. Ky boi: CUC QUAN
\ LY DUGC

7 W St e BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

@ 50" CyC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sé6: 1 /QP-QLD Ha Ngi, ngay 02 thang 01nam?2025
QUYET PINH

V‘érviéc ban hanh danh muc 79 thudc nwéc ngoai
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 124.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwge s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cau t6 chire ciia BY Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan 1y Duwoc thudc
B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trucéng B Y té quy
dinh viéc dang ky lwu hanh thudce, nguyén liéu lam thuoc;

Can cir két ludn cua Hoi dong tw van cdp gidy ddang ky lwu hanh thude, nguyén
liéu lam thuéc - B Y té dot 124 (phién 1) zai Cong van so 108/HDTV-VPHD ngay
24/12/2024 ciia Vin phong Hgi dong tw van cap GPKLH thuéc, nguyén liéu lam
thuéc:

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Quan 1y Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 79 thubc nudc ngoai
duoc cap gidy ding ky lwu hanh hiéu lyc 05 nam tai Viét Nam - Dot 124.1 (tai Phu luc
kém theo).

Piéu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. San xuat, cung cip thudc vao Viét Nam theo diing cac ho so, tai lidu da dang
ky v6i BO Y té va phai in hodc dan sé dang ky dugc BO Y té cp 1én nhan thudce.

2. Chap hanh day du phap lut ciia Viét Nam va cac quy dinh caa BO Y té vé
san xuat, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay doi gi
trong qué trinh luu hanh thude & nude so tai va & Viét Nam thi phai bao cdo ngay cho
Cuc Quén Iy Duoc - Bo Y té Viét Nam.

3. Thyc hi¢n viéc cdp nhat tiéu chuan chat luong cua thudec theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truéng Bo Y té quy dinh vé chat
luong thube, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020
cia B truong BO Y té stra doi, bd sung mot sb diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chat lwong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to hudng dan sir dung thudc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia BO truong Bo Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc va to hudng dan sir dung thude theo hinh thirc thay d6i, bd sung
giay dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bg truong Bo Y té d6i voi thube chua cap nhat ndi dung nhan thude, to hudéng dan
st dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong Bo Y té.

5. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop



2

khong con dap tng du diéu kién hoat dong, co sé ding ky phai c6 trach nhiém thuc
hién thay d6i co so dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

6. Co so diang ky thudc phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tng Thuc hanh tot san xudt cla €O SO san Xudt thuoc nguyén liéu lam
thude. Truong hop co so san xudt bi thu hoi gidy phép san xudt hodc khong dap tng
Thuc hanh tot san xudt thudc, nguyén liéu 1am thudc & nude so tai, co s phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tur ngay c6 thong bao cua co quan quan ly
c6 thAm quyén nudc so tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién
phap thi hanh Luat Duoc.

Diéu 3. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So' Y té céac tinh, thanh phd truc thudc trung wong, giam déc
nha san xuat va co s& ding ky co thude tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: _cuc TRUONG
- Nhu biéu 4, pen)

- BO trudng (dé b/c); /
- TTr. B6 Xuan Tuyén (de b/c); G A,

- Cyc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong ar | GL4
Cuc Y t& GTVT - Bo Giao thong vén tai; W

- Téng Cuc Hai quan - BO Tai chinh;
- Bao hiém X4 hoi Viét Nam; N—F A .

- BO Y té& Vu PC, Cuc QLKCB, Thanh tra B, Vin Vii Tuan Cuong
phong HPTV cip GPKLH thudc, NLLT;

-S6'Y té cac tinh, thanh phé truc thudc Trung uwong;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Céc Bénh vién & Vién c6 giuong bénh tryc thude BYT;

- Trung tam mua sam tap trung thude quoc gia;

- Cé&c phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

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




Phu luc

DANH MUC 79 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 124.1

(Kém theo Quyét dinh sé: ....L....../OP-QLD, ngay 02./01..2025.ciia Cuc Qudn Iy Durgc)

STT Tén thuéc Hoat chat chinh | Dang Quycach | Tiéu Tuoi S6 ding ky
—Hamlwong | baoché | dénggéi | chuin | tho
(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co sé diang ky: Actavis International Limited (Pja chi: No.4 ,SQAQ Tal-gidi Off Valletta Road,
Luga LQA 6000, Malta)
1.1. Co sé san xuat: S.C. Sindan — Pharma S.R.L. (Pia chi: 11th lon Mihalache blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

1 Irinotecan Irinotecan Dung dich | Hop 1o NSX 36 594114000125
Teva 20mg/ml | hydrochloride dam dic dé | 2ml; Hop 1
trihydrate 20mg/ml | pha dung lo 5ml
dich truyén
2. Co sé dang ky: Alleviare Life Sciences Private Limited (Pia chi: S-1/5 First Floor, Uphaar
Cinema Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)
2.1. Co sé san xuét: Aurochem Laboratories (India) Pvt. Ltd. (Pia chi: Plot No.8, Palghar Taluka
Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401 404 Maharashtra state, India)
2 Acarwin-B Adapalen 0,1% Gel Hop 1 tuyp NSX 18 890110000225
(w/w); Benzoyl x 159
Peroxid dang vi
cau (dudi dang
Hydrous Benzoyl
Peroxid USP) 2,5%
(w/w)
3 Allucot Fluocinolone Kem boi Hop 1 tuyp USP 36 890110000325
acetonide 0,025% | ngoai da x 10g NF
(w/w) 2022
Issue 1
& NSX
3. Co so dang ky: Alleviare Life Sciences Private Limited (Dja chi: S-9, Mezzanine Floor, Uphaar
Cinema Complex Green Park Extention, South West Delhi, New Delhi, Delhi 110016, India)
3.1. Co sé san xuat: Aurochem Laboratories (India) Pvt. Ltd. (Pia chi: Plot No.8, Palghar Taluka
Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401 404 Maharashtra state, India)
4 Ureper Tacrolimus 0,03% | Thuéc m& | Hop 1 tuyp NSX 24 890110000425
(wiw) x 10g
4. Co s¢ dang ky: Ambica International Corporation (bia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
4.1. Co sé san xuét: Nobel llac Sanayii Ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Turkiye)
5 Abizol 15 mg | Aripiprazole 15mg | Vién nén Hop4vix7 | NSX 24 868110000525
Orodispersible phan tan vién
Tablet trong

miéng
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

4.2. Co sé san xuit: Stallion Laboratories Pvt. Ltd. (Pja chi: Plot No.C1B-305, 2, 3,4 &5 G.1.D.C,
Kerala (Bavla), Dist: Ahmedabad, Gujarat State, India)

6 Prevogout-40 | Febuxostat 40mg Vién nén Hop 3 vi x NSX 24 890110000625
bao phim 10 vién
7 Prevogout-80 | Febuxostat 80mg Vién nén Hop 3 vi x NSX 24 890110000725
bao phim 10 vién
5. Co sé dang ky: ANVO Pharma Canada Inc. (Pja chi: 111-700 Third Line Oakville ON L6L 4B1,
Viét Nam)
5.1. Co sé san xuit: Rivopharm SA (Pja chi: Centro Insema, 6928, Manno, Switzerland)
8 Anvo- Amiodarone Vién nén Chai 100 NSX 36 760110000825
Amiodarone | hydrochloride vién
200mg 200mg
Tablets
6. Co s¢ dang ky: Aurobindo Pharma Limited (Pja ch:: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
6.1. Co sé san xuit: Aurobindo Pharma Limited. (Pja chi: Unit Ill, Survey No. 313 and 314,
Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, India)
9 Onegaba 300 | Gabapentin 300mg | Vién nang | Hop 3 vi X NSX 24 890110000925
cang 10 vién;
Hop 3 vi x
10 vién
10 Quitide 300 Quetiapin (dudi Vién nén Hop 3 vi x NSX 36 890110001025
dang quetiapin bao phim 10 vién
fumarat) 300mg
7. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (bja ch:: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
7.1. Co sé san xuat: B. Braun Medical Industries Sdn. Bhd. (Pja chi: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
11 10% Glucose | Mdi 500ml chia: Dung dich Hop 10 chai | BP hién 36 955110001125
Intravenous Glucose tiém truyén | x 500ml hanh
Infusion B.P. | monohydrate tinh mach
(twong duong
glucose: 50g) 55¢
8. Co sé dang ky: Cadila Pharmaceuticals Limited (Pja ch:: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
8.1. Co sé san xuat: Cadila Pharmaceuticals Limited (Pja chi: 1389, Trasad road, Dholka -
382225, District: Ahmedabad, Gujarat, India)
12 Olpicad 10 Olanzapine 10mg | Vién nen Hop 1 vi x USP 18 890110001225
bao phim 10 vién; hién
Hop 10 vi x hanh

10 vién
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STT

1)

Tén thuéc

2)

Hoat chét chinh —
Ham lwgng

3)

Dang bao
che

(4)

Quy cach
dong goi

()

Tiéu
chuan

(6)

Tubi
tho
(thang)
@)

S6 ding ky

(8)

9. Co sé¢ ding ky: Cong ty c6 phan Dwoc - Thiét bj y té Pa Ning (Pia chi: 02, Phan Pinh Phiing,
Phwong Hdi Chau 1, Qudn Hdi Chdu, Tp. Pa Nang, Viét Nam)
9.1. Co sé san xuat: Simpex Pharma Pvt. Ltd. (Pja chi: C-7 to C-13 & C-59 to C-64 Sigaddi Growth
Center, SIDCUL Sigaddi Kotdwar-246149 Distt. Pauri Garhwal, Uttarakhand, India)

13

Esti-Tenofovir

Tenofovir disoproxil
fumarate 300mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890110001325

10. Co s& ding ky: Cong ty cé phan Dwec MK Viét Nam (Pja chi: O dat so 42, 16 dat TT-A2, khu
dé thi thanh phé Giao Luu, Phwong Cé Nhué 2, Qudn Bdc Tz Liém, Thanh pho Ha Ngi, Viét Nam)

10.1. Co sé san xuat: Farmaprim LTD (Pja chi: 5 Crinilor street, Village Porumbeni, Criuleni reg.,
MD-4829, Moldova)

14

Zinmost 250

Mesalazin 250mg

Vién dat
truc trang

Hop2vix7
vién

NSX

24

484110001425

10.2. Co sé san xuat: Reyoung Pharmaceutical Co., Ltd. (Pja chi: No. 1 Ruiyang Road, Yiyuan

County, Shandong

Province, China)

15

uxinro
solution for
injection 5
mg/ml

Ropivacain
hydroclorid (dudi
dang Ropivacain
hydroclorid
monohydrat) 50mg

Dung dich
tiém

Hop 10 ng
x 10ml

NSX

36

690114001525

11. Co s& ding ky: Cong ty Cé phan Dwgc pham Minh Ky (Pja chi: 1-3 Lé C, Cu xd Lac Long
Quan, P.5, Q.11, TP.HCM, Viét Nam)
11.1. Co sé san xuat: Altan Pharmaceuticals, S.A. (Dia chi: Avda. de la Constitucion, 198-199,
Poligono. Industrial Monte Boyal, Casarrubios del Monte, 45950 Toledo, Spain)

16

Colistimetato
De Sodio
Altan Pharma
1 Millén De
Ul

Colistimethate
sodium
1.000.0001U

Bot dong
kho pha
dung dich
tiém truyén

Hop 10 6ng

NSX

36

840114001625

12. Co sé ding ky: Cong ty cé6 phan Dwoc pham Quan 3 (Pja chi: 243 Hai Ba Trung, Phirong 6,
Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
12.1. Co sé san xuat: Aurochem Pharmaceuticals (India) Pvt. Ltd. (Dja chi: Plot No. 58, Palghar
Taluka Ind. Co-op. Estate Ltd Boisar Road, Tal. Palghar, Thane 401404 Maharashtra State, India)

17 Capfund-100 | Itraconazol (dudi Viénnang | Hoplvix4 | NSX 24 890110001725
dang hat 22% kl/kl) | cing Vvién
100mg

18 Lincasip 100 | Sumatriptan (duéi | Vién nén Hop 3vix | BP hién 36 890110001825
dang sumatriptan bao phim 10 vién hanh

succinate) 100mg

13. Co sé dang ky:

Cong ty c6 phan Dugc pham Tenamyd (Pja chi: L& YO1-024 dwrong Tan Thugn, khu
cong nghiép/khu ché xuat Tan Thudn, phirong Tan Thudn Péng, qudn 7, thanh pho Ho Chi Minh, Viét Nam)
13.1. Co sé san xuit thube, déng géi so' cip, dong goi thir cap: KRKA, D.D., Novo Mesto (Pja
chi: Novomeska cesta 22, 8310 Sentjernej, Slovenia)
Co'sé Kiém tra 16 thudc, xuit xwéng 16 thudc: KRKA, D.D., Novo Mesto (Pja chi: Smarjeska cesta
6, 8501 Novo mesto, Slovenia)
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
19 Monkasta 5 5,2mg Montelukast | Vién nén Hop4vix7 | NSX 36 383110001925
mg Sodium twong nhai vién

duong vai
montelukast 5mg

13.2. Co s& san xuat thudc, kiém tra 16 thuéc, xuéat xwang 16 thudc: KRKA, D.D., Novo Mesto
(Dia chi: Smarjeska cesta 6, 8501 Novo mesto, Slovenia)

Co s dong goi so cap, dong géi thir cap: KRKA, D.D., Novo Mesto (Pja chi: Novomeska cesta 22,
8310 Sentjernej, Slovenia)

20

Monkasta 10 | 10,4mg montelukast | Vién nén Hop4vix7 | NSX 36 383110002025
mg sodium tuong bao phim Vién

duong véi

montelukast 10mg

13.3. Co s& san xuat: KRKA, D.D., Novo Mesto (bia chi: §marje§ka cesta 6, 8501 Novo mesto,
Slovenia)

21 Atixarso 90 Ticagrelor 90mg Vién nén HOp 4 vi X NSX 24 383110002125
mg film bao phim 14 vién
coated tablets

22 Xerdoxo 20 Rivaroxaban 20mg | Vién nén Hop 3 vi X NSX 24 383110002225
mg bao phim 10 vién

14. Co sé ding Ky: Cong ty cé6 phan Dwoc Pham Vipharco (Pja chi: Sé 67, Ngé 68 dwong Ngoc
Thuy, phuong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)

14.1. Co sé san xuat: Anfarm Hellas S.A. (Pia chi: 61st km NAT. RD. Athens-Lamia, Schimatari
Viotias, 32009, Greece)

23

Vizimtex Azithromycin Vién nén Vi 6 vién, NSX 36 520110002325
(dudi dang bao phim Hop 1 vi,
Azithromycin hop 6 vi

dihydrat 262,02mg)
250mg

14.2. Co sé san xuat: Laboratoires des Réalisations Thérapeutiques ELERTE (Pja chi: 181-183,
rue André Karman- 93300 AUBERVILLIERS, France)

24

Antarene
20mg/mi
infants and
children

Ibuprofen 20mg

H6n dich
uong

Lo 125ml,
hop 1 lo
125mlval
ong bom
luwong 5 ml,
Lo 150ml,
hop 1o
150mlval
dng bom
luong 5ml;
Lo 200ml,
hop 1 lo
200ml va 1
dng bom
luwong 10ml

NSX

36

300100002425
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15. Co sé ding ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Pja chi: Khu viee 8, phirong Nhon
Pha, thanh phé Quy Nhon, Binh Dinh, Viét Nam)
15.1. Co sé san xut: Labesfal — Laboratérios Almiro, S.A (Pja chi: Zona Industrial do Lagedo,
3465-157 Santiago de Besteiros, Portugal)

25

Ceftriaxone
Kabi 1g

Ceftriaxon (dudi
dang 1193mg
Ceftriaxon natri)
1000mg

Bot pha
dung dich
tiém hoac
tiém truyén

Hop 1 lo;
Hop 10 lo

NSX

36

560110002525

16. Co sé diing ky: Cong ty TNHH Dwoc pham My pham Nhat Minh Dwong (Pia chi: Sé 5, Ngéach
268/21/55, Puong Ngoc Thuy, Té 17, Phurong Ngoc Thuy, Qudn Long Bién, Thanh pho Ha Ngi, Viét Nam)
16.1. Co sé san xuat: Delpharm Evreux (Pja chi: 5 Rue Du Guesclin, 27000 Evreux, France)

26

Agyrax

Meclozine
dihydrochloride
25mg

Vién nén

Hop 1 vi X
15 vién

EP hién
hanh

36

300110002625

17. Co sé ding ky: Cong ty TNHH Dwoc pham New Far East (Pja chi: S¢ 011 Cao Oc HI, dwong
Hoang Diéu, phirong 09, Qudn 04, Thanh phé Hé Chi Minh, Viét Nam)
17.1. Co sé san xuit: Unison Pharmaceutical Pvt. Ltd. (Pia chi: Plot No - C/6, Steel Town, Opp
Nova Petro, AT & Post - Moraiya, Tal - Sanand, City - Moraiya - 382 213, Dist.-Ahmedabad Gujarat

State, India)

27

Vilason-50

Vildagliptin 50mg

Vién nén

Hop 3 vi x
10 vién

NSX

36

890110002725

18. Co sé ding ky: Cong ty TNHH Dwoc pham Nhat Anh (Pja chi: Sé 11 Hoang Diéu, Phuwong 10,
Qugn Phi Nhugn, Tp. Hé Chi Minh, Viét Nam)
18.1. Co sé san xuat: Alkaloid AD Skopje (Pja chi: Blvd. “Aleksandar Makedonski” No. 12, 1000
Skopje, Macedonia)

28

Bloxipal

Ibuprofen 200mg,
Paracetamol
500mg

Vién nén
bao phim

Hop 02 vi x
10 vién

NSX

36

531100002825

19. Co sé diing ky: Cong ty TNHH Dwoc Pham Y-Med (Dja chi: So 1-3 Puong so 45, Phuong 6,
Qugn 4, TP. Hé Chi Minh, Viét Nam)
19.1. Co sé san xuat: Intas Pharmaceuticals Limited (Pia chi: Plot No. 457&458 Matoda Plot No
191/218P Chacharwadi Sarkhej Bavla Highway, Ahmedabad, 382210, India)

29

Enoxzen 5

Apixaban 5mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

36

890110002925

19.2. Co sé san xuét: M/S Akums Drugs & Pharmaceuticals Ltd. (Dja chi: Plot No. 19, 20 & 21,
Sector-6A, I1E, SIDCUL, Ranipur, Haridwar-249403, Uttarakhand, India)

30

Habez

Rabeprazol natri
20mg

Vién nén
bao tan
trong ruot

Hop 10 vi x
10 vién

NSX

24

890110003025

19.3. Co s& san xuat: USV Private Limited (Pia chi: H-13, 16, 16A, 17, 18, 19, 20, 21 & E-22,

O.1.D.C., Mahatma Gandhi Udyog Nagar, Dabhel, Daman —IN-396210, India)

31

Dorzox 10

Acitretin 10mg

Vién nang
cung

Hop 3 vi X
10 vién

NSX

36

890110003125
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20. Co sé diing ky: Cong ty TNHH Pai Bic (Pja chi: So 11, dwong Cong Nghiép 4, khu cong nghiép

Sai Pong B, phirong Thach Ban, qudn Long Bién, Ha Ngi, Viét Nam)

20.1. Co s& san xuit: Medicair Bioscience Laboratories S.A. (Pia chi: Athinon-Lamias National
Road 61st km, Schimatari, 32009, Greece)

32

Dafudikin

Acid fusidic 2%
(Wiw),
Betamethason (duai
dang Betamethason
valerat) 0,1% (w/w)

Kem boi
ngoai da

Hop 1 tuyp
x 309

NSX

36

520110003225

21. Co sé diang Ky: Cong ty TNHH HH-Pharm (Pja chi: K3 ngd 112 - Séng Pa 10 - Tap thé Cong

ty XDCT Ngam, té 16, phwong Kién Hung, Qudan Ha Péng, Ha Néi, Viet Nam)

21.1. Co sé san xuat: Zee Laboratories (Pja chi: Uchani, G.T. Road, Karnal-132001, Haryana, India)

33

Canzel-150
Capsules

Fluconazole 150mg

Vién nang
cung

Hoplvix1
vién

NSX

36

890110003325

22. Co sé ding ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong sé 22, Khu phé 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
22.1. Co s& san xuit: Farmak Joint Stock Company (Pja chi: Kyrylivska Street 74, Kyiv, 04080,

Ukraine)
34 Diprofol Propofol 10mg/ml | Nhii tvong | Hop 5 ongx | NSX 24 482114003425
EDTA truyén tinh | 20ml, Hop
mach 01 lo x
50ml

23. Co sé diang ky: Cong ty TNHH Mét thanh vién An Phat (Pja chi: 1923 Nguyén Héizu Canh,
Phuong 19, Qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)
23.1. Co'sérsan xuat: AKriti Pharmaceuticals Pvt. Ltd. (Dja chi: Plot No. D-10 & D-11 MIDC Jejuri
-Nira Road, Jejuri, Taluka Purandar, Dist-Pune 412303 Maharashtra State, India)

35 Urinocid Febuxostat 80mg Vién nén Hop 2 vi x NSX 36 890110003525
bao phim 14 vién
23.2. Co sé san xuat: BAG Health Care GmbH (Pja chi: AmtsgerichtsstraRe 1-5, D-35423 Lich,
Germany)
36 Caspofungin | Caspofungin (dudi | Bot dong Hop 01 lo NSX 24 400110003625
50 mg dang Caspofungin | kho pha
acetat 55,5mgq) dung dich
50mg dam dic dé
pha dung
dich tiém
truyén
37 Caspofungin | Caspofungin (dudi | Bot dong Hop 01 lo NSX 24 400110003725
70 mg dang Caspofungin | khé pha
acetat 77,7mg) dung dich
70mg dam dic dé
pha dung
dich tiém

truyén
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23.3. Co' sé san xuat: Laboratorios Liconsa, S.A. (Pia chi: Avda. Miralcampo, 7, Pol. Ind.
Miralcampo, Azuqueca de Henares, 19200 Guadalajara, Spain)

38

Itraconazole Itraconazol 100mg | Viénnang | Hop4vix7 | NSX 24 840110003825
100 mg hard cang vién; Hop 5
capsules Vi X 6 vién

24. Co sé ding ky: Cong ty TNHH Mgt thanh vién Dwgc pham Viét Tin (Pja chi: 64 Lé Loi,
phirong 4, quan Go Vap, thanh pho Ho Chi Minh, Viét Nam)

24.1. Co sé san xuit: Nobel Ila¢ Sanayii Ve Ticaret A.S. (Dja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Tirkiye)

39

Taglin 50mg | Vildagliptin 50mg | Vién nén HOp 4 vi X NSX 24 868110003925

Tablet 14 vién

24.2. Co sé san xuét: Saga Lifesciences Limited (Bja chi: Survey No. 198/2 & 198/3, Chachrawadi
vasna, Ta: Sanand, Dist: Ahmedabad-382 210, India)

40

Tadakick 20 Tadalafil 20mg Vién nén Hop 2 vi x 2 36 890110004025

bao phim vién

USP

25. Co sé diing ky: Cong ty TNHH M@t thanh vién Dwoc pham Viét Tin (Pja chi: Tang 2 - 3, s6
8316 L, dwong sé 2, Khu ddn cu Phii My, phirong Pht My, Qudn 7, thanh phé Hé Chi Minh, Viét Nam)
25.1. Co sé san xuét: Saga Lifesciences Limited (Bja chi: Survey No. 198/2 & 198/3, Chachrawadi
Vasnha, Ta-Sanand, City: Chachrawadi Vasna, Dist. Ahmedabad, Gujarat State, India)

41

Gludip 2 Glimepirid 2mg Vién nén Hop 3 vi x USP 36 890110004125
10 vién hién
hanh

25.2. Co sé san xuit: Saga Lifesciences Limited (Pja chi: Survey No.198/2 & 198/3, Chachrawadi
Vasna, Ta.: Sanand, Dist.: Ahmedabad-382210, Gujarat, India)

42

Sagagesic Naproxen natri Vién nén Hop 10 vi x USP 36 890110004225
550mg bao phim 10 vién hién
hanh

25.3. Co s san xuit: Stallion Laboratories Pvt. Ltd. (Pja chi: C1/B, 305, 2, 3, 4 & 5 G.I.D.C.,
Kerala (Bavla), Dist. Anmedabad, Gujarat State, India)

43

Deslodine Desloratadin Sird Hop 1 chai NSX 24 890100004325

2,5mg/sml X 60ml

26. Co sé¢ ding ky: Cong ty TNHH MTV Duwoc pham PV Healthcare (Pja chi: 4/5 Khu Ddn Cu
Van Xudn Pat Viét, Puong So 5, Phuong Binh Hung Hoa, Qudn Binh Tan, thanh phé Ho Chi Minh,
Viét Nam)

26.1. Co sé san xuit: Incepta Pharmaceuticals Ltd. (Pja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)

44

Incepcort
nasal spray

Budesonide
(micronized)

100mcg/ liéu xit

Hon dich
Xit miii

Hop 1 lo X
120 lieu

BP
2019

24

894100004425
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26.2. Co s& san
Bangladesh)

xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

45 PV Usogold Ursodeoxycholic Vién nén Hop 2 vi x NSX 24 894110004525
Tablet Acid 150mg bao phim 10 vién

46 PV-Urso Ursodeoxycholic Vién nén Hop 1 vi x NSX 24 894110004625
Tablet Acid 300mg bao phim 10 vién

27. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, toa
nha Horison Tower, s¢ 40 Cdt Linh, phwong Cét Linh, qudn Pong Pa, thanh pho Ha Ngi, Viét Nam)

27.1. Co s& san xuit: Deva Holding A.S. (Pia chi: Cerkezkiy Organize Sanayi Bolgesi, Karaagag
Mahallesi, Fatih Bulvart No:26, Kapakli/Tekirdag, Turkiye)

47

Thyrocare 500
mg

Hydroxycarbamide
500mg

Vién nang
cung

Hop 10 vi x
10 vién

NSX

24

868114004725

28. Co sé ding ky: Cong ty TNHH Thwong Mai Dich Vu k§ thuat Dirc Viét (Dja chi: Sé 1, ngéch
26/31 Nguyén Hong, phiong Lang Ha, Qudn Pong Pa, Ha Ngi, Viét Nam)
28.1. Co sé san xuét: Panpharma (Bja chi: Z.1 du Clairay, 35 133 Luitré, France)

48

Panmunic

Amoxicillin (dang
amoxicillin natri)
29, Clavulanic acid
(dang clavulanate
kali) 200mg

Bot thuée
pha tiém
truyén tinh
mach

Lo 20 ml

NSX

24

300110004825

29. Co sé¢ ding ky: Cong ty TNHH thwong mai Nam Pong (Pja chi: S¢ nha 2 ngd 164/117, pho

Vieong Thira Vii, phiwong Khirong Trung, Qudn Thanh Xuan, Thanh pho Ha Ngi, Viét Nam)

29.1. Co'sér san xuat: KRKA, d. d., Novo mesto (Piachi: §maije§ka cesta 6, 8501 Novo mesto, Slovenia)

49

Ifirmacombi

Hydrochlorothiazide
12,5mg; Irbesartan
(dudi dang
Irbesartan
hydrochloride)
150mg

Vién nén
bao phim

Hop4vix7
Vién

NSX

60

383110004925

29.2. Co sé san xuat: Laboratorios CINFA, S.A. (Pja chi: Ctra. Olaz-Chipi, 10, Poligono Industrial
Areta, 31620 Huarte- Navarra, Spain)
Co sé dong g6i so' cap va thir cap: Laboratorios CINFA, S.A. (Pja chi: Travesia Roncesvalles, 1.
31699 Olloki (Navarra), Spain)

50 Convolt 500 Levetiracetam Vién nén Hop 6 vi x NSX 24 840110005025
mg 500mg bao phim 10 vién

51 Convolt 250 Levetiracetam Vién nén Hop 4 vi x NSX 24 840110005125
mg 250mg bao phim 15 vién

30. Co sé diang ky: Cong ty TNHH Thwong mai va Dwoc pham Pha Anh (Pja chi: 39 Tran Nhat

Dudt, phuong Téan Binh, qudn 1, thanh pho Hoé Chi Minh, Viét Nam)

30.1. Co sé san xuat: Medicair Bioscience Laboratories S.A (Pja chi: 61st km National Road
Athinon-Lamias, Sximatari Viotias, 32009, Greece)

52

Admiral 20
mg/cap

Tenoxicam 20mg

Vién nang
cung

Hop 3 vi X
10 vién

NSX

36

520110005225
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31. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
31.1. Co sé san xuét: Getz Pharma (Private) Limited (Bja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

53 Fexoric Febuxostat 80mg Vién nén Hop 2 vi x NSX 24 896110005325
Tablets 80mg bao phim 10 vién

54 Levepra Levetiracetam Vién nén Hop 3 vi x USP 24 896110005425
Tablets 750mg bao phim 10 vién nén hign
750mg hanh

32. Co sé dang ky: Gracure Pharmaceuticals Limited (Pja chi: 251-254, 1Ind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
32.1. Co sé san xuat: Gracure Pharmaceuticals Limited (Pja chi: E-1105 RIICO Industrial Area,
Phase 111, Bhiwadi, Alwar, (Rajasthan), India)

55

Vasticure-10

Rosuvastatin
Calcium 10,4mg
tuong duong voi
Rosuvastatin 10mg

Vién nén
bao phim

Hop 3 vi x
10 vién

NSX

36

890110005525

33. Co s& dang ky: Hetero Labs Limited (Dja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
33.1. Co sé san xuat: Hetero Labs Limited (Pja chi: Unit-V, Sy. No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State,

India)

56

Temozolomide
Capsules 5mg

Temozolomide
5mg

Vién nang
cung

Hop 1 Lo X
5 vién

NSX

24

890114005625

34. Co sé¢ dang ky: Inventia Healthcare Limited (Pja chi: Unit 703 and 704, 7th Floor, Hubtown
Solaris, N S Phadke Marg, Andheri (East), Mumbai Mumbai City MH 400069, India)
34.1. Co sé san xuit: Inventia Healthcare Limited (Pja chi: F1-F1/1-F75/1, Additional Ambernath

M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India)

57

Misarven H
80/25

Hydroclorothiazid
25mg, Telmisartan
80mg

Vién nén
khong bao
hai 16p

Hop 3 vi X
10 vién

USP
hién
hanh

24

890110005725

35. Co s6 diang ky: Joint Stock Company “Grindeks” (Dia chi: 53 Krustpils Street, Riga, LV-1057,

Latvia)

35.1. Co sé san xuat: Joint Stock Company "Grindeks" (Pja chi: 53 Krustpils Street, Riga, LV-

1057, Latvia)

58

Betamaks 100
mg tablets

Sulpirid 100mg

Vién nén

Hop 3 vi X
10 vién

NSX

48

475110005825

36. Co s6 diang ky: Laboratoire Aguettant (Dia chi: 1 rue Alexander Fleming, Lyon 69007, France)
36.1. Co s& san xuét: Laboratoire Aguettant (Pja chi: Lieu-dit Chantecaille - 07340 Champagne,

France)
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59 Lidocaine Trong moi ong Dung dich | Hop 10 6ng NSX 30 300110005925
Aguettant 20 | 10ml dung dich cé | tiém x 10ml
mg/mL chira Anhydrous
(preservative | lidocaine
free) hydrochloride
(dudi dang
Lidocaine
hydrochloridemono
hydrate 213,3mg)
200mg

37. Co s6 dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol

Church Road, Andheri (East), Mumbai, Maharashtra 400 059, India)

37.1. Co'sé san xuit: Macleods Pharmaceuticals Limited (Pia chi: Phase-11, Plot No. 25-27, Survey

No. 366, Premier Industrial Estate, Kachigam, Daman-396210, India)

60

Irbemac H
150

Irbesartan 150mg,
Hydrochlorothiazide
12,5mg

Vién nén
bao phim

Hop 3 vi x
10 vién

USP
hién
hanh

24

890110006025

38. Co s¢ diang ky: Naprod Life Sciences Pvt. Ltd. (Pja chi: 304, 3 RD Floor, Town Centre, Near
Mittal Estate Andheri Kurla Road, Andheri (East) Mumbai — 40059, India)
38.1. Co sé san xuat: Naprod Life Sciences Pvt. Ltd. (Pja chi: Plot No. G-17/1, MIDC, Tarapur,
Boisar, Dist. Palghar 401506 Maharashtra State, India)

61

Napro-tax

Paclitaxel 6mg

Dung dich
dam dac
pha tiém
truyén

Hop 1 lo X
43,34ml

USP 42

24

890114006125

39. Co sé dang ky: Omnicals Pharma Private Limited (Pja chi: Flat-C-210, Plot 63 To 65&73 to
75, Sect-44A Nerul, Navi Mumbai Thane, Maharashtra, India, 400706, India)
39.1. Co sé san xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

Bangladesh)

62 Omcavas 20 Atorvastatin (dudi | Vién nén Hop 3 vi x USP 36 894110006225
Tablet dang Atorvastatin | bao phim 10 vién hign
Calcium Trihydrate hanh
22,232mg) 20mg
63 Omitrax 500 | Tranexamic acid Vién nén Hop 2 vi x USP 36 894110006325
Tablet 500mg bao phim 10 vién hién
hanh

40. Co'sé dang ky: PT. Dexa Medica (Pja chi: JL. Jenderal Bambang Utoyo No. 138 RT.011 RW.003
Kelurahan 5 Ilir Kecamatan Ilir Timur Il Palembang, Indonesia)
40.1. Co sé san xuat: PT. Ferron Par Pharmaceuticals (Pja chi: Jababeka Industrial Estate I, JI.
Jababeka VI Blok J3, Cikarang, Bekasi, Indonesia)

64

Palofer

Palonosetron (dudi
dang Palonosetron
hydrochlorid)
0,25mg/5ml

Dung dich
tiém

Hop 1 lo X
5ml

NSX

24

899110006425
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41. Co sé dang ky: Pharmaunity Co., Ltd. (Pja chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
41.1. Co sé san xuit: Yooyoung Pharmaceutical Co., Ltd. (Pja chi: 33 Yongso 2-gil,
Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do, Korea)

65

Mesulpine
Tab.20mg

Rabeprazole
sodium 20mg

Vién nén
bao tan
trong ruot

Hop 2 vi X
14 vién

NSX 36

880110006525

42. Co s¢ dang ky: Stallion Laboratories Pvt Ltd (Pja chi: 8th Floor Devpath C.G.Road,
Navrangpura Ahmedabad- 380006, India)
42.1. Co sé san xuat: M/s Stallion Laboratories Pvt. Ltd. (Pia chi: Plot No. C1B-305, 2, 3, 4 & 5,
G.1.D.C., Kerala (Bavla) Dist.: Ahmedabad, Gujarat State, India)

66

Stalnebi-5

Nebivolol (dudi
dang Nebivolol
hydrochlorid) 5mg

Vién nén
khong bao

Hop 3 vi X
10 vién

NSX 24

890110006625

42.2. Co s& san

xuat: Stallion Laboratories Pvt.Ltd (Pja chi:

G.1.D.C., Kerala (Bavla) Dist.: Ahmedabad, Gujarat State, India)

Plot No.C1B-305, 2, 3, 4 & 5,

67

Stalvag-200

Clotrimazole
200mg

Vién nén
dat am dao

Hop 1viXx 6
vién

BP hién 24

hanh

890100006725

43. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pja chi: UB Ground, 5 & AMP; 6th
Floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra, India)
43.1. Co sé'san xuat: Sun Pharmaceutical Industries Limited (Pja chi: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal Pradesh, India)

68 Defothal Deferasirox 360mg | Vién nén Hop 3 vi x NSX 18 890110006825
Tablets bao phim 10 vién
360mg
69 Gliklide MR | Gliclazide 60mg Vién nén Hop 3 vi X NSX 36 890110006925
60 phéng 10 vién
thich bién
doi
70 Valhart 160 Valsartan 160mg Vién nén Hop 3 vi X NSX 24 890110007025
mg bao phim 10 vién

44. Co sé dang ky: XL Laboratories Private Limited (Pja chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)
44.1. Co sé san xuiat: XL Laboratories Private Limited (Dja chi: E-1223, Phase | Extn. (Ghatal),
RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, India)

71

Clopida

Clopidogrel (duoi
dang Clopidogrel
bisulfate) 75mg

Vién nén
bao phim

Hop 3 vi X
10 vién

USP
2023

24

890110007125

44.2. Co sé san xuat: XL Laboratories Pvt. Ltd. (Pja chi: E-1223, Phase-1 Extn,(Ghatal) RIICO
Indl. Area, Bhiwadi-301019, Rajasthan, India)
72 Selecap-200 Celecoxib 200mg | Viénnang | HOop 3 vi x NSX 36 890110007225
cang 10 vién
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45. Co sé dang ky: Young Il Pharm. Co., Ltd. (Pia chs: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun Chungcheongbuk-do, Korea)
45.1. Co sé san xuét: Aju Pharm. Co., Ltd (Pja chi: 23 Sandan-ro 121 beon-gil, Pyeongtaek-si,
Gyeonggi-do, Korea)

73

Aju Amikacin
Injection
500mg/2mL

Trong mdi éng 2ml
c6 chira Amikacin
sulfate 500mg
(hoat tinh)

Dung dich
tiém

Hop 10 6ng
x 2ml

NSX

24

880110007325

45.2. Co sé san xuat: Theragen Etex Co., Ltd. (Pia chi: 58 Sandan-ro 68beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-do, Korea)

74

Gerofen Tab.

Loxoprofen sodium
hydrate (tuong
duong Loxoprofen
sodium 60mg)
68,1mg

Vién nén
khong bao

Hop 10 vi x
10 vién

NSX

36

880110007425

46. Co sé dang ky: Zydus Lifesciences Limited (Pja chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Anmedabad Gandhinagar GJ 382481,

India)

46.1. Co sé san xuat: Zydus Lifesciences Limited (Pja chi: Kundaim Industrial Estate, Plot No.

203-213, Kundaim Goa - 403 115, India)

75 Euglim 4 Glimepiride 4mg Vién nén Hop 10 vi x | USP 43 24 890110007525
khong bao | 10 vién
76 Warfarin Warfarin natri Vién nén Hop 10 vix | USP 42 24 890110007625
Sodium (dudi dang khong bao | 10 vién;
Tablets USP warfarin natri Hop 1 lo x
Img clatrat) 1mg 100 vién
77 Warfarin Warfarin natri Vién nén Hop 10 vix | USP 42 24 890110007725
Sodium (dudi dang khong bao | 10 vién;
Tablets USP | warfarin natri Hop 1 lo x
5mg clatrat) 5mg 100 vién
78 Zycel 100 Celecoxib 100mg | Viénnang | Hop10vix | NSX 36 890110007825
cang 10 vién

46.2. Co sé san xuat: Zydus Lifesciences Limited (Pja chi: Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A, Village - Moraiya, Taluka - Sanand, Dist. - Ahmedabad - 382 210,
Gujarat State, India)

79

Topinam 50

Topiramate 50mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP 43

24

890110007925

Ghi chu:

1. Céch ghi tiéu chudn chdt heong thudc tai cét (6):
- Nha san xudat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é ¥ nghia twong
dirong nhau, la tiéu chuan chdt lirong thude do co sé san xudt xay dung va déu co thé duwoc ghi trén nhan thusc.
- Céch viét tdt céc tiéu chudn chdt lwong dieoe dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duroc
dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéoc (CP), Dugc dién Chdu du (EP), Duoc dién

Quoc té (IP)...
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