Co quan: Bo Y té

W/ s BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
o CUC QUAN LY DUQC Poc lap — Tw do — Hanh phuc
S6: 713 /QP-QLD Ha Ngi, ngay 16 thdng 12 nam2021
QUYET PINH

V@ viéc sira ddi thong tin tai Danh muc thude dwoc cap giay ding ky luu
hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy diang ky luu
hanh cia Cuc Quan ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cia Chinh pha
quy dinh chure nang, nhiém vu, quyén han va co cdu té chirc cia Bo Y té;

Can cir Nghi dinh sé 54/2017/NP-CP ngay 08/5/2017 cia Chinh phu
quy dinh chi tiét mét sé diéu va bién phap thi hanh Ludt Duoc;

Can cir Ngh; dinh sé 155/2018/NP-CP ngay 12/11/2018 cua 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 nwéc cua Bo Y té;

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

Can cir Thong e sé 32/12018/TT-BYT ngay 12/11/2018 cia Bé truong
B Y té quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thudc;

Cin ctr Thong tw sé 29/2020/TT-BYT ngay 31/12/2020 cia Bé trueong
B Y té sira doi, bo sung va bai bé mét sé van ban quy pham phép lugt do Bé
truong Bg Y té ban hanh, lién tich ban hanh;

Can cir vao hé so dang ky luu hanh thudc heu tai Cuc Qudn 1y Duroc;

Theo dé nghj ciia Truong phong Bang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Stra d6i mot sé thong tin tai Danh muc thude dugc cip gidy
dang ky luu hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy
dang ky luu hanh cia Cyc Quéan 1y Duoc (Danh muc cu thé tai Phu luc kém
theo Quyét dinh nay).

Céc thong tin khac tai Danh muc thudc dugc cap giay ding ky luu hanh
tai Viét Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh
thudc tai Phuy 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 uong 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./.

- Bo truong BYT (dé b/c);

- Th trudéng DS Xuan Tuyén (dé blc);

- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an;
Cuc Y té GTVT - Bo Giao théng van tai;

Tong Cuc Hai quan - Bo Tai chinh;

- Bao hiém x4 hoi Viét Nam;

- B6 Y té& Vu PC, Cyc YTDP, Cyc KHCN&DT; Cuc -
QLKCB, Thanh tra Bo, Vin phong NRA, Vin phong Nguyen Thanh Lam
HDTV cap GBDKLH thuoc, NLLT;

-Vién KPQG VX&SPYT, Vién VSDTTW;

- Téng Cong ty Dugc VN — CTCP, Céac Cong ty XNK

dugc pham (xem Website Cuc QLD);

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

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

PCTTra, VP Cuc, Website;

- Luu: VT, DKT.

Noi nhgn: KT. CUC TRUONG
- Nhu bicu 3; 7 P 4:1@ CUC TRUONG




PHU LUC

Danh muc céc théng tin sira d6i ciia cac thude dwoc cAp gidy ding ky lwu hanh tai Viét Nam
ban hanh kém theo cac Quyét dinh cap giay diang Ky lwu hanh ctia Cuc Quan ly Dwoc

(Ban hanh kém theo Quyét dinh s

1. Quyét dinh s6 687/QLD-DK ngay 15/12/2014:

713 /QDb-QLD ngay 16 /12 /2021

)

Noi dung sira

Thoéng tin tai danh muc da

STT Tén thuéc Co sé diang ky S6 ding ky pes ban hanh Théng tin sira doi
1. [ IMMUBRON |[CONGTY CO |QLSP-818- |Bosungthong | Chat ly giai vi khuan Chat ly giai vi khuan dong
PHAN Y TE 14 tin thanh phan | 450 kho 50mg, trong d6: | kho 50 mg, trong d6 7 mg
PUC MINH duoc chatrong | 75" fyyome wing: twong ung :

cong thirc bao
ché

Staphylococcus aureus 6
ty; Streptococcus
pyogenes 6 ty;
Streptococcus viridans 6
ty; Klebsiella
pneumoniae 6 ty;
Haemophylus influenzae
nhém B 6 ty; Neisseria
catarrhalis 6 ty;
Diplococcus pneumonia 6
ty (TYL/EQ1l 1 ty,
TY2/EQ22 1 ty,
TY3/EQ14 1ty,
TYS5/EQ15 1 ty,
TY8/EQ23 1 ty,
TY47/EQ24 1 ty) va
43mg moi truong dong
kho

Staphylococcus aureus 6
ty, Streptococcus pyogenes
6 ty, Streptococcus
viridans 6 ty, Klebsiella
pneumoniae 6 ty,
Klebsiella ozaenae 6 ty,
Haemophylus influenzae
nhém B 6 ty, Neisseria
catarrhalis 6 ty,
Diplococcus pneumoniae 6
ty (TY1L/EQ11 1 ty,
TY2/EQ22 1 ty,
TY3/EQ14 1 ty,
TY5/EQ15 1 ty,
TY8/EQ23 1 ty,
TY47/EQ24 1 ty) va 43 mg
moi truong dong kho.




2. Quyét dinh s6 371/QD-QLD ngay 18/6/2021:

A £ - , £ s , Noi dung sira | Thong tin tai danh muc da N
STT Tén thuoc Co sé dang ky So dang ky aéi ban hanh Thoéng tin sira doi
2. | Influvac Tetra | Abbott VX3-1228- Dja chi co s¢ 3 Fraser Street, #23-28 3 Fraser Street, #23-28
Laboratories 21 dang ky

(Singapore)
Private Limited

Due Tower, Singapore
189352, Singapore

DUO Tower, Singapore
189352, Singapore
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