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)i BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
= CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phac
S6: 411 /QP-QLD Ha Noi, ngay 18 thdng 07 nam 2022
QUYET PINH

V@ viéc sira ddi thong tin tai danh muc thuéc cé chirng minh twong dwong
sinh hoc ban hanh kém theo Quyét dinh cia Cuc Quan 1y Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duroc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 75/2017/NB-CP ngay 20/6/2017 ciia Chinh phu quy
dinh chire nang, nhiém vu, quyén han va co cau té chirc ciia B4 Y té;

Can cir Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phai quy
dinh chi tiét mgt sé dieu va bién phap thi hanh Ludt Duoc;

Can cit Nghi dinh sé 155/2018/NP-CP ngay 12/11/2018 cia Chinh phu
Stra ddi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1y nha nuwéc cia Bo Y té;

Can cir Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 cuia Chinh phui vé
cong tac van thu;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cuia Bé trueng Bo
Y té quy dinh viéc dang ky lweu hanh thuéc, nguyén liéu 1am thuoc;

Can cir Théng twr s6 29/2020/TT-BYT ngay 31/12/2020 cuia Bé truong Bo
Y té sita d6i, bo sung va bai bé mét sé vin ban quy pham phap ludt do B trueng
Bg Y té ban hanh, lién tich ban hanh;

Can cir vao hé so dang ky luu hanh thudc hueu tai Cuc Quan Iy Duroc;

Theo dé nghi ciia Trudng phong Bang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Stra doi thdng tin 05 thudc tai Danh muc thuée c6 ching minh
turong duong sinh hoc tai Phu luc kém theo Quyét dinh nay.

Céc thong tin khac tai Danh muc thubc c6 chimg minh tuong duong sinh
hoc ban hanh kém theo Quyét dinh cdng bé tai Phu luc kém theo Quyét dinh nay
khong thay doi.

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



Piéu 3. Giam déc So Y té céc tinh, thanh phd truc thudc Trung wong va
Giam ddc co so san xuat va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhgn: KT.CUC TRUONG
- Nhu biéu 3;

- Q. Bo trudng (dé b/c);

- Cac Thir truong (dé blc);

- Cuc truong (dé blc);

-Bo Y té: VPB, Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bo, Vu BHYT, Vu KHTC;

- B4o hiém x4 hoi Viét Nam; , *f
- Vién KN thuéc TW, Vién KN thuéc TP. HCM; NS v A
- Trung tam mua sam tap trung thuéc Quéc gia; Nguyen Thanh Lam
- Tong Cong ty Dugc Viét Nam — Cong ty CP; Cac cong

ty XNK duoc pham;

- Cuc Quan y - B6 Quéc phong, Cuc Y té - Bo Cong An;

- Cuc Y té GTVT - Bo Giao thdng van tai; Tong Cuc Hai

guan - B Tai chinh;

- Cac Bénh vién, Vién co giuong bénh truc thuoc BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.




Phu luc: )
DANH MUC 05 THUOC SUA POI THONG TIN TAI DANH MUC THUOC
CO CHUNG MINH TUONG PUONG SINH HQC
(Ban hanh kém theo Quyeét dinh so 411 /OD-QLD ngay 18 /07 /2022 cua Cuc Qudn [y Duoc)

1. Quyét dinh 6 4764/QD-BYT ngay 24/10/2017 ciia B Y té veé viéc cong bé Danh muc thudc c6 tai liéu chimg minh tuong
duong sinh hoc dot 18; Cong van so 5141/BYT-QLD ngay 03/9/2019 ve viéc cap nhat mét so thong tin tai cac Quyet dinh cong
bo Danh myc thuoc cé ching minh twong duong sinh hoc:

STT | Ténthudoc | Hoatchat, ham lwong | So6 dangky | Noi dung | Thong tin da cong b6 | Thong tin sira doi Cin cir Sira doi
stra doi
1 | DogrelSaVi | Clopidogrel (dudi dang | VD-31847-19 | Tén thudc | Dogrel SaVi DogrelSaVi Cong van sd
Clopidogrel bisulfat) 8072/QLD-bK
75mg ngay 12/7/2021

2. Quyét dinh 31/QD-QLD ngay 18/01/2019 ctia Cuc Quan 1y Duoc vé viéc cong bé Danh muc thudc ¢4 tai liéu chimg minh twong
duong sinh hoc dot 22:

STT | Tén thudc Hoat chat, ham S6 ding ky Noi dung | Thong tin di cong b6 | Théng tin sira doi Cin cir Sira doi
lwgng stra doi
1 | Métforilex | Metformin VD-28743-18 | Ham lugng | 50 mg 500 mg Quyét dinh s6
MR hydrochlorid 500MG hoat chat 99/Qb-QLD ngay
22/02/2018




3. Quyét dinh 568/QD-QLD ngay 04/10/2021 cia Cuc Quan 1y Dugc vé viéc cong bd Danh muc thudce c6 tai liéu ching minh
tuong duong sinh hoc dot 27:

STT Tén Hoat chat, ham So ding ky | Noi dung sira doi | Thong tin di cong bo | Théng tin sira d6i | Cin cir Sira doi
thuoc lwgng
2 | Rapeed Rabeprazol natri VN-21577-18 | Quy cach dong Hop 3 vi x 10 vién Hop 3 vi x 10 vién; | Cong vin sb
20 20mg goi Lo 30 vién 9091/QLD-bK
ngay 29/06/2020

4. Quyét dinh sé 85/QD-QLD, ngay 23/02/2022 cua Cuc Quan Iy Dugc vé viéc cong bo Danh muc thude ¢6 tai liéu ching minh
twong duong sinh hoc dot 28:

STT Tén thudc Hoat chat, ham S6 diang ky Noi dung | Thong tin da cong bé | Thong tin sira d6i | Cin cir Sira doi
lwong stra doi

1 | VT-Amlopril Perindopril tert- VN-22963-21 | Piachico | Khasra N0.1342/1/2, | Khasra No0.1342/1/2, | Quyét dinh s6
butylamin so san xuadt | Hilltop Industrial Hilltop Industrial 309/QP-QLD
(twong duong Avrea, Avrea, ngay 09/6/2022
Perindopril 3,34mg) Jharmajri, Baddi, Dist. | Jharmajri, Baddi,
4mg; Amlodipin Solan, Himachal Dist. Solan,
(dudi dang Pradesh-173 025 Himachal Pradesh-
Amlodipin besilate) 173 205
5mg

2 | VT-Amlopril Perindopril VN-22964-21 | Piachico | KhasraN0.1342/1/2, | Khasra N0.1342/1/2, | Quyét dinh s6

4mg/10mg tert-butylamin so san xuat | Hilltop Industrial Hilltop Industrial 309/Qb-QLD

(twong duong Avrea, Avrea, ngay 09/6/2022
Perindopril 3,34mg) Jharmajri, Baddi, Dist. | Jharmajri, Baddi,
4mg; Amlodipin Solan, Himachal Dist. Solan,
(dudi Pradesh-173 025 Himachal Pradesh-
dang Amlodipin 173 205
besilate) 10mg
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