BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

R [5CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic

| Co quan: BOYT

Ngay ky: 10-03-
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T g6 132 /QP-QLD Ha Noi, ngay 10 thang 3 nam 2026
QUYET PINH

vé viéc ban hanh Danh muc 30 thudc san xuit trong nuéc duge gia han
giay dang ky luwu hanh tai Viét Nam - D¢t 220 thuoc hoa dwgce

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngdy 06/04/2016; Ludt sira doi, bé sung mét so diéu ciia
Ludt Duogc ngay 21/11/2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27/02/2025 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu té chirc ciia Bé Y té;

Can cir Nghi dinh sé 163/2025/NP-CP ngay 29/06/2025 cia Chinh phii quy
dinh chi tiét mét s6 diéu va bién phdp dé té chirc, hwdng dan thi hanh Ludt Dwoc;

Can cir Théng tw so6 12/2025/TT-BYT ngay 16/05/2025 ciia B trudng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thuoc;

Can cit Quyét dinh so 2386/0P-BYT ngay 22/07/2025 ciia Bé truong Bo Y té
quy dinh chirc ning, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy Duoc
thuéc Bé Y té;

Can cit két ludn cia Hoi dong tw van cdp gidy dang ky lwu hanh thude, nguyén
liéu lam thuéc - Bo Y té dot 220 hop ngay 27/11/2025, 09/12/2025, 11/12/2025,
16/12/2025 tqi bién ban hop kém theo Cong van 56 03/HPTV-VPHD ngay 09 thang 01
nam 2026 ciia Van phong Hoi dong tw van cap GPKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Péng ky thuée, Cuc Qudn 1y Duegc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 30 thubc san xuét trong
nuée dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 220, cu thé:

1. Danh myc 25 thudc san xuat trong nudc duoc gia han gidy dang ky luu hanh
hiéu lyc 05 nam (Phu luc I kem theo).

2. Danh muc 05 thudc san xuét trong nuée dugc gia han gidy ding ky luu hanh
hiéu luc 03 nam (Phu luc 1l kem theo).

Piéu 2. Co so ding ky, co sé san xuét thudc phai tudn tha cac quy dinh hién
hanh vé ding ky luu hanh thudc va cac quy dinh phéap luat khac c6 lién quan.

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

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong, giam ddc
co s& san xuét va co so dang ky co thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 25 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH TAI VIET
NAM HIEU LUC 05 NAM - PQT 220

(Kém theo Quyét dinh sé 132 /OP-QLD ngay 10 thang 3 nam 2026
cua Cuc Quan ly Duoc)
Tudi S6 diing ky gia
STT Tén thude Hoat ‘chat chinh - | Dang E)ao Quy ciich dong géi Tleg tho ) h?n , S.o lan
Ham lwgng che chuan . (So dang ky |gia han
(thang) - £
da cap)
1 ) @) (4) (5) (6) () (8) 9)

1. Co sé ding ky: Chi nhanh Cong ty TNHH sin xuit - kinh doanh dwgc phdm Pam San (Dia chi: Gian E22-E23 Trung
tam thuong mai dugc phém va trang thiét biy té, S6 134/1 T6 Hién Thanh, Phuong 15, Quan 10, TP.H6 Chi Minh, Viét Nam)
1.1. Co s6 san xuit: Céng ty TNHH Dwogce pham USA - NIC (Pia chi: L6 11D Puong C, Khu cong nghiép Tan Tao,

Phuong Tan Tao A, Quén Binh Tan, TP.H6 Chi Minh, Viét Nam)

1 [Flu-cold
children's

Mbi 5ml chtra:
Guaifenesin
100mg;
Phenylephrin
hydroclorid
2,5mg;
Dextromethorphan
hydrobromid 5mg

Dung dich
ubng

Hop 01 vi x 5 6ng
x 5ml, Hop 02 vi x
5 6ng x 5ml, Hop
04 vi x 5 dng x
Sml; Hop 01 vix 5
6ng x 10ml, Hop
02 vi x 5 dng x
10ml, Hop 04 vi x
5 6ng x 10ml; Hop
1 chai 60ml

NSX

36

893110003226
(VD-28755-18)

01

2. Co sé ding ky: Cong ty Co phan Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai Hoc
— Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh DPinh, Viét Nam)
2.1. Co s6 san xuit: Cong ty Co phan Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai Hoc
— Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh DPinh, Viét Nam)

2 |Oraptic 20

Omeprazol (dudi
dang pellet
Omeprazol 8,5%)
20 mg

Vién nang
cung chura
pellet bao tan
trong rudt

Hop 5 vi x 4 vién;
hop 25 vi x 4 vién

NSX

36

893110003326
(VD-25869-16)

01

3. Co s6 diing ky: Cong ty c6 phian Dwgc Pong Nai (Dia chi: S6 221 B, duong Pham Vian Thuan, phuong Tan Tién, thanh
phé Bién Hoa ,tinh Pong Nai , Viét Nam)
3.1. Co s6 san xuit: Cong ty co6 phan Dwgc Pong Nai (Dia chi: S6 221 B, duong Pham Vin Thuén, phuong Tan Tién,
thanh phd Bién Hoa,tinh Dong Nai, Viét Nam)

3 |Cetirizin 10mg [Cetirizin Vién nén Hop 10 vix 10 DbVN 36 893100003426 01
dihydroclorid vién, hop 20 vi x \Y (VD-34928-21)
10mg 10 vién, hop 50 vi
x 10 vién; Chai 100
vién, chai 500 vién
4 |Eurdogel Goi thude chira:  |Hon dich Hop 20 goi x 20g, NSX 36 | 893100003526 01
Nhom phosphat  [uéng hop 26 goi x 20g, (VD-17836-12)
gel 20% 12,38mg hop 30 goi x 20g

4. Co sé diing ky: Cong ty ¢b phan dwgc Medipharco (Dia chi: 08 Nguyén Trudng To, Phuong Phude Vinh, Thanh phd
Hué, Tinh Thira Thién Hué, Viét Nam)
4.1. Co sé san xuat: Cong ty cd phin dwec Medipharco (Dija chi: 08 Nguyén Trudng To, Phuong Phude Vinh, Thanh phd
Hué, Tinh Thira Thién Hué, Viét Nam)
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Tenofovir 300

Tenofovir
disoproxil 245mg
(duoi dang
Tenofovir
disoproxil
fumarate 300mg)

Vién nén

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién;
Hop 10vix 10
vién; Hop 1 lo x
100 vién

NSX

36

893110003626
(VD3-175-22)

01

5. Co s& diing ky: Cong ty cd phan Dwoc Minh Hai (Dia chi: S6 322 duong Ly Vian Lam, phuong An Xuyén, Tinh Ca

Mau, Viét Nam)
5.1. Co sé san xuit: Cong ty c6 phian Dwge Minh Hai (Dia chi: S6 322 duong Ly Vian Lam, phuong An Xuyén, Tinh Ca
Mau, Viét Nam)

6

Para-codein 30

Paracetamol
500mg, Codein
phosphat 30mg

Vién nén bao
phim

Hop 01,02 vix 10
Vién

NSX

36

893111003726
(VD-27728-17)

01

6. Co sé ding ky: Cong ty Co phan Dwgc pham Ciru Long (Pia chi: 150 duong 14 thang 9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)
6.1. Co sé san xuit: Cong ty C6 phan Dugc pham Ciru Long (Dia chi: 150 dudng 14 thang 9, Phuong 5, Thanh phé Vinh
Long, Tinh Vinh Long, Viét Nam)

7

Panalgan 500

Paracetamol
500mg

Vién nang
cung

Hop 10 vix 10
vién; chai 100 vién;
chai 200 vién; chai
500 vién

NSX

36

893100003826
(VD-19334-13)

01

7. Co sé ding ky: Cong ty c6 phan dwgc pham Phuwong Pong (Dia chi: Lo s6 7, duong s6 2, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tan, Thanh phé H6 Chi Minh, Viét Nam)
7.1. Co sé san xuit: Cong ty c6 phan duge pham Phwong Pong (Pia chi: Lo s6 7, dudng s6 2, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tén, Thanh phé H6 Chi Minh, Viét Nam)

8

Nabzen

Cefpodoxim (dudi
dang Cefpodoxim
proxetil) 100mg

Thubc cém
pha hon dich
uéng

Hop 10 goi x 3g,
hop 20 goi x 3g,
hop 30 goi x 3g,
hop 50 goi x 3g

NSX

36

893110003926
(VD-27009-17)

01

8. Co s& diing ky: Cong ty c6 phan duwge 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)
8.1. Co s6 san xuit: Cong ty co phan dwgc phidm Tipharco (Pia chi: 15, D¢ Binh Kiéu, phuong 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)

9

Tiphanicef 125

Cefdinir 125mg

Thubc bot
pha hon dich
ubng

Hop 10 goéi x 1,5g

NSX

36

893110004026
(VD-29151-18)

01

9. Co sé diing ky: Cong ty ¢b phan dwoce phim trung wong Vidipha (Dia chi: 184/2 Lé Vin S§, Phuong 10, Quan Phu
Nhuan, Thanh phé H6 Chi Minh, Viét Nam)
9.1. Co sé san xuat: Cong ty co phin dwec phidm trung wong Vidipha (Pia chi: Chi nhanh Cong ty ¢ phan duoc phdm

Trung Uong Vidipha Binh Duong - Khu phd Tan Binh, phuong Tan Hiép, thanh ph6 Tan Uyén, tinh Binh Duong, Viét Nam)

10

VVolden Fort

Diclofenac natri
75mg/3ml

Dung dich
tiém

Hop 10 6ng x 3 ml

DDbVN
\Y

36

893110004126
(VD-26307-17)

01

10. Co s& diing ky: Cong ty c6 phan dwge phadm Vinh Phic (Dia chi: S6 nha 789, dudong Dinh Am, phuong Khai Quang,
thanh phd Vinh Yén, tinh Vinh Phuc, Viét Nam)
10.1. Co sé san xuét: Cong ty c6 phin dwoc phdm Vinh Phic (Dia chi: Thon Mau Théng - P. Khai Quang - TP.Vinh Yén -
T. Vinh Phuc, Viét Nam)

11

Vinpha E

Vitamin E (DL-
alpha tocopheryl
acetat) 400 IU

Vién nang
mém

Hop 10 vix 10
vién; hop 3 vix 10
vién

DDVN
\Y

36

893110004226
(VD3-186-22)

01




3
11.1.Co sé ding ky: Cong ty c6 phan Duwgc Phiic Vinh (Pia chi: L6 CN 4-6.2 KCN Thach That - Quéc Oai, X Phung X4,
Huyén Thach That, Tp. Ha Noi, Viét Nam)

11.1. Co sé san xuét: Cong ty ¢6 phin Duge Phic Vinh (Pia chi: L6 CN 4-6.2 KCN Thach That - Quéc Oai, X3 Phung X4,
Huyén Thach That, Tp. Ha Noi, Viét Nam)

12 |Trimokids PV  [Sulfamethoxazol —|[Thudc bot Hop 10 goi x 1,5g; NSX 36 893110004326 01
200mg, pha hon dich |hop 20 géi x 1,5g; (VD-30625-18)
Trimethoprim ubng hop 30 goi x 1,5g
40mg

12. Co sé diing Ky: Cong ty C6 phin Hoa dwoc Viét Nam (Dia chi: 273 phd Tay Son,phudng Ngi Tu S¢,Quén Déng Pa,
thanh ph Ha Noi, Viét Nam)

12.1. Co s& san xuét: Cong ty Co phan Héa dwoe Viét Nam (Pia chi: S§ 192 Ptrc Giang, phudng Thuong Thanh, quan
Long Bién, Thanh phé Ha Noi, Viét Nam)

13 |Biztolbaby Sulfamethoxazol |Thudc bot Hop 10 thi x 1,5¢g NSX 36 893110004426 01
200mg; pha hén dich (VD-27276-17)
Trimethoprim ubng
40mg

13. Co sé diing Ky: Cong Ty Cé Phan Pymepharco (Dia chi: 166-170 Nguyén Hué, Phudng 7, thanh phd Tuy Hoa, tinh
Pht Yén, Viét Nam)

13.1. Co 6 san xuét: Cong Ty C6 Phin Pymepharco (Dia chi: 166-170 Nguyén Hué, Phuong 7, thanh phd Tuy Hoa, tinh
Pht Yén, Viét Nam)

NSX 24 893100004526 01

(VD-15539-11)

14 |Talanta Nhém hydroxyd
gel kho (tuong
duong nhom
hydroxyd 306mg)
400mg, Magnesi

hydroxyd 400mg

Vién nén nhai{Hop 03 vi x 14
vién; Hop 04 vi x
10 vién

14. Co s& ding Ky: Cong ty c6 phan Tap doan Merap (Dija chi: Thon Ba Khé, X4 Tan Tién, Huyén Vin Giang, Tinh Hung
Yén, Viét Nam)

14.1. Co s& san xuét: Cong ty c6 phin Tap doan Merap (Pia chi: Thon Ba Khé, Xa Tan Tién, Huyén Vian Giang, Tinh
Hung Yén, Viét Nam)

15 |Efodyl Cefuroxime (dudi |Com pha hdn [Hop 20 goi x 1,5g USP 30 893110004626 01
dang Cefuroxime |dich uéng hién (VD-27344-17)
axetil) 125mg hanh

15. Co s6 diing ky: Cong ty Co phan US Pharma USA (Pia chi: L6 B1- 10, Pudng D2, Khu cong nghiép Tay Bac Cii Chi,
ap Bau Tre 2, x4 Tan An Hoi, huyén Ca Chi, Thanh phé Ho Chi Minh, Viét Nam)

15.1. Co s6 san xuat: Cong ty Co phan US Pharma USA (Dia chi: Lo B1- 10, Pudng D2, Khu cong nghiép Tay Béc Cu
Chi, ap Bau Tre 2, xa Tan An Hoi, huyén Cu Chi, Thanh phd Ho Chi Minh, Viét Nam)

16 |[Ciprofloxacin  [Ciprofloxacin Thubdc bot Hop 10 goi, 14 goi, | NSX 36 893115004726 01
250-US (dudi dang pha hon dich |20 gdi x 3g (VD-24053-15)
Ciprofloxacin ubng
HCI) 250mg

16. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quc 16 60, phuong Pht Tan, thanh phd Bén Tre, tinh

Bén Tre, Viét Nam)

16.1. Co s6 san xuit: Cong ty Lién doanh Meyer - BPC (Dia chi: 6A3, qudc 16 60, phudng Pha Tan, thanh phd Bén Tre,
tinh Bén Tre, Viét Nam)

17 |Zeprilnas

Itoprid

hydroclorid 50mg

Vién nén

Hop 02 vix 10 vién

NSX

36

893110004826
(VD-25940-16)

01

17.Co s& diing ky: Cong ty TNHH Dwgc phim Huy Vin (Dia chi: 511/15 Huynh Van Banh, phuong 14, Quéan Phu

Nhuan, TP H5 Chi Minh, Viét Nam)
17.1. Co s& san xuét: Cong ty Co phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, Khu cong nghiép Tay Bic Cu

Chi, ap Bau Tre 2, xa Tan An Hoi, huyén Cu Chi, Thanh phd H5 Chi Minh., Viét Nam)
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18

Cefdinir 125-
HV

Cefdinir 125mg

Thubc bot
uong

Hop 10 goi, 20 goi
X 2,59

NSX

36

893110004926
(VD-20603-14)

01

18. Co sé ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, Pudng s6 2, Khu cong nghiép
Dong An, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

18.1. Co 6 san xuat: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s6 2, Khu céng nghiép

Dong An, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

19

Cantomy
Granule

Moi géi 2,5¢g
chura: Cefdinir
125mg

Com pha hén
dich uéng

Hop 30 goi x 2,5¢g;
hop 50 goi x 2,5¢g

NSX

36

893110005026
(VD-34470-20)

01

19. Co s& ding ky: Cong Ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, X& Xuan
Théi Son, Thanh phd H6 Chi Minh, Viét Nam)
19.1. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Pia chi: Sb 40 dai 16 Tu Do, Khu cong

nghiép Viét Nam - Singapore, Phuong An Phii, Thanh phd Ho Chi Minh, Viét Nam (San xuat trén day chuyén EU-GMP),

Viét Nam)
20 |Bilazin 20 Bilastine 20 mg  |Vién nén Hop 2 vix 10 vién; | NSX 36 893110005126 01
hop 10 vi x 10 vién (893110110823)
19.2. Co sé san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dia chi: S6 40 dai 16 Ty Do, Khu cong

nghiép Viét Nam - Singapore, Phuong An Phua, Thanh phé

Thuan An, Tinh Binh Duong, Viét Nam)

21

Stadnex 40 CAP

Esomeprazole
(duoi dang
esomeprazole
magnesium
dihydrate pellets)
40 mg

Vién nang
cung chua
pellet tan

trong rudt

Hop 2 vi x 10 vién,
hop 4 vi x 7 vién,
hop 6 vi x 7 vién,
hop 8 vi x 7 vién,
hép 10 vi x 7 vién

NSX

36

893110005226
(VD-22670-15)

01

20. Co sé ding ky: Cong ty TNHH Sinh Dwoc pham Hera (Dia chi: Ld A17 Khu cong nghiép Tt Ha, phudng Tt Ha, thi
xa Huong Tra, tinh Thura Thién Hué, Viét Nam)
20.1. Co sé san xuat: Cong ty TNHH Sinh Dwgc pham Hera (Pia chi: L6 A17 Khu cong nghiép Tt Ha, phuong Tt Ha, thi
xa Huong Tra, tinh Thura Thién Hué, Viét Nam)

22

Imalotab

Imatinib 100mg
(duoi dang
Imatinib mesilate
119,5mg)

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

36

893114005326
(VD3-189-22)

01

21. Co sé ding ky: Cong ty TNHH DRP Inter (Dia chi: Lo EBS, duong s6 19A, Khu cong nghiép Hiép Phude, Xa Hiép
Phuéc, Tp. H6 Chi Minh, Viét Nam)
21.1. Co sé san xuat: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, duong s6 19A, Khu cong nghiép Hiép Phudc, Xa Hiép
Phuéc, Tp. H6 Chi Minh, Viét Nam)

23

Bredono

Valsartan
102,8mg va
sacubitril 97,2mg
(Du¢i dang
Sacubitril
valsartan natri
hydrate) 226,2mg

Vién nén bao
phim

Hop 3 vix 10 vién

NSX

36

893110134523

01

24

Surravo

Valsartan 25,7mg
va sacubitril

24 .3mg (dudi
dang Sacubitril
valsartan natri
hydrate) 56,55mg

Vién nén bao
phim

Hop 3 vix 10 vién

NSX

36

893110134623

01
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22. Co sé ding ky: Cong ty Cé phan Dwoc pham OPV (Pia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phuong
An Binh, Thanh phd Bién Hoa, Tinh Pong Nai, Viét Nam)
22.1. Co sé san xuit: Cong ty C6 phan Dwgc pham OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phd Bién Hoa, Tinh Dong Nai, Viét Nam)

25 |Ostovel 75 Risedronate Vién nén bao [Hop 1 vi x 2 vién NSX 36 893110721124 01
sodium (duéi phim
dang Risedronate
sodium hemi-
pentahydrate)
75mg

Ghi chu:

1. Cach ghi tiéu chudn chét luong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha san xuit (TCNSX), Tiéu chuin co s& (TCCS), In-house ¢6 ¥ nghia twong dwong nhau,
1a tiéu chuén chét lugng thude do co so san xuét xay dung va déu co thé dugc ghi trén nhén thudc.

2. S6 dang ky tai cot (8):

- S6 ding ky gia han 1a s6 diang ky duoc cép theo quy dinh tai Phu luc VI Théng tu 08/2022/TT-BYT ngay 05/09/2022 va Phu
luc V ban hanh kém Théng tu 12/2025/TT-BYT ngay 16/5/2025 ctia Bo trudng Bo Y té quy dinh viée ding ky luu hanh
thudc, nguyén liéu lam thude.

- Sb dang ky da cip (duoc ghi trong ngodc don) 1a sé ding ky da duoc cap trude khi thude duoc gia han theo quyét dinh nay.



Phu luc II
DANH MUC 05 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - QT 220

(Kém theo Quyét dinh s6 132 /OP-QLD ngay 10 thang3  ndm 2026
cua Cuc Quan ly Duoc)
S6 ding ky gia
A I PO . £ , . Tiéu |Tudi han S6 lan
STT |Tén thuoc Hoat chat-Ham luwgng|Bao che Dong goi chuén |tho (S6 ding ky |gia han
da cip)
1) ) ©) (4) (5) (6) (7) (8) 9)

1. Co s6 ding ky: Chi nhanh Resantis Viét Nam — Cong ty TNHH mgt thanh vién Dwge Sai Gon (Pia chi: 702 Truong
Sa, phuong 14, quan 3, Thanh phd Ho Chi Minh,Viét Nam)
1.1. Co s6 san xuat: Chi nhanh Resantis Viét Nam — Cong ty TNHH mét thanh vién Dwoc Sai Gon (Dia chi: S6 01

VSIP, duong s6 3, khu cong nghiép Viét nam - Singapore, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét

Nam)
Tubi S6 ding ky gia
STT ITen thuée Hoat ‘chat chinh - Dang bao ché QL’Iy Cac,f? Tleg tho . h?n , S.o lan
Ham lwgng dong goi chuin . (So dang ky [gia han
(thang) ~ X
da cap)
1 |Dermabion Dexamethason acetat |Kem bdi ngoai [Hop 1 tuyp x NSX 24 893110005426 01

0,05% (wiw); da 10g; Hop 1 1o (VD-28432-17)
Clindamycin (dudi X 89
dang Clindamycin

phosphat) 1% (w/w)

2. Co s6 diing ky: Cong ty Co phan Dwoc pham Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, thi trdn Hiép
Phudc, huyén Nhon Trach, tinh Déng Nai,Viét Nam)
2.1. Co s6 san xuit: Cong ty co phan duwgc phdm Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, thi trin
Hiép Phudc, huyén Nhon Trach, tinh B(‘Sng Nai,Viét Nam)

2

Sosallergy

Desloratadin 5 mg

Vién nang mém

Hop 1 taix 1 vi
x 10 vién, Hop
1taix3vix10
vién, Hop 1 thi
x10vix 10
vién, vi bAm
Nhém-PVC

NSX

36

893100005526
(VD-27778-17)

01

3. Co sé diing ky: Cong ty ¢6 phian Dwogc phidm Reliv (Dia chi: Khu A, s6 18, duong Lé Thi Soc, 4p 2A, xi Tan Thanh
Tay, huyén Cua Chi, thanh phd Ho Chi Minh, Viét Nam,Viét Nam)
3.1. Co sé san xuat: Cong ty c6 phin Dwoce phim Reliv (Dia chi: Khu A, sb 18, dudng Lé Thi Soc, 4p 2A, x Tan Thanh
Tay, huyén Cua Chi, thanh phd H5 Chi Minh, Viét Nam)

3

Romylid

1 goi thube chira:
Roxithromycin 50mg

Thubc cé6m
pha hén dich
ubng

Hop 6 gbi x 2g,
hop 10 goi x
2g, hop 30 goi
X 29

NSX

36

893110005626
(VD-20623-14)

01

4. Co sé ding ky: Cong ty Co phan Sundial Pharma (Dia chi: S6 109, Puong D1, Phudng Tan Hung, Quan 7, Thanh phé
Hb Chi Minh, Viét Nam,Viét Nam)
4.1. Co sé san xuét: Cong ty cd phin Dwgc-Trang thiét bi y té Binh DPinh (Bidiphar) (Dia chi: 498 Nguyén Thai Hoc,
phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh,Viét Nam)




Sb ding ky gia
. < PO oz . Tiéu [Tudi han S6 lan
STT |Tén thuoc Hoat chat-Ham luwgng|Bao che Dong goi chuén |tho (Sé ding ky |gia han
da cap)
1 ) @) (4) (%) (6) () (8) )
4 |Notired eff Magnesium gluconat |Viénnénsiai |Hop 5vix 4 NSX 24 893100005726 01
Strawberry 426mg, Calcium vién (VD-23875-15)
glycerophosphat
456mg

5. Co sé ding ky: Cong ty TNHH san xuat thwong mai dwoe pham N.I.C (Dia chi: P8 Trung tdm thwong mai duoc pham
va trang thiét bi y té, s6 134/1 T6 Hién Thanh, phuong 15, quan 10, TP. H6 Chi Minh,Viét Nam)

5.1. Co sé san xuat: Cong ty TNHH Dwogc pham USA-NIC (Dia chi: L6 11D Puong C, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quén Binh Tan, TP. HO Chi Minh, Viét Nam)

5 [Coldnic Guaifenesin 100mg;  |Vién nang mém|Hop 3, 5, 10 vi | NSX 36 893110005826 01
Cetirizin x 10 vién; Chai (VD-34058-20)
dihydroclorid 5mg; 100 vién
Dextromethorphan
hydrobromid 15mg

Ghi chu:

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

- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é ¥ nghia tiwong dwong nhau,
la tiéu chudn chat lwong thudce do co sé san xudt xdy ding va déu c6 thé dwoe ghi trén nhan thudc.

2. S6 ddang ky tai cot (8):

- 86 dang ky gia han la sé ding ky dwoc cap theo quy dinh tai Phu luc V ban hanh kém Théng tw 12/2025/TT-BYT ngay
16/5/2025 ciia B truong B Y té quy dinh viée dang ky heu hanh thuéc, nguyén liéu lam thuoc.

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

3. Céc thudc tai danh muc nay: sau khi hét han gidy ddng ky lieu hanh, trong hé so gia han néu céng ty khéng cé dit liéu lam
sang chirng minh an toan, hiéu qua cia thuéce, Cuc Qudn Iy Diwgc sé trinh Hpi dong tw vin cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thubc khong tiép tuc gia han gidy dang ky heu hanh.
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