1 Lox1 NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, lo thiy (VD-26846-17)
natri) 1g tinh; Hop 10 Lo

x 1 gam, lo thiy
tinh

10 [Imexime 200 Cefixim (dudi dang |Vién nang [Hop 02 vix 10 NSX 24 893110252823 01
cefixim trihydrat) [cung vién (VD-30399-18)
200mg

11 |Zanimex 250 Cefuroxim (dudi  |Vién nén Hop 2 vix 5vién| NSX 36 893110252923 01
dang Cefuroxim bao phim (VD-20746-14)
axetil) 250mg

2.2. Co sb san xuat: Cong ty Co6 phan Dugec Pham Imexpharm (Dia chi: S6 04, Pudng 30/4, Phuong 1, TP. Cao Lanh,
Tinh Ddng Thép, Viét Nam)
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ST Tén thudc Hoat chit chinh - | Dang bao [ Quy cach déng Tiéu Tudi S6 ding ky S6
T Ham lugng ché goi chuin tho gia han lin
(thang) | (SO dingky | gia
da cip) han
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847 |Pularon 5 Prednisolon Smg  |Vién nén Hop 03 vix 10 NSX 36 893110336523 01
vién; Hop 05 vi (VD-30115-18)
x 10 vién; Hop
10 vi x 10 vién
848 |Ridolip s 10/40  |Ezetimib 10mg; Vién nén Hop 03 vix 10 NSX 24 893110336623 01

Simvastatin 40mg

vién; Hop 05 vi
x 10 vién; Hop
10 vix 10 vién

(VD-31407-18)

89. Co sé diing ky: Cong Ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, X3 Xuan

Théi Pong, Huyén Hoc Mon, Tp. Hd Chi Minh, Viét Nam)

89.1. Co sé san xuét: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, X4 Xuan

Théi Pong, Huyén Hoc Moén, Tp. Hb Chi Minh, Viét Nam)

849 |Acyclovir Acyclovir Kemboéida |Hop 1 Tuypx 5 | BP 2020 24 893100336723 01
STELLA Cream [250mg/5g gam (VD-25031-16)
850 |Diclofenac Diclofenac Thudc gel  [Hop 1 tuyp x NSX 36 893100336823 01
STELLA Gel diethylamin boi da 10g; Hop 1 tuyp (VD-18850-13)
0,116gam/10g x 20g; Hop 1
tuyp x 30g
851 |Sorbitol STELLA [Sorbitol S5g Thudc bt |Hop 20 gdix 5 NSX 36 893100336923 01
5g ubng gam (VD-22014-14)
852 |Aspirin STELLA [Aspirin 8 1mg Vién nén Hop 2 vi x 28 BP 2020 24 893110337023 01
81 mg bao phim vién; Hop 1 chai (VD-27517-17)
tan trong x 100 vién
853 |Indopril 10 Imidapril Vién nén Hop 3 vix 10 NSX 24 893110337123 01
hydrochlorid 10mg vién (VD-27540-17)
89.2. Co s& san xuat: Cong Ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Pia chi: S6 40 dai 10 Tu Do, Khu cong
nghiép Viét Nam - Singapore, Phuong An Phu, Thi x4 Thudn An, Tinh Binh Duong)
854 |Captopril Captopril 25mg Vién nén Hop 10 vix 10 USP 43 36 893110337223 01
STELLA 25 mg vién (VD-27519-17)
855 | Diltiazem Diltiazem Vién nén Hop 3 vix 10 USP 43 24 893110337323 01
STELLA 60 mg |hydrochloride 60mg vién; Hop 1 Chai (VD-27522-17)
x 100 vién
856 |Lactulose Lactulose Dung dich  |HOop 20 goi x 15 NSX 24 893100337423 01
STELLA 10gam/15ml ubng ml; Hop 1 chai x (VD-27524-17)
225 ml
857 |Linestad 600 Linezolid 600mg  |Vién nén Hop 1vix 10 NSX 24 893110337523 01
bao phim vién; Hop 2 vi x (VD-25984-16)
10 vién; Hop 3
vi x 10 vién
858 |Lipistad 10 Atorvastatin (duéi |Vién nén Hoép3vix 10 USP41 36 893110337623 01
dang atorvastatin ~ |bao phim vién; Hop 5 vi x (VD-23970-15)
calci) 10mg 10 vién
859 |Loperamide Loperamid Viénnang |HopSvix 10 NSX 60 893100337723 01
STELLA hydroclorid 2mg cing vién (VD-25985-16)
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