Phu luc I
DANH MUC 26 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - POT 219
(Kém theo Quyét dinh sé /OD-QLD ngay thang nam 2025
cua Cyuc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng géi | Tiéu | Tudi S6 ding ky | S6

Ham lugng ché chuin | tho gia han lan
(thang)| (So6 dangky | gia
da cép) han

) ) ®) (4) Q) (6) () (8) ©)

1. Co sé ding ky: Cong ty Co phin Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai Hoc,
phudng Quang Trung, thanh phd Quy Nhon, tinh Binh Pinh, Viét Nam)

1.1. Co sé san xuét: Cong ty C6 phan Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Pinh, Viét Nam)

1 [lodine Povidone iodine Dung dich |Hop 1 chai 20ml; BP 36 893100493025 | 1
10% (wi/v) dung ngoai |Hop 1 chai 30ml; hién (VS-4878-14)
Chai 125ml; Chai hanh
500ml

2. Co s6 ding ky: Cong ty C6 phian Dwoc Enlie (Dia chi: Duong NA6, KCN My Phuée 2, Bén Cat, Binh Duong — Viét
Nam)

2.1. Co sé san xuét: Cong ty Cé phan Dwoc Enlie (Dia chi: Puong NA6, KCN My Phuéc 2, Bén Cat, Binh Duong — Viét
Nam)

2 |Prednison 5 mg Prednison 5mg Vién nén Hop 10 vi x 10 vién; | NSX 36 | 893110493125 | 1
Chai 200 vién; Chai (VD-22739-15)
500 vién

3. Co s6 diing ky: Cong ty Co phan Dwgc pham Imexpharm (Dia chi: S6 04 Puong 30/4, Phuong 1, TP.Cao Linh, Tinh
DPong Thap, Viét Nam)

3.1. Co s6 san xuit: Cong ty Co phan Dugc phdm Imexpharm (Pia chi: S6 04, Pudng 30/4, Phudng 1, TP. Cao Linh,
Tinh Pdng Thap, Viét Nam)

3 |lsoniazid 300 mg |lsoniazid 300mg Vién nén Hop 1 thi x 10 vi x NSX 48 1893110493225 | 1
bao phim |12 vién (VD-23576-15)

4. Co s6 diing ky: Cong ty C6 phan Dwoc pham Minh Déan (Dia chi: Lo E2, Puong N4, Khu céng nghiép Hoa Xa, Phuong
Loc Hoa, TP. Nam Dinh, Tinh Nam Dinh, Viét Nam)

4.1. Co sé san xuat: Cong ty C6 phan Dwoc phdm Minh Dan (Pia chi: Lo E2, Puong N4, Khu cong nghiép Hoa X4,
Phuong Loc Hoa, TP. Nam Pinh, Tinh Nam Dinh, Viét Nam)

4 |Amoxicilin/Acid  [Acid clavulanic Bot pha hon [Hop 12 goi x 1,5¢ NSX 24 1893110493325 | 1
clavulanic (dudi dang kali dich uéng (VD-22488-15)
250/31,25 clavulanat + avicel
(1:1)) 31,25mg;
Amoxicilin (dudi
dang amoxicilin
trihydrat) 250mg
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5 |Midantin 250/31,25 [Acid clavulanic Bot pha hon [Hop 12 goi x1,5g NSX 24 893110493425 1
(dudi dang kali dich udng (VD-21660-14)

4.2. Co so san xuit: Céng ty Co phan Dwgc phdm Minh Dan (Dia chi: L6 N8, Puong N5, KCN Hoa X4, Phudong My X4,
TP. Nam DPinh, Tinh Nam Dinh, Viét Nam)

6

Naphazolin 0,05%

Naphazolin
hydroclorid 0,05%

(whv)

Dung dich
nho miii

Hop 1 1o x 10ml;
Hop 20 1o x 10ml

NSX

36

893100493525
(VD-24802-16)

5. Co s¢ ding ky: Cong ty Co phan Dwgc pham OPC (Pia chi: 1017 Hong Bang, Phudng 12, Quan 6, TP. Ho Chi Minh,
Viét Nam)

5.1. Co s¢ san xuat: Chi nhanh cong ty co6 phian dwoc pham OPC tai Binh Duwong - Nha may dwoec pham OPC (Pia chi:
S6 09/DX04-TH, T6 7, Khu phd Tan Hoa, Phuong Tan Vinh Hiép, Thanh phd Tan Uyén, Tinh Binh Duong, Viét Nam)

7

Povidon iod 10%

Povidon lod 10%
(Wiv)

Dung dich
dung ngoai

Hop 1 chai x 20ml;

Chai 90ml; Chai
500ml; Chai 1 lit;
Can 5 lit

NSX

36

893100493625
(VD-21325-14)

6. Co s& diing ky: Cong ty c6 phan Dugc pham RELIV (Dia chi: Khu A, S6 18, Puong Lé Thi Soc, Ap 2A, Xi Tan Thanh
Tay, Huyén Ca Chi, Thanh phé Ho Chi Minh, Viét Nam)

6.1. Co sé sin xuit: Cong ty c6 phian Dwge phim RELIV (Bia chi: Khu A, S6 18, Puong Lé Thi Soc, Ap 2A, Xa Tan

Thanh Tay, Huyén Cua Chi, Thanh phé Ho Chi Minh, Viét Nam)

8

Bivinadol 500 sui

Paracetamol 500mg

Vién nén
sui bot

Hop 4 vi x 4 vién,
hop 10 vi x 4 vién,
hop 5 vi x 4 vién;
Hop 1 tuyp x 10 vién

NSX

24

893100493725
(VD-22717-15)

7. Co s& diing ky: Cong ty Co phan Dwge phim Sao Kim (Pia chi: Khu cong nghiép Quang Minh, thi trin Quang Minh,
huyén M¢ Linh, Thanh phé Ha Noi, Viét Nam)

7.1. Co sé san xuit: Cong ty C6 phan Dugc pham Sao Kim (Dia chi: Khu cong nghiép Quang Minh, thi trin Quang Minh,
huyén M¢ Linh, Thanh phé Ha Noi, Viét Nam)

9 |Evadam Sildenafil (dudi Viénnén  |Hop 1 vi x 4 Vién NSX 36 893110493825 | 1
dang Sidenafil bao phim (VD-23001-15)
citrat) 50mg

10 |Gastrolium Attapulgite Thudc bot  [Hop 30 goi x 3g NSX 36 | 893100493925 | 1
Mormoiron hoat héa [pha hén (VD-29831-18)
2500mg; Gel khd  [dich uéng

nhdm hydroxyde va
magnesi carbonate
500mg

8. Co s& diing ky: Cong ty Co phan Dwoc pham Tipharco (Dia chi: L6 08, 09 Cum Cong nghiép va Tiéu thii cong nghiép
Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)




3

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cach déng géi | Tiéu | Tudi S dang ky | Sb
Ham lugng ché chuin | tho gia han lin
(thang)| (S6 dingky | gia
da cip) han
@) 2 ©) (4) (5) (6) () (8) )
8.1. Co sé san xuat: Cong ty Cé phan Dwoc pham Tipharco (Pia chi: 15 Pc Binh Kiéu, Phuong 2, TP. My Tho, Tinh
Tién Giang, Viét Nam)
11 [Smeclife Diosmectite 3g Thudc bét  [Hop 30 goi x 3,8g NSX 36 893100494025 1
pha hén (VD-31922-19)
dich udng

9. Co sé diing ky: Cong ty C6 phan Dwoc phim Trung wong 2 (Dia chi: S6 9 Tran Thanh Téong, phuong Bach Dang, quan
Hai Ba Trung, thanh phé Ha Ngi, Viét Nam)

9.1. Co s& san xuit: Cong ty co phan dwge phdm Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén Mg Linh, thanh phé Ha Ngi, Viét Nam)

12

Alkidazol

Cefpodoxim (dudi
dang Cefpodoxim
proxetil) 40mg/5ml

Thudc bot
pha hon
dich uéng

Hop 1 1o 60ml,
75ml, 115ml, 125ml

NSX

24

893110494125
(VD-31221-18)

10. Co sé diing ky: Cong ty Co phan Dwoc pham Trung wong I - Pharbaco (Dia chi: 160 Ton Puc Thang, phuong Hang
Bot, quan Déng Pa, thanh phd Ha Noi, Viét Nam)

10.1. Co sé san xuat: Cong ty Co phan Dwoc phim Trung wong I - Pharbaco (Pia chi: Thon Thach L&i, x4 Thanh Xuan,
huyén Soc Son, thanh ph Ha Noi, Viét Nam)

13 |Co-trimoxazol Sulfamethoxazol Bot pha hon [Hop 30 goi x 3g NSX 24 | 893110494225 | 1
240mg 200mg; dich udng (VD-19955-13)
Trimethoprim 40mg
14 |Pharcoter Forte Codein base 15mg; |Vién nén Hop 10 vi x 10 vién; | NSX 36 893111494325 1

Terpin hydrat 100mg

Lo 100 vién; Lo 200
vién

(VD-33603-19)

11. Co s6 diing ky: Cong ty Co phan Dwoc Trung wong Mediplantex (Dia chi: S6 358 duong Giai Phong, phuong Phuong
Liét, quan Thanh Xuan, thanh phé Ha Noi, Viét Nam)

11.1. Co s6 san xuit: Céng ty Co phin Dwgc Trung wong Mediplantex (Dia chi: Nha may dugc pham sé 2: Thén Trung
Hau, xa Tién Phong, huyén Mé Linh, thanh phd Ha N¢i, Viét Nam)

15

BSTon

Sulfamethoxazol
200mg;
Trimethoprim 40mg

Bot pha hon
dich udng

Hop 20 goi x 1,5¢g

NSX

36

893110494425
(VD-29932-18)

12. Co sé ding Ky: Cong ty c6 phan Duwge VTYT Thai Binh (Dia chi: S6 64, phd Hai Ba Trung, phuong Lé Hong Phong,

thanh phé Thai Binh, tinh Thai Binh, Viét Nam)

12.1. Co s6 san xuat: Cong ty CP Dwge VTYT Thai Binh (Dia chi: Km 4, dudng Hing Vuong, TP. Thai Binh, tinh Thai
Binh, Viét Nam)

16

Bisepthabi

Sulfamethoxazol
400mg;
Trimethoprim 80mg

Vién nén

Hoép 1 vi, 20 vix 20
vién. Lo 200 vién,
500 vién

NSX

36

893110494525
(VD-20933-14)

13. Co sé ding ky: Cong ty C6 phin Héa dwge Viét Nam (Dia chi: S5 273 phd Ty Son, phuong Ngi Tu Sd, quan Dong
Da, TP Ha Noi, Viét Nam)
13.1. Co 6 san xuét: Cong ty Co phian Hoa dwge Viét Nam (Dia chi: S6 192 Puc Giang, phudng Thugng Thanh, quan
Long Bién, TP Ha N&i, Viét Nam)

17

Calci clorid

Calci clorid
hexahydrat 97% -
103% (w/w)

Nguyén li¢u
lam thude

Can 10 lit; Can 20
lit; Can 30 lit

BP
hién
hanh

36

893110494625
(VD-19097-13)
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14. Co s& ding ky: Cong ty C6 phan Héa-Dwge pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
Thanh phd HO Chi Minh, Viét Nam)
14.1. Co s& san xuat: Cong ty Co phan Héa-Dwoc pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
Thanh phd H6 Chi Minh, Viét Nam)

18 [Nasolspray Sodium chloride Thudc xit  |Hop 1 chai x 50ml; NSX 36 | 893100494725 | 1
0,9% (w/v) mili Hop 1 chai x 70ml (VD-23188-15)

19 [Terpin-Codein Codein 15mg; Vién nén Hop 3 vix 10 vién NSX 24 893111494825 | 1
Terpin hydrat 200mg |bao phim (VD-32153-19)

15. Co sé dang ky: Cong ty cb phﬁn Korea United Pharm Int'l (DPia chi: 2A Pai 16 Ty Do, Khu cong nghi€p Viét Nam -
Singapore, Thuan An, Binh Duong, Viét Nam)

15.1. Co sé san xuit: Cong ty cb ph?m Korea United Pharm Int'l (DPia chi: 2A Pai 16 Ty Do, Khu cong nghi€p Viét Nam -
Singapore, Thuan An, Binh Duong, Viét Nam)

20 [Dutaon

Dutasterid 0,5mg

Vién nang
mém

Hop 3 vi x 10 vién,
Hop 10 vi x 10 vién

NSX

36

893110494925
(VD-26389-17)

16. Co sé ding ky: Cong ty c6 phan nghién ctru va sin xuit duge phim Meracine (Dia chi: Pudng YP6, khu cong nghiép
Yén Phong, xa Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

16.1. Co sé san xuét: Cong ty C6 phan Nghién Ciu va Sian Xuit Dwgc Phdm Meracine (Pia chi: Puong YP6, KCN Yén
Phong, x3 Dong Phong, huyén Yén Phong, tinh Béc ninh, Viét Nam)

21 [Nozeytin-F

Lo 15ml chira:
Azelastin
hydrochlorid 15mg;
Fluticason propionat
5,475mg; Tuong
g mdi lidu xit
chira: Azelastin
hydroclorid 137ug
(mcg); Fluticason
propionat 50ug

(mcg)

Hon dich
xit mii

hop 1 1o 15ml

NSX

24

893110495025
(VD-34603-20)

17. Co sé dang ky: Cong ty TNHH Duwoc phém Bach (Pia chi: S6 19 Pai Tur, phuong Pai Kim, quan Hoang Mai, Ha Noi,

Viét Nam)

17.1. Co s& san xuét: Cong ty TNHH MTV Dwoc phdm 150 Cophavina (Pia chi: 112 Trin Hung Pao, phudong Pham Ngii
L3o, Quén 1, thanh phé H6 Chi Minh, Viét Nam)

22 |Obanir 125

Cefdinir 125mg

Bot pha hon
dich ubng

Hop 12 goi x 3g;
Hop 20 goi x 3g

NSX

24

893110495125
(VD-29448-18)

18. Co sé ding ky: Cong ty TNHH DRP Inter (Dia chi: Lo EBS, duong s6 19A, Khu cong nghiép Hiép Phude, Xa Hiép
Phudc, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam)
18.1. Co s6 san xuét: Cong ty TNHH DRP Inter (Dia chi: Lo EBS, duong s6 19A, Khu cong nghiép Hi¢p Phude, Xa Hiép
Phudéc, Huyén Nha Bé, Tp. H6 Chi Minh, Viét Nam)
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23 |Golmafir Entecavir (dudi Vién nén Hop 3 vix 10 vién NSX 36 893114066223 | 1
dang entecavir bao phim
monohydrate
1,06mg) 1mg
24 |Lumianto Valsartan 51,4mg va |Vién nén Hop 3 vix 10 vién NSX 36 893110134723 | 1
sacubitril 48,6mg bao phim
(duoi dang
Sacubitril valsartan
natri hydrate)
113,1mg
25 [Rafivyr Entecavir (dudi Viénnén  |Hop 3 vix 10 vién NSX 36 893114066323 | 1
dang entecavir bao phim
monohydrate
0,53mg) 0,5mg
26 |Xulrextif 1 mg Brexpiprazole 1mg [Vién nén Hop 3 vi x 10 vién NSX 36 893110066423 | 1
bao phim

Ghi cha:
1. Cach ghi tiéu chudn chat luong thuéc tai cot (6):
- Nha san xudt (NSX), Tieu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 Y nghia tiwong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thudc.
- Céch viét tat cac tiéu chuan chdt lwong dwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duwoc 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 1a 56 dang Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thong fir s6 12/2025/TT-BYT
ngay 16/05/2025 ciia Bo 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 dom) la sé dang ky da dwoc cdp trude khi thuoc dwoc gia han theo quyét dinh nay.




