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%DV* oo “CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phic
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QUYET PINH

V& viéc ban hanh danh muc 13 vic xin, sinh phdm dwoc cép, gia han gidy
dang ky luu hanh tai Viét Nam - Dot 58

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc ngday 0610412016, Ludt sita doi, bo sung mét sé diéu
cua Ludt Duoc ngay 21/ 11/2024,

Can cir Nghi dinh so 42/2025/ND-CP ngay 27/02/2025 cua Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Nghi dinh sé 163/2025/ND-CP ngay 29/06/2025 cua Chinh phu
quy dinh chi tiét mot so diéu va bién phap dé to churc, huwong dan thi hanh Ludt
Duwoc;

~ Can cir Thong e s 12/2025/TT-BYT ngay 16/05/2025 ciia B¢ truong Bo
Y té quy dinh viéc a"dng ky Iqu hanh thuoc, nguyén liéu lam thuoc,
Can cir Quyét dinh sé 2386/QP- BYT ngay 22/07/2025 cua B¢ trucng Bo

Y té quy dinh chirc nang, nhiem vy, quyén han va co cdu t6 chirc ciia Cuc Quan
Iy Duoc thuéc Bé Y té;

Can cit két ludn cia Héi dong twe van cdp gidy dang Ky lwu hanh thubc,
nguyén lidu lam thuéc - B6 Y té dot 58 hop ngay 10/02/2026 tai Céng vin sé
07/HBTV-VPHD ngay 12/03/2026 ciia Vin phong Hoi dong tw vin cap GPKLH
thube, nguyén liéu lam thubc;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 13 véc xin, sinh
pham duoc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 58, cu thé:

1. Danh muc 08 vic xin, sinh pham dugc cap gidy dang ky luu hanh hiéu
luc 03 nam - Dot 58 (tai Phu luc | kem theo).

2. Danh muc 03 vac xin, sinh pham duoc gia han gidy dang ky luu hanh
hi¢éu luc 05 nam - Dot 58 (tai Phu luc Il kem theo).

3. Danh muc 02 sinh pham dugc gia han gidy dang ky luu hanh hiéu luc
03 nam - Dot 58 (tai Phu luc 111 kem theo).

Piéu 2. Co s¢ dang Ky, co so san xuat thude, nguyén lidu 1am thudc phai
tuan thu cac quy dinh hién hanh vé dang ky luu hanh thudc, nguyén li¢u lam
thudc va cac quy dinh phép luat khac cé lién quan.

Piéu 3. Quyét dinh co6 hiéu luc ké tir ngay ky ban hanh.
Piéu 4. Gidm dbc S Y té cac tinh, thanh phd truc thudc Trung wong,
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giam ddc co so san xuat va co s¢ ding ky c6 thudc, nguyén liéu 1am thudc tai
biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Dicud; PHO CUC TRUONG
- Bo truong (dé b/c); RAC N :

— N\

- Thi truong Nguyén Tri Thire (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quany - Bo Quéc phong, Cuc Y té - BO Cong
an; Cuc Y t GTVT - Bo Xay dung;

- B6 Tai chinh: Cuc Hai quan, Bao hiém xa hdi Viét
Nam;

- B6 Y t& Vu PC, Cyc Phong bénh, Cuc
KHCN&DT; Cuc QLKCB, Vian phong NRA, Vian
phong HDTV cap GPKLH thude, NLLT; Trung tim
mua sdm tap trung thude QG;

- Vién KN thuéc TU, Vién KN thudc Tp. HCM,
Vién KPQG VX&SPYT, Vién VSDTTW;

- Téng Céng ty Dugc VN — CTCP, Cac Cong ty
XNK duogc pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 giwdong bénh truc thude
BYT;

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

- Luu: VT, KT (L) (2b).

“Nguyén Thanh Lam



(Kém theo quyét dinh so. 145....../0D-QLD, ngay .17../.3..../.2026..

Phu luc | ) )
DANH MUC 08 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 58

cua Cuc Quan Iy Duoc)

STT
(1)

Tén thube

)

Hoat chét
chinh - Ham
lugng

®3)

Dang bao
ché

(4)

Quy cach
dong goi
()

Tiéu
chuan

(6)

Tudi
tho
(thang)
(7)

S6 ding ky
8

1. Co so dang ky: Celltrion Healthcare Co., Ltd. (Pia chi: 4F, 19, Academy-ro 51beon-gil, Yeonsu-gu,

Incheon, Han Quéc)

1.1. Co sé san xuét: Celltrion, Inc. (Pia chi: 20, Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 22014, Han

Quoc)
Dung dich
L dam dac dé \
1 | Truxima Rituximab ohadung | HOP2lox 1 o | 35 | 880410033026
100mg/10ml R 10ml
dich tiém
truyén
Dung dich
N dam dac de R
2 | Truxima Rituximab ohadung | HOPLIox 1 nos | 36 | 880410033126
500mg/50ml R 50ml
dich tiém
truyén
Dung dich
. dam dacde | Hop 1 lox
3 | Vegzelma Eser‘;a‘;'rf]‘fmab phadung | 4ml;Hop1 | NSX | 48 | 880410033226
g dich tiém lo x 16ml
truyén

2. Co sé diing ky: Cong ty ¢6 phan "R-Pharm™ (Pia chi: So 19, Toa 1, phé Berzarina, Thanh pho Mat-Xco-
va, Lién Bang Nga, 123154)

2.1. Co s& san xuét: Joint Stock Company "R-Pharm" (Dja chi: 15 Gromova St., Yaroslavl, Yaroslavl
Urban District, Yaroslavl Region, Nga)

4

Artlegia

Olokizumab
64mg/ 0,4ml

Dung dich
tiém

Hop 1 lo x
0,4ml

NSX

36

460410033326

3. Co sé diing ky: Cong ty TNHH Mot thanh vién Vicxin va Sinh phim sb 1 (Dja chi: S6 01 pho Yersin -
Phwong Pham Dinh H6 - Quan Hai Ba Trung-Ha Noi, Viet Nam)
3.1. Co sé san xuit: SK Bioscience Co., Ltd (Dia chi: 150, Saneopdanji-gil, Pungsan-eup, Andong-si,
Gyeongsangbuk-do, Han Quoc)

Mot don vi Hop 5 lo, ‘
T , . . Vac
Chl,a liéu nho vac xin xin: 24
nhat 12 0.5ml dc‘)ng‘khc‘) thén ]
SKYVaricella | chira: Live, o don lidu va 9
Inj. (Varicella attenuated BOtAdong 5 lo nude vo Nu? ¢
5 . h : kho pha T2 a2 EP 9.0 vO 880310033426
Virus Vaccine varicella-zoster .A khuan dé 2
. . . tiem o R khuan
(live)) virus (Virus tiém; Hop 48 tiem:
strain: Oka/SK, 10 lo, vac esg )
cell line: xin dong than
MRC-5) > kho don lidu g




STT Tén thudc Hoat chit Dang bao Quy céch Tiéu Tudi S6 diang ky
(1) 2 chinh - Ham ché doéng goi chuén tho (8)
lugng (4) () (6) | (thang)
3 (7)
2.400 PFU kem 1 hop
10 1o nuéc
v6 khuan dé
tiém

4. Co sé dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam

(Dia chi: Phong 14.01 — chng,14 va Tang 15, Thdp 2, Toa nha The Nexus, 34-3B Ton Ditc Thing, Phuwong
Ben Nghé, Quan 1, Thanh pho Ho Chi Minh, Viét Nam)

4.1. Co sé san xuét: Sanofi Winthrop Industrie
(Dia chi: Parc Industriel D Incarville, Voie De L Institut, P.O. Box 101, Val De Reuil, 27100, Phadp)

Vaxigrip

Bom tiém nap
sén 1 liéu 0,5ml
vic xin (dang
manh, bat hoat):
AlVictoria/4897/
2022 (HIN1)
pdmQ9- str dung
chung tuong
duong
(A/Victoria/489
7/2022, IVR-
238) 15mcg HA;
A/Croatia/10136
RV/2023
(H3N2) - sur
dung chung
tuong duong
(A/Croatia/1013
6RV/2023, X-
425A) 15mcg
HA,
B/Austria/13594
17/2021- su
dung chung
tuong duong
(B/Michigan/01/
2021, ching
hoang da)
15mcg HA

Hon dich
tiém

Hop 1 bom
tiém, bom
tiém nap san
0,5ml vic-
Xin

NSX

12

300310033526

4.2. Co sé san xuat: Genzyme Ireland Limited

(Dia chi: IDA Industrial Park, Old Kilmeaden Road, Waterford, Cong hoa Ireland)

Thymoglobuline

Rabbit anti-
human
thymocyte
immunoglobulin
25 mg

Bot pha
dung dich
tiém
truyén

Hop 1'lo

NSX

36

539410033626




STT
(1) (2)

Tén thube

Hoat chit
chinh - Ham
lwgng

(3)

Dang bao
che

(4)

Quy cach
dong goi
()

Tiéu
chuan

(6)

Tubi
tho
(thang)
(7)

S6 ding ky
(8)

5. Co sé dang ky: Medigen Vaccine Biologics Corporation (Medigen Vaccine Biologics Corp.)
(Dia chi: No. 68, Shengyi 3rd Rd., Zhubei City, Hsinchu County 302, Dai Loan)

5.1. Co' sé san xuat: Medigen Vaccine Biologics Corporation (Medigen Vaccine Biologics Corp.)
(Dia chi: No. 68, Shengyi 3rd Rd., Zhubei City, Hsinchu County 302, Dai Loan)

8 | Envacgen

Virus
Enterovirus
A71 (EV71)
toan phan bt
hoat
2,5mcg/0,5ml

Hon dich
tiém

Hop 1 bom
tiém, moi
bom ti€ém
dong san 1
lidu véc-xin
(0,5ml);
Hop 20 bom
tiém, moi
bom ti€m
dong san 1
lidu véc-xin
(0,5ml)

NSX

36

471310033726

Ghi chu:

1. Cach ghi tiéu Chudn chdt lwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chuan co 50 (TCCS), In-house c6 y nghia tiwong

dwong nhau, la tiéu chudn chdt lwong thuéc do co so san xudt xdy dung va déu cé thé dwoc ghi trén nhan

thuéc.

- CfSlCh viét tdt cdc tiéu chyucfn chat luwong duoc dién: 7Du"0’c dién V,iét Nam (DD V?V),’ Duoc dién Anh (BP), quc
dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chau Au (EP), Duoc dién

Quoc té (IP)...




Phu luc Il

DANH MUC 03 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 58

(Kém theo Quyét dinh sé: ..143....../0P-QLD, ngay 17./3.../2026.ciia Cuc Qudn Iy Duroc)

STT Tén Hoat chit Dang | Quy cach dong goi | Tiéu Tudi S6 ding ky S6
(1) thudc chinh - bao ché (5) chuin | tho (8) lan
(2) Ham luwgng 4) (6) | (thang) gia

3) (7) han

(9)

1. Co sé ding ky: Cong ty TNHH Binh Viét Dirc

(Pia chi: 62/36 Trircong Céng Dinh, Phuong 14, Qudn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)
1.1. Co sé san xuit: Octapharma Pharmazeutika Produktionsges.m.b.H

(Dia chi: Oberlaaerstrafe 235, 1100 Wien, Ao)

Protg:in tur
Human huyét tuong Dung
1 | albumin ﬁgf}fgtt;(é{}fgo S‘e"rﬁ Hop 1 chai 250ml | NSX | 36 s(;gggllogfg,z;zz? 1
0 0 x ) .
5% human albumin | truyén
12,59/250ml

2. Co sé dang ky: Cong ty TNHH Johnson & Johnson (Viét Nam)

(Dia chi: T ang 12, Toa nha Vietcombank, S6 5 Cong truong Mé Linh, Phuwong Bén Nghé, Qudn 1, Thanh phé
Ho Chi Minh, Viét Nam)

2.1. Co s6 san xuat: Cilag AG (Pja chi: Hochstrasse 201, 8200 Schaffhausen, Thuy S7)

Dung
2 |stelara | UStEkiUmAD |G eml | Nsx | g | 760410033926 |
130mg/26 ml o P LI (SP3-1235-21)
dac pha
truyén
3. Co sé ding ky: Trung tim Nghién ctru San xuit Vic xin va Sinh pham Y té
(Dia chi: 135 Lo Puc, Hai Ba Trung, Ha Néi, Viét Nam)
3.1. Co s6 san xudt: Trung tdm Nghién ctru San xuét Vic xin va Sinh pham Y té
(Dia chi: 418 Vinh Hung, Thanh Tri, Hoang Mai, Ha N¢i, Viét Nam)
Hop, dang dong goi
1 liéu: Mt hop vac Z
DA , Vac
n . xin S¢i to chira 10 .
Mot don vi hop vic xin S¢i | N
chia lidu nho p vase 2SO | NSX;
nhit1a 0,5ml | Bot | Mho-Mothopvac G ol
chita: Vi;us don xin S&i nho chira ha 893310034026
3 | MVVAC | &M@ YIS ON8 | 10lokemtheoto | 2 | 24 (QLVX-880- | 1
S&i song, giam | kho pha . x tiém:
n , . hudéng dan str dung. 15)
dc lye, chung | HEM 1 i85 16 chia 1 1iéu | DU
AIK-C > 1000 %o xin Soi duo dién
PFU e > | Nhat
dong trong lo thuy Ban
tinh trung tinh, chiu
nhiét, dong nut cao




STT Tén Hoat chit Dang | Quy cach dong goi | Tiéu Tudi S6 ding ky S6
(1) thudc chinh - bao ché (5) chuin | tho (8) lan
(2) Ham lugng 4) (6) | (thang) gia

3) (7) han

(9)

su, dap nap nhom
boi nhua Flip-off
cap; Nudc pha
tiém: Mot hop nudce
pha tiém to chtra 10
hop nudce pha tiém
nhd. Mot hop nudce
pha tiém nho chua
10 1o. Mdi lo chira
0,7ml nudc pha
tiém dugc dong
trong lo thuy tinh
trung tinh, chiu
nhiét, dong nut cao
su va nap nhom bdi
nhuya Flip-off cap,
Dang dong goi 10
lidu: Véc xin: Mot
hop véc xin Soi
chtra 10 lo kém
theo t& huéng dan
st dung. Modi lo
chira 10 lidu véc
xin So1 duge dong
trong lo thuy tinh
trung tinh, chiu
nhi¢t, dong nut cao
su, dap nap nhom
bo6i nhua Flip-off
cap; Nudc pha
tiém: Mgt hop nude
pha tiém chua 10
lo. Modi lo chta 6
ml nude pha tiém
duogc dong trong lo
thuy tinh trung tinh,
chiu nhiét, dong nut
cao su va nip nhom
bdi nhuya Flip-off
cap.

Ghi cha: ] ) )
1. Cach ghi tiéu chudan chat lwong thuoc tai cgt (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co 5o (TCCS), In-house co y nghia tirong

duong nhau, la tiéu chudn chat lwong thuéc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén nhan
thuéc.
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- Cach viét tdt cac tiéu chuan chat lwong dwoc dién: Dugc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Dwoc dién Chdu du (EP), Duoc dién
Quéc té (IP)...

2. 86 dang ky tai cét (8):

- S6 dang ky gia han la s6 dang ky dwoc cap theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay
16/5/2025 ciia B triong Bé Y té quy dinh viée dang ky leu hanh thube, nguyén liéu lam thudc.

- 86 dang ky dd cdp (dwoc ghi trong ngodc don) la so ding ky da dwoc cap trde khi thudce dwoe gia han theo
quyét dinh nay.



Phu luc 111

DANH MUC 02 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 58

(Kém theo Quyét dinh sé: .143......./0P-QLD, ngay17../3...2026.ciia Cuc Qudn Iy Duroc)
STT Tén Hoat chit chinh — Dang | Quycach | Tiéu Tuoi S6 dang ky | S6 lan
(1) thuoc Ham lwong bao ché | dong géi | chuan | tho (8) gia
) ©) (4) () (6) | (thang) han
() (9)
1. Co s6 dang ky: Cong ty TNHH Binh Viét Dirc
(Pia chi: 62/36 Truong Cong Dinh, Phwong 14, Qudn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)
1.1. Co 6 san xuat: Octapharma Pharmazeutika Produktionsges.m.b.H
(Dia chi: Oberlaaerstrafe 235, 1100 Wien, Ao)
Human Protein tir huyét Dung
. tuong nguoi trong do | .. - % Hop 1 chai 900410034126
1 |albumin | o %t 96% 1a human | S Hem | qgam | NSX1 36| opa 1og00) | 1
25% truyén

albumin 25¢/100ml

2. Co s¢ dang ky: Mega Lifesciences Public Company Limited

(Dia chi: 384 Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn

10280, Thai Lan)

2.1. Co s& san xuat: Virchow Biotech Private Limited

(Dia chi: Survey No. 172 Part, Gagillapur (V), Dundigal Gandimaisamma (M), Medchal-Malkajgiri (D),
Telangana-500043, An D¢

Regrel E&‘iggtbg‘:ﬂ\t/;“ma” Hop 1 800410034226
2 |0,01% Gel , NSX 18 (QLSP-871- 1
ol Growth Factor-BB tuyp x 15¢ 15)
g 100ug (mcg)/1g
Ghi chu:

1. Cach ghi tiéu chudn chat lrong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chuan co 50 (TCCS), In-house c6 y nghia tiwong
dwong nhau, la tiéu chudn chdt lwong thuéc do co s san xudt xdy dung va déu cé thé dwoc ghi trén nhan

thuéc.

- Cdch viét tat cdc tiéu chudn chdt lwong dige dién: Duwge dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duogc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chdu du (EP), Duwgc dién
Quoc té (IP)...
2. §6 ddang ky tai cét (8):
- S6 ding ky gia han la s6 dang ky duoc cap theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngay
16/5/2025 ciia B trucng Bo Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc.
- S6 dding ky dd cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp triede khi thude dwoe gia han theo
quyét dinh nay.
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