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) 255 s BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 556 /QP-QLD Ha Ngi, ngay 16 thang 10 ndm 2025
QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thudc tai Viét Nam déi véi thude da
dwoc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, bo sung mot sé
diéu ciia Ludt Dwoc ngay 21 thang 11 ndm 2024,

Can cik Nghi dinh s6 163/2025/ND-CP ngay 29 thang 6 nam 2025 ciia Chinh
phii quy dinh chi tiét mét sé diéu va bién phdp dé té chire, hwéng dan thi hanh Ludt
Duoc;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27 thang 2 nam 2025 ciia Chinh
phii quy dinh chike ning, nhiém vy, quyén han va co cdu t6 chirc ciia Bg Y té;

Can cir Quyét dinh so6 2386/0D-BYT ngay 22 thang 7 ndam 2025 ciia Bé
triwong B Y té quy dinh chire ndng, nhiém vu, quyén han va co cdu té chirc ciia
Cuc Quan ly duoc thuoc Bo Y té;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thang 5 ndm 2025 ciia Bé
trieong B Y té quy dinh viéc dang ky leu hanh thuoc, nguyén lidu lam thudc;

Can cir don dé nghi thu héi gidy ding ky lwu hanh thudc tai Viét Nam ciia
co so dang ky thudc;

Theo dé nghi ciia Trdng phong Phong Pang ky thuoc - Cuc Qudn 1y Dueoc.

QUYET PINH:

Piéu 1. Thu hdi gidy ding ky luu hanh thude tai Viét Nam dbi voi 07 thude

theo phu luc dinh kém Quyét dinh nay.

Ly do: Co so dang ky thude dé nghi tu nguyén thu hoi gidy ding ky luu hanh
thudc tai Viét Nam.

Piéu 2. Thudc duoc san xuat trude ngdy Quyét dinh nay c6 hiéu luc duoc
phép luu hanh dén hét han dung cta thudc. Co s dang ky thude, san xuat thude
phai ¢o trach nhiém theo ddi va chiu trach nhiém vé chat lugng, an toan, hiéu qua

ctia thude trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
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Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thudc Trung wong, cac
co s& kinh doanh dugc va Giam déc co s& dang ky, san xuét c6 thude néu tai Diéu
1 chiu trach nhiém thi hanh Quyét dinh nay./.
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- B6 truong DPao Hong Lan (dé b/c); H. Hp oy TRU G
- TTr. Nguy2n Tri Thrc (dé b/c); /57T TNEN

- Cuc trudong Vii Tudn Cudng (dé b/c); E
- Cuc Quany - Bo Quéc phong, Cuc Y té - B Cong an; e o

- Cuc Y té GTVT - By Xay dung; \r\ “YOC |A
- B6 Tai chinh: Cyc Hai quan, Bao hiém x4 hoi Viét Nam; N4 —C \ P

-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh .

tra BO, Van phong HDTV cap GPKLH thubc, NLLT; .

- Vién KN thube TU, Vién KN thudc TP. HCM; Nguyén Thanh Lam
- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh truc thudc Bo Y té:

- Trung tAm mua sam tap trung thudc québc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (DT).




Phu luc
DANH MUC 07 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh s6 556 /OP-QLD ngay 16 /10/2025 ciia Cuc Qudn Iy Dugc)

STT  Tén thubde

Hoat chat, ham
lwgng

Dang bio ché

S6 ding ky

1. Co s¢ diing ky: Cong ty Co phan Dwgc pham 2/9 (Dia chi: 299/22 Ly Thuong Kiét,
Phuong 15, Qudn 11, Thanh pho Ho Chi Minh, Viét Nam)
1.1. Co 6 séin xuat: Cong ty Co phan Duwgc pham 2/9 (Dia chi: 930C4 dwong C, Khu
cong nghiép Cat Lai, cum 2, Phuong Thanh My Loi, TP. Thu BPuc, TP. Ho Chi Minh,

Viét Nam)

1 | Hemafolic

Mbi 10ml chira:
Acid folic 1mg;
Phtrc hop
hydroxyd sat (III)
va polymaltose tinh
theo ion sat (III)
100mg

Dung dich udng

893100362625

2. Co sé ding ky: Cong ty TNHH Phil Inter Pharma (Dia chi: Sé 20, Dai I Hitu nghi,
KCN Viét Nam-Singapore, Thuan An, Binh Duong, Viét Nam)
2.1. Co sé san xuat: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 25, dwong s 8,
KCN Viét Nam—Singapore, Thudn An, Binh Duong, Viét Nam)

1 | Vaginapoly

Neomycin sulfat
35.0001U; Nystatin
100.0001U;
Polymyxin B sulfat
35.0001U

Vién nang mém
dat am dao

893110932324
(SBK cii: VD-16740-12)

3. Co s6 ding ky: Cong ty TNHH dwge pham Shinpoong Daewoo (Pia chi: S6 13
Duong 94, Khu cong nghiép Bién Hoa II, Phuong An Binh, Thanh pho Bién Hoa, Tinh

Pong Nai, Viét Nam)

3.1. Co sé san xuét: Cong ty TNHH dwgc pham Shinpoong Daewoo (Dia chi: S6 13
Duong 94, Khu cong nghiép Bién Hoa II, Phuong An Binh, Thanh pho Bién Hoa, Tinh

Pong Nai, Viét Nam)

1 | Piroxicam 1.0%

Piroxicam 1% (w/w)

Gel

893100329824
(SDK cii: VD-18526-13)

4. Co s¢ dang ky: Cong ty ¢6 phian Duoc pham Trung wong I - Pharbaco (DPia chi:
160 Tén Pirc Thang, phuong Hang Bét, qudn DPong Pa, thanh phé Ha Noi, Viét Nam)

4.1. Co s& san~xuat. Cong ty c6 phan Dwgc pham Trung wong I - Pharbaco (Dia chi:
Thon Thach Loi, xa Thanh Xudn, huyén Soc Son, thanh pho Ha Noi, Viét Nam)

1 | Ceftriaxon 1g

Ceftriaxon (duoi dang
Ceftriaxon natri)
1000mg

Bo6t pha tiém

893110599924
(SDK cii: VD-24869-16)




2 | Vancomycin 1g | Vancomycin (dudi Bot pha tiém 893115898124
dang Vancomycin (SPK cii: VD-22228-15)
hydroclorid) 1000mg

3 | Vancomycin Vancomycin (dudi Bot pha tiém 893115898024

0,59 dang Vancomycin (SPBK cii: VD-22227-15)

hydroclorid) 500mg

5. Co so dang ky: Cong ty ¢6 phan dwgc phdm Ciru Long (Dia chi: 150 dwong 14/9,
Phuwong 5, Thanh pho Vinh Long, Tinh Vinh Long, Viét Nam)
5.1. Co sé san xuat: Cong ty ¢6 phan dwoc pham Ciru Long (Dia chi: 150 duwong 14/9,
Phuwong 5, Thanh pho Vinh Long, Tinh Vinh Long, Viét Nam)

1

Acepron 500mg

Paracetamol 500mg

Vién nén

893100569424
(SDK cii: VD-20680-14)
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