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QUYET PINH

Vé viéc ban hanh Danh muc 69 thudc sin xuat trong nwéc dwoc gia han
giay dang ky luu hanh tai Viét Nam - Dot 218

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc ngay 06 thang 4 nam 2016; Ludt sira déi, b6 sung mot so
diéu ciia Ludt Dwoc ngay 21 thang 11 nam 2024

Can cit Nghi dinh s6 42/2025/ND-CP ngdy 27 thang 02 nam 2025 cua Chinh
phu quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia B3 Y té;

Can cw Nghi dinh so 163/2025/ND-CP ngay 29 thang 06 nam 2025 cua
Chinh phii quy dinh chi tiét mét s6 diéu va bién phdp dé t6 chirc, hwéng dan thi
hanh Ludt Duoc,

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thing 5 ndm 2025 cia Bé
trucng Bé Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc;

Can cu Quyet dinh so 2386/0D-BYT ngay 22 thang 7 nam 2025 cua B¢
trwong Bo Y té quy dinh chirc nang, nhi¢m vu, quyén han va co cdu t6 chirc ciia
Cuc Quan Iy Duwoc thudc Bo Y té;

Cén cir két lugn ciua Hoi dong tw van cdp gidy dang ky luu hanh thudce,
nguyén lidu lam thuéc - BS Y té dot 218 tai Cong van sé6 51/HPTV-VPHP ngay 01
thang 8 ndam 2025 ciia Vin phong Héi dong tw van cap GDKLH thudc, nguyén liéu
lam thuéc;

Theo dé nghi ciia Trieong phong Pdang ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh ndy danh muyc 69 thudc san xut
trong nudc dugc gia han giéy dang ky luu hanh tai Viét Nam - Dot 218, cu thé:

1. Danh muc 44 thudc, nguyén liéu lam thudc san xuét trong nudc dugc gia
han gidy ding ky luu hanh hiéu lyc 05 nam (Phu luc I kém theo).

2. Danh muc 20 thudc san xuat trong nuéc dugc gia han gidy dang ky luu
hanh hi¢u luc 03 nam (Phu luc Il kem theo).

3. Danh muc 05 thudc san xuét trong nuéc duoc gia han gidy diang ky luu
hanh hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Piéu 2. Co sd san xuat va co sé dang ky thudc c6 trach nhiém:

1. San xuét thudc theo dung cac ho so, tai licu di dang ky voi Bo Y té va
phai in hodc dan sb dang ky dugc BO Y té Viét Nam cép 1én nhan thudc;

2. Chi duoc san xuat, dua ra luu hanh cac thudc kiém soat dic biét khi co
Gidy chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat dic biét phu hop voi pham vi hoat dong cta co sé dap tng quy dinh tai
Piéu 37 Nghi dinh sé 163/2025/ND-CP ngay 29/6/2025 ctia Chinh phu quy dinh
chi tiét mot s6 diéu va bién phap dé t6 chirc, hudéng din thi hanh Luat Duoc;

3. Thyc hi¢n viéc cap nhat ti€u chuin chat lugng cua thubc theo quy dinh tai
Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 ctia B truong Bo Y té hudng dan
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ap dung tiéu chuan chat luong, kiém nghiém thudc, nguyén liéu 1am thude va thu
héi, xtr 1y thudc vi pham;

4. Cap nhat nhin thudc va to hudéng dan st dung thudc theo quy dinh tai
Thong tu sb 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudng dan st dung thube theo hinh
thirc thay doi, bd sung gidy ding ky luu hanh thudc quy dinh tai Thong tu sO
12/2025/TT-BYT ngay 16/05/2025 cta Bo truong BO Y té d6i vé6i thude chua cap
nhat ndi dung nhan thudc, to huéng dan st dung thude theo quy dinh tai Thong tu
01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té;

5. Chdm nhét sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac
thudc duge gia han gidy dang ky luu hanh theo Quyét dinh nay co thay d6i vé noi
dung hanh chinh (tén thudc) phai san xuat va luu hanh véi cac ndi dung da duoc
phé duy¢t thay doi trong hd so gia han. Viéc viéc st dung tén thube duoc thuc hién
theo quy dinh tai diém a, diém b khoan 8 Diéu 44 Thong tu s6 12/2025/TT-BYT.

6. Co so ding ky thude phai bao dam duy tri diéu kién kinh doanh dugc theo
quy dinh tai diém b khoan 2 Piéu 42 Luat Duoc trong thoi han hi¢u lyc cia giéy
dang ky luu hanh thudc, nguyén lidu 1am thudc;

7. Co s& san xuat thudc phai bado dam céc diéu kién hoat dong cua co so san
Xué‘g trong thoi han hiéu lyc cia gidy dang ky luu hanh thubc, nguyén liéu lam
thuoc;

8. Co so dang ky thudc phdi hop véi co sd san xuat, phan phdi thude thuc
hién viéc theo doi, giam sat, thu thap, téng hop, danh gia va guri bao cao dén Trung
tam Qudc gia vé Thong tin thudc va Theo ddi phan Gmg co hai cua thude (Trung
tam DI & ADR Quéc gia) thong tin c4c truong hop phan tmg c6 hai cta thude theo
quy dinh tai khoan 5 Diéu 77 Luat Duoc, cac hudng dan qudc gia vé canh giac
dugc do B Y té ban hanh va céac quy dinh ¢ lién quan;

9. Cham nhat sau 12 thang ké tir ngay thudc, nguyén liéu lam thude duoc gia
han gidy dang ky luu hanh tai Quyét dinh nay, nhan thudc, nguyén liéu 1am thudc
phai ghi s6 ding ky theo cau trac quy dinh tai Phu luc V ban hanh kém theo Thong
tu s6 12/2025/TT-BYT, viéc ghi sb ding ky dugc ap dung va thuc hién theo quy
dinh tai diém a, diém b khoan 4 Diéu 52 Thong tu s6 12/2025/TT-BYT.

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

Pitu 4. Giam ddc SO Y té cac tinh, thanh phd tryc thudc Trung wong va
Giam ddc co so san xuét va co so diang ky c¢6 thudc tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc I
DANH MUC 44 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 218
(Kém theo Quyét dinh sé 402 /OP-OLD ngay 15 thing 8  ndm 2025
cua Cyuc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cach déng géi | Tiéu | Tudi S6 dang ky | SO
Ham lugng ché chuin | tho gia han lin

(thang)| (S6 dangky | gia
da cip) han

) ) ®) (4) ®) (6) () (8) ©)

1. Co s6 ding ky: Chi nhanh Resantis Viét Nam— Cong ty TNHH mét thanh vién Dwoc Sai Gon (Pia chi: 702 Truong
Sa, phuong 14, quan 3, thanh phd H6 Chi Minh, Viét Nam)

1.1. Co s6 san xuit: Chi nhianh Resantis Viét Nam—Cong ty TNHH mét thanh vién Dwoe Sai Gon (Dia chi: S6 01 VSIP,
duong sb 3, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa, thanh phd Thudn An, tinh Binh Duong, Viét Nam)

1 |Asekaido 250 Azithromycin Vién nén Hop 1 vi x 6 vién; NSX 36 893110357325 1
250mg (dudi dang  [bao phim  [HOp 2 vi x 10 vién (VD-33057-19)
Azithromycin

dihydrat 262mg)

2 |Asekaido 500 Azithromycin Vién nén Hop 1 vi x 3 vién; NSX 36 893110357425 1
500mg (dudi dang  |bao phim  |Hop 1 vi x 10 vién (VD-33058-19)
Azithromycin

dihydrat 524mg)

2. Co sé diing ky: Cong ty Co phian Dwoc - Vat Tuy té Nghé An (Dia chi: S6 68 duong Nguyén Sy Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)
2.1. Co s& san xuit: Cong ty co phan Dwgc - Vit tw y té Nghé An (Pia chi: S6 68 duong Nguyén S§ Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)

3 |ACCDrug-DNA  [Mbi goi 2g chira Thudc cdm [Hop 30 goi NSX 36 |893100357525 | 1
Acetylcystein 200mg [pha dung (VD-23770-15)
dich udng

3. Co sé diing ky: Cong ty ¢b phan Dwoc - Vat tw y té Thanh Héa (Dia chi: S6 232, Tran Phi, phuong Lam Son, Thanh
phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phin Dwgc - Vat tw y té Thanh Héa (Pia chi: S6 04 dudng Quang Trung, phuong Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Ho4, Viét Nam)

4 [Cepara Codein Codein phosphat Viénnang [Hop 3 vix 10 vién; NSX 24 893101357625 | 1
hemihydrat 15mg; |cing Hop 5 vix 10 vién (VD-30660-18)
Paracetamol 500mg

4. Co sé ding ky: Cong ty ¢6 phan dwoe Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quéan 11, thanh phd H6 Chi
Minh, Viét Nam)

4.1. Co s& san xuit: Cong ty co phan duwgc Apimed (Pia chi: Puong N1, cum céng nghiép Phti Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

5 |Ursopa Ursodeoxycholic Hon dich  |Hop 10 goi x Sml; USP- 36 | 893110357725 | 1
acid 5% (w/v) ubng Hop 20 goi x 5Sml; NF (VD-33984-20)
(50mg/ml) Hop 10 goi x 10ml; |2024 +

Hop 20 goi x 10ml; NSX
Hop 1 chai x 60ml;
Hop 1 chai x 100ml
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6 |Ribarin Ribavirin 4% (w/v) [Dung dich [Hop 20 ong x 5ml; NSX 24 |893110357825 | 1
ubng Hop 1 chai x 30ml; (VD-31504-19)
Hop 1 chai x 60ml;
Hop 1 chai x 100ml

5. Co sé ding ky: Cong ty Co phan Dugc Enlie (Pia chi: Puong NA6, KCN My Phuéc 2, Bén Cat, Binh Duong - Viét

Nam)
5.1. Co sé san xuit: Cong ty C6 phan Duoc Enlie (Dia chi: Puong NA6, KCN My Phudc 2, Bén Cat, Binh Duong - Viét
Nam)
7 |Cetirizin Cetirizin Vién nén Hop 10 vi x 10 vién; | NSX 36 893100357925 1
dihydroclorid 10mg |bao phim  |Chai 200 vién; Chai (VD-22737-15)
500 vién
8 |Enlie Betamethason 0,5mg [Vién nén Chai 500 vién; Hop NSX 36 893110358025 1
Betamethason 3 vix 10 vién, (vi (VD-22734-15)
0,5mg nhom-PVC); Hop 3
vi x 10 vién, (vi
nhom-nhém)
9 |Paracetamol 500mg |Paracetamol 500mg [Viénnang [Hop 10 vi x 10 vién; | NSX 36 | 893100358125 | 1
cung chai 200 vién; chai (VD-31513-19)

500 vién

6. Co s¢ ding ky: Cong ty ¢6 phan dwoc phim Bidopharma USA (Dia chi: 263/13 Ly Thuong Kiét, Phuong 15, Quén 11,
Thanh phé H6 Chi Minh, Viét Nam)

6.1. Co sé san xuit: Cong ty c6 phan duge phadm Bidopharma USA - Chi nhanh Long An (Dia chi: Xuong K2-1, KCN
Tan Kim mo rong, Thi Tran Can Giudc, Huyén Can Giudc, Tinh Long An, Viét Nam)

10 |Bidovidine Povidone iod 10%  |Dung dich |Hop 1 chai 10ml; DbVN 24 893100358225 1
(Wiv) dung ngoai |Hop 1 chai 20ml; V (VD-30915-18)
Ldc 12 chai 30ml;
Chai 90ml; Hop 1
chai 90ml; Hop 1
chai 125ml; Can
1000ml
7. Co sé ding ky: Cong ty ¢6 phan dwoc pham Pat Vi Phi (Davipharm) (Dia chi: L6 M7A, Puong D17, Khu Cong
Nghiép My Phuéc 1, Phudng Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)
7.1. Co sé san xuit: Cong ty c6 phan dugee phadm Pat Vi Pha (Davipharm) (Pia chi: L6 M7A, Puong D17, Khu Cong
nghiép My Phuéc 1, Phuong Théi Hoa, Thi xi Bén Cat, Tinh Binh Duong, Viét Nam)
11 |Evaldez-100 Levosulpirid 100mg |Vién nén Hop 6 vix 10 vién NSX 36 | 893110358325 | 1
(VD-34675-20)
12 |Evaldez-25 Levosulpirid 25mg  |Vién nén Hop 6 vix 10 vién NSX 36 | 893110358425 | 1
(VD-34676-20)
13 |Evaldez-50 Levosulpirid 50mg  |Vién nén Hop 6 vix 10 vién NSX 36 | 893110358525 | 1
(VD-34677-20)

8. Co s¢ ding ky: Cong ty Co phan Dwoc phim CPC1 Ha Néi (Pia chi: Cum Cong nghiép Ha Binh Phuong, x3 Vin Binh,
huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)

8.1. Co sé san xuat: Cong ty Cé phan Dwgc phdm CPC1 Ha Ni (Dia chi: Cum Cong nghiép Ha Binh Phuong, xd Vin

Binh, huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)
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14 |Cloram drop 0,5% [Cloramphenicol Dung dich |Hop 1 vix 5Slox NSX 24 | 893115358625 | 1
5mg/mli nho mét 0,4ml; Hop 2 vix 5 (VD-34665-20)

lo x 0,4ml; Hop 4 vi
x 5 1o x 0,4ml; Hop
6 vix 51ox0,4ml;
Hop 8 vix Slox
0,4ml; Hop 10 vix 5
lo x 0,4ml; Hop 1 vi
x 5 1o x Iml; Hop 2
vix 51ox Iml; Hop
4vix5lox Iml;
Hop 6 vix 5l x
Iml; Hop 8 vix 5 1o
x Iml; Hop 10 vix 5
lo x 1ml; Hop 1 lo x
2ml; Hop 1 lo x 3ml;
Hop 1 1o x Sml; Hop
1lox 8ml; Hop 1 lo
X 10ml

9. Co sé diing ky: Cong ty Co Phan Dwgc Pham Me Di Sun (Dia chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thanh
phé Bén Cat, Tinh Binh Duong, Viét Nam)

9.1. Co sé san xuat: Cong ty C6 Phan Duwge Phim Me Di Sun (Pia chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thanh
phd Bén Cat, Tinh Binh Duong, Viét Nam)

15 |Urabcin Cefadroxil (dudi viennang |Hop 10 vi x 10 vién; | NSX 36 |893110358725 | 1
dang Cefadroxil cing Hop 03 vi x 10 vién; (VD-34713-20)
monohydrat) 500mg chai 100 vién

10. Co sé diing Ky: Cong ty c6 phan duge pham Minh Dén (Dia chi: Lo E2, duong N4, KCN Hoa X4, phuong Loc Hoa,
TP. Nam DPinh, Tinh Nam Dinh, Viét Nam)

10.1. Co s6 san xuét: Cong ty cb ph?m dwoc pha‘im Minh Dan (Pia chi: L6 E2, duong N4, KCN Hoa X4, phuong Loc Hoa,
TP. Nam DPinh, Tinh Nam Dinh, Viét Nam)

16 |Midamox 250 Moi goi chira Bot pha hon [Hop 12 goi x 1,4g NSX 24 |893110358825 | 1
Amoxicilin (dudi dich uéng (VD-18308-13)
dang amoxicilin
trihydrat) 250mg

11. Co s& diing ky: Cong ty c6 phan Dwoc phim OPV (Pia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phuong
An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)

11.1. Co s& san xuét: Cong ty cé phin Duwge phdm OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phudng An Binh, Thanh phd Bién Hoa, Tinh Dng Nai, Viét Nam)

17 |Tydol codeine forte [Acetaminophen Vién nén Hop 2 vix 10 vién NSX 36 |893111358925 | 1
500mg; Codeine bao phim (VD-27981-17)
phosphate (dudi
dang codeine
phosphate
hemihydrate) 30mg

12. Co s& diing ky: Cong ty ¢ phan Dwoc phim Phong Phii - Chi nhanh nha may Usarichpharm (Dia chi: L6 s6 12,
buong $6 8, Khu cong nghiép Tan Tao, phudong Tan Tao A, quan Binh Tan, Thanh phé H Chi Minh, Viét Nam)
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12.1. Co sé san xuat: Cong ty co phan Dwgc pham Phong Phi - Chi nhanh nha may Usarichpharm (Pia chi: L6 s0 12,
buong s6 8, Khu cong nghiép Tan Tao, phuong Tan Tao A, quén Binh Téan, Thanh phé HO Chi Minh, Viét Nam)
18 |Usarvudin Lamivudine 100mg [Vién nén Hop 3 vix 10 vién NSX 36 |893110359025 | 1
bao phim (VD-30204-18)

13. Co s& ding ky: Cong ty C6 phan Duwgc pham Sao Kim (Dia chi: KCN Quang Minh, thi train Quang Minh, huyén Mé
Linh, TP. Ha N¢i, Viét Nam)
13.1. Co s& san xuit: Cong ty c6 phin dugc pham Sao Kim (Pia chi: Khu cong nghiép Quang Minh, thi train Quang Minh,
huyén Mg Linh, thanh phé Ha Noi, Viét Nam)

19 [Colocol cam cum |Cafein anhydrous Vién nén Hop 15 vix 10 Vién | NSX 36 | 893100359125 | 1
25mg; Paracetamol |bao phim (VD-30480-18)
500mg;

Phenylephrin
hydroclorid 5mg
20 |Colocol suppo 300 |Paracetamol 300mg |Viéndan  |HOp 2 vi x 5 Vién NSX 36 |893100359225 | 1
(VD-27027-17)
21 |Muxenon Acetylcystein 200mg |Thude com | 30 goi x 29 NSX 24 893100359325 | 1
pha hon (VD-19433-13)
dich uéng
22 |Predegyl Econazol nitrat Vién tring [HOp 4 vi x 5 Vién; NSX 36 | 893110359425 | 1

(Econazole nitrate)
150mg

Hop 1 vix 3 Vién

(VD-20818-14)

14. Co s6 diing ky: Cong ty c6 phan dwoc pham Tipharco (Dia chi: Lo 08, 09 Cum Cong nghiép va Tiéu thit Cong nghiép
Tan My Chanh, Phuong 9, Thanh Phd My Tho, Tinh Tién Giang, Viét Nam)
14.1. Co s& san xuit: Cong ty co phan dwgc phidm Tipharco (Pia chi: 15 Ddc Binh Kiéu, Phudng 2, TP. My Tho, Tinh
Tién Giang, Viét Nam)

23

Cefalexin 250mg

Cefalexin (du6i
dang cefalexin
monohydrat) 250mg

Vién nang
cung

Hop 10 vi x 10 vién,
Hop 100 vi x 10
vién, chai 100 vién,
chai 200 vién

NSX

36

893110359525
(VD-34740-20)

15. Co s6 diing ky: Cong ty Co phan Dwoc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phuong Bach Pang,

quan Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

15.1. Co sé san xuét: Cong ty cé phin dwoc phim Trung wong 2 (Pia chi: L6 27 khu cong nghiép Quang Minh, thi tran
Quang Minh, huyén Mé Linh, thanh ph Ha N6i, Viét Nam)

24 |Cefpoextra Moi 3g chira : Bot pha hon [Hop 10 goi x 3g NSX 24 |893110359625 | 1
Cefpodoxim (du6i  |dich udng (VD-32893-19)
dang Cefpodoxim
proxetil) 100mg

25 |Derimucin Mupirocin 2% (w/w) [Thuéc m& |Hop 01 Tuyp x 5g NSX 24 893100359725 | 1

boi da (VD-22229-15)
26 [Spiramycin/ Metronidazol Vién nén Hop 2 vix 10 vién NSX 36 | 893115359825 | 1
Metronidazol 125mg; Spiramycin [bao phim (VD-23043-15)

750.000 1U/125mg

750.000 U

16. Co sé ding ky: Cong ty C6 phan Dugc pham Trung Uong 3 (Pia chi: S6 16 Lé Pai Hanh, Phudng Minh Khai, Quan
Hong Bang, Thanh ph6 Hai Phong, Viét Nam)
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16.1. Co s& san xuat: Cong ty Co phan Dugc pham Trung Uong 3 (Dia chi: S6 28, Pudng 351, Xa Nam Son, Huyén An
Duong, Thanh phé Hai Phong, Viét Nam)

27 |Daleston-D Betamethason Siro Hop 1 chai 30ml; NSX 24 893110359925 1
0,005% (w/v); Hop 1 chai 75ml (VD-34256-20)
Dexclorpheniramin
maleat 0,04% (wi/v)

17. Co sé diing Ky: Cong ty ¢6 phan duge pham Trung Uong Vidipha (Pia chi: 184/2 Lé Van Sy, Phuong 10, Quéin Phu
Nhuén, Thanh phd H5 Chi Minh, Viét Nam)

17.1. Co sé san xuét: Cong ty c6 phin dwoc phim Trung Uong Vidipha (Pia chi: Chi nhanh Céng ty ¢6 phan duoc phim
Trung Uong Vidipha Binh Duong - Khu phd Tan Binh, phuong Tan Hiép, thanh ph6 Tan Uyén, tinh Binh Duong, Viét Nam)

28 |Ampicilin 250mg  [Ampicilin (duéi Viénnang |Hop 10 vix 10vién; ([DDVN [ 36 (893110360025 | 1
dang ampicilin cing chai 100 vién; chai \ (VD-20849-14)
trihydrat) 250mg 200 vién

18. Co sé diing ky: Cong ty ¢6 phan dwge pham Vinh Phic (Pia chi: S6 nha 789, duong Dinh Am, P. Khai Quang, TP.
Vinh Yén, T. Vinh Phtc, Viét Nam)

18.1. Co sé san xuat: Cong ty c6 phan dwec phdm Vinh Phiic (Dia chi: Thén Mau Thong, P. Khai Quang, TP. Vinh Yén,
T. Vinh Phuc, Viét Nam)

29 [Kali clorid 500mg [Kali clorid Dungdich [Hop4vix5dngx |DDVN| 36 [893110360125 | 1
Vinphaco 500mg/5ml dam dic @& [5Sml; Hop 10 vix 5 V (VD-25325-16)
pha tiém ong x 5ml
truyén
30 [Sorbitol 3% Sorbitol 150g/5 lit  |Dung dich |Can x 5 lit NSX 24 | 893110360225 | 1
rira ndi soi (VD-18005-12)
hé tiét ni¢u

19. Co s6 diing ky: Cong ty c6 phin héa-dwge pham Mekophar (Pia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quan 11,
Thanh Phé H Chi Minh, Viét Nam)

19.1. Co s& san xuit: Cong ty co phan héa-dwge phim Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
Thanh Phé H Chi Minh, Viét Nam)

31 |Aziphar 100 Mdi goi chira Thudc bot  [Hop 10 goi x 2,5g NSX 24 893110360325 | 1
Azithromycin (du6i |pha hon (VD-32128-19)
dang Azithromycin |dich udng
dihydrat) 100mg

20. Co s6 ding ky: Cong ty cb phﬁn S.P.M (bia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Puong $6 2, Phuong Téan Tao
A, Quén Binh Tan, Thanh Phé Hb Chi Minh, Viét Nam)

20.1. Co sé san xuat: Cong ty c6 phan S.P.M (Dia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, Pudng s 2, Phuong Tan Tao
A, Quan Binh T4n, Thanh Phé H6 Chi Minh, Viét Nam)

32 [Maxgel Tuyp 10g chura: Kem boi Hop 1 tuyp x 10g NSX 24 893110360425 | 1
Betamethason ngoai da (VD-21968-14)
dipropionat 6,4mg;
Clotrimazol 100mg;
Gentamycin (dudi
dang Gentamycin
sulfat) 10mg
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33 |Myvita calcium 500|Calci carbonat (chira |Vién nén Hop 1 tuyp x 10 NSX 24 | 893100360525 | 1
120,14mg ion Calci) |sui bot vién; Hop 1 tuyp x (VD-21971-14)

300myg; Calci lactat
gluconat (chira
363,33mg ion Calci)
2940mg

20 vién; Hop 10 vi x
2 vién; Hop 20 vi x
2 vién; Hop 15 vi x
2 vién

21. Co sé ding ky: Cong ty c6 phan US Pharma USA (Pia chi: L6 B1-10, Puong D2, Khu cong nghiép Tay Bac Ci Chi,
ap Bau Tre 2, x4 Tan An Hoi, Huyén Cu Chi, Thanh phd H6 Chi Minh, Viét Nam)
21.1. Co sé san xuit: Cong ty c6 phan US Pharma USA (Dia chi: L6 B1-10, Pudong D2, Khu cong nghiép Tay Béc Cu Chi,
ap Bau Tre 2, x4 Tan An Hoi, Huyén Cu Chi, Thanh phd H6 Chi Minh, Viét Nam)

34

Lytoin

Codein phosphat
hemihydrat 10mg;
Glyceryl guaiacolat
(Guaifenesin) 100mg

Vién nang
mém

Hop 06 vi, 05 vi, 03
vi x 10 vién

NSX

36

893111360625
(VD-30898-18)

22. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3 qudc 16 60, phudng Phu Tén, thanh phd Bén Tre,

tinh Bén Tre, Viét Nam)

22.1. Co sé san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3 qudc 16 60, phudng Phii Tan, thanh phd Bén Tre,
tinh Bén Tre, Viét Nam)

35 |Besovat cream Betamethason (dudi |kem bdi da [Hép 1 tuyp x 10g; NSX 24 893110360725 | 1
0,1% dang Betamethason Hop 1 tuyp x 15g (VD-34870-20)
valerat) 1mg/1g
36 |Meyergalin Pregabalin 20mg/ml |{Dung dich |Hép 20 ong x Sml; NSX 24 893110360825 | 1
ubng Hop 20 6ng x 10ml; (VD-34871-20)
Hop 1 chai x 60ml;
Hop 1 chai x 90ml;
Hop 1 chai x 120ml
23. Co sé ding ky: Cong ty TNHH Abbott Healthcare Viét Nam (Pia chi: S§ 35, Pai L6 Tu Do, KCN Viét Nam -
Singapore, Phuong An Phu, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
23.1. Co s6 san xuit: Cong ty TNHH Abbott Healthcare Viét Nam (Dia chi: S6 35, Pai Lo Ty Do, KCN Viét Nam -
Singapore, Phuong An Phu, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
37 |Anaflam 50 Diclofenac kali 50mg|Vién nén Hop 1 vix 10 vién; |USP 38| 36 893110360925 1
bao phim  [Hop 2 vi x 10 vién; (VD-29449-18)
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién
38 |Caretril 10 Racecadotril 10mg |Thudc bot  [Hop 10 goi x 1g; NSX 60 |893110361025 | 1
ubng Hop 20 goi x 1g; (VD-22841-15)
Hop 30 goix 1g
39 [Metdia 850 Metformin Vién nén Hop 1 vi, 10 vi, 20 BP 24 | 893110361125 | 1
hydroclorid 850mg |bao phim  |vi, 50 vi x 10 vién 2017 (VD-33854-19)

24. Co sé ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Pudng s6 2, KCN Pdng An,
phudng Binh Hoa, thanh ph6 Thuan An, tinh Binh Duong, Viét Nam)

24.1. Co sé san xuat: Cong ty TNHH Lién doanh Hasan - Dermapharm (Bia chi: L6 B, Puong s6 2, KCN Dong An,

phuong Binh Hoa, thanh phd Thuin An, tinh Binh Dwong, Viét Nam)
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40 |Simvastatin 20mg |Simvastatin 20mg  |Vién nén Hop 03 vix 10 vién, | NSX 36 |893110361225 | 1
bao phim  [Hop 10 vi x 10 vién (VD-27551-17)

25. Co s ding ky: Cong ty TNHH MTV 120 Armephaco (Pia chi: 118 Vii Xuan Thiéu, Phuong Phuc Loi, Quian Long
Bién, thanh ph Ha Noi, Viét Nam)

25.1. Co sé san xuit: Cong ty TNHH MTV 120 Armephaco (Dia chi: 118 Vii Xuan Thiéu, Phuong Phic Loi, Quan Long
Bién, Thanh phé Ha Noi, Viét Nam)

41 |Gardenal Phenobarbital 100mg|Vién nén Hop 10 vix 10 viéen |DDVN 36 | 893112361325 | 1
\Y (VD-18166-12)

26. Co sé ding ky: Cong ty TNHH Sian xuat Thuwong mai Dwoc pham Thanh Nam (Pia chi: S6 3A Puong Ding Tit,
Phuong Téan Pinh, Quan 1, TP. HO Chi Minh, Viét Nam)

26.1. Co s6 san xuit: Chi nhanh cong ty TNHH San xuit Thwong mai Dwge phdm Thanh Nam (Bia chi: 60 Dai 16 Doc
Lap, Khu Céng Nghi¢p Viét Nam-Singapore, Phuong An Phil, Thi xa Thuén An, Tinh Binh Duong, Viét Nam)

42 |Loratadine Loratadin 10mg Viénnang [HoOp 10 vix 10 vién, [ NSX 36 893100361425 | 1
cing Lo 200 vién (VD-25513-16)

43 |Ambroxol Ambroxol HCI 30mg [Vién nén Hop 2 vi x 10 vién, NSX 36 893100361525 1
Hop 10 vi x 10 vién (VD-22049-14)

27. Co sé ding ky: Cong ty TNHH Shine Pharma (Dia chi: 40/7 Dat Thanh, phuong 6, quan Tan Binh, TP. HCM, Viét
Nam)

27.1. Co 6 san xuit: Cong ty cb phan Dwoc phim Phong Phii - Chi nhanh nha may Usarichpharm (Pia chi: L6 12,
dudng sb 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Quén Binh Tan, Thanh Phé H6 Chi Minh, Viét Nam)

44 |Pilavos Thiabendazol 500mg [Vién nén Hop 7 vi x 4 vién NSX 36 | 893110361625 | 1
(VD-30146-18)

Ghi cha:

1. Cdch ghi tiéu chudn chat lwong thudc tai cot (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 ¥ nghia tirong dwong nhau,
la tiéu chudn chat lwong thudc do co s6 san xudt xdy ding va déu c6 thé dwoc ghi trén nhan thuoc.

- Céch viét tat cac tidu chuan chdt lwong dwoc dién: Dugc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duwoc dién My
(USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dién Quoc té (IP)...

2. S6 ddang ky tai cot (8):

- S6 dang ky gia han 1a s6 dang ky duwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thong fur s6 12/2025/TT-BYT
ngay 16/05/2025 ciia Bé trudng Bé Y té quy dinh viéc dang ky lieu hanh thudc, nguyén liéu lam thudc.

- S6 dang ky dd cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thube dwoc gia han theo quyét dinh nay.




Phu luc II
DANH MUC 20 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 218
(Kém theo Quyét dinh s6 402 /OP-QLD ngay 15  thing 8 nam 2025
cua Cyc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - Dang bao | Quy cich déng géi | Tiéu | Tudi S6 dang ky | S6
Ham lwgng ché chuin | tho gia han lin

(thang)| (S6 diangky | gia
da cip) han

) ) ©) (4) ®) (6) () (8) ©)

1. Co s6 ding ky: Chi nhanh cong ty TNHH san xuat - kinh doanh dwgc pham Pam San (Pia chi: Gian E22-E23 - Trung
tam Thuong mai dugc pham va Trang thiét bi y té - 134/1 T6 Hién Thanh - Phuong 15 - Quan 10 - TP.H6 Chi Minh - Viét
Nam)

1.1. Co sé san xuit: Cong ty TNHH dwge phadm USA — NIC (Dia chi: L6 11D dudng C - KCN Tan Tao - P. Tan Tao A -
Q.Binh Tan - TP.HS Chi Minh - Viét Nam)

1 |Phaanedol enfant |Mbi goi 2g chua: Thudc bot  [Hop 20 goi x 2g; NSX 36 893100361725 | 1
Clorpheniramin ubng Hop 30 goi x 2¢g (VD-30205-18)
maleat 2mg;

Paracetamol 325mg

2. Co sé diing ky: Cong ty ¢6 phan dwoce Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phd H6 Chi
Minh, Viét Nam)

2.1. Co sé san xuét: Cong ty co phian dwoc Apimed (Dia chi: Puong N1, cum cong nghiép Phu Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Png Nai, Viét Nam)

2 |Apixodin DT 120 |Fexofenadin Vién nén Hop 1 vi x 10 vién; NSX 36 (893100361825 | 1
hydrochlorid 120mg  |phén tan Hop 3 vi x 10 vién; (VD-33264-19)
Hop 10 vi x 10 vién
3 |Paluzine K&m (dudi dang Kém (Siro Hop 10 ong x Sml; NSX 24 1893100361925 | 1
gluconat) 0,2% (w/v) Hop 20 dng x 5ml; (VD-31498-19)

Hop 10 dng x 10ml;
Hop 20 dng x 10ml;
Hop 1 chai x 100ml

3. Co sé diing ky: Cong ty ¢6 phan dwge ATM (Pia chi: + Tru sé chinh: VP 26, ting 26 toa elip, 110 Tran Phu, phudng Mo
Lao, quan Ha Pong, thanh phé Ha Noi. + Dia chi kinh doanh: L6 B1.4-LK31-01-Khu d6 thi Thanh Ha-Cieanco 5, xa Cu Khé,
huyén Thanh Oai, thanh phé Ha Noi, Viét Nam)

3.1. Co s6 san xuit: Cong ty co phan dwge Ha Tinh (Pia chi: S6 167, dwong Ha Huy Téap, phuong Nam Ha, thanh phd Ha
Tinh, tinh Ha Tinh, Viét Nam)

4 |Atdoncam Syrup |Piracetam 160mg/ml [Sird Hop 10 6ng x Sml; NSX 36 893110362025 | 1
Hop 20 6ng x Sml; (VD-27693-17)
Hop 30 6ng x Sml;

Hop 10 6ng x 7,5ml;
Hop 20 6ng x 7,5ml;
Hop 30 6ng x 7,5ml;
Hop 10 6ng x 10ml;
Hop 20 6ng x 10ml;
Hop 30 6ng x 10ml;
Hop 1 chai x 60ml;

Hop 1 chai x 75ml;

Hop 1 chai x 100ml

4. Co sé diing ky: Cong ty ¢d phan Dwoc Pong Nai (Dia chi: S6 221 B, dwdng Pham Vian Thuén, phudng Tan Tién, thanh
phé Bién Hoa, Tinh Ddng Nai, Viét Nam)
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4.1. Co sé san xuit: Cong ty co ph?m Duwgc D(A)ng Nai (DPia chi: S6 221 B, duong Pham Van Thuén, phuong Tan Tién, thanh
phé Bién Hoa, Tinh Déng Nai, Viét Nam)

5 [Lazzy Lamivudin 100mg Viénnang |Hop 3 vi x 10 vién NSX 36 893110362125 | 1
cung (VD-25583-16)

5. Co s¢ ding ky: Cong ty Co phan Dugc Enlie (Pia chi: Puong NA6, KCN My Phudéc 2, Bén Cat, Binh Duong - Viét
Nam)

5.1. Co sé san xuit: Cong ty Cé phan Dugc Enlie (Dia chi: Puong NA6, KCN My Phuéc 2, Bén Cat, Binh Duong - Viét
Nam)

6 |Abidal Betamethason Vién nén Chai 500 vién NSX 24 1893110362225 | 1
0,25mg; (VD-8393-09)
Dexclorpheniramin
maleat 2mg
7 |Enlie Methionin |Methionin 250mg Viénnang |Chai 100 vién NSX 36 893110362325 | 1
250mg cing (VD-24080-16)
8 |Methionin 250mg [Methionin 250mg Viénnang |Chai 100 vién NSX 36 893110362425 | 1
cung (VD-25085-16)

6. Co s& diing ky: Cong ty ¢6 phan dwge Minh Hai (Dia chi: S6 322 duong Ly Vian Lam, phuong 1, thanh phd Ca Mau,
Tinh Ca Mau, Viét Nam)

6.2. Co sé san xuit: Cong ty c6 phan dwge Minh Hai (Dia chi: S6 322 dudng Ly Vian Lam, phuong 1, thanh phd Ca Mau,
Tinh Ca Mau, Viét Nam)

9 |Ampicilin 250mg |Ampicillin (du6i dang |Thudc cdm  [Hop 5 goi x 3g NSX | 36 [893110362525 | 1
Ampicillin trihydrate) (VD-16805-12)
250mg

7. Co s& diing ky: Cong ty Co phan Dwge pham 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Ho
Chi Minh, Viét Nam)

7.1. Co sé san xuit: Cong ty C6 phan Dugc pham 2/9 (Dia chi: 930C4 duong C, Khu cong nghiép Cat Lai, cum 2, Phudng
Thanh M¥ Loi, Quan 2, TP.Hd Chi Minh, Viét Nam)

10 [Hemafolic M&i 10ml chira: Acid [Dung dich  |Hop 10 ong x 10ml, | NSX 36 893100362625 | 1
folic Img; Phic hop  [udng Hop 18 dng x 5ml (VD-25593-16)
hydroxyd sit (IIT) va

polymaltose tinh theo
ion sat (IIT) 100mg

8. Co s¢ ding ky: Cong ty ¢6 phan dwoc phim Khanh Hoa (Dia chi: S6 74 dudng Thong Nhét, phuong Van Thing, thanh
phd Nha Trang, tinh Khanh Hoa, Viét Nam)

8.1. Co s¢ san xuat: Cong ty c6 phan dwge phdm Khanh Hoa (Dia chi: Duong 2/4, khom Péong Béc, phuong Vinh Hoa,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

11 [Pantoprazol Pantoprazol (dudi Viénnang |Hop 2 vi x 10 vién, NSX 36 893110362725 | 1
dang vi hat 15% ctrng chira vi |hop 3 vi x 10 vién, (VD-21315-14)
Pantoprazol) 40mg hat bao tan  |hdp 10 vi x 10 vién,
trong rudt chai 30 vién, chai
200 vién, chai 500
vién, chai 1000 vién

9. Co sé diing ky: Cong ty ¢6 phin dwgc phim Nam Ha (Pia chi: S6 415, dwong Han Thuyén, phuong Vi Xuyén, thanh
phé Nam DPinh, tinh Nam Dinh, Viét Nam)
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9.1. Co sé san xuat: Cong ty co phin dwoe pham Nam Ha (Dia chi: S6 415, duong Han Thuyén, phudng Vi Xuyén, thanh
phé Nam Dinh, tinh Nam Dinh, Viét Nam)

12 |Terpin Codein Codein (dudi dang Vién nén Hop 5 vix 10 vién NSX 36 893101362825 | 1
Codein phosphat (VD3-51-20)
hemihydrat) 10mg;

Terpin hydrat 100mg

10. Co s& ding ky: Cong ty c6 phan dwge pham Tipharco (Dia chi: L6 08, 09 Cum Cong nghiép va Tiéu thit Cong nghiép
Tan My Chéanh, Phuong 9, Thanh Phd My Tho, Tinh Tién Giang, Viét Nam)

10.1. Co s& san xuit: Cong ty c6 phan dugc pham Tipharco (Dia chi: 15 Déc Binh Kiéu, Phuong 2, TP. My Tho, Tinh
Tién Giang, Viét Nam)

13 [Prednisolon 5mg [Prednisolon (dudi Viénnang |Hop 1 chai x 200 NSX 36 893110362925 | 1
dang Prednisolon cing vién (VD-28050-17)
acetat) 5mg

14 |TIA Prednisolon |Prednisolon (dudi Viénnang  [Hop I chai x 200 NSX 36 893110363025 | 1

5mg dang Prednisolon cung vién (VD-28052-17)
acetat) 5mg

11. Co sé ding ky: Cong ty Cé phan Duwgec phadm Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phudong Bach Pang, quin
Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

11.1. Co s& san xuét: Cong ty Co phan Dwoc phim Trung wong 2 (Pia chi: L6 27, khu céng nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thanh phd Ha Noi, Viét Nam)

15 [Oubain Ouabain 0,25mg/ml  |Dung dich  [Hop 100 6ng x 1ml NSX 24 1893110363125 | 1
0.25mg/1ml tiém (VD-20841-14)

12. Co s& diing ky: Cong ty c¢6 phan Dwoc Phidm Vipharco (Dia chi: S6 67, Ngd 68 duong Ngoc Thuy, phuong Ngoc Thuy,
quan Long Bién, Ha N¢i, Viét Nam)

12.1. Co sé san xuét: Cong ty cé phin dwoc vat tw y té Hai Dwong (Dia chi: S6 102 phd Chi Lang, phuong Nguyén Trii,
thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

16 ([Laknitil L-Ornithin L-Aspartat [Dung dich  |Hop 5 6ng x 10ml NSX 36 893110363225 | 1
5g/10ml tiém truyén (VD-14472-11)
tinh mach

13. Co sé ding ky: Cong ty c6 phian Gonsa (Dia chi: 88 Puong Pham Thi Tanh, Phudng 4, Quan 8, Thanh phd Ho Chi
Minh, Viét Nam)

13.1. Co s& san xuét: Cong ty lién doanh dwgc phAm Mebiphar - Austrapharm (Dia chi: L6 I1I-18, Puong s6 13, Nhom
CN II, KCN Tan Binh, Quén Tan Pha, TP. H5 Chi Minh, Viét Nam)

17 |Gonsa saflic Acid folic 0,35mg; Viénnang |Hop 03,06 vix 10 NSX 24 1893100363325 | 1
Phrc hop sét (1IT) mém vién (VD-33732-19)
hydroxyd polymaltose
(twong duong voi
100mg sit (TIT))
357mg

14. Co s& ding ky: Cong ty cb phan héa-dwoc phim Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
Thanh Phé Hb Chi Minh, Viét Nam)

14.1. Co s& san xuét: Cong ty cé phin héa-dwec phdm Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quan 11,
Thanh Phé H) Chi Minh, Viét Nam)

18 |Mekodin Codein 8mg; Viénnang |Hop 5 vix 10 vién NSX 36 (893101363425 | 1
Paracetamol 500mg  |cirng (VD-33742-19)
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15. Co s& ding ky: Cong Ty C6 Phian Pymepharco (Dia chi: 166 — 170 Nguyén Hu¢, Phuong 7, Tp. Tuy Hoa, Tinh Phu
Yén, Viét Nam)
15.1. Co s& san xuat: Cong ty c6 phian Pymepharco (Dia chi: 166 — 170 Nguyén Hué, Phuong 7, Tp. Tuy Hoa, Tinh Phii
Yén, Viét Nam)

19 |Piracetam 3g Piracetam 3 gam/15ml [Dung dich  [Hop 4 6ng x 15ml NSX 36 893110363525 | 1
tiém (VD-8217-09)

16. Co sé dang ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, dai 16 Hitu Nghi, KCN Viét Nam—Singapore, Thudn
An, Binh Duong, Viét Nam)

16.1. Co s& san xuit: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 25, duong s6 8, KCN Viét Nam-Singapore, Thuan
An, Binh Duong, Viét Nam)

20 |Timi Roitin Calci pantothenat Vién nang Hop 12 vi x 5 vién; NSX 36 893110363625 | 1
15mg; Fursultiamin ~ |{mém hop 24 vi x 5 vién (VD3-113-21)
50mg; Natri

chondroitin sulfat
90mg; Nicotinamid
50mg; Pyridoxin HCI
25mg; Riboflavin 6mg

Ghi chu:

1. Cach ghi tiéu chudn chat luong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢ Y nghia twong dwong nhau,
la tiéu chudn chat lwong thudce do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thuoc.

- Céch viér tdt céc tieu chudn chat heong dwoc dién: Dwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Dugc dién My
(USP), Duoc dién Nhit Ban (JP), Dwgc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Dwoc dién Quoc té (IP)...

2. 86 dang ky tai cét (8):

- S6 dang ky gia han 1 s6 dang Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thang fwr so 12/2025/TT-BYT
ngay 16/05/2025 ciia B6 truong Bo Y té quy dinh viéc dang ky lieu hanh thuéc, nguyén liéu lam thudc.

- 6 déng ky dd cap (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thuoc dwoc gia han theo quyét dinh nay.
3. CAC thudc tai Phu luc nay: sau khi hét han gidy dang ky lwu hanh, trong hé so gia han phdi bo sung cong thirc tham chiéu
hodic dir liéu 1am sang chimg minh an toan hiéu qud ciia thuoc dé Hoi dong tw van cap gidy dang Ky luu hanh thude, nguyén
liéu 1am thudc xem xét viéc gia han GPKLH (trir s6 thir tw 19: sau khi hét han GPKLH, khdng tiép tuc gia han do hé so ding
ky lan dau chira bién soan theo mau ACTD).




Phu luc III
DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC PEN 31/12/2025 - QT 218
(Kém theo Quyét dinh sé6 402 /OP-QLD ngay 15  thing 8  ndm 2025
cua Cyc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng g6i | Tiéu | Tudi S6 diang ky | So

Ham luwgng ché chuin | tho gia han lan
(thang)| (S6 diangky | gia
di cép) han

@) ) ©) (4) ©) (6) () (8) )

1. Co sé ding ky: Cong ty Cé phan Dwoc Khoa (Pia chi: S6 9, Nguyén Cong Trir, phudng Pham Dinh Ho, quan Hai Ba
Trung, Ha No6i, Viét Nam)

1.1. Co sé san xuét: Cong ty C6 phan Dwoc Khoa (Pia chi: Try so chinh: S6 9 Nguyén Cong Trit, phudng Pham Dinh Ho,
quéan Hai Ba Trung, thanh phd Ha Noi. Dia chi san xuat: Nha may Duoc pham DKPharma- Chi nhanh Bic Ninh cong ty C6
phﬁn Duoc Khoa: Lo dat I1I-1.3, buong D3, Khu cong nghiép Qué V5 2, Xa Ngoc X4, huyén Qué V3, tinh Bic Ninh, Viét
Nam)

1 |Tobradico Tobramycin (dudi Dung dich |Hop 01 1¢ x Sml NSX 24 1893110363725 | 1
dang Tobramycin nho mat (VD-19202-13)
sulfat) 0,3% (w/v)

2. Co sé ding ky: Cong ty Co phan Dwge Pham Imexpharm (Dia chi: S6 4, Puong 30/4, Phudng 1, thanh phd Cao Lanh,
tinh Pong Thap, Viét Nam)

2.1. Co sé san xuét: Chi nhanh 3 - Cong ty C6 phan Dwgc phim Imexpharm tai Binh Dwong (Dia chi: S6 22, Puong s6
2, Khu cong nghiép Viét Nam - Singapore II, Phuong Hoa Pha, TP.Thi Dau Mét, Tinh Binh Duong, Viét Nam)

2 |Opxil S 250 Cephalexin (dudi Viénnang [Chai 200 vién, Chai | USP 36 (893110363825 | 1
dang Cephalexin cing 500 vién hién (VD-19372-13)
monohydrat hanh
compacted) 250mg (UspP

42)

2.2. Co sé san xuat: Cong ty Cé phan Dwoc Pham Imexpharm (Pia chi: S6 4, Puong 30/4, Phuong 1, Thanh phd Cao
Lanh, Tinh Png Thap, Viét Nam)

3 [Mexcold Imex 500 [Paracetamol 500mg [Vién nang |[Chai 200 vién NSX 48 1893110363925 | 1
cliing (VD-22904-15)

4 [Pharmox S 250 Amoxicilin (dudi Vién nang |Chai 500 vién, chai NSX 36 893110364025 | 1
dang amoxicilin cing 200 vién (VD-19377-13)
trinydrat compacted)
250mg

3. Co sé ding ky: Cong ty c6 phan US Pharma USA (Dia chi: L6 B1-10, Puong D2, Khu céng nghiép Tay Béc Cu Chi, ap
Bau Tre 2, xa Tan An Hoi, Huyén Ct Chi, Thanh Phé H6 Chi Minh, Viét Nam)

3.1. Co sé sin xuit: Cong ty ¢ phan US Pharma USA (Pia chi: L6 B1-10, Puong D2, Khu cong nghiép Tay Bic Cu Chi,
4p Bau Tre 2, xa Tan An Hoi, Huyén Ct Chi, Thanh Phé H6 Chi Minh, Viét Nam)

5 |Cadipredni Prednisolon 5mg Vién nén Hop 3 vi, 10 vix 10 NSX 36 1893110364125 | 1
bao phim  |vién; chai 200 vién; (VD-34394-20)
chai 500 vién; chai
1000 vién




STT Tén thudc Hoat chit chinh - | Dang bao | Quy cach déng géi | Tiéu | Tudi S6 dang ky | Sb
Ham luwgng ché chuin | tho gia han lin
(thang)| (So dingky | gia
da cip) han
@) 2) ®) (4) Q) (6) () (8) )
Ghi chu:

1. Cach ghi tiéu chudn chat luong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house 6 Y nghia twong dwrong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dwng va déu cé thé dwoc ghi trén nhan thudc.
- C&ch viét tdt Céc tieu chudn chdt lwong duge dién: Dwgc dién Viét Nam (DPVN), Dugc dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chdu du (EP), Dwoc dién Quoc té (IP)...

2. §6 ddang ky tai cot (8):

- S6 ddang Ky gia han 1 s6 ding Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thong fur sé 12/2025/TT-BYT
ngay 16/05/2025 ciia Bé truong Bé Y té quy dinh viéc dang ky lieu hanh thuoc, nguyén liéu lam thudc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) 14 sé diang Ky da dwge cdp triede Khi thuoe dwoe gia han theo quyét dinh

nay.
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