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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
Sé: 372 /QP-QLD Ha Ng¢i, ngay 29 thang 05nam 2023
QUYET PINH

Ve viéc sira‘doi thong tin thudc dwoc cip, gia han gidy ding ky luu hanh tai
Viét Nam ban hanh kém theo ciac Quyét dinh cap, gia han giay dang ky luu
hanh cua Cuc Quan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc sé6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mét s6 diéu va bién phap thi hanh Ludt Duoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi, b6 sung mot so quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham
Vi quan Iy nha nuéc ciia Bo Y té;

Cén cir Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé céng
tac van thu;

Can cit Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 cua B trudng Bo Y té
quy dinh chitc ning, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn Iy Dige
thudc Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/9/2022 ciia B truéng B Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thudc;

Can cit don dé nghi ciia co sé dang ky va hé so dang ky lieu hanh thuéce lwu
tai Cuc Quan ly Duoc,

Theo dé nghi ciia Truéng phong Pdng ky thuéc, Cuc Qudn 1y Duoc.

QUYET PINH:

Picu 1. Sira d6i mot s thong tin thude dugc cap, gia han gidy dang ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang ky
lwu hanh ctia Cuc Quan 1y Duoc (Phu luc kém theo Quyét dinh nay).



Céc thong tin khéc cua thudc dugc cap, gia han gidy dang ky luu hanh tai
Viét Nam ban hanh kem theo cac Quy@t dinh cap, gia han giay dang ky Iuu hanh
thuoc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Gidm dbc SO Y té cac tinh, thanh phd tryc thudc Trung wong va
Giam doc co s 'san xuat va co so dang ky co6 thude tai PBi¢u 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG
- Nhu Biéu 3;

- Bo truong Pao Hong Lan (dé b/c);

- Thu truong D6 Xuan Tuyén (dé b/c);

£Cyc truong Vii Tuan Cuong (dé b/c);

='Cuc Quén y - B6 Qudc phong, Cuc Y té - B Cong An;
-Cuc Y t€ GTVT - Bo Giao thong van tai;

- Téng Cuc Hai quan - B9 Tai chinh; % Vg
- Bio hiém x hoi Viét Nam; oV 3w
-BO Y t&: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh traBo; ~  INguyén Thanh Lam

- Vién KN thubc TW, Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc Viét Nam — CTCP;

- Céac Bénh vién, Vién co6 giuwong bénh truc thuéec BYT;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,
VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.



Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY PANG KY LUU HANH TAI VIET NAM BAN HANH

KEM THEO CAC QUYET PINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC

(Kem theo Quyét:dinh sé: 372 /OP-OLD ngdy29thdngys nam 2023 ciia Cuc Quadn Iy Duoc)

1. Quyét dinh s 832/QD-QLD ngay 21/12/2022 cia Cuc Quan Iy Dugc vé viéc ban hanh Danh myc 125 thudc san xuat trong nude dugc cap gidy ding ky luu
hanh tai Viét Nam - Dot 181

Cong ty c¢b phan Dugc

Hop 10 6ng, 20 dng, 30 6 ong, 40 6 ong,
500 ong x 5 ml Hop 10 ng, 20 éng,

Hop 10 6ng, 20 dng, 30 6 ong, 40 6 ong,
500 ong x5 rnl Hop 10 bng, 20 ong,
30 6ng, 40 ong, 50 éng x 10 ml;

1 |Andoxin phim CPCI Ha Noi VD-35996-22 |Quy cach dong goi 30Aong, 40 éng, 50 6 orAlg x 10 ml; Hop 1 Lo x 30 ml, Hop 1 Lo x 60
Hop 1 Lo x 30 ml, Hop 1 Lo x 60 R . DY
ml. Hop 1 lo kém dung cu chia licu
ml , .
chinh xéc.
Hop 1 vi, 2 vi, 4 vi, 6vi, 8 vix s  [1OP 1 VL2 VL4V, 6vi, 8vixs5
Cong ty c¢b phan Dugc éng nhua Sml; Hop 1 vi, 2 vi, 4 vi, 6 |02 nhya Sml; HOp I vi, 2 vi, 4 vi, 6
2 |Noverxar 2 £y cop s VD-36000-22 |Quy cach dong gbi | , & R P& VL, > "7 " 1vi, 8 vix 5 dng nhya 10ml; Hop 1 lo
pham CPC1 Ha Noi vi, 8 vi x 5 ong nhya 10ml; Hop 1 lo R N
Sml, 30ml, 60ml. Hop 1 1o kém coc
Sml, 30ml, 60ml
dong 5ml
Antilevex Cong ty c¢b phan dugc , , P . A .
3 30% phim An Thién VD-36036-22 |Quy cach dong g61 |Hop 1 chai 30 ml, 60 ml Hop 1 chai 30 ml, 60 ml, 100 ml

2. Quyét dinh s 855/QD-QLD ngay 30/12/2022 cia Cuc Quan Iy Dugc vé viéc ban hanh danh myc 180 thudc san xuat trong nude dugce cap gidy ding ky luu
hanh tai Viét Nam - Dot 182

4 | Atigluton 200

Cong ty cb phan
dugc pham An Thién

VD-36206-22

Tén thudc

Atigluton 200

Atigluton 1200




ONDATIL 4
mg/5 ml

Cong ty co phan
dugc pham An Thién

VD-36210-22

Quy cach dong goi

Hop 20 6ng x Sml; Hop 30 dng x
5ml; Hop 50 6ng x Sml; Hop 20 goi
x 5 ml; Hop 30 go61 x 5 ml; Hop 50
g6i x Sml; Hop 20 dng x 10ml; Hop
30 6ng x 10ml; Hop 50 6ng x 10 ml;
Hop 20 go1 x 10ml; Hop 30 goi x
10ml; Hop 50 goi x 10 ml; Hop 1
chai 30 ml; Hop 1 chai 60 ml; Hop 1
chai

Hop 20 6ng x Sml; Hop 30 dng x
5ml; Hop 50 ng x Sml; Hop 20 goi
x 5 ml; Hop 30 go6i x 5 ml; Hop 50
g6i x Sml; Hop 20 dng x 10ml; Hop
30 ng x 10ml; Hop 50 6ng x 10 ml;
Hop 20 go1 x 10ml; Hop 30 goi x
10ml; Hop 50 goi x 10 ml; Hop 1
chai 30 ml; Hop 1 chai 60 ml; Hop 1
chai 100 ml
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