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QUYET PINH

Vé viéc ban hanh Danh muc 04 vic xin, sinh pham
dwgc cap giay dang ky luu hanh tai Viét Nam - Dot 54

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duge s6 105/2016/QH13 ngay 06/4/2016;

Can civ Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc néng, nhiém vu, quyén han va co cdu 16 chire ciia Bo Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cia Bj truong Bo Y té quy
dinh chitc nang, nhiém vy, quyén han va co cdu t6 chire ciia Cuc Quan Iy Duoc thude Bé
Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trwong Bo Y té quy
dinh viéc dang ky lwu hanh thudc, nguyén lidu lam thudc;

Can cit két ludn cia Héi dong tw vin cdp gidy dang ky huu hanh thuéc, nguyén liéu
lam thuoc - Bé Y té dot 54 tai cong van s6 0T/HPTV-VPHP ngay 22/01/2025 ciia Vin
phong Hoi dong tw van cap GPKLH thubc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Pang ky thuéce, Cuc Qudn Iy Duorc.

QUYET PINH:

, ’Biéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 04 vac xin, sinh pham dugc
cap giay dang ky luu hanh tai Viét Nam - Dot 54, bao gdém:

1. Danh muyc 01 sinh phém duogc cip gidy dang ky lwu hanh hiéu luc 05 nam - Pot
54 (Phu luc | kem theo Quyét dinh nay).

2. Danh myc 03 vic xin, sinh pl}ém duoc cap gidy dang ky luu hanh hiéu lyc 03
nam - Dot 54 (Phu luc |l kem theo Quyét dinh nay).

Diéu 2. Co s6 san xuat va co sé dang ky thuoc co trach nhi¢m:

1. San xuét, cung cip thudc vao Viét Nam theo dung cac ho so, tai lidu di dang ky
voi BO Y té va phai in s6 dang ky dugc Bo Y t€ Viét Nam cap 1én nhan thudc.

2. Chép hanh ddy du phap luat ciia Viét Nam va cac quy dinh ctia B Y té vé san
xuat, nhip khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat cr thay doi gi trong
qua trinh luu hanh thuée ¢ nudce so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quan 1y Dugc - BO Y té Viét Nam.

3. Thuc hién vi¢c cdp nhat ti€u chuin chat luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bg truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cia
Bo truong BO Y té stra d6i, bd sung mot sb diéu ciia Thong tu 11/2018/TT-BYT quy dinh
vé chét lugng thube, nguyén liéu 1am thude.

4. Cap nhat nhan thudc, t& huéng dan sir dung thudc theo quy dinh tai Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng BO Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng dan sir dung thude trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bo sung gidy dang ky luu hanh
thudc quy dinh tai Thong tu s6 08/2022/TT-BYT d6i v6i thudc chua cdp nhat ndi dung
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nhan thudc, to huéng dan sir dung thuoc theo quy dinh tai Thong tw s6 01/2018/TT-BYT
cua Bo truong BO Y t€.

5. Phéi hop VOl cac co sO'y té du phong, co s diéu tri dé thuc hién theo ding cac
quy dinh hién hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong
muodn cua thuoc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5
Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo trudong B Y té quy dinh viéc ding
ky lwu hanh thubc, nguyén liéu lam thudc d6i véi cac thude thuéc Danh muc ban hanh
kém theo Quyét dinh nay.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy ding ky lwu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dép ung du diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thuc hién
thay doi co s ding ky theo quy dinh tai Thong tw s6 08/2022/TT-BYT ngay 05/9/2022
ciia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thubc
trong thoi han 30 ngay ké tir ngay co sé ding ky khong con di diéu kién hoat dong.

7. Co s¢ dang ky thuoc phai bao cao B Y (Cuc Quan ly Dugc) té vé& cap nhat tinh
trang dap ung Thyuc hanh t6t san xuat cua co s san xuat thudc, nguyén liéu lam thude.
Truong hop co s¢ san xuat bi thu hoi glay phép san xuat hoidc khong dap ung Thuc hanh
t6t san xuat thudc, nguyén liéu lam thudc & nudc sé tai, co so phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay co6 thong bao cia co quan quan 1y ¢6 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 phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luit Duoc.

8. Thudc c6 so tha ty 2 tai Phu luc 11 Quyét dinh nay: sau khi dugc cép gidy
dang ky luu hanh thube, co s dang ky phai dinh ky 06 thang bao cao két qua cia
nghién ctru danh gia hiéu qua sau khi cap phép (PAES) ma cong ty dang thuc hién
vé Trung tim DI&ADR Quéc gia. Truong hop co két qua bat thuong, co s¢ dang
ky phai gui ngay bao cao vé Trung tam DI&ADR qudc gia va Cuc Quan 1y Duoc
dé tong hop bao cio Hoi dong.

Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va Giam déc
co s& san xuat va co s¢ dang ky c6 thuoc tai DBi€u 1 chiu trach nhi€ém thi hanh Quyét dinh
nay./.

Noi nhdn:

- Nhu Diéu 4;
- B truéng BYT (dé b/c); q /,;{9/‘}

- Thir truong D6 Xuén Tuyén (dé b/c); ,ﬁ' 5[ o

- Cuc Quan y - Bo Quédc phong, Cuc Y té - Bo Cong xan\
Cuc Y t&¢ GTVT - B Giao thong van tai; Tong Cuc }\v{
quan - B Tai chinh; O
- Bao hiém x4 hoi Viét Nam; "

- B Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc Vii Tufin Cuimg
QLKCB, Thanh tra Bg, Van phong NRA, Van phong

HDTV cédp GPKLH thudc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téong Cong ty Duge VN — CTCP, Céc Cong ty XNK dugc

phim (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giuvong bénh tryc thuéc BYT;

- Cuc QLD: céac phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (4b).



Phu luc |

DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 54

(Kém theo quyét dinh sé: ... 5....../0D-QLD, ngay .23/01./2025cia Cuc Quan 1y Duroc)

STT | Ténthuéc | Hoat chat chinh — Dang | Quy cich déng | Tiéu | Tuoithg | So ding ky
Ham lwong bao goi chuan | (thang)
che
) (2) 3 4) ®) (6) (7) (8)

1. Co sé diing ky: Cong ty Cé phan Hoéa-Dwoc pham Mekophar (Bia chi: 297/5 Ly Thuong Kiét, Phuong
15, Quan 11, Thanh ph H5 Chi Minh, Viét Nam)

1.1. Co sé san xuit: Cong ty Cé phan Hoéa-Dwoc pham Mekophar (Pia chi: 297/5 Ly Thuong Kiét, Phuong
15, Quan 11, Thanh phé H6 Chi Minh, Viét Nam)

1 Enterobella | Mdi g6i 1g chira: Bao | Thubdc | Hop 25 goi x 1g | NSX 36 893400048925
tar Bacillus clausii bpt
2.10° CFU udng

Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai gt (6):

- Nha san xudt (NSX), Tiéu chudn nha sdn xuat (TCNSX), Tiéu chudn co s¢ (TCCS) In-house co y nghia tuong
dwong nhau, la tiéu chudn chat lwong thudc do co sé san xudt xay dung va déu cb thé dieoc ghi trén nhan
thuac.

- Qéch viét tat cAc tiéu chaud’n chdt lwong dwoc dién: Dugc dién V,iét Nam (DDVN), Dugc dién Anh (BP), Dugc
dien My (USP), Dugc dien Nhat Ban (JP), Dugc dién Trung Quoc (CP), Dugc dién Chau Au (EP), Dugc dién
Quocteé (IP)...




Phu luc 1l

DANH MUC 03 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 54

(Kém theo quyér dinh sd: .00

/OD-QLD, ngay 23../01../2025.cua Cuc Qudn Iy Duoc)

STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quy cach Tiéu Tuoi S6 ding ky
Ham lwgng ché dong goi chuan tho
(thang)
) (2) 3) (4) (5) (6) (1) (8)

1. Co sé dang ky: Merck Export GmbH (Dia chi: Frankfurter Stralle 250, 64293 Darmstadt, Dtc)

1.1. Co sé san xuat: Merck Serono S.A. (Pia chi: Succursale d’Aubonne, Zone Industrielle de I’Ouriettaz,
1170 Aubonne, Thuy Sy)

1

Bavencio

Avelumab
200mg/10ml

Dung dich
dam dac
dé pha
dung dich
tiém
truyén

Hop 1 lo X
10ml

NSX

36

760410049025

2. Co s6 diang ky: Merck Sharp & Dohme (Asia) Ltd. (Dia chi: 27/F, Lee Garden Two, 28 Yun Ping Road,
Causeway Bay, Hong Kong)

2.1. Co sé san xuat: MSD International GmbH T/A MSD Ireland (Carlow) (Bia chi: Dublin Road, Carlow,
Co. Carlow, Ireland); Co sé dong g6i thir cap va xuat xwong: Merck Sharp & Dohme B.V. (Pia chi:

Waarderweg 39, Haarlem, 2031 BN, Ha Lan)

2

Vaxneuvance

M®i 1 liéu (0,5ml)
chura 2mcg
polysaccharid phé
CAU cua CAc typ
huyét thanh 1, 3, 4,
5, 6A, 7F, 9V, 14,
18C, 19A, 22F, 23F,
33F va 4mcg typ
huyét thanh 6B cong
hop vai protein van
chuyén CRM197 va
dugc hap phu trén
chét bd trg mudi
nhom phosphat

Hon dich
tiém

Hop 1 bom
tiém don liéu
dong san
0,5ml véc xin
kém 2 Kim
tiém riéng
biét

NSX

36

539310049125

3. Co sé dang ky: Pfizer (Thailand) Limited (Pia chi: No. 323 United Center Building, Floors 36th and 37th,

Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis, Thai Lan)

3.1. Co sé san xuat: Pfizer Manufacturing Belgium NV (Pia chi: Rijksweg 12, Puurs-Sint-Amands-2870,

Bi)




STT | Ténthuéc | Hoatchatchinh— | Dang | Quycachdéng | Tiéu | Tuoi S6 ding ky
Ham lwong bao goi chuan | tho
ché (thang)
Wl @ (3) (4) (5) ©® | (8)
3 Trazimera | Trastuzumab 420mg | Botpha | Hop Llo botval | NSX 48 540410049225
dung lo dung mdi pha
dich tiém chta 1,1%
dam benzyl alcohol
dac dé
tiém
truyén
Ghi chu:

1. Cach ghi tiéu chuan char hrong thuoc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha sdn xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cd y nghia tuwong
dwong nhau, la tiéu chuan chdt leong thudce do co sé san xuat xay dung va déu co thé dwoc ghi trén nhan

thuac.

- Qéch viét tat cac tiéu Chouafn chdt lirong diroc dién: Dugc dién V’iét Nam (DDVN), Dugc dién Anh (BP), Duot
dien My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chdau Au (EP), Duoc dién
Qudc té (IP)...
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