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o) i BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc l1ap — Tw do — Hanh phic
S6: 843 /QP-QLD Ha Ngi, ngay1e6 thangi2 nam 2024
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong dwong sinh hoc Pgt 12 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duoc s6 105/2016/QH13 ngay 06 thang 4 niam 2016,

Can cir Nghi dinh s6 95/2022/NP- CP ngay 15 thang 11 nam 2022 cua Chinh
phu quy dinh chuc nang, nhiém vu, quyén han va co cau t6 chirc ciia BY Y té;

Can cir Thong tw 56 ) 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bg truong
Bo Y te quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;
Can civ Quyét dinh s6 1 969/0D-BYT ngay 26/04/2024 cia Bj truong Bo Y té

quy dinh chitc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan 1y dwoc
thudc Bo Y té;

Can cir y kién cua Hoi dong tw véan cdp gidy dang ky leu hanh thudc, nguyén
liéu lam thuoc Bo Y té;
Theo dé nghi ciia Truéng phong Dang ky thuéc - Cuc Quan 1y Duge.
QUYET PINH:
Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc ,thuéc C0 tai liéu ching
minh twong duong sinh hoc Dot 12 - Nam 2024 gom 10 thuoc.
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 3. Giam dbc So' Y té cac tinh, thanh phd truc thudc Trung wong, cac co s¢
kinh doanh dugc va Giam doc co s& ¢o thuoc néu tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan: KT. CUC TRUONG
- Nhu bicu 3; - TR

- BT. Dao Hong Lan (dé ble); /' 2 ‘\*\Q\CUC UONG
- TT. D6 Xuan Tuyén (dé b/c); RN

- CT. Vi Tuén Cuong (d¢ b/c); = / UC \
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- Cuc Quény - Bo Quéc phong; Cuc Y té - Bo Cong anf 3{\ Q
- Cuc Y té GTVT - Bo Giao thong Van tai; \
- Bao hiém x4 hoi Viét Nam; ‘
-BO Y té: VuPC, Cuc QLYDCT, Cuc QLKCB, Thanhtra
B9; Vin phong HDTV cap GDKLH thuéc, NLLT; Nguyen Thanh Lam
- Vién KN thuoc TW, Vién KN thuoc TP. HCM;
- Téng Céng ty Dugc Viét Nam — CTCP;
- Cac Bénh vién, Vién c6 giuong bénh tryc thuéec BO Y té;
- Trung tam mua sam tap trung thude quoc gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website.
- Luu: VT, BKT (DM).
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Phu luc

DANH MUC 10 THUOC CO CHUNG MINH TUONG PUONG SINH HQC PQT 12 - NAM 2024

(Kem theo Quyét dinh s6 843 /OP-QLD ngay 16 /12 /2024 ciia Cuc Quan Iy Duoc)

ST Tén thudc Hoat chit, ham lwong | Dang bao | Quy cach dong goi So ding ky Co sé san xuat Dia chi co sé san xuat
T ché
1 | Cefuroxim 250 Cefuroxim (dudi dang | Viénnén | Hop 2 vi, 6 vi x 05 893110156300 | Cong ty c6 phan | L& B1-10, Puong D2, Khu
Cefuroxim axetil) bao phim | vién US Pharma USA | cong nghiép Tay Bac Cu Chi,
250mg ap Bau Tre 2, xa Tan An ’H(f)i‘,
Huyén Cu Chi, Thanh Phé Ho
Chi Minh, Viét Nam
2 | DH-Hasanlor 10 Amlodipin (dudi dang | Viénnang | Hop 03 vi x 10 vién, | 893110161300 | Cong ty TNHH L6 B, buong s6 2, khu cong
amlodipin besilat) cing Hop 05 vi x 10 vién, Lién doanh Hasan | nghi¢ép Dong An, phuong Binh
10mg Hop 10 vi x 10 vién - Dermapharm Hoa, thanh pho Thuén An, tinh
Binh Duong, Viét Nam
3 | Imidu 30 mg Isosorbid-5-mononitrat | Viénnén | Hop 03 vi x 14 vién, | 893110161100 | Congty TNHH | Puong so 2, KCN Pong An,
(dudi dang isosorbid-5- | tic dung Hop 05 vi x 14 vién, Hasan — phuong Binh Hoa, Thuin An,
mononitrat 80% kéo dai Hop 10 vi x 14 vién Dermapharm Binh Duong, Viét Nam
37,5mg) 30mg
4 | Kventiax 50 mg Quetiapin (dudi dang Viénnén | Hop 03 vix 10 vién | 383110970624 | KRKA, d.d., Smarjeska cesta 6, 8501 Novo
Prolonged - Quetiapin hemifumarat) | giai phong Novo mesto mesto, Slovenia
Release Tablets 50mg kéo dai
5 | Metformine EG Metformine Viénnén | Hop 05 vix 20 vién | 893110154700 | Nha may Stada 189 Hoang Van Thy, Phuong 9,
850 mg hydrochloride 850mg bao phim Viét Nam Thanh pho Tuy Hoa, Tinh Pha
Yén, Viét Nam
6 | Milepsy Chrono Acid valproic : Natri Viénnén | Hop 04 vix 07 vién, | 893110161600 | Céng ty TNHH L6 B, buong so 2, khu cong
500 valproat (1:2) 478mg bao phim | Hop 10 vi x 07 vién, Lién doanh Hasan | nghi¢p Pong An, phuong Binh
(twong duong Natri phdng Hop 20 vi x 07 vién - Dermapharm Hoa, thanh pho Thuan An, tinh
valproat 500mg) thich keéo Binh Duong, Viét Nam
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ST Tén thudc Hoat chit, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Dia chi co sé san xuat
T ché
7 | Mivifort 1000/50 Metformin hydroclorid | Viénnén | Hop 03 vi x 05 vién, | 893110161700 | Cong ty TNHH L6 B, Puong s6 2, khu cong
1000mg; bao phim | Hop 05 vi x 05 vién, Lién doanh Hasan | nghiép Dong An, phudng Binh
Vildagliptin 50mg Hop 10 vi x 05 vién, - Dermapharm Hoa, thanh phé Thuan An, tinh
Hop 03 vi x 10 vién, Binh Duong, Viét Nam
Hop 05 vi x 10 vién,
Hop 10 vi x 10 vién
8 | Ofulox Cefuroxim (du6i dang | Viénnén | Hop 01, 02, 03, 05 vi | 893110153000 | Cong ty c6 phan | S6 04, duong Ta M@, Khu phat
cefuroxim axetil) bao phim | x 10 vién; lién doanh Duoc | trién - Khu coéng nghiép Qué
500mg Hop 02, 04, 06 vi x phém Eloge Vo, Phuong Phuong Liéu, Thi
05 vién; France Viét Nam | X3 Qué V4, Tinh Bic Ninh,
Hop 02, 04, 06 vi x Viét Nam
07 vién
9 | Perisamlor Amlodipine (dudi Viénnén | Hop 3 vix 10 vién 893110158900 | Céng ty TNHH L6 EBS, duong s6 19A, Khu
5 mg/5 mg dang amlodipine DRP Inter cong nghi¢p Hiép Phudc, Xa
besylate 6,935mq) Hi¢p Phudc, Huyén Nha Bg,
5mg; Tp. H6 Chi Minh, Viét Nam
Perindopril arginine
(dudi dang perindopril
arginine monohydrate
5,15mg) 5mg
10 | Usfexim 200 Cefixim (dudi dang Viénnén | Hop 1 vi, 3 vi, 5 vi, 893110157100 | Cong ty cd phan | L6 B1-10, Puong D2, Khu
cefixim trihydrat phantan | 10 vix 10 vién; US Pharma USA | cong nghiép Tay Béac Cu Chi,
224mg) 200mg Chai 50 vién, Chai ap Bau Tre 2, xa Tan An Hoi,
100 vién; Chai 200 Huyén Cu Chi, Thanh Phb Hb
vién Chi Minh, Viét Nam

Ghi chu:

S6 dang ky 12 ky tw 1& s6 déng ky dwoc cap méi hodc gia han theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bg truong B¢ Y té quy dinh
Viéc dang ky luu hanh thuoc, nguyén li¢u lam thuoc. Doi véi so dang ky duwoc cap tir thit tu 10.000 Cuia nam 2024, 2 chit s6 ky hiéu cia nam la "00" va 4 chif so ky higu
cua thit te cdp bar dau tir "0001".
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