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\ LYDUGC

N =i "BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
S6:284  /QD-QLD Ha Ngi, ngay 03 thing 06 ndm 2025
QUYET PINH

Yé viéc ban hanh Danh muc 34 vic xin, sinh phim
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 55

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt siva doi, bé sung mot s6
diéu ciia Ludt Duoc ngay 21 thang 11 ndm 2024,

Can cit Nghi dinh s6 42/2025/NP-CP ngay 27 thing 02 nam 2025 cia
Chinh phu quy dinh chirc nang, nhi¢m vy, quyén han va co cau té chirc ciia B6 Y
te;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 ciia Bé
truong Bo Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc;
Thong tir s6 55/2024/TT-BYT ngay 31 thang 12 nam 2024 cua B¢ truong Bo Y té
sita doi, b6 sung mét s6 dzeu vé gia han gidy ding ky heu hanh thuéc, nguyén liéu
lam thuoc tai Thong tu s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bo
trwong Bé Y té quy dinh viéc dang ky luu hanh thube, nguyén lidu lam thudc;

Can cu Quyet dinh so 1969/0D-BYT ngay 26 thang 4 nam 2023 cua B9
truomg Bo Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire ciia
Cuc Quan ly Duoc thuoc Bo Y té;

Can civ két lugn cua HGi dong tw van cdp gidy dang ky heu hanh thuéc,
nguyén liéu lam thuéc - Bé Y té dot 55 tai cong van sé 38/HPTV-VPHD ngay
19/5/2025 ciia Van phong Hoi dong tw vin cdp GPKLH thudc, nguyén liéu lam
thuoc;

Theo dé nghi ciia Truéng phong Péng ky thuoe, Cuc Qudn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy Danh muc 34 vic xin, sinh
pham duogc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dgt 55, cu thé:

1. Danh muc 16 véc xin, sinh pham duoc cap gidy dang ky luu hanh hiéu luc
03 nam - Dot 55 (Phu luc I kem theo).

2. Danh muc 13 vic xin, sinh pham dugc gia han gidy dang ky Ivu hanh hiéu
luc 05 nam - Dot 55 (Phu luc 1l kem theo).

3. Danh myc 05 sinh pham duoc gia han gidy dang ky luu hanh hiéu lyc 03
nam - Dot 55 (Phu luc 111 kém theo).

Piéu 2. Co so san xuat va co sé dang ky thude co trach nhiém:

1. San xuat, cung cap thubc vao Viét Nam theo dung cac hé) s0, tai li¢u da
dang ky v6i Bo Y t€ va phai in hodc dan s6 dang ky dugc BO Y t€ Viét Nam cap
1én nhan thudc.
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2. Chap hanh day du phap luat caa Viét Nam va cac quy dinh ctia B Y té vé
san xut, nhap khau thudc va luu hanh thudc tai Viét Nam, néu co bat ctr thay doi
gl trong qua trinh luu hanh thubc & nude so tai va ¢ Viét Nam thi phai bao céo
ngay cho Cuc Quan Iy Dugc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat ti€u chuan chat lugng cua thude theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 ctia BO truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu 1am thudc, Thong tu sé 03/2020/TT-BYT ngay
22/01/2020 cua B truong Bo Y té sta d6i, bd sung mot sé diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Cap nhat nhan thude, to huéng dan sir dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo trudong Bo Y té quy dinh ghi nhin
thudc, nguyén liéu lam thudc va t& hudng dan st dung thude trong thoi han 06
thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thtic thay d6i, bo sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT ddi véi
thudc chua cdp nhat ndi dung nhan thudc, to hudng dan st dung thude theo quy
dinh tai Thong tu s6 01/2018/TT-BYT ctia Bo truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia
han glay déng ky luu hanh tai Phy luc II, 11 ¢6 thay doi ve€ ndi dung hanh chinh
(bao gom ca mau nhan, to hudng dan sir dung) phai san Xuat (601 v6i vac xin, sinh
pham san xuét trong nudc), nhap khau (ddi véi vac xin, sinh pham nhap khau), luu
hanh véi cac ndi dung da dugc phé duyét thay doi trong ho so dang ky gia han.

6. Phéi hop voi cac co 50y té du phong, co so diéu tri dé thuc hién theo
dung cac quy dinh hién hanh vé thude ké don, theo doi an toan, hiéu qua, tac dung
khong mong mudn cla thuoc trén ngudi Viét Nam va tong hop, bao cdo theo quy
dinh tai Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia B truong Bo Y
té quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thube ddi voi cac thude
thuoc Danh muc ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap tng du didu kién hoat dong, co sd ding ky phai cé trach
nhiém thyc hién thay d6i co sé dang ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT ngay 05/9/2022 cia Bo truong Bo Y té quy dinh viéc dang ky luu hanh
thudc, nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngdy co so ding ky
khong con du diéu kién hoat dong.

8. Co so dang ky thudc phai bao cao Cuc Quan ly Dugc - B0 Y té vé cap
nhat tinh trang dap tmg Thyc hanh t6t san Xuat cua co so san xuat thudc, nguyen
liéu 1am thudc. Trudng hop co s6 san xuét bi thu hoi gidy phep san xuét hodc
khéng dap tng Thuc hanh tot san xuat thude, nguyén liéu lam thudc & nudce so tai,
co so phai thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 thong bao
clia co quan quan 1y c6 thAm quyén nudc sé tai theo quy dinh tai diém d khoan 1
Piéu 100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh
chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.
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Q. CaC thude s6 thr tu 1, 2, 3, 5 tai Phu luc 111 Quyét dinh nay: sau khi dugc
gia han gidy ding ky luu hanh thudc, cong ty dang ky phai nop h0 so lam sang
theo hinh thirc thay d6i, bo sung quy dinh tai Phu lyc II Thong tu sb 08/2022/TT-
BYT dé dugc tiép tuc xem xét gia han gidy ddng ky luu hanh cho 1an tiép theo.

10. Thudc s6 th tu 4 tai Phu luc 111 Quyét dinh nay: sau khi dugc gia han
gidy diang ky lwu hanh thudc, cong ty ding ky phai nop hd so 1am sang theo hinh
thic thay ddi, bd sung quy dinh tai Phy luc II Thong tu s6 08/2022/TT-BYT
hodc cong thirc tham chiéu dé duoc tiép tuc xem xét gia han gidy dang ky luu
hanh cho 1an tiép theo.

Piéu 3. Cac thude duoc gia han gidy dang ky Iuu hanh tai Phy lyc Il va Phu
luc 111 Quyét dinh nay duoc tiép tuc st dung sb dang ky da cap trudc khi gia han
trong thoi han t6i da 12 thang ké tir ngdy duoc cap so dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

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

Picu 5. Giam d6c So Y té cac tinh, thanh phd truc thudc Trung wong va
Gi1dm doc co s& san xuat va co sé dang ky c6 thudce tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhgn: __CUC TRUONG
- Nhu biéu 5; e o HL C AN

- Bo truong BYT (dé ble);

- Thr truéng Do Xuan  Tuyén (dé blc);

- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong an;
-Cuc Y t¢ GTVT - Bo Xay dung;

- B6 Tai chinh: Cuc Hai quan, Bao hiém x3 hoi Viét Nam; \ 5
- BO Y té: Vu PC, Cuc Phong bénh, Cuc KHCN&DT; Cyc S’ -~ .
QLKCB, Thanh tra B9, Van phong NRA, Van phong Vii Tuan Cuong
HPTV cap GPKLH thubc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Tong Cong ty Dugc VN — CTCP, Cac Cong ty XNK dugc

pham (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).




(Kém theo quyét dinh sé: ..284...../0P-QLD, ngay 03../.06../.2025

Phu luc |

DANH MUC 16 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 55

cua Cuc Qudan Iy Duoc)

STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | So dingky
Ham lwong bao goi chuan | (thang)
ché
) ) (©) (4) (5) (6) ) (8)

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

Incheon, Han Qudc)

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

Quoc)

1

Herzuma

Trastuzumab 150mg

Bot
dong
kho pha
dung
dich
dam
dac pha
truyén
tinh
mach

Hop 1 1o

NSX

36

880410196425

Herzuma

Trastuzumab 440mg

Bot
dong
kho pha
dung
dich
dam
dac pha
truyén
tinh
mach

Hop gom 1 lo
bot va 1 lo dung

moi 20ml

NSX

36
thang.
Han
dung
dung
moi: 48
thang

880410196525

2. Co sé diang ky: Cong ty c6 phan Y té Pac Minh (Pja chi: S6 51, ngé 205, ngdch 323/83 dwong Xuan
Pinh, phwong Xudn Pinh, qudn Bdc Tir Liém, Thanh pho Ha Ngi, Viét Nam)

2.1 Co sé san xuit: Bharat Biotech International Limited (Pja chi: Sy. No. 230, 231 and 235, Genome
Valley, Turkapally, Shamirpet Mandal, Medchal — Malkajgiri District — 500078, Telangana State, An D)

3

Rotavac

MJdi lo vac xin 0,5ml

chtra Rotavirus 116E

séng, giam doc luc >
10°° FFU

Dung
dich
uong

Hop 1 lo kém
theo 1 dau 6ng
nho giot bang

nhua

NSX

60
thang
ké tir
ngay

san
XUAt &
diéu
Kién

bao
quan

890310196625
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STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché

1) (2) 3) (4) () (6) () (8)

am
20°C va
6 thang
& diéu
Kién
bao
quan 2-
8°C

3. Co sé ding ky: Cong ty TNHH AstraZaneca Viét Nam (Pja chi: Tang 18, Toa nha A&B, Sé 76, Puong
Lé Lai, Phwong Bén Thanh, Qudn 1, TP Hé Chi Minh, Viét Nam)

3.1 Co sé san xuit:

Co s& san xuit, dong géi cip 1 va kiém tra chat lwong: Amgen Manufacturing Limited LLC (Pja chi:
Carr 31, KM 24.6, Juncos, Puerto Rico 00777, Hoa Ky)

Co s& dong géi cAp 2: Packaging Coordinators, LLC (PCI) (Pja chi: 3001 Red Lion Road, Philadelphia,
Pennsylvania 19114, Hoa Ky)

Co s& xuat xwdng 16: AstraZeneca AB (Pja chi: Gartunavagen, Sodertalje, 152 57, Thuy Dién)

4 Tezspire Tezepelumab Dung | Hop chtra 1 bom NSX 36 001410196725
210mg/1,91ml dich tiém hoac 1 bat
tiém tiém dong san
1,91ml thudc

4. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12, tda nha Vietcombank,
s6 5 Cong truong Mé Linh, phuong Bén Nghé, quan 1, thanh phé Ho Chi Minh, Viét Nam)

4.1 Co sé san xuat: Cilag AG (Pja chi: Hochstrasse 201, 8200 Schaffhausen, Thuy Si)

5 Rybrevant Amivantamab Dung Hop 1 lo 7ml NSX 24 760410196825
350mg/7ml dich
dam
dic dé
pha
dung
dich
truyén

5. Co s¢ diang ky: Cong ty TNHH Pfizer (Viét Nam) (Pia chi: Tang 17, Phong 1701, Friendship Tower, 31
L& Dudn, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

5.1 Co s& san Xuat:

Co sé san xuat lo bot, déng goi va xuat xwong: Pfizer Manufacturing Belgium NV (Bja chi: Rijksweg 12,
Puurs, 2870, Bi)

Co sé san xuat dung mdi: Catalent Belgium SA (Pia chi: Font Saint Landry 10, Bruxelles, 1120, B?)
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STT | Ténthuéc | Hoatchatchinh— | Dang | Quy ciachdéng | Tiéu | Tuditho | So ding ky
Ham lwong bao goi chuan | (thang)
che
1) ) (©) (4) (©) (6) () (8)
6 Nimenrix | Sau khi hoan nguyén, | Botva | Hop gom 1 lo bot, | NSX 36 540310196925
mdi liéu (0,5ml) chia | dung | 1bom tiém dong
Polysaccharide moi san chaa dung
Neisseria meningitidis | pha | moi pha tiém va 2
nhom A (cong hop vai | dung Kim tiém
protein giai doc to udn | dich
véan (chat mang)) 5mcg | tiém

PSA ~15mcg TT,;
Polysaccharide
Neisseria meningitidis
nhém C (cong hop véi
protein giai doc té udn
van (chit mang)) 5mcg
PSC ~15mcg TT;
Polysaccharide
Neisseria meningitidis
nhom W-135 (cong
hop voi protein giai
doc t6 ubn van (chat
mang)) 5mcg PSW
~7,5mcg TT,;
Polysaccharide
Neisseria meningitidis
nhom Y (cong hop voi
protein giai doc td udn
van (chit mang)) 5mcg
PSY ~6,5mcg TT

6. Co so ding ky: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil, Hyangnam-

eup, Hwaseong-si, Gyeonggi-do, Han Qudc)

6.1. Co sé san xuit: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil, Hyangnam-

eup, Hwaseong-si, Gyeonggi-do, Han Quéc)

7 Erihos Erythropoietin nguoi | Dung | Hop 2 vix 3 bom | NSX 24 880410197025
tai t6 hop, dang alpha | dich tiém 0,4ml
4000 1U/0,4ml tiém
8 Erihos Erythropoietin nguoi Dung | HOp 2 vi x 3 bom NSX 24 880410197125
tai t6 hop, dang alpha | dich tiém 0,5ml
2000 1U/0,5ml tiém

7. Co sé dang ky: DKSH Singapore Pte. Ltd. (bia chi: 47, Jalan Buroh, #09-01, Singapore (619491))
7.1. Co s& san xuat: Eli Lilly and Company (Pia chi: Lilly Corporate Center, Indianapolis, IN 46285, Hoa

KY)

9

Trulicity

Dulaglutide
1,5mg/0,5ml

Dung
dich
tiém

Hop 04 bat tiém
dong san 0,5ml

NSX

24

001410197225
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STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché
1) ) (©) (4) ) (6) (@) (8)
7.2. Co sé san xuat: Lilly France (Pja chi: 2 rue du Colonel Lilly, 67640 Fegersheim, Phap)
10 Cyramza Ramucirumab Dung Hop 1 lo 10ml; NSX 24 300410197325
10mg/ml dich Hop 1 lo 50ml
démq
dac de
pha
dung
dich
truyén

8. Co sé dang ky: F. Hoffmann - La Roche Ltd (Pja chi: Grenzacherstrasse 124, CH-4070, Basel, Thuy Si)
8.1. Co sé san xuat: F. Hoffmann-La Roche Ltd (Pja chi: Wurmisweg 4303 Kaiseraugst, Thuy Si)

11 Phesgo Pertuzumab 1200mg | Dung Hop 1 1o 15ml NSX 18 760410197425
va Trastuzumab dich
600mg/15ml tiém

12 Phesgo Pertuzumab 600mg va | Dung Hop 1 lo 10ml NSX 18 760410197525
Trastuzumab dich
600mg/10ml tiém

9. Co sé dang ky: F. Hoffmann - La Roche Ltd. (Dja chi: Grenzacherstrasse 124, 4058 Basel, Thuy Si)
9.1. Co' s¢ san Xuat:

Co s& san xuat va dong géi so' cap: Roche Diagnostics GmbH (bja chi: Sandhofer Strasse 116, 68305
Mannheim, DirC)

Co sé dong goi thir cAp va xuadt xwéng: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, 4303
Kaiseraugst, Thuy Si)

13 | Tecentriq Atezolizumab Dung Hop 1 1o 15ml NSX 24 400410197625
1875mg/15ml dich
tiém

10. Co s¢ diang ky: Kedrion S.p.A (Pja chi: Localita’ Ai Conti — Frazione Castelvecchio Pascoli, 55051
Barga (Lucca), Y)

10.1. Co s& san xuit: Kedrion S.p.A. (Pja chi: Via Provinciale (loc. Bolognana) — 55027 Gallicano (LU), Y)

14 Uman Protein tir huyét tuong | Dung Hop 1 1o 50ml NSX 36 800410197725
Albumin | ngudi trong d6 it nhat | dich
250 g/l 95% la human albumin | tiém
12,5g/50ml truyén

11. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd (Pja chi: 27/F Lee Garden Two, 28 Yun Ping Road,
Causeway Bay, Hong Kong)

11.1. Co s& San Xuat:

Co sé san xuat va déng géi cap 1 vic xin: Merck Sharp & Dohme LLC (Bja chi: 770 Sumneytown Pike,
West Point, PA 19486, Hoa Ky)
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STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché
) ) (©) (4) (5) (6) ) (8)

Co s& déng g6i cap 2 va xuit xuéng: Merck Sharp & Dohme B.V. (Bja chi co s¢ dong géi cap va xudt
xwong: Waarderweg 39, Haarlem, 2031 BN, Ha Lan)

Co s& san xuéat dung méi: Vetter Pharma-Fertigung GmbH & Co. KG (Pja chi: Schiitzenstr. 87 und 99-
101, 88212 Ravensburg, Duc)

15 ProQuad Liéu 0,5ml chua: Bot Hop 1 vi chira 1 NSX 18 001310197825
- Vi-rit s6i > 3,00 log | dong | lo don liéu vic-
TCID50; kho xin déng khd
- Vi-rat quai bi > 4,30 va (0,5ml); 1 bom
log TCID50; dung tiém chura san
- Vi-rt Rubella>3,00 | moéi | dung mdi (0,7ml)
log TCID50; pha va 2 kim tiém
- Vi-rat thuy dau > tiém
3,99 log PFU

12.2. Co s& San xuat:

Co s& san xuat va déng goi cap 1 vac xin: Merck Sharp & Dohme LLC (Pja chi: 5325 Old Oxford Road,
Durham, North Carolina, 27712, Hoa Ky)

Co sé dong goéi cip 2 va xuat xwéng: Merck Sharp & Dohme B.V. (Pia chi: Waarderweg 39, Haarlem,
2031 BN, Ha Lan)

Co sé san xuat va déng géi cap 1 dung méi: Jubilant HollisterStier LLC. (Pja chi: 3525 North Regal
Street, Spokane, Washington 99207, Hoa Ky)

16 | M-M-R I Liéu 0,5ml chira: Bot Hop 10 lo don NSX 24 | 001310197925

-Vir(tSoi>1.000 | déng | liéu vac-xin dong

CCID50; khd | kho (hop A) va

- Vi rat Quai bi > pha hép 10 lo dung
12.500 CCID50; tiém | moi (hop B); Hop
- Vi rat Rubella > 5 1o don liéu véc-
1.000 CCID50; xin dong kho va 5

lo dung moi
Ghi cha:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 y nghia twong
dwong nhau, la tiéu chudan chdt lrong thudce do co sé san xuat xay ding va déu c6 thé dwoc ghi trén nhan
thudc.

- Qéch viét tat cac tieu chﬂud’n chdt lirong diroc dién: Duoc dién V’iét Nam (DDVN), Dugc dién Anh (BP), Dugt
dien My (USP), Duogc dién Nhdt Ban (JP), Duoc dien Trung Quoc (CP), Duoc dien Chdu Au (EP), Duoc dién
Quoc te (IP)...



Phu luc Il

DANH MUC 13 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 55

(Kém theo Quyét dinh sé: .284....../0P-QLD, ngay03../06./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) () (6) () (8) 9)

1. Co sé diing ky: Cong ty co6 phan Cong nghé sinh hoc Dwoc Nanogen

(Pia chi: Lé I-5C, Khu Céng Nghé Cao, Phwong Tang Nhon Phii A, Thanh phé Thii Pirc, TP. Ho Chi Minh, Viét
Nam)

1.1. Co sé san xuit: Cong ty c6 phan Cong nghé sinh hoc Dwoc Nanogen

(Pia chi: Lé I-5C, Khu Céng Nghé Cao, Phwong Tang Nhon Phii A, Thanh phé Thii Pirc, TP. H6 Chi Minh, Viét
Nam)

1 Pegcyte Pegfilgrastim Dung Hop 1 bom ti€ém | NSX 24 893410198025 1
6mg/0,6ml dich tiém | dong san thuoc (SP-1187-20)
x 0,6ml

2. Co sé ding ky: Cong ty TNHH Anda Viét Nam (Pja chi: S6 62C, Tran Quéc Todn, Phwong Tran Hung Pao,
Qudn Hoan Kiém, Thanh phé Ha Ngi, Viét Nam)

2.1. Co sé san xuit dang bao ché: Merz Pharma GmbH & Co. KgaA (Dja chi co s6 san xudt dang bdao ché:
Am Pharmapark, 06861 Dessau-Roplau, Saxony-Anhalt, Dirc)

Co s6 kiém nghiém va xuit xwéng 16, déng géi cip 2: Merz Pharma GmbH & Co. KgaA (Pja chi:
Ludwigstrafe 22 64354 Reinheim, Dirc)

2 Xeomin | Doc tb than kinh | Bot pha Hop 1 lo NSX 36 400414198125 | 1
Clostridium dung (QLSP-1004-
botulinum type A | dich tiém 17)

(150kDa), khéng
cd cac protein tao
phtc hop 100 don

vi LD50
3 Xeomin | Doc t6 than kinh | Bot pha Hop 1 lo NSX 36 400414198225 | 1
Clostridium dung (QLSP-1005-
botulinum type A | dich tiém 17)

(150kDa), khéng

cé cac protein tao

phac hop 50 don
vi LD50
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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)

3. Co sé diang ky: Cong ty TNHH Dwoc Pham GSK Viét Nam (Pja chi: Phong 702 va 703, Tang 7, Toa nha
Metropolitan Tower, s6 235 dwong Pong Khéi, phwong Bén Nghé, Qudn 1, TP Ho Chi Minh, Viét Nam)

3.1. Co s& san xuét:

Co sé san xudt va déng goi: GlaxoSmithKline Biologicals (Dia chi: 637 Rue des Aulnois, St Amand
Les Eaux, 59230, Phap)

Co sé xuat xudng: GlaxoSmithKline Biologicals S.A (Dia chi: Rue de I’Institut 89, 1330 Rixensart, Bi)

4 Synflorix | Mai liéu (0,5ml) | H3n dich | Hop 1 bom tiém | NSX 48 300310198325 | 1
chua: 1mcg tiém dong san 1 lidu (QLVX-1079-
Polysaccharide (0,5ml) va 1 kim 18)
cua Streptococcus tiém

pneumoniae cua
mai typ huyét
thanh 1, 5, 6B,
7F, 9V, 14 va 23F
va 3mcg
Polysaccharide
cua Streptococcus
pneumoniae cua
mai typ huyét
thanh 4, 18C va
19F.
Polysaccharide
cuia cac typ huyét
thanh 1, 4, 5, 6B,
7F, 9V, 14 va 23F
duoc cong hop
véi 9~16mcg
protein chat mang
D (dan xuat tir
Haemophilus
influenzae khong
dinh typ);
Polysaccharide
cua typ huyét
thanh 18C cong
hop véi 5~10mcg
protein chat mang
1a giai doc té udn
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STT | Tén thuéc

Polysaccharide
cua typ huyét
thanh 19F cong
hop véi 3~6mcg
protein chat mang
la giai doc té bach
hau. T4t ca cac
polysaccharide
duoc hp phu trén
nhom phosphate
(twong duong voi
téng cong 0,5mg
A|3+)

Hoat chat chinh | Dang | Quy cachdéng | Tiéu | Tuoithe | Sodingky | So

— Ham lwgng bao che goi chuan | (thang) gia han lan

(So dangky | gia

da cap) han

1) ) (©) (4) () (6) (@) (8) ©9)
van;

4. Co s6 dang ky: F. Hoffmann - La Roche Ltd. (Pia chi: Grenzacherstrasse 124, 4058, Basel, Thuy Si)

4.1. Co sé san xuidt: Roche Diagnostics GmbH (Pia chi co sé san xudt: Sandhofer Strasse 116, 68305

Mannheim, Purc)

Co sé dong géi: F. Hoffmann-La Roche Ltd., (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)

5 Mabthera Rituximab Dung Hop 1 1o 50ml | NSX 30 400410198425 | 2
500mg/50mi dich dam (QLSP-0757-
dic dé 13)
pha dung
dich tiém
truyén
6 Mabthera Rituximab Dung Hop 2 lo 10ml NSX 30 400410198525 | 2
100mg/10mi dich dam (QLSP-0756-
dic d@é 13)
pha dung
dich tiém
truyén

5. Co sé ding ky: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach (Cach viét khdc:
Novo Alle 1, Bagsvaerd, 2880, Dan Mach))

5.1. Co s¢ san xuét: Novo Nordisk Production S.A.S. (Pia chi: 45 Avenue d’Orléans, F-28000 Chartres, Phap)
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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) (5) (6) ) (8) 9)
7 | NovoRapid Insulin aspart Dung Hop 5 bat tiém | NSX 30 300410198625 | 1
FlexPen (rDNA) dich chua sén thubce (QLSP-963-
300U/3ml tiém 3ml 16)

6. Co sé dang ky: Novo Nordisk A/S (Dia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach)

6.1. Co sé san xuiat: Novo Nordisk Production SAS (Pia chi: 45 Avenue d’Orléans, F-28000 Chartres, Phap
(Cdch viét khdc: 45 Avenue d’Orléans, Chartres, 28000, Phdp))

8

Actrapid

Mbi 1ml dung Dung Hop 1 1o 10ml | NSX 30 300410198725 | 1
dich chaa 100 IU | dich tiém (QLSP-1029-
insulin human 17)

6.2. Co s& san xuit: Novo Nordisk Production SAS (Pia chi: 45 Avenue d’Orléans, F-28000 Chartres, Phap
(cdch viét khac: 45 Avenue d’Orléans, Chartres, 28000, Phdp))

9 Insulatard Insulin human Hon dich | Hop 1 1o 10ml NSX 30 300410198825 1
(rDNA) 1000 tiém (QLSP-1054-
1U/10ml 17)
10 | Insulatard Insulin human Hon dich | Hop 5buttiém | NSX 30 300410198925 1
FlexPen (rDNA) 300 tiém bom sin 3ml (QLSP-1031-
1U/3ml 17)

7. Co s6 dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38 Beach Road #18-11, South Beach Tower,
Singapore (189767))

7.1. Co s& san xuét: Genzyme Ireland Limited (Dia chi: IDA Industrial Park, Old Kilmeaden Road, Waterford,

Ireland)
11 | Myozyme Alglucosidase Bot pha Hop 1 lo NSX 36 539410199025 | 2
alfa 50mg dung (QLSP-HO02-
dich dam 1059-17)
dac dung
cho dung
dich tiém

truyén
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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)

8. Co sé ding ky: Vién Vic xin va Sinh phidm Y t&é IVAC) (Pia chi: 9 Pasteur, Nha Trang, Khinh Hoa, Viét
Nam)

8.1. Co s& san xuét: Vién Vic xin va Sinh phdm Y té AIVAC) (Pia chi: 9 Pasteur, Nha Trang, Khanh Hoa, Viét
Nam)

12 Vic xin Giai doc to udn | Hon dich Hop 10 lo NSX 36 893310199125 | 2

ubnvan | vantinhché>40 | tiém (10ml/lo chira (QLVX-882-
hip phu 1U/0,5ml 20 lidu véc xin) 15)
(TT)

9. Co sé ding ky: Cong ty TNHH Thwong Mai Dwgc phidm Thién Phu Sinh (Pja chi: 22 Puong sé 5A, khu
dan cw Trung Son, cfp 4, xa Binh Hung, huyén Binh Chanh, Thanh phé Ho Chi Minh, Vigét Nam)

9.1. Co sé san xuit: Iclos Uruguay S.A (Pia chi: Bvar. Artigas 3896, Montevideo, Uruguay)

13 | Eritrogen Recombinant Dung Hop chaa 1 NSX 24 893310199225 | 1
2000 IV human alpha- dich tiém | khay x 1 bom (QLSP-0633-
erythropoietin tiém 20001U 13)
20001V
Ghi chu:

1. Céch ghi tiéu chuan chdr lirong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c¢é y nghia twong
dwong nhau, 1a tiéu chuan chdt lirong thuéc do co sé san xudt xay dieng va déu co thé dioc ghi trén nhan thudc.

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

2. S6 dang ky tai cét (8):

- So dang ky gia han 1& so dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 cuia B trueng B Y té quy dinh viée dang ky lweu hanh thuéc, nguyén liéu 1am thuoc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdap trwdc khi thuée dwoc gia han theo
quyét dinh nay.




Phu luc 111

DANH MUC 05 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 55

(Kém theo Quyét dinh sé: 284......./0P-QLD, ngay03../06./2025ciia Cuc Qudn Iy Duroc)

STT| Tén thuoc Hoat chat Dang | Quy cach déng | Tiéu | Tudithe | S6dangky | So
chinh — Ham bao goi chuan | (thang) gia han lan

lwong ché (S6 dang ky | gia

da cip) han

1) ) (©) (4) () (6) ) (8) 9)

1. Co sé diang ky: Cong ty Cé phan Dwoc pham Duy Tan (bja chi: 38/6i Nguyén Vin Tréi, Phuong 15, Qudn
Pht Nhugn, TP. Hé Chi Minh, Viét Nam)

1.1. Co sé san xuit: Laboratorio Pablo Cassara S.R.L (Pja chi: Carhue 1096/86, Autonomous City of Buenos
Aires, Argentina)

1 Epocassa rHu Dung Hop 1 lo 1ml BP 24 778410199325 | 1
Erythropoietin dich 2017 (QLSP-HO03-
alfa 100001U/ml | tiém 1156-19)
2 Epocassa rHu Dung | Hop1loiml BP 24 778410199425 | 1
Erythropoietin dich 2017 (QLSP-H03-
alfa 40001U/ml | tiém 1157-19)
3 Epocassa rHu Dung Hop 1 lo 1ml BP 24 778410199525 | 1
Erythropoietin dich hién (QLSP-1146-
alfa 20001U/ml | tiém hanh 19)

2. Co s& ding ky: Cong ty Lién doanh Dwoc pham Mebiphar-Austrapharm (Bja chi: L6 111-18, Puwong sé 13,
Nhom CN 1Il, KCN Téan Binh, Q. Tan Phu, TP. Hé Chi Minh, Vigt Nam)

2.1. Co sé san xuat: Cong ty Lién doanh Dwoc pham Mebiphar-Austrapharm (Bja chi: Lo 111-18, Puong sé
13, Nhém CN |11, KCN Tan Binh, Q. Tan Pha, TP. Hé Chi Minh, Vigt Nam)

4 Bacivit-H Lactobacillus | Thudc | Hop 14 g6i 1g; | NSX 24 893400199625 1
acidophilus bot Hop 25 gdi 1g; (QLSP-834-
>10° CFU udng | Hop 100 géi 1g 15)

3. Co s6 diang ky: Diethelm & Co., Ltd. (Dia chi: Wiesenstrasse 8, 8008 Zurich, Thuy Sy)

3.1. Co sé san xuat: Grifols Biologicals LLC (BPja chi: Co s¢ san xudt: 5555 Valley Boulevard, Los Angeles, CA
90032, Hoa Ky Co so dong goi: 13111 Temple Avenue City of Industry, CA 91746, Hoa Ky)

5 Albutein 25% | Human Albumin | Dung Hop 1 chai NSX 36 001410199725 | 1
0,25g/ml dich 50ml; Hop 1 (VN-16274-
truyén |  chai 100 ml 13)
tinh
mach
Ghi chu:

1. Céch ghi tiéu chuan chat lwgng thuoc tai ct (6):
- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cd y nghia twong
dwong nhau, 1a tiéu chuan chdt lirong thuéc do co sé san xudt xay dieng va déu co thé duoc ghi trén nhan thudc.
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STT | Tén thudc Hoat chat Dang | Quy ciach déng | Tiéu | Tuditho | Sodiangky | S6
chinh — Ham bao goi chuan | (thang) gia han lan

lwong ché (S6 dang ky | gia

di cap) han

) (2) 3 4) ®) (6) (7) (8) ©)

- Qéch viét tat cac tiéu chudn chdt heong duwoc dién: Duogc dién Vjét Nam (DDVN), Duoc dién Anh (BP), Durgt
dien My (USP), Duoc dién Nhdt Bdn (JP), Duoc diéen Trung Quoc (CP), Duoc dién Chdau du (EP), Duoc dién
Quoc teé (IP)...

2. S0 ding ky tqi cét (8):

- So dang ky gia han 1& so dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng e 08/2022/TT-BYT ngay
05/09/2022 cuiia Bg trueng B Y té quy dinh viée dang ky lweu hanh thuéc, nguyén liéu 1am thuoc.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap truwdc khi thuée dwoc gia han theo
quyét dinh nay.
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