BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic

S6: 413  /QP-QLD Ha Noi, ngay 12 thing 06 ndm?2023

QUYET PINH
Vé viéc sira d6i thong tin thudc duoc cip, gia han gidy ding ky luu hanh tai Viét Nam ban hanh
kém theo cac Quyét dinh cép, gia han gidy ding ky luu hanh ciia Cuc Quin ly Dugc

, CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc so 105/2016/QH13 ngay 06/04/2016;

Can cit Nghi dinh 56 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh chivc nang, nhiém
iy, quyén han va co cau té chire ciia BY Y té;

Can cit Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mot sé diéu
va bién phap thi hanh Ludt Duoc,

Can cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii siva d6i, bé sung mét sé
quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn 1y nha nwée ciia B Y té;

Can cit Nghi dinh s6 30/2020/NB-CP ngay 05/3/2020 ciia Chinh phii vé céng tdc van thie;

Can cit Théong tie s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé trucng Bé Y té quy dinh viéc dang ky
luwu hanh thuéc, nguyén ligu lam thuéc;

Can cit Quyét dinh s6 1969/0P-BYT ngay 26/04/2023 ciia B trieong Bé Y té quy dinh chike nang,
nhiém vu, quyén han va co cdu 16 chire cia Cuc Quan ly Dugc thuoc Bo Y té;

Can cit hé so dang ky lwu hanh thuée lwu tai Cuc Quan Iy Duoc;

Theo dé nghi ciia Truéng phong Péng ky thuoe, Cuc Qudn Iy Diege.

i w , ~ QUYETPINH:

biéu 1. Stra d6i mot s6 thong tin thude duge cap, gia han gidy dang ky luu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cép, gia han gidy dang ky luu hanh cia Cyc Quan ly Dugc (Phy luc kem
theo Quyet dinh nay). ) ) )

Cac thong tin khac cua thude dugce cap, gia han gidy dang ky luu hanh tai Viét Nam ban hanh kem
theo cac Quyet dinh cap, gia han gidy dang ky luu hanh thudc tai Phu lyc kém theo Quy@t dinh nay khong
thay doi. ' 7

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

bi€u 3. Gidm doc S6' Y € cac tinh, thanh phé tryc thuge Trung wong va Gidm doc co s san xuat
va co so dang ky c6 thudce tai Dicu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: _ KT. CUC TRU' ONG
- Nhu Diéu 3; -~ .+ PHQ CUC TRUONG

- B6 truong BO Y té (dé b/c);

- Thi truéng DS Xuan Tuyén (dé b/c); (/S o
- Cuc trudng Cuc QLD (dé b/c); (Sl QuA
-Cuc Quany - Bo Quéc phong, Cuc' Y té - Bo Cong An, Cuc ‘\ «\ DUGC
Y té GTVT - B Giao thong van tai, Téng Cuc Hai quan - Bo \ .

Tai chinh, Bao hiém xa hoi Viét Nam; O v 1 . )
-Bd Y & Vu PC, Cyc YTDP, Cue KHCN&BT, Cuc QLKCB, ——Nguyén Thanh Lam
Thanh tra B, Van phong NRA, Van phong HDTV cap

GDKLH thudc, NLLT; Trung tim mua sam QG, Vién

VSDTTW; Vién Kiém dinh Quoc gia VX & SPYT; Cac Bénh

vién, Vién cé giuong bénh tryc thugc BYT;

- Téng Cong ty Dugc Viét Nam-CTCP, cac Cong ty XNK

duoc phdm (xem Website Cuc QLD);

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

Cuc; Website Cuc QLD; - Luu: VT, BKT (02b).




Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY
DPANG KY LUU HANH TAI VIET NAM BAN HANH KEM THEO CAC QUYET DINH CAP,
GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUGQC

(Kém theo Quyét dinh s6:413 /OP-OLD ngay 12 thdng 06 ndm2023ciia Cuc Quan Iy Duwoc)

1. Quyét dinh s6 371/QD-QLD ngay 18/06/2021 ciia Cuc trudng Cuc Quan 1y Duoc vé viéc ban hanh Danh

muc 05 vic xin, sinh phdm duoc cap gidy dang ky luu hanh tai Viét Nam — Dot 41:

STT | Tén thudc | Co sé dang ky | S6 ding | Noi dung | Thong tin da ghi | Thong tin dinh chinh
ky dinh
chinh
1 Vaxigrip Sanofi Pasteur | VX3- Hoat chat | Mdi liéu 0,5ml Mai liéu 0,5ml vic
Tetra 1230-21 chinh - véc xin chua: xin (dang manbh, bat
Ham A/Brisbane/02/20 | hoat) chura:
luong 18 (HIN1)pdmO09 | A/Brisbane/02/2018

— st dung ching
tuong duong
(A/Brisbane/02/2
018, IVR-190) 15
mcg; A/South
Australia/34/2019
(H3N2) — st dung
ching tuong
duong (A/South
Australia/34/2019
, IVR-197) 15
mcg;
B/Washington/02
/2019 — str dung
ching tuong
duong
(B/Washington/0
2/2019, ching
hoang da) 15
mcg;
B/Phuket/3073/20
13 — st dung
ching tuong
duong
(B/Phuket/3073/2
013, chung hoang
da) 15 mcg

(HIN1)pdmO9 — st
dung ching tuong
duong
(A/Brisbane/02/2018,
IVR-190) 15 mcg HA;
A/South
Australia/34/2019
(H3N2) — sur dung
chung tuong duong
(A/South
Australia/34/2019,
IVR-197) 15 mcg HA;
B/Washington/02/201
9 — sur dung chung
tuong duong
(B/Washington/02/20
19, chuing hoang da)
15 meg HA;
B/Phuket/3073/2013 —
su dung chung tuong
duong
(B/Phuket/3073/2013,
chung hoang da) 15
mcg HA

2. Quyét dinh s 804/QD-QLD ngay 13/12/2022 ctia Cyc truong Cuc Quéan Iy Duoc vé viée ban hanh Danh
muc 04 vic xin, sinh pham dugc cap, gia han gidy ding ky lwu hanh tai Viét Nam — Dot 45 bo sung (1an

01):




STT | Tén thudc | Co sé dang ky | S6 ding | Noi dung | Thong tin da ghi | Thong tin dinh chinh
ky dinh
chinh
2 | Menactra | Sanofi Pasteur | QLVX- Co sdsan | Sanofi Pasteur Sanofi Pasteur Inc.
HO3- Xuét Inc. (Pia chi: (bia chi: 1 Discovery
1111-18 Discovery Drive, | Drive, Swiftwater, PA

Swiftwater, PA
18370, Hoa Ky)

18370, Hoa Ky)

3. Quyét dinh sb 718/QD-QLD ngay 21/12/2021 ctia Cyc trudng Cuc Quan Iy Dugc vé viée ban hanh Danh
muc 03 vic xin, sinh phdm duoc gia han gidy dang ky luu hanh tai Viét Nam — Dot 43:

STT | Tén thudc | Co sé dang ky | S6 ding | Noi dung | Thong tin di ghi | Thong tin dinh chinh
ky dinh
chinh
3 | M-M-R1II | Merck Sharp QLVX- Cososan | Co so san xuat: Co so san xuat va
& Dohme 878-15 Xuét Merck Sharp & dong gbi cap 1:
(ASIA) Ltd. Dolme Corp., Merck Sharp &
Dolme Corp.

4. Quyét dinh s6 172/QD-QLD ngay 20/03/2023 ciia Cuc trudng Cuc Quan 1y Duoc vé viéc ban hanh Danh
muc 29 vic xin, sinh phém duoc C'Eip, gia han giéy dang ky luu hanh tai Viét Nam — Dot 46:

STT | Tén thudc | Co sé ding ky | So6 ding | Noi dung | Thong tin da ghi | Thong tin dinh chinh
ky dinh
chinh
4 | Lucentis Cong ty 40041003 | Coso Novartis Pharma | Cong ty TNHH
TNHH 7923 dang ky Services AG (Pia | Novartis Viét Nam
Novartis Viét | (QLSP- chi: Lichtstrasse | (Pia chi: Phong 1001,
Nam 1052-17) 35, 4056 Basel, lau 10, Centec Tower,

Thuy S)

72-74 Nguyén Thi
Minh Khai, Phuong
V4 Thi Séu, Quan 3,
Thanh phé H6 Chi
Minh, Viét Nam)




