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QUYET PINH

Vé viéc ban hanh Danh muc 05 vic xin, sinh pham
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dgt 57

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc ngay 06 thing 4 nam 2016; Ludt sira doi, b6 sung mot sé
diéu ciia Ludt Dwoc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh sé 42/2025/NP-CP ngay 27/02/2025 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia BY Y té;

Can cir Nghi dinh s6 163/2025/NP-CP ngay 29/06/2025 ciia Chinh phii quy
dinh chi tiét mét sé diéu va bién phap dé 16 chirc, hwong dan thi hanh Ludt Duoc;,

Can cir Théng tw s6 12/2025/TT-BYT ngay 16/05/2025 ciia Bé trieong Bo Y té
quy dinh vi¢c dang ky heu hanh thude, nguyén liéu lam thuoc;

Can cir Quyét dinh sé 2386/0D-BYT ngay 22/07/2025 cua B¢ truong Bo Y té
quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc ciia Cuc Quan Iy Duoc
thudc Bo Y té;

Can cir két lugn cia Héi dong tw vin cdp gidy dang ky luu hanh thuéc, nguyén
liéu lam thuéc - BG Y té dot 57 tai bién ban kém theo Céng vin sé6 66/HPTV-VPHD
ngay 28/10/2025 cua Van phong Hoi dong tw van cap GPKLH thuoc, nguyén liéu lam
thuoc;

Theo dé nghi ciia Trudéng phong Bdang ky thudc - Cuc Quan Iy Duoc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay Danh muc 05 vac xin, sinh phiam
duoc gia han giéy dang ky luu hanh tai Viét Nam - Dot 57, cu thé:

1. Danh muc 03 vic xin, sinh phdm duoc gia han gidy dang ky luu hanh hiéu
luc 05 nam - Dot 57 (Phu luc I kem theo).

2. Danh muc 02 sinh pham duoc gia han gidy dang ky lwu hanh hiéu lyc 03
nam - Dot 57 (Phu luc 11 keém theo).

Piéu 2. Co sd san xuat va co sé dang ky thudc c6 trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo diing cac hd so, tai liéu da ding
ky voi BO Y té va phai in hodc dan s6 diang ky duoc BO Y t& Viét Nam cdp 1én nhan
thuoc.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh ciia Bo Y té vé
san xut, nhap khau thudc va luu hanh thude tai Viét Nam, néu co bat ct thay doi gi
trong qué trinh lwu hanh thudc & nudc so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan Iy Duoc-Bo Y té Viét Nam.

3. Thyc hi¢n viéc cap nhat tiéu chuan chét lugng cua thuéc, nguyén li¢u lam
thudc theo quy dinh tai Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 ciia B trudong
B0 Y té hudng dan 4p dung tiéu chuan chat luong, kiém nghiém thubc, nguyén liéu
1am thudc va thu hoi, xir 1y thude vi pham.

4. Thudc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhat ndi dung nhin thude, t& hudng dan sir dung thube theo quy dinh
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ctia Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong BO Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudng dan sir dung thude dugce sira doi,
bo sung tai Thong tu s6 23/2023/TT-BYT ngay 30/11/2023 thi phai thuc hién cap nhat
theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT trong thoi
han 12 thang ké tir ngay dugc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va to huéng dan st dung thuoc) phai san xuat, nhap khau va luu
hanh véi cac ndi dung da duge phé duyét thay doi trong hd so gia han.

6. Phéi hop voi céc co sé diéu tri, co so y té du phong dé thuc hién theo ding
cac quy dinh hién hanh vé thudc ké don, theo doi an toan, hi¢u qua, tac dung khong
mong mudn cla thuoc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Piéu 10 Thong tu s6 12/2025/TT-BYT ngay 16/5/2025 cua Bo truong BO Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liu lam thudc ddi véi cac thudc thudc
Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cia gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ung du diéu kién hoat dong, co so dang ky phai c6 trach nhiém
thuc hién thay d6i co s¢ diang ky theo quy dinh tai Thong tw s6 12/2025/TT-BYT ngay
16/5/2025 ciia Bo truong BO Y té trong thoi han 30 ngay ké tir ngay co sé ding ky
khong con du diéu kién hoat dong.

8. Thudc ¢6 sb tht tu 1, 2 tai Phu luc 1T Quyét dinh nay: sau khi dugc gia han
gidy dang ky luu hanh thubc, cong ty dang ky phai ndp hd so lam sang theo hinh
thire thay ddi, bd sung quy dinh tai Phu lyc II Thong tu s6 12/2025/TT-BYT dé
duogc tlep tuc xem xét gia han gidy ding ky luu hanh cho lan tiép theo.

Piéu 3. Cac thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duogc
tiép tuc st dung sb dang ky da cip trude khi gia han trong thoi han ti da 12 thang ké
tir ngay dugc cip sb ding ky gia han theo quy dinh tai Phu luc V ban hanh kém theo
Thong tu s6 12/2025/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 5. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc trung wong, giam dbc
nha san xuat va co s& dang ky c6 thude tai Diéu 1 chiju trach nhiém thi hanh Quyét
dinh nay./.

Noi nhgn: _ CUC TRUGNG
- Nhu Diéu 5; TN
- BO trudng (dé b/c); V& RO\
- Thi truéng Nguyén Tri Thire (dé b/c); s/ CUC \2\
- Cuc Quany - B§ Qudc phong, Cuc Y té - Bo Cong an o QUA 7 4'*‘&1% 5 lM
Cuc Y té GTVT - Bo Xay dung; \x\ DUGC /
- B6 Tai chinh: Cyc Hai quan, Bao hiém x3 hoi Viét Nam AN -
- Bo Y té: Vu PC, Cuc Phong bénh, Cuc KHCN&DT; Cycl &7 . X .
QLKCB, Vin phong NRA, Van phong HBTV cép GDKLH Vit Tuan Cuong

thudc, NLLT; Trung tim mua sam tap trung thuc QG;

- Vién KN thuéc TU, Vién KN thuéc Tp. HCM, Vién
KPQG VX&SPYT, Vién VSDTTW;
- Tong Cong ty Duge VN — CTCP, Cac Cong ty XNK dugc
phim (xem Website Cuc QLD);
- Cac Bénh vién & Vién co6 giuvong bénh tryc thuéc BYT;
- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, Website Cuc QLD;
- Luu: VT, DKT (L) (2b).



Phu luc I

DANH MUC 03 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 57

(Kém theo Quyét dinh sé: ..629....../0P-QLD, ngay 3.../10./2025.ciia Cuc Qudn Iy Duroc)

STT | Ténthuoc | Hoatchatchinh | Dang | Quy cich déng | Tiéu | Tuditho | S6diangky | So
— Ham lwong bao che goi chuan | (thang) gia han lan

(S0 dang ky gia

da cap) han

1) ) 3) (4) (5) (6) (7) (8) 9)

1 1. Co sé ding ky: Cong ty TNHH Mot thanh vién Vicxin va Sinh pham s6 1 (Pia chi: S6 1 pho Yersin,
phuong Pham Pinh Ho, quan Hai Ba Trung, Ha Noi, Viét Nam)

1.1. Co sé san xuét: Cong ty TNHH MTV Vicxin va Sinh pham sé 1 (Pia chi: S6 1 phd Yersin, phuong Pham
Dinh Ho, quan Hai Ba Trung, Ha Noi, Viét Nam)

1 Mbi liéu 1,5ml
vic xin chua:
V.cholerae 01,
El Tor, Phil.6973
(bat hoat bang
formaldehyde)
600 E.U. LPS;
V.cholerae 0139,
4260B (bat hoat
bang
formaldehyde)
600 E.U. LPS;
V.cholerae  O1, | H6n dich
Cairo 50 (bat| udng
hoat bang
formaldehyde)
300 E.U. LPS;
V.cholerae 01,
Cairo 50 (bat
hoat bang nhiét
d6) 300 E.U.
LPS; V.cholerae
01, Cairo 48 (bt
hoat bang nhiét
d6) 300 E.U.
LPS).

Véq xin ta
uong -
MORCVAX

Hop 10 lo x 893310441425
7,5ml; Hop 10 | TCCS 24 (QLVX-825- | 2
lo x 1,5ml 14)




2

STT | Ténthuoc | Hoatchatchinh | Dang | Quy cachdéng | Tiéu | Tuditho | Sodingky | So
— Ham lwgng bao che goi chuan | (thang) gia han lan

(So dangky | gia

da cap) han

1) ) (©) (4) () (6) (@) (8) ©9)

2. Co s6 dang ky: Daewoong Pharmaceutical Co., Ltd. (Dia chi: 35-14, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Han Quéc)

2.1. Co sé san xuat: Daewoong Pharmaceutical Co., Ltd. (Pia chi: 35-14, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Han Quéc)

2 Clostridium Bot sy
. . A LA A 880414441525
BEAUTEM botulinum  toxin | kho E;han Hop 01 lo x TCCS 36 (QLSP-1007- 1
type A khéng 100U 17)
100U pha tiém

3. Co s¢ dang ky:

Takeda Pharmaceuticals (Asia Pacific) Pte. Ltd (Pia chi: 8, Marina Boulevard, #05-02
Marina Bay Financial Centre, Singapore 018981, Singapore)

3.1. Co sé san xuat: Takeda Manufacturing Austria AG (Pia chi: Lange Allee 24, 1221 Vienna, Ao)

3 Hop 1 lo dong
kho 500 U + 1
lo nudc vo
1 lo feiba 500U tring dé pha
sau khi pha (thé tiém 20ml + 1
. tich hoan nguyén: A xi lanh loai 900410441625
Ffz't}?n f5 20ml):  Factor Bﬁtépmha ding1lin+1 | NSX | 24 | (QLSP-1000- | 1
' VIl Inhibitor kim tiém loai 17)
Bypassing ding 1 lan + 1
Activity 500U kim budm co
gan kep va bo
dung cu pha
thudc
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):
- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house co y nghia twong
dwong nhau, la tiéu chuan chdt lwong thuée do co sé san xudt xay dung va déu co thé duroc ghi trén nhan thudc.

- Céch viét tat cac tiéu chuan chat lwong diege dién: Duwoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Duwoc dién Trung Quéc (CP), Duge dién Chdu du (EP), Dugc dién

Quoc té (IP)...

2. S6 dang ky tai cét (8):
- S6 dang ky gia han 1a so dang ky dwoc cdp theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay
16/5/2025 cuia B trieong Bé Y té quy dinh viée dang ky e hanh thuéc, nguyén liéu 1am thuac.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truwdc khi thuée dwoc gia han theo

quyét dinh nay.




Phu luc 1l

DANH MUC 02 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - QT 57

(Kém theo Quyét dinh so: .029....../0D-QLD, ngay 3.1../10./2025.ciia Cuc Qudn 1y Diroc)

STT | Tén thuoc Hoat chat Dang | Quy cach déng | Tiéu | Tudithe | So ding ky So
chinh — Ham bao goi chuan | (thang) gia han lan

lwong ché (S6 ding ky | gia

da cip) han

1) ) (©) (4) () (6) (@) (8) ©9)

1. Co sé dang ky: Lupin Limited (Pia chi: Kalpataru Inspire, 3rd Floor, Off Western Express Highway,
Santacruz (East), Mumbai 400055, An Do)

1.1. Co sé san xuiat: Shenzhen Techdow Pharmaceutical Co., Ltd. (Pia chi: No. 19 Gaoxinzhongyi Road,
Nanshan District, Shenzhen, Guangdong Province, Cong hoa Nhan dan Trung Hoa)

1 Enoxaparin natri Dung Hop 2 bom tié 690410441725
Lupiparin P dich | TP 1M NSX 24 (VN-18358- | 1
40mg/0,4ml tidm X 0,4ml 1)

2. Co s6 dang ky: Emcure Pharmaceuticals Limited (bia chi: Plot No. P-1 & P-2, IT-BT Park, Phase-II,
M.I.D.C, Infotech park (Hinjawadi), Pune, Pune City, Maharashtra, India, 411057, An Do)

2.1. Co sé san xuat: Emcure Pharmaceuticals Ltd. (Pia chi: Plot No. P1 and P2, I.T.B.T. Park Phase-II,
M.I.D.C. Hinjawadi Pune 411057, Maharashtra state, An Do)

2 Enoxaparin natri Dung Hop 1 vix 1 6n 690410441825
Lomoh 40 P dich | OPIVIXLONG | gy 24 (VN-18296- | 1
40mg/0,4ml A X 0,4ml
tiém 14)
Ghi chu:

1. Céch ghi tiéu chuan cha lwong thuoc tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house cd y nghia twong
dirong nhau, la tiéu chuan chat lweong thuéce do co sé san xuat xay dung va déu co thé duoc ghi trén nhan thudc.

- Céch viét tat cac tiéu chudn chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Dugc dién Anh (BP), DuwoC
dién My (USP), Duoc dién Nhét Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chdau du (EP), Duwoc dién
Quac té (IP)...

2. S6 ding ky tai cét (8):

- S6 ddng ky gia han 1a s6 dang ky duoc cdp theo quy dinh tai Phu luc V Théng nr 12/2025/TT-BYT ngay
16/5/2025 cuia Bg trucng Bo Y té quy dinh viéc dang ky luu hanh thuéc, nguyén ligu 1am thudc.

- 86 ding ky di cap (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truée khi thude dwoc gia han theo
quyét dinh nay.
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