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)7 S SETUC QUAN LY DUQC DPéc lap - Tw do - Hanh phiic
S6: 720 /QDP-QLD Ha Ngi, ngay 03 thdng 12 ndm 2025
QUYET PINH

Vé viéc ban hanh Danh muc 42 thudc sin xuat trong nwéc dwoc gia han
giay dang ky luu hanh tai Viét Nam - Dot 219

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 liéu lam thuéc - B Y té dot 219 hop ngay 14 thang 10 nam 2025 tai bién
ban hop kém theo Céng vin sé 69/HPTV-VPHP ngay 06 thang 11 nam 2025 cia
Vin phong Héi dong tw vin cdp GPKLH thudc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Quan 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh ndy danh muyc 42 thudc san xut
trong nudc dugc gia han giéy dang ky luu hanh tai Viét Nam - Dot 219, cu thé:

1. Danh muc 26 thudc, nguyén liéu lam thudc san xuét trong nude dugc gia
han gidy ding ky luu hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 14 thubc san xuat trong nuéc dugc gia han gidy dang ky luu
hanh hiéu luc 03 nam (Phu luc Il kem theo).

3. Danh muc 02 thudc san xuét trong nudc 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 xuat thudc theo dung cac ho so, tai liéu di dang ky voi Bo Y té va
phai in hodc dan sb dang ky dugc BO Y té Viét Nam cap 1én nhén thudc.

2. Chép hanh diy du phéap lut ctia Viét Nam va cac quy dinh ctiia Bo Y té vé
san xuat va luu hanh thudc tai Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chat lugng cua thuéc, nguyén li¢u lam
thudc theo quy dinh tai Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 cua B
truong Bo Y té hudng dan ap dung tiéu chuan chit luong, kiém nghiém thudc,
nguyén liéu lam thube va thu hdi, xtr 1y thude vi pham.
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4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop ho so cap nhat no1 dung nhan thudc, to huéng dan st dung thudc theo quy dinh
ctia Thong tu sb 01/2018/TT-BYT ngay 18/01/2018 cta Bo trudng Bo Y té quy
dinh ghi nhan thudc, nguyén liéu lam thude va t& huéng dan sir dung thube duge
stra doi, bd sung tai Thong tu s6 23/2023/TT-BYT ngay 30/11/2023 thi phai thuc
hién cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-
BYT trong thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.

5. 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 ddi vé noi dung hanh chinh
(bao gom ca mau nhan va to huéng dan st dung thuoc) phai san xuat, nhap khau va
luu hanh voi cac ndi dung dé dugce phé duyét thay ddi trong ho so gia han.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hi€u qua, tac dung khong mong mudn cla
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 10 Thong
tu s6 12/2025/TT-BYT ngay 16/5/2025 cta Bo truong Bo Y té quy dinh viéc ding
ky luu hanh thude, nguyén li¢u lam thude d6i véi cac thude thudoc Danh muc tai
Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap ing du diéu kién hoat dong, co s& ding ky phai c6 trach
nhiém thyuc hién thay d6i co so ding ky theo quy dinh tai Thong tu s6 12/2025/TT-
BYT ngay 16/5/2025 ctia Bo truong Bo Y té trong thoi han 30 ngay ké tir ngay co
sO dang ky khong con du diéu kién hoat dong.

Dléu 3. Cac thuéc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay
duoc tlep tuc str dung so dang ky da cap trude khi gia han trong thoi han téi da 12
thang ké tir ngay dugc cap sb dang ky gia han theo quy dinh tai Phu luc V ban hanh
kém theo Thong tu s6 12/2025/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pi¢u 5. Giam dbc S¢' Y té céac tinh, thanh phd truc thudc Trung wong, giam
dbc co sd san xudt va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhn: ~ CUC TRUONG
- Nhu Dbiéu 5; .

- Bo trudng (dé b/c); VA N2\
- Thi truéng Nguyén Tri Thire (dé b/c); (=] 1 \z, M
- Cuc Quan Y - B§ Qudc phong, Cuc Y té - B Cong an; | o QU ‘//72//

Cuc Y t& GTVT - B X4y dung; \+\ DUO( /

- Bo Tai chinh: Cuc Hai quan, Bao hiém x3 hoi Viét Nam; S 7

-Bo Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Trung tam ‘ Z

mua sam tap trung thudc qubc gia, Van phong HDTV cép

GDKLH thubc, NLLT;

- Vién KN thube TU, Vién KN thube TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién & Vién co6 giwvong bénh tryc thuéc B Y té;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCHN, QLGT,

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b) (C.H).

Cu
1A R

~Vii Tuan Cwong



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 720 /OP-OLD ngay 03 thang 12 ndm 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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clavulanat + avicel ti
1€ (1:1)) 31,25mg;
Amoxicilin (dudi
dang amoxicilin
trihydrat) 250mg

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) )
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)
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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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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)| (So dangky | gia
da cip) han
@) 2 ®3) (4) (5) (6) () (8) )

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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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
1) (2 ®3) (4) (5) (6) () (8) 9)
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.




Phu luc II
DANH MUC 14 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 219
(Kém theo Quyét dinh sé6 720 /OP-QLD ngay 03  thing 12 nam 2025
cua Cyc Quan ly Duoc)

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

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

) ) ©) (4) ®) (6) () (8) ©)

1. Co sé ding ky: Cong ty c6 phan Dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Ho Chi
Minh, Viét Nam)

1.1. Co s& san xuit: Cong ty co ph?m Dugc Apimed (bia chi: Puong N1, cum cong nghi¢p Phu Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

1 |Ladycare Alpha terpineol 1%  |Dungdich  [HOp 1 chai x 150ml; | NSX 36 893110495225 | 1
(wiv) vé sinh phu  |HOp 1 chai x 200ml (VD3-99-21)
nit

2. Co sé diing ky: Cong ty c6 phan dwoe Minh Hai (Dia chi: S6 322 duong Ly Vian Lam, phuong 1, Thanh phd Ca Mau,
Tinh Ca Mau, Viét Nam)

2.1. Co sé san xuét: Cong ty ¢ phin dwoc Minh Hai (Dia chi: S6 322 duong Ly Vin Lam, phuong 1, Thanh ph Ca Mau,
Tinh Ca Mau, Viét Nam)

2 |Cephalexin Cephalexin Thudc com  |Hop 12 gobi x 3g NSX 36 (893110495325 | 1
250mg (Cephalexin (VD-17357-12)
monohydrat) 250mg

3 |Clatexyl 250mg [Amoxicillin (duéi Thudc cdm  |Hop 20 goi x 1,5g NSX 36 893110495425 | 1
dang Amoxicillin (VD-16810-12)
trihydrate) 250mg

3. Co sé diing ky: Cong ty Co phan Dwogce pham Ciru Long (Pia chi: 150 duong 14 thang 9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

3.1. Co sé san xuat: Cong ty Cé phan Dwoc phdm Ciru Long (Dia chi: 150 duong 14 thang 9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

4 |Babemol Paracetamol 120mg  [Siro thuéc  [Hop 30 goi x 5ml NSX 36 893100495525 | 1
(VD-21255-14)

4. Co sé diing ky: Cong ty ¢d phan dwge phim Me Di Sun (Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thanh phd
Bén Cat, Tinh Binh Duong, Viét Nam)

4.1. Co sé san xuat: Cong ty cd phin dwec phdm Me Di Sun (Dja chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thanh
phé Bén Cat, Tinh Binh Duong, Viét Nam)

5 |[Soyoz Acid thioctic (Acid Vién nén Hop 3 vix 10 vién NSX 36 893110495625 | 1
alpha lipoic) 200mg  [bao phim (VD-34576-20)

5. Co s¢ diang ky: Cong ty Co phan Dwoc phim Sao Kim (Pia chi: KCN Quang Minh, huyén Mé Linh - Ha Noi, Viét Nam)

5.1. Co sé san xuat: Cong ty c6 phan dwgee phdm Sao Kim (Dja chi: KCN Quang Minh, huyén Mé Linh - Ha Noi, Viét
Nam)




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)| (S6 dang ky | gia
da cap) han
@) ) ©) (4) () (6) () (8) 9)
6 [Colocol Flu+ Dextromethorphan Vién nén Hop 15vix 10 vién | NSX 36 893110495725 | 1
hydrobromide 15mg; |bao phim (VD-28013-17)

Loratadin 5mg;
Paracetamol 500mg

6. Co sé ding ky: Cong ty Co phan Dugc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phuong Bach Pang, quan
Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

6.1. Co sé san xuit: Cong ty C6 phan Duwoc pham Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

7 {Ingaron 200 DST

Cefpodoxim (duédi
dang Cefpodoxim
proxetil) 200mg

Vién nén
phan tan

Hop 1 vi x 10 vién,
Hop 2 vi x 10 vién

NSX

36

893110495825
(VD-21692-14)

7. Co s¢ ding ky: Cong ty C6 phan Dwgc phim Trung wong I - Pharbaco (Pia chi: 160 Ton Puc Thing, phuong Hang
Bot, quan Déng Pa, thanh phd Ha Noi, Viét Nam)

7.1. Co s san xuit: Cong ty Cé phan Dugc phadm Trung wong I - Pharbaco (Dia chi: Thén Thach Lai, x3 Thanh Xuén,
huyén Soc Son, thanh phd Ha Noi, Viét Nam)

8 |Azithromycin Azithromycin (duéi  [Vién nén Hop 1 vi x 3 vién NSX 36 [893110495925 | 1
500mg dang Azithromycin bao phim (VD-8806-09)
dihydrat) 500mg
9 |Lovegra Sildenafil (dudi dang |Vién nén Hop 1 vi x 4 vién; NSX 36 1893110496025 | 1
Sildenafil citrat) 50mg [bao phim Hop 1 1o 30 vién; (VD-5976-08)
Hop 1 1o 10 vién
10 |Mygast Terbutalin sulfat Thudc tiém |Hop 10 ong x 1ml NSX | 36 [893115496125 | 1
0,5mg/1ml (VD-12946-10)

8. Co s¢ ding ky: Cong ty Co phan Héa-Dwoc phAm Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,

TP. H6 Chi Minh, Viét Nam)

8.1. Co s¢ san xuit: Cong ty Cé phan Héa-Duwge pham Mekophar (Bia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
TP. H6 Chi Minh, Viét Nam)

11 [Kalecin 500 Clarithromycin 500mg [Vién nén Hop 2 vix 5 vién NSX 36 893110496225 | 1
bao phim (VD-8941-09)

12 [Mutecium-M Domperidon maleat  |Vién nén Hop 10 vix 10 vién |DDVN 36 893110496325 | 1
tuong duong V (VD-15527-11)

domperidon 10mg

9. Co s6 diing ky: Cong ty c6 phan S.P.M (Dia chi: Lo s6 51, Khu Céng Nghiép Tan Tao, Pudng s 2, Phuong Tan Tao A,
Quan Binh T4n, Thanh phd H6 Chi Minh, Viét Nam)

9.1. Co s& san xuit: Cong ty co phan S.P.M (Dia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Puong s6 2, Phuong Tan Tao
A, Quén Binh Tan, Thanh phé H6 Chi Minh, Viét Nam)

13 [Muscino

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

Vién nang
mém

Hop 8 vix 10 vién

NSX

36

893101496425
(VD-21730-14)

10. Co sé ding ky: Cong ty TNHH Thwong mai va Tw van dau tw Tri Viét (Dia chi: S6 17A2 tap thé Dién Lyc, phuong

Bach Ding, quan Hai Ba Trung, thanh phd Ha Noi, Viét Nam)




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)| (S6 dang ky | gia
da cap) han

) ) ®) (4) ®) (6) () (8) )

10.1. Co s& san xuit: Cong ty c6 phan duwgc Medipharco (Pia chi: 08 Nguyén Truong To, Phuong Phudc Vinh, Thanh phd
Hué, Tinh Thira Thién Hué, Viét Nam)

14 |Pusadin plus Acid fusidic 2% Kem bbida |Hop I tuyp x 5g; NSX 36 893110496525 | 1
(w/w); Betamethason Hop 1 tuyp x 10g; (VD-25375-16)
valerat 0,1% (w/w) Hop 1 tuyp x 20g

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 so (TCCS), In-house ¢ Y nghia twong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thudc.

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

2. S6 ddang ky tai cot (8):

- S6 dang ky gia han 1 s6 ding Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thong fir so 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) la s6 dang ky da dwoc cdp trude khi thuoe dwoc gia han theo quyét dinh nay.

3. C4c thudc tai Phu luc nay: sau khi hét han gidy dang ky lwu hanh, trong hé so gia han phai bé 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 08, 09, 10, 11, 12: sau khi hét han GPKLH, khong tiép tuc gia han
do hé so ding ky lan dau chiea bién soan theo mau ACTD).




Phu luc III
DANH MUC 02 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC PEN 31/12/2025 - PQT 219
(Kém theo Quyét dinh sé 720 /OP-QLD ngdy o3 thing 12 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 dangky | gia
di cép) han

@) ) ©) (4) ©) (6) () (8) )

1. Co sé ding ky: Cong ty c6 phan Pymepharco (Pia chi: 166-170 Nguyén Hué, Phuong 7, thanh phd Tuy Hoa, tinh Phu
Yén, Viét Nam)

1.1. Co s6 san xuit: Cong ty c6 phan Pymepharco (Dia chi: 166-170 Nguyén Hué, Phudng 7, thanh phd Tuy Hoa, tinh Phii
Yén, Viét Nam)

1 |Tatanol A.F. Acetaminophen Vién nén Hop 3 vix 10 vién NSX 36 893100496625 | 1
500mg bao phim (VD-32693-19)

2. Co sé diing ky: Cong ty ¢6 phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, Khu cong nghiép Tay Bac Cu Chi,
ap Bau Tre 2, xa Tan An Hoi, huyén Ca Chi, Thanh phé H6 Chi Minh, Viét Nam)

2.1. Co s& san xuit: Cong ty co phan US Pharma USA (Pia chi: L6 B1- 10, Buong D2, Khu cong nghiép Tay Bac Ci Chi,
ap Bau Tre 2, x4 Tan An Hoi, huyén Ca Chi, Thanh phé Ho Chi Minh, Viét Nam)

2 |Duleusic 100 Cefpodoxim (dudi Thudc bot  [Hop 10 goi, 14 goi, NSX 36 [893110496725 | 1
dang Cefpodoxim ubng 20 goi x 3¢ (VD-21182-14)
proxetil) 100mg

Ghi chu:

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

- Nha san xuat (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 ding va déu c6 thé dwoc ghi trén nhan thudc.

- Céch viét tdt Céc tieu chudn chat lwong dwge dién: Dwgc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dién Quéc té (IP)...

2. S6 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 Théng @ sé 12/2025/TT-BYT
ngay 16/05/2025 ciia Bé trudng Bé Y té quy dinh viéc dang ky leu hanh thudc, nguyén liéu lam thudc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) 1a sé dang Ky dia dwoe cdp triede khi thuoe dwoce gia han theo quyét dinh
nay.
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