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CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
S6: 584 /QP-QLD Ha Noi, ngay 17 thang7 nam 2026
QUYET PINH

V& viéc ban hanh danh muc 24 vic xin, sinh phdm dwoc cip, gia han gidy
dang ky luu hanh tai Viét Nam - Dot 59

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwegc ngay 06/0412016; Ludt sira doi, b6 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 ddn thi hanh Ludt
Duwoc;

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

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

Can cit két ludn cia Héi dong tw van cdp gidy dang Ky lwu hanh thubc,
nguyén liéu lam thuéc - Bé Y té dot 59 hop ngay 05/6/2026 tai Céng vin sé
25/HDTV-VPHD ngay 13/7/2026 ciia Van phong Hoi dong tu vin cdp GPKLH
thube, nguyén liéu lam thudc;

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

QUYET PINH:

9 Piéu 1,. Ban hanh k,ém theo Quyét dinh nay danh muc 24 véc xin,q sinh
pham duogc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 59, cu thé:

1. Danh muc 18 vic xin, sinh phim dugc cip gidy dang Ky luu hanh hiéu
luc 03 nam - Dot 59 (tai Phu luc | kem theo).

2. Danh muc 04 vic xin, sinh pham duoc gia han gidy dang ky luu hanh
hi¢u luc 05 nam - Dot 59 (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 59 (tai Phu luc 111 kem theo).

Piéu 2. Co s¢ ding ky, co 8O’ san xut thude, nguyén li¢u lam thudc phai
tuén thu cac quy dinh hién hanh vé dang ky luu hanh thude, nguyén liéu lam
thudc va cac quy dinh phép luat khac cé lién quan.

Piéu 3. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.
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Piéu 4. Gidm d6c So Y té cac tinh, thanh phd truc thudc Trung wong,
gidm doc co so san xuat va co so dang ky cé thudc, nguyén liéu lam thuoc tai
biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

p— s\

- Nhu Diéu 4;

- Bo trudng (dé blc); y25
- Thit truéng Nguyén Tri Thire (dé b/c); /S

- Cuc trudng (dé b/c); fe}
- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong l
an; Cuc Y té GTVT - By Xay dung;

- B6 Tai chinh: Cyc Hai quan, Bao hiém xa hoi Viét
Nam; SN
- B6 Y t& Vu PC, Cyc Phong bénh, Cuc N guyen Thanh Lam
KHCN&DT; Cyc QLKCB, Van phong NRA, Van

phong HDTV cAp GPKLH thubc, NLLT; Trung tdm

mua sam tap trung thudc 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 duoc phdm (xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 giwong bénh truc thude

BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT,

PCHN, VP Cuc, Website Cuc QLD;

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

Noi nhn: KT CUC TRUONG




Phu luc |
DANH MUC 18 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - QT 59
(Kém theo quyét dinh sé: ... 384...../0D-QLD, ngay .17.../7.....1.2026...ciia Cuc Qudn Iy DiroC)

STT| Tén thuoc | Hoat chat chinh - [Dangbao| Quycach | Tiéu Tuoi tho So ding ky
Ham lwgng che dong géi chuan (thang)
1) (2) 3) (4) 5) (6) ) (8)

1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-28
DUO Tower Singapore 189352)

1.1. Co s& san xuat, dong géi: Universal Farma S.L. (Pja chi: C/ El Tejido, 2 Azuqueca de Henares, 19200
Guadalajara, Tay Ban Nha)

Co s& kiém tra va xuit xwéng: GH Genhelix S.A. (Pja chi: Parque Tecnologico de Leon Edificio
GENHELIX C/Julia Morros s/n Armunia 24009 Leon, Tay Ban Nha)

1| Dnoclast Denosumab | Dungdich) Hop llox |\ oy 36 840410139926
70mg/ml tiém 1,7ml

2 | Resyniv Denosumab | Dung dich| Hop 1 bom | o 36 840410140026
60mg/ml tiém tiém x 1ml

2. Co s6 diang ky: Anabion Pharmaceutical Trading Ltd (Dia chi: KIZAD Logistic Park Free Zone, Unit
No. FZ-11, Taweelah, Abu Dhabi, United Arab Emirates)

2.1. Co sé san xuit: Joint Stock Company "BIOCAD" (JSC "BIOCAD") (Pja chi: Saint Petersburg,
Intracity Municipality the Settlement of Strelna, ul. Svyazi, d.38, str. 1, Nga)

3 Forteka

Prolgolimab
50mg/2,5 mi

Dung dich
dam dac
pha dung
dich tiém

tmyén

Hop 119 2,5
mi

NSX

24

460410140126

4 Forteka

Prolgolimab
100mg/5 mi

Dung dich
dam dac
pha dung
dich tiém

truyén

Hop 110 5 ml

NSX

24

460410140226

3. Co sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (Dja chi: Tang 18, Toa nha A&B, S6 76, Puong
Lé Lai, Phuwong Bén Thanh, Quan 1, TP Ho Chi Minh, Viét Nam)

3.1. Co sé san xuit, déng géi cip 1, kiém tra chét lwong va xuat xwéng 16: AstraZeneca AB (Pia chi:
Dia chi: Gartunavagen, Sodertalje, 152 57, Thuy Pién)

Co sé dong g6i cip 2: AstraZeneca AB (Dja chi: Forskargatan 18, Sodertalje, 151 36, Thuy Dién)

5 Imfinzi

Durvalumab

Dung dich

Hop 1 1o x
2,4ml

NSX

36

730410140326
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STT| Tén thuoc | Hoat chat chinh - [Dangbao| Quycach | Tiéu Tuoi tho So ding ky
Ham lwgng che dong goi chuan (thang)
1) ) 3) (4) (©) (6) () (8)
120mg/2,4ml dam dac
pha tiém
truyén
Dung dich
L Durvalumab dam dac | Hop 11lo x
6 Imfinzi 500mg/10m| pha tiém 10ml NSX 36 730410140426
truyén

4. Co s¢ dang ky: GlaxoSmithKline Pte. Ltd. (Pia chi: 23 Rochester Park, Singapore 139234, Singapore)

4.1. Co s¢ san xuat va xuat xwéng: GlaxoSmithKline Biologicals S.A. (Bja chi co so san xuat: Parc de la
Noire Epine — Rue Fleming 20, Wavre, 1300, Bi; Dia chi co so xuat xuong: Rue de l'Institut 89, Rixensart,

1330, Bi)
MS5i liéu (0,5 ml)
chira Khang nguyén
virus viém gan A Hop 1 bom
(IjAV) (bé:lt hoa}) Han dich tiém, chta san
7 | Havrix 720 |(hap phy trén ?hom (;?ém!c véc xin (0,5 | NSX 36 540310140526

hYdFOXId, tong ml hon dich)
cong: 0,25 mg va 1 kim tiém

Al3+)
720 don vi ELISA

5. Co s¢ diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Dia chi: Tang 12, Toa nha
Vietcombank, So 5 Cong truong Mé Linh, Phuong Bén Nghé, Quan 1, Thanh pho Ho Chi Minh, Viét Nam)

5.1. Co sé san xuét ban thanh pham va déng goéi so' cAp: Patheon Manufacturing Services LLC (Pja chi:
5900 Martin Luther King Jr. Hwy, Greenville, NC 27834, Hoa Ky)

Co sé dong g6i thir cap: Janssen Pharmaceutica N.V. (Dja chi: Turnhoutseweg 30, Beerse, 2340, Bi)

Co s& xuit xwong 16: Janssen Biologics B.V. (Dja chi: Einsteinweg 101, 2333 CB Leiden, Ha Lan)

8 | Tecvayli Teclistamab | Dung dich) pyo 10 | Nsx 24 001410140626
30mg/3mi tiém
. Teclistamab Dung dich n
9 | Tecvayli 153mgyt T nedich Hop 1o | NSX 24 001410140726

6. Co s¢ diang ky: Cong ty TNHH Novartis Viét Nam (Dja chi: Phong 1001, lau 10, Centec Tower, 72-T4
Nguyén Thi Minh Khai, Phuwong Vo Thi Sau, Quan 3, Thanh pho Ho Chi Minh)

6.1. Co s& san xuat: Novartis Gene Therapies, Inc. (Pia chi: 2512 South TriCenter Boulevard, Durham,
NC 27713, Hoa Ky)

Onasemnogene | Dung dich| Hgp gdm 2
10 | Zolgensma abeparvovec tiém | qén 141055 NSX 12 001410140826
2,0 x 1083 vector | TWYeM | mlva/hoge
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STT| Tén thuoc | Hoat chat chinh - [Dangbao| Quycach | Tiéu Tuoi tho So ding ky
Ham lwgng che dong goi chuan (thang)
1) ) ®) (4) () (6) (@) (8)
genomes (vg)/ml 8,3 ml

7. Co s¢ dang ky: Cong ty TNHH Novo Nordisk Viét Nam (Dia chi: Phong 3.01b, T ang 3, Toa nha
Deutsches Haus, 33 dwong Lé Dudn, Phuong Bén Nghé, Quan 1, Thanh pho Ho Chi Minh, Viét Nam)

7.1. Co sé san xuét ban thanh phim va déng géi so cip: Novo Nordisk A/S (Pia chi: 1: Hallas Alle 1,
Kalundborg, 4400, Pan Mach)

Co sé dong g6i thir cap: Novo Nordisk A/S (Pia chi: Kirke Vaerloesevej 30, Vaerloese, 3500, Pan Mach)
Co s& xuit xwong 16: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach)

11

Sogroya

Somapacitan
5mg/1,5ml

Dung dich
tiém

Hop 1 but
tiém bom san
thude 1,5 ml

dung dich

chtra 5 mg
Somapacitan

NSX

24

570410140926

12

Sogroya

Somapacitan
10mg/1,5 mi

Dung dich
tiém

Hop 1 but
tiém bom san
thube 1,5ml
dung dich
chtra 10 mg
Somapacitan

NSX

24

570410141026

13

Sogroya

Somapacitan
15mg/1,5ml

Dung dich
tiém

Hop 1 but
tiém bom sin
thude 1,5 ml

dung dich
chtra 15 mg
Somapacitan

NSX

24

570410141126

8. Co sé diang ky: Rxilient Medical Pte. Ltd. (Dia chi: 1 Coleman Street, #08-01 the Adelphi, Singapore
(179803))

8.1. Co s& san xuét: Suzhou Union Biopharm Co., Ltd. (Pja chi: No. 999 Longgiao Road, Wujiang

Economic and Technological Development Zone, Suzhou City, Jiangsu Province, Trung Quoc)

14

Tuoyi

Toripalimab
240mg/6ml

Dung dich
pha tiém
truyén

Hop 1 lo x
6ml

NSX

36

690410141226

9. Co s¢ dang ky: Cong ty TNHH Sandoz Viét Nam (Dja chi: Phong 1601, Lau 16, Centec Tower, 72-T4
Nguyén Thi Minh Khai, Phwong Vo Thi Sau, Qudn 3, Thanh pho H6 Chi Minh, Viét Nam)

9.1. Co s& san xuét: Novartis Pharmaceutical Manufacturing GmbH (Bja chi: Biochemiestrafie 10, 6336

Langkampfen, Ao)

15

Zarzio

Filgrastim (tuong
duong Filgrastim
30MU/0,5ml)
0,30mg/0,5 ml

Dung dich
tiém hodc
tiém
truyén

Hop 1 bom
tiém dong san
thude 0,5 ml
c6 ndp an toan

NSX

36

900410141326




4

STT

1)

Tén thuoc

(2)

Hoat chat chinh -
Ham luwgng

3)

Dang bao
ché

(4)

Quy cach
dong goi
(©)

Tiéu
chuan

(6)

Tuoi tho
(thang)
)

So ding ky

(8)

kim tiém;
Hop 5 bom
tiém déng san
thude 0,5 ml
c6 ndp an toan
Kim tiém

16

Zarzio

Filgrastim (twong
duong Filgrastim
48MU/0,5ml)
0,48mg/0,5 ml

Dung dich
tiém hodc
tiém
truyén

Hop 1 bom
tiém dong san
thude 0,5 ml
c6 ndp an toan

kim tiém;
Hop 5 bom
tiém dong san
thube 0,5 ml
c6 nip an toan
Kim tiém

NSX

36

900410141426

10. Co sé ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dja chi: Phong 14.01 — Tang 14 va Tang 15,
Thap 2, Toa nha The Nexus, 3A-3B Ton buc Thang, Phuong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh,
Viéet Nam)

10.1. Co sé san xuit: Sanofi Pasteur Inc. (Pia chi: 1 Discovery Drive, Swiftwater, PA 18370, Hoa Ky)

17

Fluzone High-
Dose

1 liéu 0,5ml chua:
A/Victoria/4897/202
2 (HIN1)pdmQ9 -
str dung chung
tuong duong
(A/Victoria/4897/20
22, IVR-238) 60 HA
Mg (mcg),
A/Thailand/8/2022
(H3N2) - str dung
chung tuong duong
(A/California/122/2
022, SAN-022) 60
HA g (mcg),
B/Austria/1359417/
2021 (B/Victoria
lineage) - str dung
chung tuong duong
(B/Michigan/01/202
1) 60 HA ug (mcg)

Hon dich
tiém

Hop 1 bom
tiém, bom
tiém nap sin 1
lidu 0,5ml va
1 Kim tiém;
Hop 10 bom
tiém, bom
tiém nap san 1
liéu 0,5ml

NSX

12

001310141526




5

STT| Tén thuoc | Hoat chat chinh - [Dangbao| Quycach | Tiéu Tuoi tho So ding ky
Ham lwgng che dong goi chuan (thang)
1) (2) 3 (4) 5) (6) ) (8)

11. Co sé dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte. Ltd. (Dia chi: 8, Marina Boulevard, #05-
02 Marina Bay Financial Centre, Singapore 018981, Singapore)

11.1. Co s& san xuit: Takeda Manufacturing Austria AG (Pia chi: Lange Allee 24, 1221 Vienna, Ao)
Co sé xuit xwong 16: Takeda Manufacturing Austria AG (Pia chi: Industriestrasse 67, 1221 Vienna, Ao)
Co s& san xuit nwéc pha tiém: Siegfried Hameln GmbH (Dja chi: Lange Feld 13, 31789 Hameln, Dirc)

Hop 1 1o bot
FEIBA 500
U, 1 1o nudc
pha tiém
Bot thude | 10ml, 1 bo
FEIBA Factor VIII | vadung |BAXJECT I
18 |Feiba 50 E./ml| Inhibitor Bypassing| moi pha |Hi-flow hoan| NSX 24 900410141626
fraction 50U/ml | dung dich |nguyén, 1 dng
truyén tiém dung
mot lan, 1
kim tiém
dung mot lan,
1 kim buém

Ghi chu:

1. Cach ghi tiéu chudn chdt lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co 5o (TCCS), In-house co y nghia
twong dwong nhau, la tiéu chudn chdt lwong thuéc do co so san xudt xdy dung va déu cé thé dwoc ghi trén
nhén thudc.

- Cdch viét tat cdc tiéu chuan chat lwong duoc dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP),
Dugc dién My (USP), Duoc dién Nhit Ban (JP), Dwoc dién Trung Quoc (CP), Dugc dién Chau Au (EP),
Duoc dién Quéc té (IP)...



Phu luc Il

DANH MUC 04 VAC XIN, SINH PHAM DUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LU'C 5 NAM - QT 59

(Kém theo Quyér dinh sé: ..584......./0P-QLD, ngay 17../7...R026..ciia Cuc Qudn 1y Duroc)
STT| Tén |Hoat chatchinh—| Dang | Quy cich déng | Tiéu | Tudi S6 ding ky So
thuoc Ham lwgng bao che goi chuan| tho (8) lan
(thang) gia
han
Ol @ 3) (4) (5) © | @ 9)
1. Co s& dang ky: Merck Export GmbH (Dja chi: Frankfurter Strafe 250, 64293 Darmstadt, Dirc)
1.1. Co sé san xuit: Merck Serono S.p.A. (Dia chi: Via delle Magnolie 15 (loc. Frazione Zona
Industriale), 70026 Modugno (BA), Y)
Hop 1 6ng
o Dung | (cartridge) chira 400410141726
1 | Gonal-f Follitropin alfa | gich tiém|trong 1 biit ¢ san NSX | 24 5
9001U/1,44ml | phasin | 1,44ml dung dich (QLSP-H02-1074-
trong bt |tiém va 16 kim dé 17)

dung vai bt tiém

2. Co sé ding ky: Cong ty TNHH Mt thanh vién Vicxin va Sinh pham s6 1 (Pja chi: S6 1 phé Yersin,
Phuwong Pham Dinh Ho, Qudan Hai Ba Trung, Ha Noi)

2.1. Co sé¢ san xuit: Cong ty TNHH Mt thanh vién Vicxin va Sinh pham s6 1 (Bja chi: S6 1 phé
Yersin, phwong Pham Dinh Ho, quan Hai Ba Trung, Ha Ngi)

Vic xin
viém nao
Nhit Ban
- JEVAX

Iml chura Vi rat
viém nao Nhat Ban
chung Nakayama
bét hoat, tinh khiét
tuong duong 1 don
vi vac xin mau
chudn Qudc gia q.

Dung
dich tiém

Hop 10 lo, Sml;
Hop 10 1o, 1 ml

NSX

24

893310141826
(QLVX-0763-13)

3. Co s6 dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dja chi: Phong 14.01 — T ang 14 va T ang
15, Thap 2, Toa nha The Nexus, 3A-3B Tén Durc Thang, Phuong Béen Nghé, Quan 1, Thanh pho Ho Chi
Minh, Viét Nam)

3.1. Co s6 san xuét: Sanofi Winthrop Industrie (Pia chi: 1541 avenue Marcel Mérieux, 69280 Marcy
/ 'Etoileo(d_ia diem 1) / Parc Industriel D Incarville, Voie De L Institut, P.O. Box 101, Val De Reuil, 27100
(dia diem 2), Phap)

Imovax
Polio

Virus Bai liét typ 1
(chting Mahoney)
bat hoat 29
DU/0,5ml, Virus
Bai liét typ 2 (chung
MEF-1) bt hoat 7

DU/0,5ml, Virus

Hon dich
tiém

Hop 1 bom tiém,
c¢6 gan san kim
tiém, nap san 1

lidu (0,5ml) véc-
xin; Hop 1 bom
tiém, nap san 1

lidu (0,5ml) véc-

NSX

36

300310141926
(QLVX-879-15)
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STT| Tén |Hoat chatchinh—| Dang | Quy cach déng | Tiéu | Tudi S6 ding ky S6
thudc Ham luwgng bao ché goi chuan| tho (8) lan
(thang) gia
han
@D @ 3) 4) (5) ® | @) ©)

Bai liét typ 3 (ching xin kem 2 kim

Saukett) bat hoat 26 tiém; Hop 10 lo,

DU/0,5ml lo 10 liéu (5ml)

vac-xin

4. Co so ding ky: Cong ty C6 phan Thwong mai Dwge Hoang Long (Pia chi: 143 dwong sé 174, Khu B
An Phu - An Khanh, Phuong An Phu, TP. Thi Dirc)

4.1. Co sé san xuit, kiém soat chét lwong, din nhin va déng géi san phim: Biotest AG (Dja chi:
Landsteinerstrasse 5, 63303 Dreieich, Durc)

Co sé xuit xwdng: Biotest Pharma GmbH (Pia chi:Landsteinerstrasse 5, 63303 Dreieich, Pirc)

Human Protein
trong d6 IgG tdi
thiéu 96% v6i ham
luong Hepatitis B

Immunoglobgllr] Hop 01 6ng tiém 400410142026
nguoi. Phan bo cac| Dung déng sin 0.4ml | NSX | 24 1
Immunoglobulin: |dich tiém kem 1 kim ’tiém (SP3-1233-21)
59% IgG1; 35%
19G2; 3% 1gG3; 3%
1gG4; IgA <
6mg/ml / 2001U/0,4
ml

4 | Fovepta

Ghi cha:

1. Céch ghi tiéu chudn chat lrong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chudan nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c¢é ¥ nghia
twong dwong nhau, la tiéu chudn chdt lwong thuoc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén
nhén thuoc.

- Cdch viét tat cdc tiéu chudan chat lwong dwoc dién: Dwoc dién Viét Nam (DPVN), Duoc dién Anh (BP),
Duoc dién My (USP), Dugc dién Nhét Ban (JP), Duoc dién Trung Quoc (CP), Duwoc dién Chdu du (EP),
Duegc dién Quoc té (IP)...

2. §6 ddang ky tai cét (8):

- 86 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu 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.

- 86 dang ky da cdp (dwoe ghi trong ngodc don) la s6 dang ky da dwoc cdp triede khi thuée dwoc 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 - QT 59
(Kém theo Quyét dinh sé: 584......../0P-QLD, ngay 17./7.../2026cua Cuc Quan Iy Duoc)

STT| Tén thudc |Hoat chit chinh —| Dang | Quy cich déng | Tiéu | Tuoi S6 ding ky S6
Ham lwgng bao ché goi chuén| tho lan

(thang) gia

han

1) ) (©), (4) ) © | @) (8) )

1. Co s6 ding ky: Cong ty TNHH Binh Viét Dac (Dia chi: 62/36 Truong Cong Dinh, Phuong 14, Qudn
Tan Binh, Thanh pho Ho Chi Minh)

1.1. Co s6' san xuét: Octapharma Pharmazeutika Produktionsges.m.b.H (Pja chi: Oberlaaerstrafie 235,
1100 Wien, Ao)

100ml dung dich
Human chira: Protein tur Dung 900410142126
1 | albumin h‘g:g;‘)g’igt PEUOT | gich tigm| HOP ! M 100 nox | 36 spaioiran |
0 A - -
20% 96% la human truyen
albumin 20g
Mobi 50ml dung
Human | dich chira: Protein
albumin | tir huyét twong Dung
2 . >, |dich tiém|Hop 1 chai 50 ml| NSX | 36 900410089723 1
25% nguoi trong do it truvén
Octapharmajnhat 96% la human Y
albumin 12,5¢

Ghi cha:

1. Cdch ghi tieu chudn chat lrong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co 5o (TCCS), In-house co y nghia
twong dwong nhau, la tiéu chudn chat lwong thuéc do co so san xudt xdy dung va déu cé thé dwoe ghi trén
nhén thuoc.

- Cdch viét tat cdc tiéu chudn chat luwong duoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP),
Duoc dién My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duwoc dién Chdu du (EP),
Duegc dién Quoc té (IP)...

2. §6 dang ky tai cot (8):

- S0 dang ky gia han la s6 dang ky dwoc cap theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngay
16/5/2025 ciia Bo truong Bo Y té quy dinh viéc ding ky luu hanh thuéc, nguyén lieu lam thuéc.

- S6 dang ky da cap (dwoc ghi trong ngodc don) la so dang ky da duoc cap trude khi thuée dwoc gia han
theo quyét dinh nay.
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