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] ] Vé viéc ban hanh Danh muc 07 sinh phflmo .
dwgce cap giay dang ky luu hanh tai Viét Nam - Dot 40 bo sung (lan 01)

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh churc nang, nhiém vu, quyen han va co cdu té chire ciia B Y té;

Can cit Quyét dinh soé 7868/0OD-BYT ngay 28/12/2018 cua Bo trwong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Qudn Iy
Duegc thuée B Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trwong Bo Y
té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia B trueong Bé Y
té sira doi, bo sung va bai bé mét so van ban quy pham phdp ludt do B truéng Bé
Y té ban hanh, lién tich ban hanh;

Can cit y kién ciia Hpi dong tw vin cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuoc - B Y té;

Xét d@é nghi cia Truéng phong Péng ky thuéc - Cuc Quan 1y Duorc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy Danh muyc 07 sinh phdm duoc
cap gidy dang ky luu hanh tai Viét Nam - Dot 40 bo sung (1an 01), bao gdbm:

1. Danh muyc 06 sinh pham dugc cip gidy ding ky luu hanh hiéu lwc 03 nam
- Dot 40 bd sung (1an 01) (tai Phy luc I kém theo).

Céc thudc tai Danh muc nay c6 sd diang ky véi ky hiéu SP3-...-21 va hiéu
lrc 03 nam ké tir ngay ky ban hanh Quyet dinh nay.

2. Danh muc 01 sinh pham dugc cip gidy dang ky luu hanh hiéu lwc 05 nam
- Dot 40 b6 sung (1an 01) (tai Phu luc 11 kém theo).

Céc thudc tai Danh muc nay c6 s ding ky véi ky hiéu SP-...-21 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

Picu 2. Co s0 san XUt va co s dang ky thude co trach nhiém:

1. Cung cip thudc vao Viét Nam theo dung cac ho so, tai liéu di dang ky voi
B0 Y té va phai in s6 dang ky duge B Y t& Viét Nam cap 1én nhan thude.

2. Chép hanh day du phap luat ctia Viét Nam va cac quy dinh cia Bo Y té vé
nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay doi gi trong
qua trinh luu hanh thube ¢ nudce so tai va ¢ Viét Nam thi phai bao cdo ngay cho
Cuc Quan Iy Dugc - B0 Y té Viét Nam.

3. Thuc hién viéc cap nhat ti€u chuin chat lugng cua thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chét luong thudc, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va to huéng dan s dung thudc theo quy dinh tai




Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thtrc thay doi, bd
sung gidy ding ky luu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 ctia Bo truéong Bo Y t& quy dinh viéc ding ky luu hanh thudc, nguyén
liéu 1am thuoe.

5. Phéi hop véi cac co so diéu tri dé thuc hién theo diing cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thube trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu
sO 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc ding
ky luu hanh thude, nguyén liéu lam thude ddi voi cac thude thude Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cta gidy ding ky lwu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap tng du diéu kién hoat dong, co so ding ky phai co trach
nhiém thyc hién thay doi co s¢ dang ky theo quy dinh tai Thong tur s6 32/2018/TT-
BYT ngay 12/11/2018 cta Bo truéng Bo Y té quy dinh viéc ding ky luwu hanh
thubc, nguyén lidu lam thudc trong thoi han 30 ngay ké tir ngay co so 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 Umg
Thuc hanh tét san Xuét cla co SO’ san xudt thuoc nguyén liéu lam thudc. Truong
hop co s& san xuat bi thu hdi gidy phép san xuit hoic khong dap ing Thyc hanh
t6t san xuat thudc, nguyén liéu 1am thudc & nudc sé tai, co so phai thuc hién viée
bao cdo trong thoi han 15 ngay ké tir ngdy c6 thong bao cia co quan quan Iy co
tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot s6 diéu va
bién phap thi hanh Luat Dugc.

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

Piéu 4. Giam ddc S¢' Y té cac tinh, thanh phd truc thudc Trung wong, giam
dbc co s san xudt va co so ding ky ¢ thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I

DANH MUC 06 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LUC 03 NAM - POT 40 BO SUNG (LAN 01)

(Ban hanh kém theo Quyét dinh s6: 101....../OP-OLD, ngay ..09....../03.../2021...)

1. Co sé diang ky: F.Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH-4070
Basel, Thuy S¥)

1.1. Co sé san xuit: F.Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, CH-4303
Kaiseraugst, Thuy Sy)

STT Tén Hoat chat Dang Tudi | Tiéu Quy cich dong | S6 diang ky
thuoc chinh - Him | baoché | tho | chuin goi
luwong
1. Kadcyla Trastuz.umab Bot pha 3 6 TCCS Hop 1 1o SP3-1217-21
emtansine dung thang
100mg dich
dam dac
dé pha
dung
dich
tiém
truyén
2. Kadcyla Trastuz.umab Bot pha 3 6 TCCS Hop 1 1o SP3-1218-21
emtansine dung thang
160mg dich
dam dac
dé pha
dung
dich
tiém
truyén

2. Co s& dang Kky: AstraZeneca Singapore Pte., Ltd. (Dia chi: 10, Kallang Avenue #12-10
Aperia, Singapore 339510, Singapore)

2.1. Co s& san xuét:

Co sé san xuit va dong goi cip 1: Catalent Indiana, LLC. (Pia chi: 1300 South Patterson
Drive, Bloomington, IN 47403, M¥)

Co s& dong géi cap 2: AstraZeneca AB (Pia chi: Forskargatan 18, SE-151 85 Sodertalje,

Thuy Dién)

Co so kiém tra chét lwgng va xuit xwéng 16 san phim: Medlmmune UK Limited. (Dia

chi: 6 Renaissance Way, Liverpool, L24 9JW, Anh)




STT Tén Hoat chit Dang | Tudi | Tiéu | Quy cachdéng | S6 diing ky
thudc chinh - Him | baoché | tho | chuin go0i
luwong
Imfinzi Durvalumab Dung 36 Hop 1 1o x 2,4ml
> 120mg/2,4ml | dichdé | thang Tees SP3-1219-21
pha tiém
truyén
tinh
mach
Imfinzi Durvalumab Dung 36 Hop 1 1o x 10ml
4. 500mg/10ml dich dé | thang Tees SP3-1220-21
pha tiém
truyén
tinh
mach

3. Co s6 diang ky: Zuellig Pharma Pte. Ltd. (Dia chi: 15 Changi North Way #01-01,

Singapore 498770, Singapore)

2.1. Co s& san xuat:

Co sé san xuét: Patheon Manufacturing Services LLC. (Dia chi: 5900 Martin Luther King
Jr. Highway, Greenville, NC 27834, M¥)

Co sé dong géi va xuat xwéng: Amgen Manufacturing Ltd. (Pia chi: State Road 31, Km
24.6, Juncos, Puerto Rico 00777 — 4060, My)

STT Tén Hoat chat Dang | Tudi | Tiéu | Quy cachdéng | So dingky
thuoc chinh - Him | bao ché | tho | chuan go0i
lwgng
Muvasi Bevacizumab Dung 36 Hop 1 lo x 4ml
5. TCCS : i SP3-1221-21
100mg/4ml dich thang
dam dac
pha
truyén
Muvasi Bevacizumab Dung 36 Hop 1 1o x 16ml
6. TCCS : : SP3-1222-21
400mg/16ml dich thang
dam dac
pha
truyén
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Phu luc II
DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - PQT 40 BO SUNG (LAN 01)

(Ban hanh kém theo Quyét dinh s6: . 101...../OP-OLD, ngay ..09....../03.../.2021 )
1. Co sé diang ky: Pharmaunity Co., Ltd. (Dia chi:74, Sejong-daero, Jung-gu, Seoul,
Republic of Korea)

1.1. Co s& san xuét: TS Corporation. (Pia chi: TS Bio Plant, TS Corporation 729,
Osonggarak-ro, Oksan-myeon, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Han
Quoc)

STT Tén Hoat chat Dang Tudi | Tiéu Quy cich déng | S6 ding ky
thuoc chinh - Him | baocheé | tho | chuan goi
lwgng
Mirafo Human Dung 24 Hop 02 vix 5
1. TCCS i SP-1223-21
Prefilled | erythropoietin | dich thang bom tiém x 0,5
In;. alfa tiém ml
20001U (recombination)
2000 1U/0,5ml
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