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T BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
S6: 804 /QDP-QLD Ha Néi, ngay 07 thang12ndm2024
QUYET PINH

vé viéc ban hanh danh muc 171 thudc nwée ngoai
dugc cap giay dang ky luwu hanh tai Viét Nam - Dot 123

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh s6 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 thudc, nguyén liéu lam thuoc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky heu hanh thubc, nguyén
liéu lam thudc - B Y té dot 123 tai CONg Vain s6 92/HDTV-VPHP ngay 24/10/2024
ciia Van phong Héi dong tw van cap GDKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truong phong Bang ky thuéc - Cuc Quan 1y Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 171 thudc nudc ngoai
duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 123, cu thé:

1. Danh muyc 164 thudc nudc ngoai duoc cp gidy dang ky luu hanh hiéu luc 05
nam - Dot 123 (tai Phu luc I kem theo).

2. Danh muc 07 thudc nudc ngoai duoc cip gidy dang ky luu hanh hiéu lyc 03
nam - Dot 123 (tai Phu luc Il kem 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 ding cac hd so, tai lidu da ding
ky v6i BO Y té va phai in hodc dan sd dang ky dugc BO Y té cap 1én nhan thudce.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh cia Bo Y té vé
san xut, nhap khéau thudc va luu hanh thude tai Viét Nam, néu co bat cr thay doi gi
trong qua trinh luu hanh thudc & nude s tai va & Viét Nam thi phai béo céo ngay cho
Cuc Quén Iy Duoc - Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuén chét luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé chat
luong thude, nguyén liéu 1am thube, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020
cia BO truong BO Y té sira d6i, bo sung mot sé diéu cua Thong tu 11/2018/TT-BYT
quy dinh vé chat luong thudc, nguyén liéu 1am 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 thubc,
nguyén liéu lam thudc va to huéng dan st dung thude theo hinh thirc thay d6i, bd sung
gidy ding Ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
ctia Bo truong Bo Y té dbi voi thube chua cap nhat noi dung nhan thude, to hudng 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 cta gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tng du diéu kién hoat dong, co sé ding ky phai c¢é trach nhiém thuc
hién thay dbi co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khdng con du diéu kién hoat dong.

6. Co so dang ky thude phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tmg Thuc hanh tot san xuat cua CO 8O san Xuat thuoc nguyén liéu lam
thude. Truong hop co so san xuét bi thu hoi gidy phép san xuét hodc khong dap tng
Thuc hanh t6t san xudt thudc, nguyén liéu 1am thudc & nudc so tai, co s phai thuc
hién viéc bao cao trong thoi han 15 ngay ké tir ngay co 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 cta Chinh phu quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat Dugec.

7. Phdi hop véi cac co so diéu tri dé thyc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sd
08/2022/TT-BYT ddi vé6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh co 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./.
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Phu luc |

DANH MUC 164 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 123

(Kém theo Quyét dinh so. ..804......./0P-QLD, ngay 07./12../2024.ciia Cuc Qudn Iy Duroc)

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 dang ky: Acme Generics LLP (Dja chi: Plot No-75, Industrial Area, Phase-1 Chandigarh

Chandigarh CH 16

0002 IN, India)

1.1. Co sé'san xuét: Acme Fomulation Pvt. Ltd. (Pja chi: Ropar Road, Nalagarh, Distt. Solan, H.P.

174101, India)

1 Anrthrolife Tramadol Viénnang | Hop10vix | NSX 24 890111180700
hydrochloride cang 10 vién
50mg
2 Itracity 100 Itraconazole (dudi | Viennang | HOp1lvix2 | NSX 24 890110180800
dang Itraconazole | cung vién
Pellets 22%)
100mg
3 Norgestace Levonorgestrel Vién nén Hop I6n BP 36 890110180900
1.5 1,5mg bao phim chira 20 hop | 2020
nho x 1 vi x
2 Vién
2. Co sé dang ky: Actavis International Limited (Pia chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga, LQA 6000, Malta)
2.1. Co sé san xuit: Teva Pharmaceutical Works Private Limited Company (Pja chi: H-4042
Debrecen, Pallagi Ut 13, Hungary)
4 Etoricoxib Etoricoxib 60mg Vién nén Hop4vix7 | NSX 36 599110181000
Teva 60mg bao phim vién
3. Co sé ding ky: Adamed Pharma S.A. (Tén Pay Pu: Adamed Pharma Spoélka Akcyjna) (Pia
chi: Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnéw, Poland)
3.1. Co s& san xuat: Adamed Pharma S.A. (Pia chi: ul. Marszatka Jozefa Pilsudskiego 5, 95-200
Pabianice, Poland)
5 Luteina 50 mg | Progesterone 50mg | Vién nén Hop 2 vi x NSX 24 590110181100
dat am dao | 15 vién,
kém 01
dung cu dat
am dao
4. Co sé dang ky: Ambica International Corporation (bia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
4.1. 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 Isoazoprin-50 | Azathioprine 50mg | Vién nén Hop 10 vi x BP 36 890115181200
khong bao | 10 vién 2022
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(thang)
) 2) @) (4) () (6) (@) (8)
5. Co sé dang ky: Antibiotice S.A (Pia chi: Municipiul lasi, Str.Valea Lupului, Nr.1, Judetul lasi,
Romania)
5.1. Co sé san xuét: S.C. Antibiotice S.A. (Pia chi: 1 Valea Lupului Street, Zip Code 707410, lasi,
Romania)
7 FLUPRIL Ramipril 10mg Vién nén Hop 3 vi x NSX 36 594110181300
10mg 10 vién
6. Co sé dang ky: ANVO Pharma Canada Inc. (Pia chi: 111-700 Third Line Oakville ON L6L 4B1,
Canada)
6.1. Co s& san xuit: Farmasierra Manufacturing, S.L. (Pja chi: Ctra. IrGn, Km. 26,200, San
Sebastian de los Reyes, 28709, Madrid, Spain)
8 Somifen 50 Ibuprofen 5% Gel Hop 1 chai NSX 36 840100181400
mag/g (w/w) 30g; Hop 1
chai 60g
6.2. Co sé san xuit: Laboratorios Liconsa, S.A. (Pja chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)
9 Tadarix 5 mg | Ivabradine (dudi Vién nén Hop 2 vi x NSX 24 840110181500
dang Ivabradine bao phim 14 vién;
hydrochloride Hop 4 vi X
5,39mg) 5mg 14 vién;
Hop 8 vi x
14 vién
10 Tadarix 7,5 Ivabradine (dudi Vién nén Hop 2 vi x NSX 24 840110181600
mg dang lvabradine bao phim 14 vién;
hydrochloride Hop 4 vi x
8,085mg) 7,5mg 14 vién;
Hop 8 vi X
14 vién
7. Co so dang ky: Aristopharma Ltd. (Pja chi: 7 Purana Paltan Line, Dhaka-1000, Bangladesh)
7.1. Co sé san xuit: Aristopharma Ltd (Pja chi: Plot # 14-22, Road # 11 & 12, Shampur-Kadamtali
I/A. Dhaka-1204, Bangladesh)
11 Rupa Tablet Rupatadine (dudi Vién nén Hop 3 vi X NSX 24 894110181700
dang Rupatadine khong bao | 10 vién
fumarate 12,8 mg)
10mg
8. Co sé dang ky: Aurobindo Pharma Limited (Pja chi: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
8.1. Co s& san xuat: Aurobido Pharma Limited (Pja chi: Unit 11, Sy. No. 313 & 314, Bachupally,
Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, India)
12 Kardak 10 Simvastatin 10mg | Vién nen Hop 10 vix | NSX 36 890110181800
bao phim 10 vién

9. Co s6 dang ky: Bayer (South East Asia) Pte Ltd (Pja chi: 2, Tanjong Katong Road, #07-01,

PLQ3, Singapore (437161), Singapore)

9.1. Co sé san xuat: Bayer Healthcare Manufacturing S.R.L. (Pja chi: Via delle Groane, 126-

20024 Garbagnate Milanese (M1), Italy)
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(thang)
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13 Avelox Moxifloxacin (dudi | Vién nén Hop1lvix5| NSX 60 800115181900
dang Moxifloxacin | bao phim vién

hydrochlorid)
400mg

10. Co sé dang ky: Bliss GVS Pharma Limited (Pja chi: 102, Hyde Park, Saki Vihar Road, Andheri
(East), Mumbai-400 072, India)
10.1. Co sé san xuat: Bliss GVS Pharma Limited (Bja chi: Plot No. 11, Dewan Udyog Nagar,
Aliyali, Palghar 401404 Maharashtra State, India)

14

CONLAX-10

Bisacodyl 10mg

Vién dat
truc trang

HOop 2 vi x5
vién

BP
2016

24

890110182000

11. Co sé dang ky: Brawn Laboratories Limited (Dja chi: C-64, Lajpat Nagar-1, Second Floor,
South Delhi, New Delhi-110024, India)

11.1. Co sé san xuat: Brawn Laboratories Limited (Pja chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)

15 Boricetam Piracetam 400mg Viénnang | Hop10vix | NSX 24 890110182100
cang 10 vién
16 PLONE-5 Prednisolone 5mg | Vién nén Hop 10 vi x | BP hién 36 890110182200
10 vién hanh

12. Co sé dang ky: Cadila Pharmaceuticals Limited (Pja chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
12.1. Co sé san xuat: Cadila Pharmaceuticals Ltd (Pja chi: Plot No. 1389, Trasad Road, Dholka
City: Dholka-382225, District: Ahmedabad, Gujarat State, India)

17 Palonos Palonosetron Dung dich | Hop 01 lo X NSX 24 890110182300
Hydrochlorid USP | tiém tinh 5ml
0,28mg tuong mach
duong vai
Palonosetron
0,25mg
13. Co sé ding ky: Cong ty c6 phan Dwoc - Thiét bi y té Pa Ning (Pia chi: 02, Phan Dinh Phing,
Phwong Hdi Chau 1, Qudn Hdi Chdu, Tp. Pa Nang, Viét Nam)
13.1. Co sé san xuat: Steril-Gene Life Sciences (P) Ltd. (Pia chi: No. 45, Mangalam Main Road,
Mangalam Village, Villianur Commune, Puducherry, 605 110, India)
18 Estigaba Gabapentin 100mg | Viénnang | Hop 3vix | BP hién 24 890110182400
cang 10 vién hanh
14. Co sé ding ky: Cong ty Cé phan Dwgc MK Vigt Nam (Bja chi: O ddt sé 42, 16 dat TT-A2, khu
d6 thi thanh phé Giao Luru, Phwong Co Nhué 2, Quén Bdc Tur Liém, Thanh phé Ha Ngi, Viét Nam)
14.1. Co sé san xuit: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Korea)
19 Capozide 50 Caspofungin 50mg | Bot dong Hop 1 lo NSX 24 880110182500
kho pha
dung dich

tiém truyén
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14.2. Co sé san xuit: Reyoung Pharmaceutical Co., Ltd. (Pja chi: No. 1 Ruiyang Road, Yiyuan
County, Shandong Province, China)

20 Viptiol Acid clavulanic Bot pha Hop 1 Lo USP 42 24 690110182600
(dudi dang Kali tiém
clavulanat) 0,1gam,
Ticarcillin (dudi
dang Dinatri
ticarcillin) 1,5gam

21 Viptiol Forte | Acid clavulanic Bot pha Hop 1 Lo USP 42 24 690110182700
(dudi dang Kali tiém

clavulanat) 0,2gam,
Ticarcillin (dudi
dang Dinatri
ticarcillin) 3,0gam

15. Co sé ding ky: Cong ty c6 phan Dwoc pham Duy Tan (Pja chi: 38/6i Nguyén Vin Tréi, Phuong
15, Qugn Phi Nhugn, TP. Hé Chi Minh, Viét Nam)
15.1. Co sé san xuat: Humanis Saglik Anonim Sirketi (Dja chi: Cerkezkdy Organize Sanayi Bélgesi

Karaaga¢ Mahallesi Fatih Bulvari No:32 Kapakli Tekirdag, Tirkiye)

22

Aria-Des

Desloratadine 5mg

Vién nén
bao phim

Hop 2 vi X
10 vién

NSX

24

868100182800

16. Co sé ding ky: Cong ty Cé phan Dwoc pham Generic (Pja chi: Cum 9, x& Duyén Thai, Huyén
Thwong Tin, Thanh phé Ha Ngi, Viét Nam)
16.1. Co s& san xuat: Siam Bheasach Co., Ltd (Pja chi: 123 Soi Chokechairuammitr, Vibhavadi-
Rangsit Road, Chomphon, Chatuchak, Bangkok 10900 And 9 Soi Chokechairuammitr 3, Vibhavadi-
Rangsit Road, Dindang, Dindang, Bangkok 10400, Thailand)

23 Mapenem (1 | Mdi lo cha Bot pha Hop 1 Lo USP 43 24 885110182900
G. Injection) | Meropenem dung dich
trihydrate va pha tiém
sodium carbonate
tuong duong voi
Meropenem 1g
24 Mapenem Mobi lo chira Bot pha Hop 1 Lo USP 43 24 885110183000
(500 Mg. Meropenem dung dich
Injection) trihydrate va pha tiém
sodium carbonate
tuong duong voi
Meropenem 500mg
25 Siagran Sumatriptan 50mg | Vién nén Hop 1 vix4 | USP 43 36 885110183100
bao phim vién
26 Svoz (0.5% Mbi ml ¢6 chira: Thuéc nho | Hop 1Lo USP 43 24 885115183200
Ophthalmic Moxifloxacin (duéi | mat 5mi
Solution) dang Moxifloxacin
Hydrochloride)
5mg
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17. Co sé ding ky: Cong ty Coé Phan Dwgc Pham LV Pharma (Pja chi: 40/27 Hoang Bdt Pat,
Phuwong 15, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
17.1. Co sé san xuét: Unison Pharmaceuticals Pvt. Ltd. (Bja chi: Plot No - C/6, Steel Town, Opp
Nova Petro, At & Post - Moraiya, Tal - Sanand, City - Moraiya - 382213, Dist. - Ahmedabad, Gujarat

State, India)

27 Dio-1 Cetirizin Vién nén Hop3x 10 | USP 42 24 890100183300
Hydrochlorid bao phim vién
10,00mg

28 Fxson-180 Fexofenadin Vién nén Hop 3 vi X BP 24 890100183400
Hydroclorid bao phim 10 vién 2020
180,00mg

29 LTK-25 Losartan kali Vién nén Hop3vix | USP 42 36 890110183500
25,00mg bao phim 10 vién

30 LTK-50 Losartan kali Vién nén Hop3vix | USP 42 36 890110183600
50,00mg bao phim 10 vién

31 Rosuson-5 Rosuvastatin (dudi | Vién nén Hop3vix | USP 42 24 890110183700
dang Rosuvastatin | bao phim 10 vién
calcium) 5,00mg

18. Co sé ding ky: Cong Ty Co Phan Dwoc Pham Quan 3 (Pja chi: 243 Hai Ba Trung, Phirong 6,
Qugn 3, thanh phé Hé Chi Minh, Viét Nam)
18.1. Co sé san xuat: Unison Pharmaceuticals Pvt. Ltd. (Bja chi: C/6, Steel Town, Opp. Nova Petro,
Moraiya, Ta. —Sanand, Dist.: Ahmedabad-382 213, Gujarat, India)

32

Telmiride-40

Telmisartan
40.00mg

Vién nén
khong bao

Hop 3 vi X
10 vién

USP 42

24

890110183800

18.2. Co sé san xuét: Unison Pharmaceuticals Pvt. Ltd. (Bja chi: Plot No-C/6, Steel Town, Opp.
Nova Petro, At & Post - Moraiya, Tal. —-Sanand, City - Moraiya -382 213, Dist - Ahmedabad, Gujarat

State, India)

33

Silafil-50

Sildenafil (dudi

dang sildenafil
citrat) 50mg

Vién nén
bao phim

Hop lvix4
vién

NSX

24

890110183900

19. Co sé ding ky: Cong ty co6 phan dwoec pham Song Van (bja chi: 31 Tan Trang, Phuong 9, Qudn
Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
19.1. Co sé san xuat: Aurochem Pharmaceuticals (India) Pvt. Ltd. (Pia chi: Plot No. 58, Palghar,
Taluka Ind. Co-op. Estatate Ltd Boisar Road, Tal. Palghar, Thane 401404 Maharashtra State, India)

34

Parben

Famotidin 40mg

Vién nén
bao phim

Hop 3 vi X
10 vién

BP hién
hanh

36

890110184000

19.2. Co sé san xuit: Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jharmajri EPIP,
Phase-I (Extn.), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

35

Cyrabol

Cytarabine 1000mg

Bot dong
kho pha
tiém

Hop 1o

USP 43

24

890114184100
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20. Co sé¢ ding ky: Cong ty Co phan Dwoc pham Tenamyd (Pja chi: L8 Y01-024 dwong Tan Thudn,
khu cdng nghiép/khu ché xudt Tan Thudn, phirong Tan Thudn Péng, qudn 7, thanh phé Hé Chi Minh,

Viét Nam)
20.1. Co sé san xuat: KRKA, d.d., Novo mesto (Pia chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
36 CO- Amlodipine Vién nén Hop 3 vi X NSX 24 383110184200
AMLESSA besilate 13,87mg 10 vién
4AMG/10MG/1 | tuong duong 10mg
.25MG amlodipine;
TABLETS Indapamide
1,25mg,
Perindopril tert-
butylamine 4mg
tuong duong
3,34mg Perindopril
37 CO- Amlodipine Vién nén Hop 3 vi x NSX 24 383110184300
AMLESSA besilate 13,87mg 10 vién
8MG/10 tuong duong voi
MG/2.5 MG 10mg amlodipine;
TABLETS Indapamide 2,5mg,
Perindopril tert-
butylamine 8mg
tuong duong voi
6,68mg perindopril
38 XERDOXO Rivaroxaban 10mg | Vién nén Hop 3 vi x NSX 24 383110184400
10 MG bao phim 10 vién
39 XERDOXO Rivaroxaban 15mg | Vién nén Hop 3 vi X NSX 24 383110184500
15 MG bao phim 10 vién

21. Co sé ding ky: Cong ty cé phan dwoc pham trung wong I - Pharbaco (Pja chi: 160 Tén Pirc
Thdng, phwong Hang Bét, qudn Pong Pa, thanh phé Ha Néi, Viéet Nam)
21.1. Co sé san xuat: Wuhan Changlian Laifu Pharmaceutical Limited Liability Company (Pja
chi: No.12 Jiang'an Road, Jiang'an District, Wuhan, Hubei Province, China)

40

Sodium
Aescinate For
Injection

Sodium Aescinate
5mg

Thudc bot
dong kho
pha tiém

Hop 10 lo

NSX

24

690110184600

22. Co s& diang ky: Cong ty cé6 phan Dwoc Pham Vipharco (Pja chi: S6 67, Ngé 68 duwong Ngoc
Thuy, phuwong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)
22.1. Co sé san xuat: Rovi Pharma Industrial Services, S.A. (Pia chi: Via Complutense, 140 28805
Alcala de Henares Madrid, Spain)

41 Sintrom 1mg | Acenocoumarol Vién nén HOp 5 vi x NSX 36 840110184700
1mg 20 vién

42 Sintrom 4mg | Acenocoumarol Vién nén Hop 2 vi x NSX 60 840110184800
4mg 10 vién
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23. Co sé diang ky: Cong ty Cé phan kinh doanh thwong mai Skyline (Pja chi: Tang 2, O sé 7,
Day B, Lo TT06, Khu doé thi moi Tay Nam Linh Dam, Phuong Hoang Liét, Qugn Hoang Mai, Thanh
phé Ha Ngi, Viét Nam)
23.1. Co sé san xuat: Arena Group S.A. (Pia chi: Bd. Dundrii, Nr.54, Oras Voluntari, Jud. Ilfov,
cod 077190, Romania)

43

Metronidazol | Metronidazole Vién nén Hop 10 vi x NSX 48 594115184900
Arena 250 mg | 250mg 10 vién
tablets

24. Co'sé diing ky: Cong ty Cé phan Y Dwoc LS (Dja chi: Km 22, quac 16 5, phwrong Ban Yén Nhan,
thi x& My Hao, tinh Hung Yén, Viét Nam)

24.1. Co s& san xuat: Continental-Pharm Co., Ltd. (Pja chi: 85/5 Soi Chaengwattana 12 Yak 4,
Thungsonghong, LakSi, Bangkok 10210, Thailand)

44

Kit-F Paracetamol Siro Hop 1 chai USP 36 885100185000
100mg/mi 15ml hién
hanh

25. Co sé dang ky: Cong ty TNHH Binh Viét Bic (Pja chi: 62/36 Truong Cong Dinh, Phuong 14,
Qugn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)

25.1. Co s& san xuat: Demo S.A. Pharmaceutical Industry (Pja chi: 21St km National Road Athens
— Lamia, Krioneri Attiki, 14568, Greece)

45

Rufcen Levocarnitine Dung dich | Hop5dngx | NSX 36 520110185100
1g/5ml 200mg tiém 5ml, hop 10

bng x 5ml

hoac hop 50

bng x 5ml

25.2. Co s& san xuat: Sidefarma — Sociedade Industrial de Expansdo Farmacéutica, S.A. (Pia
chi: Rua da Guiné, n°. 26, 2689-514 Prior Velho, Portugal)

46

Lidonos Trum | Lidocaine Gel Hop 1 tuyp NSX 24 560110185200
Gele 2% hydrochloride x 309
20mg/g

26. Co sé ding ky: Cong ty TNHH Dwoc pham Béach Viét (Pia chi: S6 146, Ngd 230 Pinh Cong
Thuong, Phuong Dinh Cong, Qudn Hoang Mai, Ha Ngi, Viét Nam)

26.1. Co s& san xuat: Cooper Pharmaceuticals S.A. (Pja chi: Aristovoulou 64, Athens, 11853,
Greece)

47

Levofloxacin NSX 36 520115185300
hemihydrate
5,1246mg (tuong
duong

Levofloxacin 5mg)

Lexacin Dung dich

nho mét

Hop 1 lo x
10ml

27. Co sé ding ky: Cong ty TNHH dwoc pham Do Ha (Pja chi: So 30 tap thé Tran Pha, ngd 105,
dirong Nguyén Phong Sdc, té 16 phwong Dich Vong Hau, qudn Cau Gidy, thanh pho Ha Ngi, Viét
Nam)

27.1. Co s& san xuit: Balkanpharma- Razgrad AD (Pija chi: 68 Aprilsko vastanie Blvd., Razgrad
7200, Bungary)
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48 Candmi 600 Clindamycin Viénnang | HOop2vix6 | NSX 36 380110185400
hydroclorid twong | cing vién; Hop 5
duong vai Vi X 6 vién
Clindamycin
600mg

27.2. Co sé san xuét: Biopharm-Engineering AD (Pja chi: 75, Trakia Blvd. 8800 Sliven, Bungary)

49 Mycanad Metronidazol Dung dich | Hop 12 Lo NSX 18 380115185500

500mg truyén x 100ml

27.3. Co'sé san xuat: Rafarm SA (Pija chi: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, TK 19002,

TO 37, Greece)

50 | Texdoz MGi mlhondich | Hondich | Hopllox | NSX 24 | 520110185600
nho mat c6 chira nho mat 5mi
Tobramycin 3mg
va Dexamethason
1mg
27.4. Co sé san xuat: T. Man Pharma Company Limited (Pja chi: 69 Soi Bangkhunthian 14,
Samaedum, Bangkhunthian, Bangkok 10150, Thailand)
51 | Abenkid M&i 5ml hdn dich H§n dich | HoplLox | NSX 30 885100185700
c6 chua uong 10ml

Albendazol 200mg

28. Co sé¢ ding ky: Cong ty TNHH Dwoc Pham Hisamitsu Viét Nam (Bja chi: S6 14-15, Puong
2A, Khu cong nghiép Bién Hoa 2, Phwong An Binh, Thanh phé Bién Hoa, Tink Pong Nai, Viét Nam)
28.1. Co s& san xuat: Hisamitsu Pharmaceutical Co., Inc. Utsunomiya Factory (Pja chi: 23-8,

Kiyoharakogyodanchi, Utsunomiya, Tochigi, Japan)

52

Cao dén
Salonpas
Diclofenac

Diclofenac sodium
15mg

Cao dan

Bao 1
miéng, (7 x
10cm),
khong cé
bao bi
ngoai; bao 2
miéng, (7 x
10cm),
khéng co
bao bi
ngoai; bao 4
miéng, (7 x
10cm),
khéng co

bao bi ngoai

NSX

36

499100185800

29. Co s& diang ky: Cong ty TNHH Dwoc pham Kién Phat (Bja chi: Phong 201, Lau 2, Téa nha
City View, s 12 Mac Pinh Chi, Phwong Pa Kao, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

29.1. Co s¢ san xuit: Cho-A Pharm. Co., Ltd. (Pja chi: 318 Gwangjeong-ro, Haman-myeon,
Haman-gun, Gyeongsangnam-do, Korea)
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53 Jurtec Cetirizine Dung dich | Hop50ongx | NSX 36 880100185900
Solution dihydrochloride uéng 10ml/éng
10mg/10ml

29.2. Co sé san xuat: Daewon Pharm. Co., Ltd (Pja chi: 24 Jeyakgongdan 1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea)

54 Toriem Tab

Domperidone
maleate (tuong
duong
Domperidone
10mg) 12,72mg

Vién nén
khong bao

Hop 10 vi x
10 vién

BP
2021

36

880110186000

29.3. Co sé san xuat: Jeil Pharmaceutical. Co., Ltd. (Pia chi: 7 Cheongganggachang-ro, Baegam-
myeon, Cheoin-gu, Yongin-si, Gyeonggi-do, Korea)

55 Tigrel tablet
90mg

Ticagrelor 90mg

Vién nén
bao phim

Hop chira
56 vién (4
vi x 14
Vién)

NSX

36

880110186100

29.4. Co sé san xuat: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Korea)

56 Pentomidine
Injection

Mdi lo 2ml dung
dich chtra:
Dexmedetomidin
(dudi dang
Dexmedetomidin
HCI 0,236mgQ)
0,2mg

Dung dich
tiém

Hop 10 lo X
2ml

NSX

24

880114186200

30. Co sé ding ky: Cong ty TNHH Dwoc pham New Far East (Pja chi: Sé 011 Cao Oc HI, duwong
Hoang Diéu, phirong 09, Qudn 04, Thanh pho Ho Chi Minh, Viét Nam)
30.1. Co sé san xuat: Swiss Parenterals Ltd. (Pja chi: 808, 809 & 810, Kerala Industrial Estate,
GIDC, Nr. Bavla, City: Ahmedabad — 382 220, Dist. Ahmedabad, Gujarat State, India)

57 Tramadol
Hydrochloride
Injection 50
mg/mi

Mbi ml chira:
Tramadol
hydrochloride
50mg

Dung dich
thuoc tiém

Hop 5 ong X
mai ong
100mg/2ml

NSX

36

890111186300

30.2. Co sé san xuét: Swiss Parenterals Ltd. (Pja chi: Unit-11, Plot No. 402,412-414, Kerala

Industrial Estate, GIDC, Near Bavla, Dist.- Ahmedabad — 382 220, Gujarat State, India)

58 Seforaz

Cefoperazon (dudi
dang cefoperazon
natri) 1000mg

Bot pha
tiém

Hop 1o

USP
hién
hanh

24

890110186400

31. Co sé ding ky: Cong ty TNHH Dwoc pham Quang Pién (Pja chi: 163/14/29 T6 Hién Thanh,
phirong 13, qudn 10, Tp. Ho Chi Minh, Viét Nam)
31.1. Co sé san xuiat: Genuone Sciences Inc. (Pja chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si,

Korea)




10

STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tudi S6 diang ky
Ham lwong ché doéng goi chuén tho
(thang)
1) (2) 3) 4) (5) (6) ) (8)
59 Calmio Betamethason Gel Hop 1 chai NSX 24 880110186500
dipropionat x 15g; Hop
0,0643% (w/w), 1 chai x 30g

Calcipotriol (dudi
dang Calcipotriol
monohydrat)

0,005% (w/w)

32. Co s¢ ding ky: Cong ty TNHH Dwoc pham SALUD (Pja chi: 297/18D Ly Thirong Kiét, phuwong
15, qudn 11, thanh phd Hé Chi Minh, Viét Nam)
32.1. Co sé san xuat: Mitim S.r.l (Pja chi: Via G.B. Cacciamali, 34-38, 25125 Brescia (BS), Italy)

60

Ampicillin
and Sulbactam
20 + 1g

Ampicillin (dudi
dang Ampicillin
natri) 2gam,
Sulbactam (dudi
dang Sulbactam
natri) 1gam

Thudc bot
pha tiém

Hop 1 Lo

NSX

24

800110186600

33. Co sé ding ky: Cong ty TNHH Dwoc pham Vietsun (Pja chi: TT2-B42 khu dé thi Vin Qudn,
Phuong Phuc La, Qudn Ha Péng, Ha Noi, Viét Nam)
33.1. Co'sé'san xuit: Square Pharmaceuticals Ltd. (Pja chi: Dhaka Unit, Kaliakoir, Gazipur-1750, Bangladesh)

61 Tryptin 10 Amitriptylin Vién nén Hop 20 vi x NSX 24 894110186700
Tablet hydrochlorid 10mg | bao phim 10 vién
33.2. Co sé san xuat: Square Pharmaceuticals Ltd. (Bja chi: Kaliakoir, Gazipur, Bangladesh)

62 Ceftiben Ceftibuten dihydrat | Viénnang |HOop1vix6 | NSX 24 894110186800
435,090mg twong | cing Vién
duong voi
Ceftibuten
400,000mg

34. Co sé dang ky: Cong ty TNHH Dwoc Tam Pan (Dja chi: A44.4 KDC Everich 3, Puong Phu

Thudn, Phiong Tan Phad, Qudn 7, Thanh phd Ho Chi Minh, Viét Nam)

34.1. Co sé san xuat: Bioindustria L.I.M (Laboratorio Italiano Medicinali) S.p.A (Pia chi: Via
De Ambrosiis, 2/6- 15067 Novi Ligure (AL), Italy)

63 Levobupivaca | Levobupivacaine Dung dich | Hop 10 éng NSX 36 800114186900
ina Hydrochloride tiém/truyén | x 10ml
Bioindustria 28,2mg (tuong
L.I.M. duong 25mg
levobupivacaine)
34.2. Co s& san xuit: Remedina S.A. (Pja chi: Gounari 23 & Areos, 13451, Kamatero Attikis,
Athens, Greece)
64 Maxinject Cefepime Bot pha Hop 1 lo NSX 36 520110187000
hydrochlorid dung dich
monohydrat tiém hoac
2378,5mg tuong tiém truyén

duong Cefepime
2000mg
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35. Co'sé diang ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong sé 22, Khu phé 23, Phwong Binh
Hurng Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
35.1. Co sé san xuit: Arena Group S.A. (Pia chi: 54, Dunarii Bd., Voluntari City, code 077190,
IIfov County, Romania)

65 Loratadin Loratadine 10mg Vién nén Hop 1 vi x USP 36 594100187100
Arena 10 mg 10 vién hién
hanh
35.2. Co sé san xuat: Help S.A. (Pja chi: Pedini loanninon, loannina, 45500, Greece)
66 Ondanset Ondansetron (duéi | Dung dich | Hop56ng x | NSX 36 520110187200
dang Ondansetron | tiém 2ml

hydrochloride
dihydrate) 2mg/ml

35.3. Co sé san xuat: Industrias Farmaceuticas Almirall, S.A (Pja chi: Ctra. de Martorell 41 — 61
08740 Sant Andreu de la Barca (Barcelona), Spain)

67 Ebastel 10 mg | Ebastine 10mg Vién nén Hop 3 vi x NSX 36 840110187300
bao phim 10 vién

68 Ebastel 20 mg | Ebastine 20mg Vién nén Hop 2 vi x NSX 36 840110187400
bao phim 10 vién

35.4. Co sé san xuat: Venus Remedies Limited (Bja chi: Hill Top Industrial Estate, Jharmajri, EPIP
Phase-I (Extn.), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

69

Immunox

Ceftriaxone (dudi
dang Ceftriaxone
Sodium) 2000mg

Thudc bot
pha tiém

Hop 1 lo

USP

24

890110187500

36. Co sé diang ky: Cong ty TNHH Mét thanh vién An Phat (Pja chi: 1923 Nguyén Héizu Canh,
phirong 19, qudn Binh Thgnh, TP. Ho Chi Minh, Viét Nam)
36.1. Co sé san xuat: Exemed Pharmaceuticals (Pia chi: Plot No. 133/1 & 133/2, G.1.D.C, Selvas
Road, Vapi, Gujarat, 396 195, India)

70

Exppra 750

Levetiracetam
750mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP
hién
hanh

24

890110187600

Nohar, Distt. Han

36.2. Co sé san xuit: G. D. Laboratories (India)
umangarh (Rajasthan), India)

Pvt. Ltd. (Dia chi: P.W.D. Rest House Road,

71

Oxichem-15

Meloxicam 15mg

Vién nén

Hop 10 vi x
10 vién

USP
hién
hanh

36

890110187700

37. Co sé diing ky: Cong ty TNHH mét thanh vién dwoc pham PV Healthcare (Pja chi: 4/5 Khu
ddn cw Van Xudn Pat Viét, Duong Sé 5, Phwong Binh Hung Hoa, Quan Binh Tan, Thanh ph6 Hé Chi

Minh, Viét Nam)

37.1. Co sé san xuat: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

Bangladesh)

72

Eslypo 1
Tablet

Eszopiclone 1mg

Vién néen
bao phim

Hop 3 vi X
10 vién

USP
hién
hanh

24

894110187800
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73 Eslypo 2 Eszopiclone 2mg Vién nén Hop 3 vi X USP 24 894110187900
Tablet bao phim 10 vién hién
hanh
74 Megafil 10 Tadalafil 10mg Vién nén Hoplvix4 | USP 36 894110188000
Tablet bao phim vién hién
hanh

38. Co sé ding ky: Cong ty TNHH Mot thanh vién Dwoc pham Viét Tin (Dja chi: Tang 2 - 3, s6
8316 L, dwong sé6 2, Khu dén cw Phii My, phwong Phit My, Qudn 7, thanh phd Ho Chi Minh, Viét Nam)
38.1. Co sé san xuat: Saga Lifesciences Limited (Dja chi: Survey No. 198/2 & 198/3, Chachrawadi

Vasna, Ta.:Sanand, Dist.: Ahmedabad-382210, India)

75

Dolocerin

Diacerein 50mg

Vién nang
cung

Hop 3 vi X
10 vién

NSX

36

890110188100

38.2. Co sé san xuat: Saga Lifesciences Limited (Pja chi: Survey No. 198/2 & 198/3, Chachrawadi
Vasnha, Ta-Sanand, City: Chachrawadi Vasna, Dist. Ahmedabad, Gujarat State, India)

76 Itbay-60 Etoricoxib 60mg Vién nén Hop 3 vi X NSX 24 890110188200
bao phim 10 vién
77 Lobrmin Loperamid Viénnang | Hop 10 vix | BP hién 36 890100188300
Capsules hydrochlorid 2mg | cing 10 vién hanh

38.3. Co sé san xuat: Simpex Pharma Pvt. Ltd. (Pja chi: C-7 to C-13 and C-59 to C-64, Sigaddi
Growth Center, SIDCUL, Sigaddi, Kotdwar-246149, Dist: Pauri Garhwal, Uttarakhand, India)

78 Remedia Levofloxacin Vién nén Hop 1 vi x NSX 36 890115188400
hemihydrat twong | bao phim 10 vién
duong voi
levofloxacin
500mg
79 Simoflox Moxifloxacin Vién nén Hop 1 vi x NSX 24 890115188500
hydroclorid bao phim 10 vién
437,00mg tuong
duong vai
Moxifloxacin
400,00mg
38.4. Co sd san xuit: Swiss Parenterals Ltd (Pja chi: 808, 809, 810, Kerala Industrial Estate, GIDC,
Nr. Bavla, City: Ahmedabad — 382 220, Dist. Ahmedabad, Gujarat State, India)
80 Linco Lincomycin (dudi | Dung dich | Hop 10 6ng | USP 46 24 890110188600
dang Lincomycin tiém x 2ml

hydrochlorid)

600mg/2ml

39. Co sé diing ky: Cong ty TNHH Novartis Viét Nam (Bja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
39.1. Co'sé'san xuit: Lek Pharmaceuticals d.d. (Bja chi: Verovskova ulica 57, 1526 Ljubljana, Slovenia)

81

Sugablock

Sugammadex (dudi
dang sugammadex
natri 108,8mg)
100mg/ml

Dung dich
tiém

Hop 10 lo
2ml, Hop
10 lo 5ml

NSX

24

383110188700
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40. Co sé¢ ding ky: Cong ty TNHH Novopharm (Pja chi: Sé 5C, ngach 5/86, té 26, dwong Hoang
Quoc Viét, phirong Nghia Pé, qudn Cau Gidy, thanh pho Ha Ngi, Viét Nam)
40.1. Co sé san xudt: Sinil Pharmaceutical Co., Ltd. (Pia chi: 28, Boksanggol-gil, Angseong-myeon,
Chungju-si, Chungcheongbuk-do, Korea)

82

Levotro
Tablet

Levodropropizine
60mg

Vién nén
khong bao

Hop 10 vi x
10 vién;
HOp 2 vi X
10 vién

NSX

36

880110188800

41. Co sé¢ diang ky: Cong ty TNHH SRS Life Sciences Viét Nam (Bja 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)
41.1. Co s& san xuit: Exemed Pharmaceuticals (Pja chi: Plot No.133/1 & 133/2, G.1.D.C., Selvas
Road, City: Vapi- 396 195, Dist. Valsad, Gujarat State, India)

83

Medglor 90

Ticagrelor 90mg

Vién nén
bao phim

Hop 4 vi X
14 vién

EP 11.0

24

890110188900

41.2. Co sé san xuat: Maxim Pharmaceuticals Pvt. Ltd. (Pbia chi: Plot No. 11 & 12, Gat No. 1251-
1261, Alandi-Markal Road, Markal Khed, Pune 412105, Maharashtra State, India)

84 Cefpodoxime | Cefpodoxime Viénnang | Hop 2 vi x NSX 24 890110189000
Proxetil Proxetil USP tuong | ciing 10 vién
Capsules duong voi
200mg Cefpodoxime
200mg
85 Cefuroxime Cefuroxime axetil | Vién nén Hop 1 vi x USP 24 890110189100
Axetil Tablets | (amorphous) USP | bao phim 10 vién 2022
USP tuong duong
Cefuroxime 500mg
86 Usanfex Cefuroxime Axetil | Vién nén Hop 1 vi x USP 24 890110189200
(amorphous) USP | bao phim 10 vién; 2024
tuong duong voi Hop 2 vi x
Cefuroxime 500mg 10 vién

42. Co sé diang ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Pja chi: 636 Nguyén Tat Thanh
- Phuong 9 - Thanh phé Tuy Hoa - Tinh Phi Yén, Viét Nam)
42.1. Co s& san xuat: Thai Nakorn Patana Co., Ltd (Pia chi: 14 Soi Ngamwongwan 8,
Ngamwongwan Road, Bangkhen, Mueang, Nonthaburi 11000, Thailand)

87 Mepagyl Mbi 100ml chira Dung dich | Hop 1 chai NSX 36 885115189300
Metronidazole truyén tinh | x 100ml
500mg mach
88 Nora Ketoconazol 2% Dau goi Hop 01 chai | NSX 48 885100189400
Shampoo (wiw) dau 50ml; Hop
01 chai
100ml

43. Co sé diing ky: Cong ty TNHH Thuong mai Dwoc pham - Thiét bi Y té Thanh Minh (bja chi:

276 Pién Bién Phu, Phirong Trirong An, Thanh phé Hué, Tinh Thira Thién Hué, Viét Nam)

43.1. Co sé san xuat: U Chu Pharmaceutical Co., Ltd (Pja chi: 17-1, Chih Lan Vil., Shin Wu Dist.,
Tao Yuan City, Taiwan)
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89 Pavadin Pravastatin Sodium | Vién nén Hop 10 vi x Ch.P 36 471110189500
Tablets 20mg | 20mg 10 vién

44. Co sé diing ky: Cong ty TNHH Thuwong mai Dwgc pham Pong Phwong (Dja chi: 119, Duong
s6 41, Phuong Tan Quy, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)

44.1. Co sé san xuat: Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jharmajri, EPIP
Phase-1 (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

90

Pemetrex-
Venus

Pemetrexed (dudi
dang Pemetrexed
dinatri) 500mg

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

Hop 1 lo

NSX

24

890114189600

45, Co sé ding ky: Cong ty TNHH Thwong Mai Dwoc Pham Van Ho (Pia chi: Sé 16/38, ngd Lénh
Cu, pho Kham Thién, phong Thé Quan, qudn Pong Pa, thanh phé Ha Ngi, Viét Nam)
45.1. Co sé san xuat: Medica Korea Co., Ltd. (Pja chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea)

91

Amihome
Tablet

Mosaprid citrat
(dudi dang
Mosaprid citrat
dihydrat) 5mg

Vién nén
bao phim

Hop 10 vi x
10 vién

NSX

36

880110189700

46. Co sé¢ ding ky: Cong ty TNHH Thwong mai Dwoc Thuan Lac (Pia chi: S6 36 ngach 93/20 pho
Hoang Van Thdi, phwong Khirong Trung, gudn Thanh Xuan, thanh phé Ha Ngi, Viét Nam)
46.1. Co sé san xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

Bangladesh)
92 Linacme 5 Linagliptin 5mg Vién nén Hop 2 vi X NSX 24 894110189800
Tablet bao phim 10 vién

47. Co sé ding ky: Cong ty TNHH thwong mai Nam Pong (Pja chi: Sé nha 2 ngd 164/117, pho
Vieong Thira Vii, phwong Khirong Trung, Qudn Thanh Xuan, Thanh phé Ha Ngi, Viét Nam)
47.1. Co sé san xuit: KRKA, d. d., Novo mesto (Pia chi: S'marjeika cesta 6, 8501 Novo mesto,

Slovenia)
93 Aryzalera 10 | Aripiprazole 10mg | Vién nén Hop 3 vi X NSX 36 383110189900
mg 10 vién
94 Aryzalera 15 | Aripiprazole 15mg | Vién nén Hop 3 vi X NSX 36 383110190000
mg 10 vién
95 Elicea 5 mg Escitalopram (dudi | Vién nén Hop4vix7 | NSX 36 383110190100
dang Escitalopram | bao phim vién
oxalat) 5mg
96 Marixino Memantine Vién nén Hop 4 vi X NSX 48 383110190200
hydrochloride bao phim 14 vién
10mg

48. Co sé ding ky: Cong ty TNHH Thwong mai va Dwgc pham Pha Anh (Pja chi: Lau 2, S6 5

Duong 2C, Khu ddn cuw Nam Hung Vwong, Phuong An Lac, Qugn Binh Tan, TPHCM, Viét Nam)

Athinon-Lamias, Sximatari Viotias 32009, Greece)

48.1. Co s& san xuéat: Medicair Bioscience Laboratories S.A. (Pja chi: 61st km National Road
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97 Singument-S Montelukast Vién nén Hop 3 vi X Ph. 24 520110190300
sodium (twong nhai 10 vién Eur.
duong vai hién
Montelukast 4mg) hanh

4,16mg

49. Co sé dang ky: Cong ty TNHH Viatris Viét Nam (Pja chi: Toa nha Friendship Tower, 31 dwong
Lé Dudn, Phwong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)
49.1. Co sé san xuét: Mylan Laboratories Limited (Pja chi: Plot No. H-12 & H-13, MIDC, Waluj,
Aurangabad 431136 Maharashtra State, India)

98 Xagulant — 2.5 | Apixaban 2,5mg Vién nén Hop 1 vi x NSX 36 890110190400
mg bao phim 10 vién;
Hop 2 vi X
10 vién
99 Xagulant—5 | Apixaban 5mg Vién nén Hop 1 vi x NSX 36 890110190500
mg bao phim 10 vién;
Hop 2 vi X
10 vién

50. Co sé diang Ky: Cong ty TNHH Xc tién Thwong mai Dwoc pham va dau tw TV (Pja chi: S6

72 Binh Gia, Phwong 13, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)

50.1. Co sé san xuat: Yaopharma Co., Ltd. (Pja chi: No. 100 Xingguang Avenue, Renhe Town,
Yubei District, Chongqging, China)

100

Sorafenib
Tosylate
Tablets

Sorafenib Tosylate
(Tuong duong véi

Sorafenib 200mg)

274mg

Vién nén
bao phim

Hop 3 vi X
10 vién;
Hop 6 vi X
10 vién

NSX

36

690114190600

51. Co sé ding ky: Cong ty TNHH Y Té Céanh Cira Viét (Pia chi: 842/1/2 Nguyén Kiém, Phurong

3, Qudn GO Vdp, Thanh phé Hé Chi Minh, Viét Nam)

51.1. Co sé san xuit: BDR Pharmaceuticals Int. Pvt. Ltd (Pja chi: R.S. No: 578, Near Effluent
Channel Road, Village: Luna, Taluka: Padra, District: Vadodara - 391 440, India)

101

BD -
FUTURE 10

Tamoxifen citrate
15,2mg tuong
duong tamoxifen
10mg

Vién nén
khong bao

Hop 3 vi X
10 vién

NSX

36

890114190700

51.2. Co sé san xuat: Uni Medicolabs (Pia chi: Plot no. 21, 22. Pharmacity, Selaqui, Dehradun,
Uttarakhand, India)

102

Sultralin

Sultamicillin
Tosilat Dihydrat
tuong duong
Sultamicillin 750
mg (1018,4 mg**)
750mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890110190800
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52. Co s¢ dang ky: Chong Kun Dang Pharm. Corp. (Pia chi: (Chungjeongno3(sam)-ga), 8,
Chungjeong-ro, Seodaemun-gu, Seoul, Korea)
52.1. Co s& san xuit: Chong Kun Dang Pharmaceutical Corp. (Pia chi: 797-48 Manghyang-ro,

Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Korea)

103

CKDCalutami
tab. 50mg

Bicalutamide 50mg

Vién nén
bao phim

Hop 2 vi X
14 vién

USP 41

36

880114190900

53. Co sé dang ky: Dr. Reddy's Laboratories Limited (Dia chi: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad, Telangana - 500034, India)

53.1. Co sé san xuat: Dr. Reddy’s Laboratories Limited (Pia chi: Formulation Unit-VII, Plot No.
P1 to P9, Phase — Ill, VSEZ, Duvvada, Visakhapatnam District - 530046, Andhra Pradesh,, India)

104

Lenangio 15

Lenalidomide
(Povidone premix)

30mg tuong duong

véGi Lenalidomide
15mg

Vién nang
cung

Hop 2 vi X
14 vién;
Hop4vix7
vién; Hop 3
vi X 10 vién

NSX

24

890114191000

54. Co sé dang ky: Euro Healthcare Pte. Ltd. (Pja chi: 1 North Bridge road, #19-04/05, High Street

Centre, Singapore (179094), Singapore)

54.1. Co sé san xuat: Arena Group S.A. (Pja chi: Bd. Dunarii nr. 54, Oras Voluntari, Jud. llfov, cod

077190, Romania)

105

FENOBITAL

Phenobarbital
100mg

Vién nén

Hop 10 vi x
10 vién

USP
hién
hanh

36

594112191100

55. Co sé dang ky: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
55.1. Co sé san xuat: Getz Pharma (Private) Limited (Pja chi: 29-30/27, Korangi Industrial Area,

Karachi, Pakistan)

106

Azoget
Suspension
200mg/5ml

Azithromycin
(dudi dang
Azithromycin
dihydrate)
200mg/5ml

Thudc bot
pha hon
dich uong

Hop 1 chai
15mi

NSX

24

896110191200

55.2. Co sé san xuat: Getz Pharma (Private) Limited (Bja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

107 | Eltoget Itoprid HCI 50mg | Vién nén Hop 1 vi x NSX 24 896110191300
Tablets 50mg bao phim 10 vién

108 | Fexoric Febuxostat 40mg Vién nén Hop 2 vi x NSX 24 896110191400
Tablets 40mg bao phim 10 vién

56. Co s¢ dang ky: Glenmark Pharmaceuticals Ltd. (bia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
56.1. Co' s& san xuat: Genepharm S.A (Pja chi: 18th km Marathonos Avenue, Pallini, 15351,

Greece)

109

Gefihope

Gefitinib 250mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

48

520114191500
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56.2. Co' s& san xuat: Glenmark Pharmaceuticals Ltd (Bja chi: Plot No. S-7, Colvale Industrial
Estate, Colvale, Bardez, Goa-403 513, India)

110 | Telma 80 Telmisartan 80mg | Vién nén HOp 2 vi X NSX 36 890110191600

bao phim 14 vién

57. Co sé dang ky: Hetero Labs Limited (Pja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
57.1. Co s& san xuit: 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)

111 | Canaflin 300 | Canagliflozin Vién nén Hop 3 vi X NSX 24 890110191700
300mg bao phim 10 vién
112 | Famtero 750 | Famciclovir 750mg | Vién nén Hop 3 vi X NSX 24 890110191800
bao phim 10 vién
113 | Palbociclib Palbociclib 100mg | Viénnang | Hop 3 vi X NSX 24 890110191900
capsules 100mg cang 10 vién
114 | Sorafenib Sorafenib (twong Vién nén HOp 6 vi x USP 24 890114192000
Tablets 200 duong Sorafenib bao phim 10 vién hign
mg Tosylate 274mg) hanh va
200mg NSX

57.2. Co sé san xuat: Hetero Labs Limited (Pja chi: Unit-VI, Sy.No. 410 & 411, TSIIC Formulation
SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State, India)

115 | Cisplatin Cisplatin Img/ml Dung dich | Hop 1 lo x NSX 24 890114192100
Injection pha tiém 50ml
50mg/50ml
116 | Docetero 160 | Docetaxel (dudi Dung dich | Hop 1 1o NSX 24 890114192200
dang Docetaxel pha tiém dung tich
trihydrate) 15ml chaa
20mg/mi 8ml dung
dich
117 | Docetero 20 Docetaxel (dudi Dung dich | Hop 1 1o NSX 24 890114192300
dang Docetaxel pha tiém dung tich
trihydrate) 5ml chura
20mg/mi Iml dung
dich
118 | Docetero 80 Docetaxel ( dudi Dung dich | Hop 1lo NSX 24 890114192400
dang Docetaxel pha tiém dung tich
trinydrate) 5ml chtra
20mg/mi 4ml dung
dich
119 | Letero Letrozol 2,5mg Vién nén Hop 3 vi x NSX 36 890114192500
bao phim 10 vién

57.3. Co s& san xuat: Hetero Labs Limited (Pja chi: Unit-VI, Sy.N0.410 & 411, TSIIC Formulation
SEZ, Pollepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana state, India)

120

Anatero

Anastrozole 1mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890114192600
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58. Co s6 diang ky: Inventia Healthcare Limited (Pia chi: Unit 703 and 704, 7th floor, Hubtown
Solaris, N S Phadke Marg, Andheri (East), Mumbai Mumbai City MH 400069, India)
58.1. Co sé san xuit: Inventia Healthcare Limited (Pja chi: F1-F1/1-F75/1, Additional Ambernath

M.I1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India)

121

Misarven H
80/12.5

Hydrochlorothiazide
12,5mg,
Telmisartan 80mg

Vién nén
hai 16p
khong bao

Hop 3 vi X
10 vién

NSX

24

890110192700

59. Co sé dang ky: Lotus International Pte. Ltd. (Dja chi: 9 Raffles Place, #26-01 Republic Plaza,
Singapore (048619), Singapore)
59.1. Co sé san xuat: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pja chi: No. 30, Chenggong

1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)

122

Tyroka 200mg

Pazopanib
hydrochloride
(twong duong
200mg Pazopanib)
216,70mg

Vién nén
bao phim

Hop 1 chai
x 30 vién

NSX

36

471114192800

60. Co sé dang ky: Lupin Limited (Pja chi: Kalpataru Inspire, 3rd Floor, Off Western Express
Highway, Santacruz (East), Mumbai 400055, India)
60.1. Co sé san xuat: One Pharma Industrial Pharmaceutical Company Societe Anonyme (Pja
chz: 60th km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32009, Greece)

123

Azi-Nel

Azithromycin
(dudi dang
Azithromycin
dihydrate) 500mg

Vién nén
bao phim

Hop 1vix 3
Vién

NSX

36

520110192900

60.2. Co sé san xuit: Rontis Hellas Medical And Pharmaceutical Products S.A. (Pja chi: P.O.
Box 3012, Larisa Industrial Area, Larisa, 41004, Greece)

124

Etoricoxib
F.C.Tabs
90mg/Tab

Etoricoxib 90mg

Vién nén
bao phim

Hop 1 vi X
10 vién

NSX

36

520110193000

61. Co sé dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol
Church Rd, Andheri (E), Mumbai, Maharashtra 400059, India)
61.1. Co sé san xuat: Macleods Pharmaceuticals Limited (Pia chi: Khasra No. 21,22,66,67&68,
Aho-Yangtam, Namchepung, PO: Ranipool, East Sikkim-737135, India)

125

Kefmax 500

Cefalexin (duoi
dang cefalexin
monohydrate)
500mg

Vién nang
cung

Hop 10 vi x
10 vién

BP hién
hanh

36

890110193100

62. Co sé¢ dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol

Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)

62.1. Co sé san xuat: Macleods Pharmaceuticals Limited (Pja chi: Survey No. 363/1 (7), Plot No
7, Genesh Industrial Estate, Kachigam, Daman — 396210, India)
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126 | Moxy 500 Amoxicillin Viénnang | Hop 10 vix | BP hién 36 890110193200
trihydrate tuwong cang 10 vién hanh
duong Amoxicillin
500mg
62.2. Co sé san xuit: Macleods Pharmaceuticals Ltd. (Dia chi: Block N-2, Village Theda, Post
Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh - 174101, India)
127 | Olmac ODT 5 | Olanzapine 5mg Vién nén Hop 3 vi x NSX 24 890110193300
phén tan 10 vién
trong
miéng
128 | Antithyrox5 | Carbimazole 5mg | Vién nén Hop 10 vix | NSX 24 890110193400
10 vién
129 | R-Fos Risedronate Vién nén Hoplvix4 | NSX 36 890110193500
Sodium 35mg bao phim vién

63. Co sé dang ky: Medispharm Co. Ltd. (Pja chi: 415, 3, Dangsan-ro 44 gil, Yeongdeungpo-gu,

Seoul, Korea)

63.1. Co sé san xuat: Kyung Dong Pharm. Co., Ltd. (Pja chi: 224-3 Jeyakdanji-ro, Yanggam-
myeon, Hwaseong-si, Gyeonggi-do, Korea)

130

Kyung Dong
Cefmetazole
Inj 2g

Cefmetazole (dudi
dang Cefmetazole
sodium) 29

Bot pha
tiém

Hop 10 lo

JP17 24

880110193600

64. Co sé ding ky: Mega Lifesciences Public Company Limited (Dia ch:: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
64.1. Co sé san xuit: Elpen Pharmaceutical Co., Inc. (Pja chi: Marathonos Ave. 95, Pikermi Attiki,

19009, Greece)

131 | Tormeg EZ 10 | Atorvastatin Vién nén Hop 3 vi x NSX 24 520110193700
+10 calcium trihydrate | bao phim 10 vién
10,845mg tuong
duong Atorvastatin
10mg, Ezetimibe
10mg
132 | Tormeg EZ 20 | Atorvastatin Vién nén Hop 3 vi x NSX 24 520110193800
+10 calcium trihydrate | bao phim 10 vién

21,69mg tuong
duong Atorvastatin
20mg, Ezetimibe
10mg

65. Co sé¢ dang ky: Mepro Pharmaceuticals Private Limited (Dja chi: 1003-GIDC Wadhwan
Surendra Nagar Gj 363035, India)
65.1. Co s& san xuat: Mepro Pharmaceuticals Private Limited (Pja chi: Unit-11, Q Road, Phase
IV, GIDC, Wadhwan, Surendranagar, Gujarat, 363035, India)

133

Skin Guard

Clotrimazol 10 (1%
klI/Kl) mg/g

Kem boi da

Hop 1 tuyp
x 30 gam

USP
2023

48

890100193900
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66. Co so' dang ky: Merck Export GmbH (Pja chi: Frankfurter Strafie 250, 64293 Darmstadt,
Germany)
66.1. Co'sé san xuat: Merck Healthcare KGaA (Pija chi: Frankfurter Strafe 250, 64293 Darmstadt,
Germany)
134 | Concor 5mg Bisoprolol Vién nén Hop 3 vi X NSX 36 400110194000
fumarate 5mg bao phim 10 vién
135 | Concor COR | Bisoprolol fumarat | Vién nén Hop 3 vi x NSX 36 400110194100
2,5mg bao phim 10 vién
136 | Thyrozol Thiamazole 5mg Vién nén Hop10vix | NSX 24 400110194200
5mg bao phim | 10 vién

67. Co sé dang ky: MI Pharma Private Limited (Pia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
67.1. Co sé san xuat: Natco Pharma Limited (Pja chi: Kothur — 509 228, Rangareddy (District),

Telangana, India)

137

Lenalid 5 Lenalidomide 5mg | Viénnang | Hop3vix7 | NSX 24 890114194300
cang vién; Hop 1
chai x 28
vién

68. Co sé dang ky: Micro Labs Limited (Dia chi: No. 31, Race Course Road, Bengaluru - 560 001,

Karnataka, India)

68.1. Co sé san xuat: Micro Labs Limited (Dja chi: 92 Sipcot Industrial Complex, Hosur- 635 126,

Tamil Nadu, India)

138 | Glipiz Glipizide 5mg Vién nén Hop10vix | NSX 36 890110194400
khong bao | 10 vién

139 | Vildapride-50 | Vildagliptin 50mg | Vién nén Hop 3 vi x NSX 24 890110194500
10 vién

68.2. Co sé san xuat: Micro Labs Limited (Pja chi: No.92 Sipcot, Industrial Complex Hosur-635
126, Tamil Nadu, India)

140

Avas-10

Atorvastatin
Calcium tuong
duong voi
Atorvastatin 10mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

36

890110194600

69. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pja chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)
69.1. Co sé san xuat: Lek Pharmaceuticals d.d (Pja chi: Verovskova ulica 57, Ljubljana, 1526,

Slovenia)
141 | Entecavir Entecavir 0,5mg Vién nén Hop 3 vi x USP 36 383114194700
Sandoz bao phim 10 vién

70. Co sé dang ky: Omnicals Pharma Private Limited (Dja chi: Flat-C-210, Plot 63 To 65&73 to
75, Sect-44A Nerul, Navi Mumbai Thane, Maharashtra, India, 400706, India)

70.1. Co s& san xuat: Jodas Expoim Pvt. Ltd. (Pja chi: Plot No. 55, Phase-IIl, Biotech Park,
Karkapatla (V), Markook (M), Siddipet District, Telangana, Pin code: 502279, India)
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142 | Omniceft Ceftriaxone (dudi | Thuoc bot | Hop 1 ong USP 24 890110194800
1000 dang Ceftriaxone pha tiém hién
Sodium) 1g hanh

70.2. Co sé san xuat: M/s Jodas Expoim Pvt. Ltd. (Pia chi: Plot. No. 55, Phase-111, Biotech Park,
Karkapatla (V), Markook (M), Siddipet (D), Telangana, India)

143

Abiteraj Abiraterone acetate | Vién nén Hop 6 vi X NSX 24 890114194900
500mg bao phim 10 vién;
Hop 1 Lo x
60 vién

70.3. Co s& san xuit: Zota Healthcare Ltd. (Dja chi: Plot No. 169, Surat Special Economic Zone,
Near Sachin Railway Station, Sachin, City. Surat, Dist: Surat, Gujarat State, India)

144

Atrona-20 Vién nén NSX 36
bao phim

Atorvasvatin (dudi 890110195000
dang atorvastatin

calcium) 20mg

Hop 3 vi x
10 vién

71. Co sé dang ky: Panacea Biotec Pharma Limited (Pja ch:: B-1 Extension/ A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)

71.1. Co s& san xuat: Panacea Biotec Pharma Ltd. (Pja chi: Malpur, Baddi, Distt. Solan, H.P. -
173205, India)

145

Mycept-500 Mycophenolat Vién nén Hop 3 vi x USP 24 890114195100
Mofetil 500mg bao phim 10 vién hién
hanh

72. Co sé dang ky: Paradigm Pharma (Thailand) Co., Ltd (Pja ch:i: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok
Metropolis, Thailand)

72.1. Co s& san xuat: Medreich Limited - Unit 3 (Pia chi: No.4/3, Avalahalli, Anjanapura Post,
Kanakapura Road, Bengaluru 560062, India)

146

Mirax-M Domperidone (dudi | Vién nén NSX 36 890110195200

dang Domperidone
Maleate) 10mg

Hop 1 vi X
25 vién

73. Co sé dang ky: Pharma Pontis (Pja chi: Room 307, KD-U Tower, 70, Jeongui-ro, Songpa-gu,
Seoul, Korea)

73.1. Co sé san xuat: Nitto Medic Co., Ltd. (Pja chi: 1-14-1, Yasuuchi, Yatsuo-maichi, Toyama-city,
Toyama, 939-2366, Japan)

147

Clamedi Gentamicin sulfat Dung dich | Hop 10 lo x JP18 24 499110195300

3mg/ml nhé mit 5ml

74. Co sé dang ky: Pharmaunity Co., Ltd. (Pja chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
74.1. Co sé san xuit: Whan In Pharm. Co., Ltd. (Pja chi: 50 Gongdan-ro, Anseong-si, Gyeonggi-
do, Korea)

148

Kepretol Tab.
500mg

Levetiracetam
500mg

Vién nén
bao phim

Hop 01 vi x
10 vién

NSX

36

880110195400
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75. Co sé dang ky: PharmEng Technology Pte. Ltd (Pja ch:: 1 Fusionopolis Place #03-20, Galaxis,
Singapore (138522), Singapore)
75.1. Co sé san xuat: PRO.MED.CS Praha a.s. (Pia chi: Telcskd 377/1, 140 00 Praha 4 - Michle,

Czech Republic)

149

Combiso

Bisoprolol
fumarate 2,5mg;
Hydrochlorothiazide
6,25mg

Vién nén

Hop 3 vi X
10 vién;
Hop 10 vi x
10 vién

NSX

36

859110195500

76. Co s¢ dang ky: Phil International Co., Ltd. (Pja chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,

Seoul, Korea)

76.1. Co sé san xuiat: Samchundang Pharm. Co., Ltd. (Pja chi: 71, Jeyakgongdan 2-gil, Hyangnam-

eup, Hwaseong-si, Gyeonggi-do, Korea)

150

Philflomid

Levofloxacin
hydrat 75mg/5mi

Dung dich
nho mat

Hop 1 Lo x
5ml

NSX

36

880115195600

77. Co sé diang ky: Saint Corporation (Pja chi: Academy Tower, Rm #718, 719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)
77.1. Co sé san xuat: Help S.A. (Pia chi: Pedini loanninon, loannina, 45500, Greece)

151

Mexilon

MJdi 6ng (1,5ml)
chura Meloxicam
15mg

Dung dich
tiém bap

Hop 05 dng
X 1,5ml

NSX

60

520110195700

78. Co sé dang ky: SRS Life Sciences Pte. Limited (Pia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
78.1. Co sé san xuat: USV Private Limited (Pia chi: H-13, 16, 16A, 17, 18, 19, 20, 21 & E-22,
OIDC, Mahatma Gandhi Udyog Nagar, Dabhel, Daman -396210, India)

152

Axasoar 5

Apixaban 5mg

Vién nén
bao phim

Hop 2 vi X
10 vién;
Hop 6 vi X
10 vién;
Hop 2 vi X
14 Vién;
Hop 6 vi X
14 vién

NSX

24

890110195800

79. Co sé¢ dang ky: Standard Chem. & Pharm. Co., Ltd. (Dia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
79.1. Co sé san xuat: Standard Chem. & Pharm. Co., Ltd. (Pja chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)

153

Remogout
F.C. Tablets
80mg
(Febuxostat)

Febuxostat 80mg

Vién nén
bao phim

Hop 2 vi X
14 vién

NSX

24

471110195900
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80. Co s¢ 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)
80.1. Co'sé san xuat: Sun Pharmaceutical Industries Limited (Pia chi: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal Pradesh, India)

154 | Dolvir TLD Dolutegravir (dudi | Vién nén Chai 30 NSX 24 890110196000
dang dolutegravir | bao phim vién; Hop 1
natri) 50mg, chai x 30
Lamivudin 300mg, vién; Chai
Tenfovir disoproxil 90 vién;
fumarat 300mg Hop 1 chai
tuong duong voi x 90 vién
Tenofovir
Disoproxil 245mg
155 | Sundonep 10 | Donepezil Vién nén Hop1lvi x | USP 43 36 890110196100
hydrochloride bao phim 14 vién
10mg
156 | Sundonep 5 Donepezil Vién nén Hop 1vi x | USP 43 36 890110196200
hydrochloride 5mg | bao phim 14 vién
157 | Sunpregaba Pregabalin 75mg Viénnang | Hop 3 vi X NSX 24 890110196300
75 cang 10 vién

81. Co sé diang ky: The Searle Company Limited (Dia chi: One IBL Centre, 2nd Floor, Plot #1,
Block 7 & 8, D.M.C.H.S, Tipu Sultan Road. Off Shahra-e-Faisal, Karachi. Karachi Karachi East,
Sindh 75350, Pakistan)
81.1. Co sé san xuat: The Searle Company Limited (Pja chi: F-319, SITE, Karachi, Pakistan)

158 | Levoxin Levofloxacin (dudi | Vién nén Hop2vix5| USP 24 896115196400
750mg dang levofloxacin | bao phim Vién hién
hemihydrat) 750mg hanh

159 | Morcet 10mg | Escitalopram (dudi | Vién nén Hop 1 vi x USP 36 896110196500
dang Escitalopram | bao phim 14 vién hién
Oxalat) 10mg hanh

82. Co sé dang ky: V S International Private Limited (Dja chi: A-204, Neelam Centre, Hind Cycle
Road, Worli Mumbai MH, 400030 IN, India)
82.1. Co s& san xuit: V.S. International Private Limited (Pja chi: Plot No. 17 & 18, Golden
Industrial Estate, Somnath Road, Dabhel, Daman, 396 215, India)

160

Risdal 2

Risperidon 2mg

Vién nén

Hop 3 vi X
10 vién

BP
2023

36

890110196600

83. Co s& dang ky: Zeiss Pharma Limited (Pja chs: 1st Floor, Sco-82 Sector 12 Panchkula
Panchkula Hr 134109, India)
83.1. Co s& san xuit: Zeiss Pharma Ltd. (Dja chi: Unit 11 IGC Phase I, Samba, Jammu & Kashmir,

184121, India)
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161 | Mczipime- Cefepim (dudi Bot pha Hop 1 lo USP 43 24 890110196700
1000 dang cefepim tiém

hydroclorid v6
khuan) 1000mg
(duéi dang hén hop
vo khuan cefepim
hydroclorid va L-
arginin)

84. 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)
84.1. Co sé san xuat: M/s. Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jnarmajri,
EPIP Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

162 | Vepaxel 150 | Paclitaxel 6mg/ml | Dung dich | Hop 1 chai | USP 41 24 890114196800
dam dac 25ml
pha truyén

163 | Vepaxel 30 Paclitaxel 6mg/ml | Dung dich | Hop 1 chai USP 24 890114196900
dam dac 5mi hién
pha truyén hanh

84.2. Co sé san xuat: Zydus Lifesciences Limited (Pja chi: Kundaim Industrial Estate, Plot No.
203-213, Kundaim Goa - 403 115, India)

164 | Sitanam 100 | Sitagliptin (dudi Vién nén Hop 10 vi x USP 24 890110197000
dang sitagliptin bao phim 10 vién hién
phosphat hanh
(monohydrat))
100mg
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cé y
nghia twong dwong nhau, la tiéu chudn chdt leong thude do co sé san xudt xay dung va déu c6 thé
dwroc ghi trén nhan thuac.
- Céch viét tdt cac tiéu chuan chdt lwong dioc dién: Duge dién Viét Nam (DPVN), Duoc dién Anh
(BP), Durgc dién My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau
du (EP), Duge dién Quéc té (IP)...
2. S6 dang ky tai cot (8): 14 86 ddang ky dwoc Cdp theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-
BYT ngay 05/09/2022 cua B¢ truong Bo Y té quy dinh viéc ding ky leu hanh thuéc, nguyén ligu lam
thugc. Poi Voi So dang ky dwoc cap tur thir t 10.000 cuia nam 2024, 2 chir so ky hiéu ma nam cdp 1a

“00” va 4 chir 56 ky hiéu ma thit t cdp bt dau tir “0001 .




Phu luc 11

DANH MUC 07 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 123

(Kém theo quyét dinh sé. .804......./OP-QLD, ngay 07../12./.2024ciia Cuc Qudn Iy Durgc)

STT | Tén thuéc Hoat chat chinh — Dang Quycach | Tiéu Tuoi S6 ding ky
Ham lwong baoché | doénggéi | chuin | the
(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Pia chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyen Thi Minh Khai, Phwong VO Thi Sau, Qugn 3, Thanh phé’ Ho Chi Minh, Viét Nam)
1.1. Co sé san xuét: Sandoz GmbH (Pja chi: Biochemiestrasse 10, 6336 Langkampfen, Austria)

1 Sybrava Inclisiran 284mg Dung dich | Hop 1 bom NSX 24 900110197100
(dudi dang tiém tiém dong
Inclisiran natri san 1,5ml
300mg)/ 1,5ml
2. Co's6 dang ky: Les Laboratoires Servier (Dja chi: 50 rue Carnot, 92284 Suresnes Cedex, France)
2.1. Co sé san xuit: Les Laboratoires Servier Industrie (Dja chi: 905, route de Saran, 45 520 Gidy,
France)
2 Carivalan Carvedilol 12,5mg, | Vién nén Hop 4 vi x NSX 24 300110197200
12.5mg/7.5mg | Ivabradine (twong | bao phim 14 vién
duong vaéi 8,085mg
Ivabradine
hydrochloride)
7,5mg
3. 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, Thailand)
3.1. Co sé san xuat: Synthon Hispania, SL (Pia chi: ¢/ Castelld 1, 08830 Sant Boi de Llobregat
(Barcelona), Spain)
3 Sevmeg Sevelamer Vién nén Hop 1 lo x NSX 36 840110197300
carbonate 800mg bao phim 60 vién
4. Co so dang ky: Pfizer (Thailand) Limited (Dia chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis, Thailand)
4.1. Co sé san xuat: Pfizer Manufacturing Deutschland GmbH (Bja chi: Betriebsstétte Freiburg,
Mooswaldalle 1, 79090 Freiburg, Germany)
4 Vizimpro Dacomitinib (dudi | Vién nén Hop 3 vi x NSX 60 400110197400
dang Dacomitinib | bao phim 10 vién
monohydrate)
30mg
5 Vizimpro Dacomitinib (duéi | Vién nén Hop 3 vi X NSX 60 400110197500
dang dacomitinib bao phim 10 vién
monohydrate)
45mg

5. Co sé dang ky: Torrent Pharmaceuticals Limited (Pja chi: Torrent House, Off Ashram Road,
Ahmedabad -380 009, Gujarat, India)
5.1. Co sé'san xuat: Torrent Pharmaceuticals Ltd (Pja chi: Village: Bhud & Makhnu Majra, Tehsil:
Baddi,-173205, Distt.: Solan (H.P.), India)
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6 Lacosam 100 | Lacosamide 100mg | Vién nén Hop 1 vi x Ph.Eur 36 890110197600

bao phim 10 vién;
Hop 3 vi X
10 vién;
Hop 10 vi x
10 vién

6. Co sé dang ky: Unison Laboratories Co., Ltd. (Pja chi: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000, Thailand)

6.1. Co sé san xuit: Unison Laboratories Co., Ltd. (Pia chi: 39 Moo 4, Klong Udomcholjorn,
Muang Chachoengsao, Chachoengsao 24000, Thailand)

7 Memxa 10 Memantine Vién nén Hop 3 vi x USP 24 885110197700
hydrochloride bao phim 10 vién 39/ NF
10mg (tuwong 34
duong vai
Memantine
8,31mg)
Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai ct (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xuat xay dung va déu co thé
dwroc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt lwong dwoc dién: Dwge dién Viét Nam (DPVN), Duwoc dién Anh
(BP), Durgc dién My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau
Au (EP), Duoc dién Quoc té (IP)...

2. Thudc tai danh muc nay phdi bdo cdo theo déi, danh gid an toan, hiéu qua khi nép hé so dang ky
gia han gidy déang ky luu hanh theo quy dinh tai Piéu 5 Thong tw sé 08/2022/TT-BYT ngay 05/9/2022.
3. S6 ddng ky tai cét (8): 1a s6 ding ky dwoc cdp theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-
BYT ngay 05/09/2022 cia B triwong Bo Y té quy dinh viée dang ky lhwu hanh thuéc, nguyén liéu 1am
thuéc. Péi Véi s6 ddang ky dweoc cap tir thie t 10.000 Ciia nam 2024, 2 chit s6 ky hiéu ma nam cdp 1a
“00” va 4 chir 56 ky hidu ma thiz tw cdp bdt dau tir “0001”.
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