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QUYET PINH

vé vi€c ban hanh Danh muc 05 véc xin, sinh phim
dwge cap giay ding ky luvu hanh tai Viét Nam - Dot 41

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc s6 105/2016/QHI13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chikc ndng, nhiém vy, quyén han va co cdu 16 chike ciia Bo Y 1é;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B truong B Y 1é quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan Iy Diroc thudc Bé
Y té;

Can cir Thong twe s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo triueéng Bo Y té quy
dinh viéc ddang ky hwu hanh thuée, nguyén liéu lam thuoc;

Can cir Thong twe s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trieomg Bo Y 1é siva
doi, b6 sung va bdi bé mot s6 van ban quy pham phdp ludt do B triomg Bo Y té ban
hanh, lién tich ban hanh;

Cdin cir y kién ciia Hoi dong tw van cdp gidy dang ky heu hanh thuoc, nguyén liéu
lam thuéc - Bo Y té;

Xét dé nghi ciia Trwong phong Pdng ky thuoe - Cuc Quan B D,

QUYET PINH:

Pitu 1. Ban hanh kém theo Quyét dinh nay Danh muc 05 vic xin, sinh phdm
duoc cap gidy dang ky lwu hanh tai Viét Nam - Dot 41, bao gdm:

1. Danh myc 03 véc xin duoc cip gidy dang ky luu hanh hiéu luc 03 nam - Dot 41
(tai Phu luc I kem theo).

Vic xin tai Danh muc nay c6 sd dang ky véi ky hiéu VX3-...-21 va hiéu Iyc 03
nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh myc 02 sinh pham duogc cip gidy dang ky luu hanh hiéu luc 03 nam - Pot
41 (tai Phu luc Il kem theo).

Cac thudc tai Danh muc ndy ¢o sd dang ky véi ky hiéu SP3-...-21 va hiéu luc 03
nam ké tr ngay ky ban hanh Quyet dinh nay.

Diéu 2. Co s6 san Xuét va co sé dang ky thude c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac hd so, tai liéu da dang ky véi Bo
Y té va phai in sb dang ky dugc BO Y té Viét Nam cép 1én nhéan thudc.

2. Chéap hanh day du phép luat cua Viét Nam va cac quy dinh cia B6 Y & vé nhap
khau thudc va luu hanh thudc tai Viét Nam, néu c6 bét c thay d6i gi trong qua trinh luu
hanh thudc ¢ nude so tai va & Viét Nam thi phai bao cao ngay cho Cuc Quan ly Duoc -
Bo Y t€ Viét Nam.

3. Thuc hién viéc cép nhat ti€u chuin chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng Bo Y té quy dinh vé chat
luong thudc, nguyén liéu lam thudc.

4. Cap nhat nhan thudc va t& hudng dan sir dung thudc theo quy dinh tai Thong tu



s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéng Bo Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thude va to hudng dan sir dung thudc trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay theo hinh thtrc thay ddi, bd sung gidy dang ky Iuu hanh
thudc quy dinh tai Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 cua Bo truéng Bo Y
té quy dinh viéc dang ky Ivu hanh thudc, nguyén liéu lam thude.

5. Phéi hop véi cac co so y t& du phong, co so diéu tri dé thyc hién theo ding céac
quy dinh hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong
mudn cia thude trén ngudi Viét Nam va téng hop, bao cao theo quy dinh tai Diéu 5
Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truéng BO Y té quy dinh viéc
dang ky luu hanh thudc, nguyén liéu 1am thudc ddi véi cac thude thudc Danh myc ban
hanh kém theo Quyét dinh nay.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu Iuc cua gidy dang ky lwu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap tmg di diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién
thay déi co s dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018
ctia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thudc
trong thdi han 30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap tmg Thuc
hanh tot san xut ctia co so san xuat thudc, nguyén liéu 1am thudc. Truong hop co s& san
xuat bi thu hdi gidy phép san xuit hoac khong dap tmg Thuc hanh tét san xuét thudc,
nguyén liéu lam thudc & nudc sd tai, co sd phai thyc hién viéc bao cdo trong thoi han 15
ngay ké tir ngdy co thong bao cua co quan quan ly co thAm quyén nudc sé tai theo quy
dinh tai diém d khoan 1 Dleu 100 Nghl dinh s6 54/2017/ND-CP ngay 08/5/2017 cua
Chinh phu quy dinh chi tiét mot sd diéu va bién phap thi hanh Luat Duogc.

8. Pdi vdi vic xin Vaxigrip Tetra, ) dang ky VX3-1230-21 tai Phu luc I kém
theo Quyét dinh nay: Chi duoc phép lwu hanh sau khi co s¢ dang ky thuc hién viéc nop
hé so cap nhat chung cim mua Nam ban cau nam 2021 va cung cap bd sung Gidy chung
nhan san pham dugc phim (CPP) néu 16 thong tin cac co sé tham gia vao qua trinh san
xuat thong nhét véi hd so dang ky, duge Cuc Quan Iy Dugc phé duyét.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S¢ Y & céc tinh, thanh phd truc thudc Trung wong, giam dbc
co sO san xuét va co sé dang ky cd thudc tai Dicu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phiic

Phu lucl

DANH MUC 03 VAC XIN PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DQT 41
(Ban hanh kém theo Quyét dinh so: .311...../OP-OLD, ngay ..18...../06.../2021 )

1. Co so dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser
Street, #23-28 Due Tower, Simgapore 189352, Singapore)

1.1. Co s6 san xuat: Abbott Biologicals B.V (Dia chi san xuat thanh pham: Veerweg 12,
8121 AA Olst, Ha Lan; Pia chi san xuat ban thanh phidm don gid va t& gia: C.J. van
Houtenlaan 36, 1381 CP Weesp, Ha Lan)

STT Tén Hoat chat chinh | Dang | Tudi Tiéu Quy cach | So ding ky
thuoc - Ham lwong bao ché tho chuan dong goi

1. |Influvac | Mbi0,5ml vic Hoén 12 TCCS Hopcod 1 | VX3-1228-
Tetra xin chia: dich thang xy lanh 21
A/Brisbane/02/2 t1ém chira 0,5ml
018 hén dich
(HIN1)pdm09-
like strain
(A/Brisbane/02/
2018, IVR-190)
- 15 mcg
haemagglutinin;
A/South
Australia/34/201
9 (H3N2)-like
stram (A/South
Australia/34/201
9, IVR-197) —
15 mcg
haemagglutinin;
B/Washington/0
2/2019-like
strain
(B/Washington/
02/2019, wild
type) - 15 mcg
haemagglutinin;
B/Phuket/3073/2
013-like strain
(B/Yamagata/16
/88 lineage)
(B/Phuket/3073/
2013, wild type)
- 15 mcg
haemagglutinin




2. Co s& ding ky: Céng ty ¢6 phan Y t& Pirc Minh (Dia chi: S 51, ngd 205, ngach 323/83

Xuén Pinh, Bic T Liém, Ha N6i, Viét Nam)

2.1. Co s& san xuat: Green Cross Corporation (40 Sandan-gil, Hwasun-eup, Hwasun-gun,
Jeollanam-do, Han Quoc)

STT

Tén
thuoc

Hoat chat chinh
- Ham luwong

Dang
bao che

Tuoi
tho

Tiéu
chuan

Quy cach
dong goi

S6 diing Ky

GCFlu
Quadrniva
lent Pre-
filled
Syringe
mj.

Méi liéu don vic
xin (0,5ml)
chua:

Khang nguyén
tinh khiét bat
hoat virus cum
A HINI1
A/Guangdong-
Maonan/SWL15
36/2019 CNIC-
1909 (HIN1)-
15 mecg; Khang
nguyén tinh
khiét bat hoat
virus cam A
H3N2 A/Hong
Kong/2671/2019
IVR-208
(H3N2) - 15
mcg; Khang
nguyén tinh
khiét bat hoat
virus cam B
B/Washington/0
2/2019 -15 mcg;
Khang nguyén
tinh khiét bat
hoat virus cum
B:
B/Phuket/3073/2
013 15mcg

Hon
dich

tiém

12
thang

TCCS

Hop chura
10 bom
tiém dong
san
(0,5ml);
Hop chura
01 bom
tiém dong
san (0,5ml)

VX3-1229-
21




3. Co s6 dang ky: Sanofi Pasteur (Dia chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)
3.1. Co s6 san xuat:

Co sé san xuat va xuit xwéng: Sanofi Pasteur (Pia diém san xuat 1: Parc Industriel
d’Incarville, 27100 Val de Reuil, Phap; Dia diém san xuat 2: 1541 avenue Marcel Mérieux, 69280

Marcy L’Etoile, Phap).
Co s6 dong ong va dong goi:

Dia diém 2: Parc Industriel d’Incarville, 27100 Val de Reuil, Phép)

Dia diém 3)

Co s doéng géi thir cAp: Centre de Recherches et de Nouvelles Applications SA (CRNA

- Sanofi Pasteur: (Dia diém 1: 1541 avenue Marcel Mérieux, 69280 Marcy L’Etoile, Phap;

- Sanofi Winthdrop Industrie (Pia chi: 1051 boulevard Industriel, Le Trait, 76580, Phap —

SA) (Pia chi: Zoning Industriel d’Heppignies Ouest, Avenue d’Heppignies, Fleurus, 6220, Bi)

STT

Tén
thuoc

Hoat chit chinh - Him
lwgng

Dang
bao che

Tudi
tho

Tiéu
chuan

Quy
cach
dong goi

S6 diing
ky

Vaxigrip
Tetra

MBoi liu 0,5ml véc xin
chua:
A/Brisbane/02/2018
(HIN1)pdmO9 — st
dung ching tuwong
duong
(A/Brisbane/02/2018,
IVR-190) 15 mcg;
A/South
Australia/34/2019
(H3N2) — st dung
ching tuwong duong
(A/South
Australia/34/2019, IVR-
197) 15 mcg;
B/Washington/02/2019
— st dung ching tuong
duong
(B/Washington/02/2019,
ching hoang da) 15
meg;
B/Phuket/3073/2013 —
stt dung ching tuong
duong
(B/Phuket/3073/2013,
chung hoang da) 15 mcg

Hoén
dich

tiém

12
thang

TCCS

Hop 01
bom
tiém nap
san 1
1iéu 0,5
ml

VX3-
1230-21

CUC TRUONG
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Phu luc II

DANH MUC 02 SINH PHAM DUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - PQT 41

(Ban hamh kém theo Quyét dinh so. .

371

/OP-OLD, ngay ..18...../06.. /2021 )

1. Co sé dang ky: Novartis (Singapore) Pte Ltd (DPia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315), Singapore)

1.1. Co sé san xuat: Lek Pharmaceuticals d.d. (Pia chi: Verovskova ulica 57, Ljubljana,

1526, Slovenia)

STT

Téen
thuoc

Hoat chat
chinh - Ham
lwgng

Tubi
tho

Dang
bao che

Tiéu

chuan

Quy cach déng
goi

S6 ding ky

Rixathon

Rituximab
100mg/10ml

36
thang

Dung
dich
dam dac
dé pha
dung
dich
tiém
truyén

TCCS

Hop 11ox 10
ml; Hop 2 lo x
10 ml

SP3-1231-21

Rixathon

Rituximab
500mg/50ml

36
thang

Dung
dich
dam dac
dé pha
dung
dich
tiém
truyén

TCCS

Hop 1 1o x 50ml

SP3-1232-21

CUC TRUONG




