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° ‘B ‘ ig’z;‘yiy tr"CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phic
Sé: 138  /QP-QLD Ha Ngi, ngay 01 thang 03nam 2023
QUYET PINH

vé viéc ban hanh danh muc 116 thudc nuwéc ngoai
dwgce cap giay dang ky luu hanh tai Viét Nam - Dot 111

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to chirc ciia Bo Y té;
Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y

té quy dinh chirc nang, nhi¢m vu, quyén han va co cau té chire ciia Cuc Qudn 1y
Duoc thudc Bo Y té;

~ Can cir Thong tw 6 08/2022/TT-BYT ngay 05/09/2022 cua B¢ truong B Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc,
Can cir y kién cia Hoi dong tw van cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn Iy Duorc.
QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muyc 116 ‘thuéc nudc
ngoai dugc cap giay dang ky luu hanh tai Viét Nam - Pot 111, bao gom:

1. Danh muc 93 thudc nudc ngoai dugc cap gidy dang ky luu hanh hiéu
luc 05 nam - Dot 111 (tai Phu luc | kém theo).

2. Danh muc 23 thuc nudc ngoai duoc cip gidy dang ky luu hanh hiéu
luc 03 nam - Dot 111 (tai Phu luc 11 kem theo).

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

1. Cung cap thudc vao Viét Nam theo ding cac hé so tai liu déd dang ky
véi BO Y té va phai in hoac dan so dang ky dugc BO Y té cap 1én nhén thuoc.

2. Chép hanh day du phap lut cia nu6c CHXHCN Viét Nam va céc quy
dinh cua 36 Y t€ v€ nhap khau thude va luu ha‘mh thudc tai Viét Nam, néu c6 bat
ctr thay doi gi trong qua trinh luu hanh thudc ¢ nudc so tai va ¢ Viet Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - Bo Y t€ Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chét lugng cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y € quy
dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va t& hudng dan st dung thube theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y t€ quy dinh
ghi nhan thuoc, nguyén li¢u lam thudc va to hudng dan st dung thuoe theo hinh
thirc thay doi, bo sung giay dang ky luu hanh thuoc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 cua Bo trudng B Y té doi vai thude chua cap

nhat ndéi dung nhén thudc, t& huéng din sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciia BO trudng Bo Y té, cu thé nhu sau:



a) Dbi v6i thude thude danh muc thube doc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ truong Bo
Y té vé viéc ban hanh danh muc thudc doc va nguyen liéu doc lam thude: chi
dugc luu hanh sau khi cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT.

b) DPdi vé6i cac thude khac phai thuc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngay duoc cap gidy ding ky luu hanh.

5. Phéi hop véi cac co so diéu tri dé thyc hién theo dlng cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong
mudn cua thude trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc dbi véi céc thude
thudc Danh muc tai Phu luc 1l ban hanh kém theo Quyét dinh nay.

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co sé dang
Ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thudc, nguyén lidu lam
thudc. Trong trudng hop khong con dap tng du diéu kién hoat dong, co s¢ dang
ky phai c6 trach nhiém thue hién thay doi co s ding ky theo quy dinh tai Thdng
tu 86 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khéng con da diéu kién hoat dong.

7. Co so dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
tmg Thyc hanh t6t san xuat cua Co sO san xuat thude, nguyen li¢u lam thudc.
Truong hop co so san xudt bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc ¢ nudc so tai, co sd phai
thyc hién viéc bao cdo trong thot han 15 ngay ké tir ngay c6 théng bao cua co
quan quan ly c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phi quy dinh chi
tiét mot sd diéu va bién phap thi hanh Luat Duogc.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co s¢ dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.
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Phu luc |

DANH MUC 93 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 111

(Ban hanh kém theo quyét dinh sé: ...138....../0P-QLD, ngay 01../03../2023.ciia Cuc Qudn 1y Duoc)

] Hoat chatchinh— | Dangbao | Quycach | Tiéu | Tuoithe ]
STT Tén thuoc Ham lwgng che déng goi | chuan | (thang) So dang ky
1) ) 3) (4) (®) (6) (7) (8)

1. Co sé dang ky: Actavis International Ltd. (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,

LQA 6000, Malta)

1.1. Co sé san xuit: Actavis Ltd (Pja chi: BLB015-016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)
1 | Clopidogrel/As | Clopidogrel (dudi Vién nén Hop3vix | NSX 36 535110007223
pirin Teva dang clopidogrel 10 vién
75mg/100mg bisulphate) 75mg;

Acetylsalicylic acid

100mg
1.2. Co sé san xuat: Merckle GmbH (Pja chi: Ludwig — Merckle — Strafe 3, 89143 Blaubeuren,
Germany)
2 Tobramycin Tobramycin Dung dich Hop 1 vi x NSX 36 400110007323
Teva 80mg/ml tiém 10 6ng 2ml
80mg/2ml

1.3. Co sé san xuat: Pliva Hrvatska D.o

.0 (Pliva Croatia Ltd) (Pia chi: Prilaz baruna Filipoviéa 25,

10000 Zagreb, Croatia)
3 | Sildenafil Teva | Sildenafil 200mg Vién nén Hoplvix1l | NSX 30 385110007423
100mg (dudi dang Sildenafil | bao phim vién; Hop 1
citrate) Vi X 4 vién
4 | Sildenafil Teva | Sildenafil 200mg Vién nén Hoplvix1l | NSX 30 385110007523
50mg (dudi dang Sildenafil | bao phim vién; Hop 1
citrate) Vi X 4 vién

1.4. Co s& san xuat: Teva Pharmaceutical Works Private Limited Company (Pja chi: H-4042
Debrecen Pallagi ut 13, Hungary)

Dutasteride

Dutasteride 0,5mg

Vién nang
meém

Hop 3 vi X
10 vién

NSX

36

599110007623

2. Co sé dang ky: Alleviare Life Sciences Private Limited (Dia chi: S -1/5 First Floor, Uphaar Cinema
Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)
2.1. Co s& san xuat: Aurochem Laboratories (India) Pvt. Ltd. (Pja chi: Plot No.8 Palghar Taluka Ind.
Co-op. Estate Ltd Boisar road, Tal.Palghar, Thane 401 404 Maharashtra State, India)

ESOJAY

Mometasone Furoate
0,1% (w/w)

Kem boi
da

Hop 1 Tuyp
X 15¢g

USP43 NF
38 & NSX

36

890110007723

3. Co sé dang ky: Ambica International Corporation (bia chi: No. 9 Amsterdam Extension, Merville
Park Subdivision, Paranaque City, Philippines)
3.1. Co sé san xuat: Agio Pharmaceuticals Ltd. (Pja chi: T-81, 82. M.1.D.C., Bhosari, Pune 411026
Maharashtra State, India)

£ . R . . Tudi
STT | Téenthuse | Hoatchatchinh— | Dangbao | Quycach | Tieu | Sé diing ky
Ham lwgng che déng géi chuan .
(thang)
7 Agivir 800 Aciclovir 800mg Vién nén Hop 2 vi x5 BP 36 890110007823
khong bao vién 2018




STT

1)

Tén thuéc

()

Hoat chat chinh —
Ham lwgng

®)

Dang bao
che

(4)

Quy cach
dong goi
()

Tiéu
chuan

(6)

Tudi the
(théng)
()

S6 ding ky
8

No: 299 81100 DU

ZCE, Turkey)

3.2. Co s6 san xuat: Nobel Ilac Sanayii ve Ticaret A.S.

(Pia chi: Sancaklar Mah. Eski Akcakoca Cad.

Madenon 5mg
Tablet

Aripiprazol 5mg

Vién nén

Hop 2 vi x
14 vién

NSX

24

868110007923

4. Co s¢ ding ky: Antibiotice S.A (Dja chi: 1th Valea Lupului Street, Zip Code 707410, lasi, Romania)
4.1. Co sé san xuat: S.C. Antibiotice S.A (Pja chi: 1th Valea Lupului Street, Zip Code 707410, lasi,

Romania)

Omeusa

Oxacilin (dudi dang
Oxacilin natri
monohydrat) 500mg

Bot pha tiém

Hop 50 Lo

NSX

24

594110008023

5. Co s6 dang ky: Aurobindo Pharma Limited (Dja chi: Plot No.2, Maithrivihar, Behind Maithri Vanam
Ameerpet, Hyderabad, India)
5.1. Co sé san xuat: Aurobindo Pharma Limited (Pja chi: Unit 111, Survey No. 313 and 314, Bachupally,
Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, India

10 Saranto-H Losartan kali 100mg; Vién nén Hop 3 vi x NSX 24 890110008123
100/25 Hydrochlorothiazid bao phim 10 vién
25mg
11 Tenofovir Tenofovir Disoproxil | Vién nén Hop 1 Lo X NSX 24 890110008223
Disoproxil Fumarate 300mg bao phim 30 Vién
Fumarate
Tablets 300mg

6. Co sé dang ky: Boehringer Ingelheim International GmbH (Pja chi: Binger Strasse 173, 55216
Ingelheim am Rhein, Germany)
6.1. Co sé san xuit: Boehringer Ingelheim Ellas A.E. (Pja chi: 5th km Paiania - Markopoulo, Koropi
Attiki, 19400, Greece)

12

Jardiance

Empagliflozin 25mg

Vién nén
bao phim

Hop 3 vi x
10 vién nén
bao phim

NSX

36

520110008323

7. Co sé ding ky: Cong ty Cé phan Dwgc Pai Nam (Dja chi: 2704 Ly Thuong Kiét, Phiong 14, Quan
10, TP. Ho Chi Mi’nh, Viét Nam)
7.1. Co so san xuat: Laboratorios Normon, S.A. (Dia chi: Ronda de Valdecarrizo, 6, 28760 Tres Cantos

(Madrid), Spain)

13

Montelukast
Normon 10mg
Film-Coated
tablets

Montelukast (dudi
dang Montelukast
natri) 10mg

Vién nén
bao phim

Hop4vix7
vién

NSX

24

840110008423

8. Co sé diing ky: Cong ty co phan Dwgc pham Quan 3 (Pia chi: 243 Hai Ba Trung, phwong 6, qudn 3,
Tp. Ho Chi Minh, Viét Nam)
8.1. Co sé san xuat: Athena Drug Delivery Solution Pvt. Ltd. (Pja chi: Plot no. A-1 to A-5, MIDC,
Chemical Zone, Ambernath (W), Thane 421 501, Maharashtra State, India)

14 Parzee Ondansetron 4mg | Vién nén phan | Hop 10 vi x NSX 24 890110008523
tan trong miéng 10 vién

15 Parzee Ondansetron 8mg | Vién nén phan | Hop 10 vi x NSX 24 890110008623
tan trong miéng 10 vién

9. Co s ding ky: Cong Ty Co Phan Dwgc Pham Tenamyd (Dja chi: L6 YO1-02A Tan Thugn, KCN/KCX
Tan Thudn, P. Tér] Thudn Péng, Qudn 7, Tp. Ho Chi Minh, Viét Nam)
9.1. Co s6 san xuat: KRKA, D.D., Novo Mesto (Dia chi: Smarjeska Cesta 6, 8501 Novo Mesto, Slovenia)




Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi the
STT | Tén thuéc Ham hrong ché dong géi | chuan | (thang) S6 ding ky
1) ) ®) (4) () (6) () (8)
16 Vasitimb Ezetimibe 10mg; Vién nén Hop 3 vi x NSX 24 383110008723
10mg/20mg simvastatin 20mg 10 vién
Tablets

10. Co'sé¢ diing ky: Cong ty co phan dwec pham Viét Nga (Pja chi: 2, ngdch 374/7 dwong Au Co, phirong

Nhdt Tan, qugn Tay Ho, Ha Ngi, Viét Nam)

10.1. Co sé san xuit: Arena Group S.A (Pja chi: 54 Dunarii Bd., Voluntari City, code 077910, Ilfov

County, Romania)

17

Camnoxi
20mg

Tenoxicam 20mg

Vién nén

Hop 10 vi x
10 vién

NSX

36

594110008823

11. Co sé ding ky: Cong ty c6 phan Dwgc Pham Vipharco (Bja chi: So 67, Ngé 68 dwong Ngoc Thuy,
phuong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)

11.1. Co sé¢ san xuat: Nobel Ila¢ San. ve Tic. A.S. (Pia chi: 81100 Sancaklar - Diizce, Turkey)

18

Lunges
30mg/5ml

Levodropropizin
6mg/ml

Siro

Hop 1o
150ml

NSX

24

868110008923

12. Co sé¢ ding ky: Cong ty co phan Tada Pharma (Pja chi: 444 Dinh Céng Trdang, Phwong Tan Binh,

Qudn 1, Thanh phd Hé Chi Minh, Viét Nam)

12.1. Co sé san xuat: Douglas Manufacturing Limited (Pja chi: Corner Te Pai Place and Central Park
Drive, Lincoln, Auckland 0610, New Zealand)
Co sé san xuat ban thanh pham: SWISS CAPS AG (Pja chi: Husenstrasse 35, Kirchberg 9533,

Switzerland)

19 | Oratane 10mg Isotretinoin 10mg Vién nang HOp, 4 vi X NSX 36 940110009023
meém 15 vién

20 | Oratane 20mg Isotretinoin 20mg Vién nang HOp, 4 vi X NSX 36 940110009123
meém 15 vién

13. Co sé dang ky: Cong ty TNHH Binh Viét Bac (Dja chi: 62/36 Truong Cong Dinh, Phuong 14, Qudn
Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
13.1. Co sé san xuiat: Demo S.A. Pharmaceutical Industry (Bja chi: 21St km National Road Athens —
Lamia, Krioneri Attiki, 14568, Greece)

21 Demo zilisten Cefuroxime natri Bot pha Hop 1 Lo; NSX 30 520110009223
159 tuong duong dung dich Hop 10 Lo;
cefuroxime 1,59 tiém hoac Hop 50 Lo
tiém truyén
22 Natacium Vecuronium Bot dong Hop 1 lo, NSX 24 520110009323
bromide 10mg kho pha hop 10 lo,
dung dich hop 50 lo
tiém
23 Tentadium Sodium valproate Bot dong Hop 1lo NSX 60 520110009423
400mg 400mg kho vadung | thudc bot
moi pha dong kho va
tiém/tiem | 1 6ng dung
truyén moi pha
tiém truyén.

14. Co s¢ dang ky: Cong ty TNHH Dai Bic (Pia chi: So 11, dwong Cong Nghiép 4, khu cong nghiép Sai
bDong B, phwong Thach Ban, qugn Long Bién, Ha Ngi, Viét Nam)
14.1. Co sé san xuat: Lipa Pharmaceuticals Ltd. (Pia chi: 21 Reaghs Farm road, Minto NSW 2566,

Australia)




Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tuditho
STT | Tén thuéc Ham hrong ché dong géi | chuan | (thang) S6 ding ky
1) ) (©) (4) ©) (6) () (8)
24 Okvitka Calci (dudi dang Vién nén Hop 3 vi x NSX 24 930100009523
Calci carbonat bao phim 10 vién
750mg) 300mg;
Cholecalciferol 5mcg
14.2. Co sé san xuat: Sopharma AD (Pja chi: 16 lliensko Shosse Str.1220 Sofia, Bungary)
25 Cinnarizine Cinnarizin 25mg Vién nén Hop 1 vi x NSX 24 380110009623
Sopharma 50 vién, hop
25mg 2Vvix50
vién, hop 4
vi X 50 vién

15. Co s& diang ky: Cong ty TNHH Dwoc pham A.C.T (Pia chi: 61/11 Binh Gid, phwong 13, quan Tan

Binh, tp. H6 Chi M

inh, Vi¢t Nam)

15.1. Co sé san xuat: Bilim llac San. Ve Tic. A.S. (Pia chi: Gebze Organize Sanayi Bolgesi 1900 sokak,

No:1904 41480 Ge

bze-Kocaeli, Turkey)

26 Bilbroxol Ambroxol Siro Hop 1 Lo X NSX 48 868100009723
15MG/5ML | hydroclorid 15mg/ml 100ml; Hop
lLoxX
150ml
27 Bilfen Ibuprofen Hon dich Hop 1 Lo X NSX 60 868100009823
100MG/5ML 100mg/5ml udng 100ml

16. Co s ding ky: Cong ty TNHH Dwgc pham DO HA (Bja chi: S6 30 tap thé Tran Phi, ngd 105,
dwong Nguyen Phong Sac, t6 16 phuong Dich Vong Hdu, quan Cau Giay, thanh pho Ha Ngi, Viét Nam)
16.1. Co sé san xuat: Balkanpharma-Razgrad AD (Pja chi: 68 Aprilsko vastanie Blvd., 7200 Razgrad,

Bungary)

28 Mobfort Mbi g kem chua Kem bdida | Hop 1 Tuyp NSX 24 380110009923
1mg Mometason X 15¢g
furoat

16.2. Co sé san xuat: JSC “Farmak” (Pja chi: 74, Frunze str., Kyiv, 04080, Ukraine)

29 TEAMIPA Citicolin (dudi dang | Dungdich | Hop5ongx | NSX 24 482110010023
500 citicolin natri) tiém 4ml; Hop 10
500mg/4ml 6ng x 4ml

17. Co sé ding ky: Cong ty TNHH Dwogc pham Tién Giang (Pia chi: 23 Puong so 9, Khu dén cw Nam
Long, Phuong Tan Thudn Dong, Quan 7, Viét Nam)
17.1. Co s& san xuat: SWISS PHARMA PVT. LTD. (Pia chi: 3709, G.I.D.C., Phase- IV, Vatva,
Ahmedabad-382 445, Gujarat, India)

30

Rozil 500

Cefprozil
monohydrat 500mg

Vién nén
bao phim

Hop 1 vi X
10 Vién,
Alu/Alu

USP 41 24

890110010123

18. Co sé ding ky: Cong ty TNHH Dwoc Pham U.N.I Viét Nam (Pja chi: Phong 1216, tdoa nha CT 4C-
X2, Bdc Linh Pam, Phwong Hoang Liét, Quan Hoang Mai, Thanh phé Ha Ngi, Viét Nam)
18.1. Co sé san xuit: Altan Pharmaceuticals, S.A. (Pja chi: Poligono Industrial de Bernedo, s/n,
Bernedo, 01118 Alava, Spain)

31

Ofloquino
2mg/ml

Ofloxacin 2mg/ml

Dung dich
tiém truyen

Hop 01 Tui
x 100ml;
Hop 20 Tui
x 100ml

NSX 18

840115010223

18.2. Co s& san xuat: Joint Stock Company «Lekhim-Kharkiv» (Pja chi: 61115, Kharkiv region,
Kharkiv, Severyna Pototskoho street, building 36, Ukraine)




Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi the
STT | Tén thuéc Ham hrong ché dong géi | chuan | (thang) S6 ding ky
) (2 3 4) ®) (6) (M 8
32 Cecorbine Ascorbic acid Dungdich | Hop2vix5 | NSX 24 482110010323
100mg/2ml tiém Ong x 2ml

19. Co sé ding ky: Cong ty TNHH Dwoc pham va Thiét bj Y té Phwong Lé (Pja chi: Ld D3/D6 khu
dé thi méi Cau Gidy, phirong Dich Vong, qudn Cau Gidy, Tp. Ha Ngi, Viét Nam)
19.1. Co sé san xuit: Incepta Pharmaceuticals Ltd (Pja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Savar, Dhaka, Bangladesh)

33 Emfoxim 5ml hon dichsau | Botphahdn | Hop 1 chai NSX 24 894110010423
Suspension hoan nguyén chwra: dich uéng | chira bot pha
Cefpodoxim (dudi 50ml hon
dang Cefpodoxim dich udng
proxetil) 40mg
34 Febustat 80 Febuxostat 80mg Vién nén Hop 3 vi x NSX 24 894110010523
Tablet bao phim 10 vién

20. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, tda nha ICON 4, 243A
Dé La Thanh, phwong Lang Thuwong, qudn Pong Pa, Ha Néi, Viét Nam)
20.1. Co sé san xuat: Pharmathen International SA (Pja chi: Industrial Park Sapes Rodopi Prefecture,
Block No 5, Rodopi, 69300, Greece)

35 Vikonon Venlafaxin (dudi Vién nang Hop 3 vi x NSX 36 520110010623
dang venlafaxin giai phong 10 vién
hydroclorid) 150mg kéo dai
20.2. Co sé san xuat: Pharmldea SIA (Pja chi: Rupnicu iela 4, Olaine, Olaines novads, LV-2114, Latvia)
36 | Dexmedetomid Dexmedetomidin Dung dich Hop 4 lo x NSX 36 475114010723
ine Invagen (dudi dang dam dac pha | 2ml. Hop 25
Dexmedetomidin dung dich lo x 2ml.
HCI) 100mcg/ml truyén Hop 4 lo x
4ml. Hop 4
lo x 10ml.

21. Co sé ding ky: Cong ty TNHH Dwoc pham Vietsun (Pja chi: TT2-B42 KPT Vin Qudn, phwong
Phuc La, qugn Ha Bbong, Ha Noi, Viét Nam)
21.1. Co s6 san xuat: Square Pharmaceuticals Ltd. (Pja chi: Kaliakoir, Gazipur, Bangladesh)

37

Amodis 500
IV INFUSION

Metronidazol
5mg/ml

Dung dich
tiém truyen

Hop 1 chali,
PP chwra
100ml dung
dich truyén

tinh mach

BP hién
hanh

24

894115010823

22. Co sé ding ky: Cong ty TNHH Dwoc Pham Y-Med (Pja chi: S6 1-3, Puong so 45, Phuong 6, Qudn
4, TP. Ho Chi Minh, Viét Nam)
22.1. Co sé san xuat: Agio Pharmaceuticals LTD. (Pja chi: T-82, M.1.D.C., Bhosari, Pune-411026,
Maharashtra State, India)

38 Bactronil Mbi g kem chira: Kem bdida | Hop 1tuyp | USP 40 24 890100010923
Mupirocin calcium nhém 5g
21,5mg tuong duong
Mupirocin 20mg
22.2. Co sé san xuat: Swiss Pharma Pvt. Ltd. (bia chi: 3709, GIDC, Phase — IV, Vatva, City:

Ahmedabad-382 445, Dist. Ahmedabad, G

ujarat State, India)

39

Topwell

Econazol nitrat
150mg

Vién nén dat
am dao

Hop 3 vi X
10 vién

NSX

24

890110011023
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23. Co s6 dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: 44.4 KDC Everich 3, Puong Phu Thugn,
Phwong Tan Phi, Quén 7, Thanh pho Hé Chi Minh, Viét Nam)
23.1. Co sé san xuét: Delorbis Pharmaceuticals Ltd. (Pia chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)

40

Saprax 5mg

Solifenacin succinate
5mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

36

529110011123

23.2. Co sé san xuat: Uni-Pharma Kleon Tsetis Pharm
National Road 1, B

aceutical Laboratories S.A. (Dia chi: 14th km
uilding A and Building B, Kato Kifisia Attiki, 14564, Greece)

41 Hemafer Ferric Hydroxide Siro Hop 1 chai NSX 36 520100011223
Polymaltose thay tinh
Complex 35,7mg/ml 125ml
(twong dwong véi sat
(111) 10mg/ml)

24. Co sé diang ky: Cong ty TNHH Medfatop (BPja chi: 34C Puong sé 22, Khu pho 23, Phurong Binh
Hung Hoa A, Qudn Binh Tan, TP. Ho Chi Minh, Viét Nam)
24.1. Co sé san xuit: Bilim ILAC Sanayi VE Ticaret Anonim Sirketi (Pja chi: Gebze Organize Sanayi
Bolgesi 1900 Sokak, No 1904 41480 Gebze-Kocaeli, Turkey)

42

Bimelo Fort
15mg

Meloxicam 15mg

Vién nén

Hop

1 vi x 10 vién,

hop, 3 Vi x 10 vién

NSX

36

868110011323

24.2. Co sé san xuat: Farmalabor — Produtos Farmacéuticos, S.A (Pia chi:
Condeixa-a-Nova 3150-194 Condeixa-a-Nova, Portugal)

Zona Industrial de

43 Domperidona | Domperidone (dudi Vién nén Hop 6 vi x NSX 36 560110011423
GP dang Domperidone 10 vién
maleate) 10mg
44 Reumoxican Piroxicam 20mg Vién nén Hop 6 vi X NSX 36 560110011523
phén tan 10 vién
24.3. Co sé san xuat: Remedica Ltd (Pja chi: Aharnon Street Limassol Industrial Estate 3056, Limasol,
Cyprus)
45 Medve Levetiracetam Dung dich | Hop 1 chai 300ml NSX 36 529110011623
100mg/ml udng véi dng dong 10ml;

Hop 1 chai 150ml
v6i 6ng dong 3ml;
Hop 1 chai 150ml
V6i ng dong 1ml

25. Co's¢ dang ky: Cong ty TNHH m@gt thanh vién dugc pham PV HEALTHCARE (Pia chi: 4/5 Khu
Din Cuw Van Xudn Pat Viét, Puong sé 5, Phuong Binh Hung Hoa, Qudn Binh Tan, Thanh phé Hé Chi

Minh, Viét Nam)

25.1. Co sé san xuat: Incepta Pharmaceuticals Ltd (Pja chi: Dewan ldris Road, Bara Rangamatia,
Zirabo, Savar, Dhaka, Bangladesh)

46 Mersum MJai liéu xit chira: Hén dich Hop 11013 g NSX 24 894110011723
Nasal Spray | Mometasone furoate Xit mi hdn dich xit miii
(micronized) 50mcg (trong duong ti
thiéu 120 liéu
Xit)
25.2. Co sé san xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka, Bangladesh)
47 Brutek Ibuprofen 100mg/5ml Hén dich Hop 1 chai NSX 24 894100011823
udng 60ml
48 PV Eso 20 Esomeprazol 20mg Vién bao Hop 2 vi x NSX 24 894110011923
Tablet (dudi dang phim tan 14 vién
esomeprazol magnesi | trong ruét
trihydrat 22,63mg)
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26. Co sé ding ky: Cong ty TNHH Mot thanh vién Dwoc pham Viét Tin (Bja chi: 64 Lé Loi, phwong
4, qudn GO Vap, thanh phd Ho Chi Minh, Viét Nam)

26.1. Co sé san xuat: Stallion Laboratories Pvt. Ltd (Pja chi: C1B, 305, 2,3,4 & 5 GIDC, Kerala (Bavla)
Dist.: Ahmedabad (Gujarat), India)

49

Lansopal Lansoprazole (Dud6i Vién nang Hop3vix | NSX 36 890110012023
dang pellet bao tan cing chaa 10 vién
trong rugt ham luong | pellet bao tan
11%) 30mg trong rudt

26.2. Co sé san xuat: Windlas Biotech Limited (Pbia chi: Plant-2, Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun — 248110, Uttarakhand, India)

50

Symus Albendazol 400mg Vién nén Hop 1 vi x NSX 36 890110012123
nhai 10 vién

27. Co sé¢ ding ky: Cong ty TNHH MTV An Phéat (Pja chi: 166/42 Thich Qudng Purc, Phwrong 4, Qudn
Pha Nhugn, TP. Ho Chi Minh, Viét Nam)

27.1. Co sé san xuat: Evertogen Life Sciences Limited (Pia chi: Plot No. $-8, S-9 & S-13/P & S-14/P,
Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, 509 301,
Telangana State, India)

51 Telmisartan Telmisartan 40mg, Vién nén Hop 2 vi x NSX 24 890110012223
40mg and Amlodipine 5mg (dudi 14 vién; Hop
Amlodipine dang Amlodipine 3vix10
5mg Tablets besilate 6,935mg) vién

28. Co sé ding ky: Cong ty TNHH MTV An Phat (bja chi: 1923 Nguyén Hitu Canh, Phuong 19, Qudn
Binh Thanh, TP. Hé Chi Minh, Viét Nam)

28.1. Co sé san xuat: Evertogen Life Sciences Limited (Pia chi: Plot No S-8, S-9, S-13/P & S-14/P,
TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, Telangana, IN-
509301, India)

52 Carbidopa Carbidopa anhydrous Vién Hop 2 vi x NSX 24 890110012323
Levodopa (dudi dang Carbidopa nén 10 vién; hop
25/250mg monohydrat 27mg) 10vix 10
Tablets 25mg; Levodopa 250mg vién

28.2. Co sé san xuat: Steril-Gene Life Sciences (P) Ltd. (Pja chi: No. 45, Mangalam Main Road,
Mangalam Village, Villianur Commune, Puducherry, 605 110, India)

53

Thyroberg 100 | Levothyroxin natri Vién nén Hop 10 vi X NSX 24 890110012423
100pg (mcg) 10 vién

28.3. Co sé¢ san xuat: Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jharmajri, EPIP

54

Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)
Metmintex Cefoperazon natri | Bot pha tiém | Hop 1 Lo, NSX 24 890110012523
1.5¢ tuong duong bot pha tiém
cefoperazon 1,59

1000mg; Sulbactam
natri tuong duong
sulbactam 500mg

29. Co s& diang ky: Cong ty TNHH Thwong mai Duoc pham Pong Phwong (Pia chi: 119, Puong sé
41, Phwong Tan Quy, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)

29.1. 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)

55

Vanconex-CP | Vancomycin (dugi | Bot vo khuan Hop 1 Lo USP 40 24 890110012623
(500mg) dang Vancomycin | pha dung dich
hydrochloride) truyén tinh
500mg mach
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30. Co sé ding ky: Cong ty TNHH Thweng mai Dwoc pham Van Ho (bja chi: S6 16/38, ngd Lénh Cu,
pho Kham Thién, phuong Tho Quan, qudn Dong Da, thanh pho Ha Ndi, Viét Nam)
30.1. Co sé san xuat: Celogen Generics Private Limited (Dja ch:: Plot No. 646/1&2, Agrawal Industrial

Estate Somnath Road, Dabhel,Daman-396 210, India)

56 Celotrim 960 Sulfamethoxazol Viénnén | Hop10vix | NSX 24 890110012723
800mg; Trimethoprim 10 vién. Vi
160mg nhom - PVC
57 Colcigen 1 Colchicine 1mg Vién nén Hop 1 vi x USP 36 890115012823
10 vién, Vi &
Alu-Alu NSX
58 Nystagen Nystatin 100 000 IU Vién nén Hop 1 vi x USP 24 890110012923
(22,72mg) dat am dao 10 vién 43
59 Oflogen 200 Ofloxacin 200mg Viénnén | Vién,Hop 1l | USP 36 890115013023
bao phim | vix 10 vién 43
60 Pantoprez 40 Pantoprazole 40mg Vién nén Hop 3 vi x NSX 36 890110013123
(dudi dang baotano | 10 Vién, Vi
Pantoprazole sodium rudt nhom- nhdm
sesquihydrate)

31. Co s6 dang ky: Cong ty TNHH thwong mai Nam Dong (Dja chi: S6 nha 2 ngd 164/117, pho Vieong
Thira Vii, phuong Khuong Trung, Quan Thanh Xuan, Thanh pho Ha Ngi, Viét Nam)

31.1. Co sé san xuat: KRKA, D.D., Novo Mesto (Dbia chi: Smarjeska Cesta 6, 8501 Novo Mesto,
Slovenia)

61 | Lorista100mg | Losartan kali 100mg Vién nén Hop 2 vi x NSX 36 383110013223
bao phim | 14 vién; Hop
4 vi X7 vién

32. Co s6 dang ky: Euro Healthcare Pte Ltd (Pia chi: 1 North Bridge road, #19-04/05, High Street
Center, Singapore (179094), Singapore)

32.1. Co sé san xuat: Arena Group S.A (Pja chi: 54 Dunarii Bd., Voluntari City, code 077910, lifov
County, Romania)

Vién nén NSX 36 594110013323

bao phim

62 Sitara 50mg | Sertraline (dudi dang
Sertraline

hydrochloride) 50mg

Hop 3 vi X
10 vién

33. Co sé dang ky: Flamingo Pharmaceuticals Limited (Pia chi: 7/1, Corporate Park, Sion-Trombay
Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071, India)

33.1. Co s& san xuat: Flamingo Pharmaceuticals Ltd. (Pia chi: R-662, T.T.C Industrial Area, MIDC,
Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

BP 36
2017

63 Flamilium Domperidon (dudi Vién nén Hop 10 vi x 890110013423
dang Domperidon 10 vién

maleate) 10mg

34. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (Pja chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai
Desai Road, Mumbai - 400 026, India)

34.1. Co sé san xuat: Glenmark Pharmaceuticals Ltd. (Bja chi: Plot No. 2, Phase 11, Pharma Zone,
SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775, India)

64 Ezzicad Ezetimibe 10mg Vién nén Hop 1 vi x NSX 24 890110013523

khong bao 20 vién
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34.2. Co sé san xuat: Glenmark Pharmaceuticals Ltd. (Pja chi: Plot No. S-7, Colvale Industrial Estate,
Colvale, Bardez, Goa-403 513, India)
65 Telma 20 Telmisartan 20mg Vién nén Hop 2 vi x NSX 36 890110013623
bao phim 14 vién

35. Co s dang ky: Hetero Labs Limited (bia chi: 7-2-A2, Hetero Corporate Industrial Estate,

Sanathnagar Hyderabad TG 500018, India)

35.1. Co' sé san xuit: Aspiro Pharma Limited (Pja chi: Survey No. 321, Biotech Park, Phase-lll,
Karakapatla Village, Markook Mandal, Siddipet Dist., Telangana State-502281, India)

66 Rocuronium Rocuronium Dung dich Hop 10 Lo NSX 24 890115013723
Bromide bromide 10mg/ml pha tiém
Injection
100mg/ 10ml
67 Rocuronium Rocuronium Dung dich Hop 10 Lo NSX 24 890110013823
Bromide bromide 10mg pha tiém
Injection
50mg/ 5ml

35.2. 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)

68

Apixtra

Apixaban 5mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890110013923

36. Co's¢ dang ky: Les Laboratoires Servier (Dja chi: 50 rue Carnot, 92284 Suresnes Cedex, France)
36.1. Co s6 san xuat: Servier (Ireland) Industries Ltd (Dia chi: Gorey Road, Arklow, Co. Wicklow,

Ireland)

69

Ivabran 7,5mg

Ivabradine (dudi
dang lvabradine
hydrochloride)
7,5mg

Vién nén
bao phim

Hop 4 vi x
14 vién

NSX

36

539110014023

37. Co sé dang ky: Macleods Pharmaceuticals Limited (Dja chi: 304, Atlanta Arcade, Marol Church
Rd, Andheri (E), Mumbai, Maharashtra 400059, India)
37.1. Co sé san xuat: Macleods Pharmaceuticals Limited (Pia chi: Block N-2, Village Theda, P.O.

Lodhimajra, Tehsil Baddi, Dist. Solan, Himachal Pradesh 174101, India)

70 Atormac 40 Atorvastatin (dudi Vién nén Hop 10 vi NSX 24 890110014123
dang Atorvastatin bao phim x 10 vién
Calcium 41,36mg)
40mg
71 Dapagliflozin | Dapagliflozin 10mg Vién nén Hop 3 vi x NSX 24 890110014223
Tablet 10mg (dudi dang bao phim 10 vién
Dapagliflozin
premix 50mg)
72 Dapagliflozin Dapagliflozin 5mg Vién nén Hop 3 vi x NSX 24 890110014323
Tablet 5mg (dudi dang bao phim 10 Vién
Dapagliflozin
premix 25mg)
73 Escipra 5 Escitalopram (dudi Vién nén Hop 03 vi | USP40 36 890110014423
dang Escitalopram bao phim x 10 vién
Oxalate) 5mg
74 Esomac 20 Esomeprazole Viénnang | Hop 3vix NSX 24 890110014523
magnesium (dudi chira pellet 10 vién
dang Esomeprazole bao tan
magnesium trong rugt
dihydrate) 20mg
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75 Rosumac Rosuvastatin (dudi Vién nén Hop 3 vi x NSX 36 890110014623
10mg dang rosuvastatin bao phim 10 vién
calcium) 10mg

38. Co s¢ dang ky:

Road, Andheri (E), Mumbai 400 093, India)

Medley Pharmaceuticals Limited (Pja chi: Medley House, D-2, MIDC Area, 16th

38.1. Co sé san xuat: Medley Pharmaceuticals Limited. (Pia chi: Plot No 18 &19 Survey No 378/7&8
, 379/2&3, Zari Causeway Road, Kachigam, Daman-396210, India)

76 Medlicet Cetirizin Vién nén Hop 10 vi x NSX 36 890100014723
tablets dihydrochlorid 10mg | bao phim 10 vién

77 Ofoxin 200 Ofloxacin 200mg Vién nén Hop 10 vi x NSX 24 890115014823
Tablets bao phim 10 vién

78 Roxley 150 Roxithromycin Vién nén Hop 10 vi x NSX 24 890110014923
tablets 150mg bao phim 10 vién

79 Vazortan 25 Losartan kali 25mg Vién nén Hop 10 vix | USP 42 24 890110015023
bao phim 10 vién

38.2. Co sé san xuat: Medley Pharmaceuticals Limited. (Bja chi: Plot No. 10&11, Survey No. 367/8&9,
Zari Causeway Road, Kachigam, Daman-396210, India)

80 | Kefodime 100 | Cefpodoxim (dudi Vién nén Hop 1 vi x NSX 24 890110015123
tablets dang Cefpodoxim phén tan 10 vién
proxetil) 100mg
81 | Kefodime 200 | Cefpodoxim (dudi Vién nén Hoplvix | USP 42 24 890110015223
tablets dang Cefpodoxim bao phim 10 vién

proxetil) 200mg

39. Co s& dang ky:
Karnataka, India)

Micro Labs Limited (Pja chi: No. 31, Race Course Road, Bengaluru - 560 001,

39.1. Co sé san xuit: Micro Labs Limited (Pja chi: No.92 Sipcot Industrial Complex, Hosur-635 126,

Tamil Nadu, India)

82

Dapzin-5

Dapagliflozin 5mg

Vién nén
bao phim

Hop 3 vi x
10 vién

NSX

24

890110015323

40. Co s¢ ding ky: Novartis Pharma Services AG (Dja chi: Lichtstrasse 35, 4056 Basel, Switzerland)
40.1. Co sé san xuat: Novartis Farmacéutica, SA (Dia chi: Ronda de Santa Maria 158, 08210 Barbera
del Vallés, Barcelona, Spain)

83 Onbrez Indacaterol (dudi Bot hitchtra | Hop 3 vi X NSX 30 840110015423
Breezhaler dang indacaterol trong nang 10 vién, 1
maleat 389mcg) ctng dung cu hit;
300mcg Hop 1 vi X
10 vién, 1
dung cu hit
84 Onbrez Indacaterol (dudi Bot hitchaa | Hop 3 vi x NSX 30 840110015523
Breezhaler dang indacaterol trong nang 10 vién, 1
maleat 194mcg) cing dung cu hit;
150mcg Hop 1 vi X
10 vién, 1
dung cu hit
85 Seebri Glycopyrronium Bot hit chaa | Hop 3 vi x NSX 18 840110015623
Breezhaler (dudi trong nang 10 vién, 1
dangglycopyrronium cing dung cu hit
bromide 63mcg)
50mcg

10
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41. Co sé dang ky: PharmEng Technology Pte. Ltd (Pja chi: 1 Fusionopolis Place #03-20, Galaxis,
Singapore (138522), Singapore)
41.1. Co s6 san xuat: Pro.Med.CS Praha a.s (bia chi: Telcska 377/1, 140 00, Praha 4 - Michle, Czech

Republic)

86

Ursosan Forte

Ursodeoxycholic
acid 500mg

Vién nén
bao phim

Hop 5 vi, 10
vi X 10 vién

NSX

24

859110015723

42. Co sé dang ky: Prime Pharmaceuticals Private Limited (Dja chi: B327/328, 3rd Floor, Chintamani

Plaza, Andheri Kurla road, Andheri East, Mumbai Mumbai City MH 400099, India)

42.1. Co sé san xuit: Athena Drug Delivery Solutions Pvt. Ltd. (Pja chi: Plot no. A-1 to A-5, MIDC,

Chemical Zone, Ambernath (W), Thane 421501, Maharashtra State, India)

87 Fenopanthyl Fenofibrate 160mg Vién nén Hop 10 vi X NSX 24 890110015823
160 10 vién

88 Fenopanthyl Fenofibrate 200mg Vién nang Hop 3 vi x NSX 36 890110015923
200 cang 10 vién

89 Novadol Tramadol Vién nén Hop 3 vi x NSX 36 890111016023
hydrochloride bao phim 10 vién

37,5mg; Paracetamol
325mg

43. Co s¢ dang ky: Saint corporation (Pja chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)
43.1. Co sé¢ san xuat: Help S.A. (Pia chi: Pedini loanninon, 455 00 loannina, Greece)

90

Pelethrocin

Diosmin 500mg

Vién nén
bao phim

Hop 02 vi X
15 vién

NSX

36

520110016123

44, Co sé dang ky: SRS Pharmaceuticals Private Limited (bia chi: 504, 5th Floor, Marathon Max
BLDG, No.2 Mulund Goregaon Link RD, L.B.S Marg, Mulund (W), Mumbai-400080, India)
44.1. Co s& san xuat: Makcur Laboratories Limited (Pja chi: 46/4-7, Dehgam Road, Zak Village, Tal-
Dehgam, Dist. Gandhinagar, Gujarat State, India)

91

Moxikune

Moxifloxacin (dudi
dang Moxifloxacin
hydrochlorid)
25mg/5ml

Dung dich
nho mat

Hop 1 Lo x
5ml

USP 43

24

890115016223

45. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pja ch:: UB Ground, 5 & AMP, 6th floors,
Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai, 400063,

Maharashtra, India)

45.1. Co sé san xuat: Sun Pharmaceutical Industries Limited (Pja chi: Village Ganguwala, Paonta

Sahib-173025, District Sirmour, Himachal Pradesh, India

92

Sunurcosol 150

Ursodeoxycholic
Acid 150mg

Vién nén
khong bao

Hop 3 vi x
10 vién

BP
2021

24

890110016323

46. Co s6 dang ky: Torrent Pharmaceuticals Limited (Pia chi: Torrent House, Off Ashram Road,
Ahmedabad -380 009, Gujarat, India)
46.1. Co sé san xuit: Torrent Pharmaceuticals Limited (Pja chi: Indrad — 382 721, TAL : Kadi City:
Indrad, Dist: Mehsana, India)

93

Celetor

Celecoxib 200mg

Vién nang
cang (vang-
vang)

Hop 3 vi X
10 vién

NSX

24

890110016423
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Ghi cha:

1. Cach ghi tiéu chuan chat liong thuoc tai cét (6):

- Nha sdn xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s (TCCS), In-house cé y nghia twong dicong
nhau, Ia tiéu chudan chdr lieong thudc do co so san xudt Xay dung va déu c6 thé duoc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt heong dwoe dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dlen
My (USP), Duge dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duge dién Chau du (EP), Dwoc dién Quac té

(1P)...

2. S6 ding ky tai cét (8) 1a so dang ky duoc cap theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT ngay
05/09/2022 cua Bé truong B Y té quy dinh viée dang ky lwu hanh thuoc, nguyén li¢u lam thuoc.

12



Phu luc 11

DANH MUC 23 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 111

(Ban hanh kém theo quyét dinh sé: ..138....../OP-QLD, ngay 0.1../03./.2023ciia Cuc Qudn 1) Duoc)

| Hoatchatchinh— | Dang Tiéu | Tudi tho ]
STT | Tén thuoc Ham lugng bao che | Quy cach déng goi | chuan | (thang) So dang ky
1) ) @) (4) (5) (6) (@) (8)

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (Pja ch:: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
1.1. Co s6' san xuat: A. Menarini Manufacturing Logistics and Services S.r.l. (bia chi: Via Campo di

Pile, 67100 L’Aquila (AQ), Italy)
1 Bilaxten Bilastine 10mg Viénnén | Hop 1vix 10vién, | NSX 60 800110016523
phantan | 2 vi x 10 vién, 3 vi x
trong 10 vién, 5vix 10
miéng Vvién

2. Co sé dang ky: Boehringer Ingelheim International GmbH (Pja chi: Binger Strasse 173, 55216
Ingelheim am Rhein, Germany)

2.1. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (Pia chi: Binger Strasse 173, D-
55216 Ingelheim am Rhein, Germany)

2 Glyxambi Empagliflozin 25mg; | Vién nén Hop 3 vi x NSX 36

Linagliptin 5mg bao phim 10 vién

3. Co so dang ky: Cadila Healthcare Ltd. (bja ch:: Zydus Corporate Park, Scheme No. 63, Survey No.
536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahnmedabad Gandhinagar GJ 382481, India)

3.1. Co s& san xuit: Cadila Healthcare Ltd. (Pja chi: Plot No. 1-A/1&2, Pharmez (Special Economic
Zone), Matoda, Sarkhej-Bavla N.H. No. 8A, Tal-Sanand, Dist: Ahmedabad- 382213, India)

3 Erlotinib Erlotinib (dudi dang Vién nén Hop 3 vi x NSX 24
tablets 150mg Erlotinib bao phim 10 vién
hydroclorid) 150mg

4. Co sé ding ky: Chemical Works of Gedeon Richter Plc. (Dja chi: Gyémroi ut 19-21, Budapest, 1103,
Hungary)
4.1. Co sé san xuit: Gedeon Richter Plc. (Pja chi: Gyomroi it 19-21, Budapest, 1103, Hungary)

4 Daylla Drospirenone 3mg; Vién nén Hop 1 vi x NSX 36 599110016823
Ethinylestradiol bao phim | 21 vién. Hop
0,02mg 3vix21
vién.

5. Co sé¢ ding ky: Cong ty co6 phan Dwgc Pham Vipharco (Pja chi: S6 67, Ngé 68 duong Ngoc Thuy,
phuong Ngoc Thuy, quan Long Bién, Ha Ngi, Viét Nam)
5.1. Co sé san xuat: Thymoorgan Pharmazie GmbH (Dja chi: Schiffgraben 23 38690 Goslar, Germany)

400110016623

890114016723

5 Idarubicin Idarubicin Dung dich Hop 1lo NSX 24 400110016923
Karma 1mg/ml | hydrochloride (twong tiém 5ml
solution for duong Idarubicin
injection 0,9mg) 1,0mg

6. Co' sé ding ky: Cong ty TNHH AstraZeneca Viét Nam (Dja chi: Tang 18, Toa nha A&B, So 76,
Buong Lé Lai, Phwong Ben Thanh, Qudn 1, TP Ho Chi Minh, Viét Nam)
6.1. Co s san xuat: AstraZeneca AB (Pja chi: Gartunavagen, Sodertalje SE-151 85, Sweden)

6 Calquence Acalabrutinib 100mg | Viénnang | Hop 10 vi x NSX 36
cung 6 vién

7. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, tda nha ICON 4, 243A
Dé La Thanh, phwong Lang Thuong, qudn Pong Pa, Ha Néi, Viét Nam)

7.1. Co sé san xuit: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Bja chi: No. 30, Chenggong 1st
Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)

730110017023




Hoat chat chinh— | Dangbao | Quy cach Tiéu | Tudi tho
STT Tén thudc Ham hrong ché déng géi | chuin | (thang) S6 ding ky
1) ) 3) (4) () (6) () (8)
7 Gefitinib Gefitinib 250mg Viénnén | Hop1ltuix3 | NSX 24 471114017123
Alvogen 250mg bao phim vi X 10 vién

7.2. Co sé san xuat: Oncomed Manufacturing a.s. (Pia chi: Kardsek 2229/1b, budova 02, Reckovice,
621 00 Brno, Czech Republic)
Co sé dong géi thir cap: GE Pharmaceuticals Ltd. (Pja chi: Industrial zone, “Chekanitza-South” area,
2140 Botevgrad, Bungary)
Co sé xuat xwéng: Synthon Hispania, SL (Pja chi: ¢/ Castello, 1, 08830 Sant Boi de Llobregat

(Barcelona), Spain

8 Bendamustin Bendamustin HCI | Bot dong kho Hop 1lo NSX 36 840110017223
beta 2,5mg/ml 100mg pha dung dich
dam dic dé
pha dung dich
truyén

8. Co s& ding ky: Cong ty TNHH Novartis Viét Nam (Bja chi: Phong 1001, lau 10, Centec Tower, 72-

74 Nguyén Thi Minh Khai, Phirong 06, Qudn 3, Thanh phd Ho Chi Minh, Viét Nam)

8.1. Co s& san xuat: Ngvartis Pharma Stein AG (bja chi: Schaffhauserstrasse, 4332 Stein, Switzerland)
Co sé dong goi va xuat xwéng: Lek Pharmaceuticals d.d. (Pia chi: Verovskova ulica 57, Ljubljana,

1526, Slovenia)

9 Trezilent Vién Alpelisib Vién nén Hop 2 vi X NSX 36 383110017323
200mg va Vién bao phim | 14 vién; Hop
Alpelisib 50mg 4vix 14
vién. Mdi vi
chwua 7 vién
50mg
Alpelisib va
7 vién
200mg
Alpelisib
10 Trezilent Alpelisib 200mg Vién nén Hop 1 vi x NSX 36 383110017423
bao phim | 14 vién; Hop
2vix14
Vvién
9. Co s6 dang ky: Dr. Reddy's Laboratories Ltd (bia chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad - 500034, Telangana, India)
9.1. Co sé san xuat: Dr. Reddy’'s Laboratories Ltd (Pja chi: Formulation Unit — VII, Plot No. P1 to P9,
Phase — I11, VSEZ, Duvvada, Visakhapatnam District 530046, Andhra Pradesh, India)
11 Palbociclib Palbociclib 100mg Viénnang | Hop3vix7 | NSX 24 890110017523
capsules cang vién
100mg
12 Palbociclib Palbociclib 125mg Viénnang | Hop3vix7 | NSX 24 890110017623
capsules cang vién
125mg
13 Palbociclib Palbociclib 75mg Viénnang | Hop3vix7 | NSX 24 890110017723
capsules 75mg ctng vién

10. Co sé dang ky: Hetero Labs Limited (Pja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
10.1. Co s& san xuét: Hetero Labs Limited (Pia chi: Unit 111, 22-110, I.D.A Jeedimetla, Hyderabad,
Telangana State, India)




Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi the
STT | Tén thuéc Ham hrong ché dong géi | chuan | (thang) S6 ding ky
1) ) ®3) (4) () (6) () (8)
14 Darunavir Darunavir amorphous | Vién nén Hop 1 1o x NSX 24 890110017823
Tablets 600mg tuong duong vai bao phim 60 vién
Darunavir 600mg

10.2. Co s& 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)
15 Afatinib Afatinib (dudi dang Viénnén | Hop6vix | NSX 24 890110017923
tablets 30mg | Afatinib dimaleate (Form | bao phim 10 vién
H3) 44,34mg) 30mg

11. Co sé diang ky: 1l-Yang Pharm Co., Ltd (bja chi: (Hagal-dong), 110, Hagal-ro, Giheung-gu Yongin-
si, Gyeonggi-do, Korea)

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

16

Entecavir film | Entecavir (duéi dang | Viénnén NSX 24 880114018023

coated tablet Entecavir bao phim
0.5mg monohydrat) 0,5mg

Hop 3 vi X
10 vién

12. Co sé dang ky: Novartis Pharma Services AG (Dia chi: Lichtstrasse 35, 4056 Basel, Switzerland)
12.1. Co sé san xuat: Novartis Pharma Stein AG (Pia chi: Schaffhauserstrasse, 4332 Stein, Switzerland)
Co sé dong gbi va xuit xwéng: Lek Pharmaceuticals d.d. (Pja chi: Verovskova ulica 57, Ljubljana,
1526, Slovenia)

17

Trezilent Alpelisib 150mg Vién nén Hop 2 vix 14 NSX 36 383110018123
bao phim vién; Hop 4 vi
X 14 vién.

13. Co sé dang ky: Pfizer (Thailand) Limited (Pja chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis, Thailand)

13.1. Co s& san xuit: Pfizer Manufacturing Deutschland GmbH (Bja chi: Betriebsstétte Freiburg
Mooswaldallee 1, 79090 Freiburg, Germany)

18

Inlyta 5mg Axitinib 5mg Vién nén Hop 2 vi x NSX 36 400110018223

bao phim 14 vién

14. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pia 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)

14.1. Co sé san xuat: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol-Baroda Highway, Halol-389
350, Dist: Panchmahal, Gujarat State, India)

19 Onconib Erlotinib (dudi dang Vién nén Hop 3 vi x NSX 24 890114018323
100mg Erlotinib bao phim 10 vién
Hydrochloride) 100mg
20 Onconib Erlotinib (dudi dang Vién nén Hop 3 vi x NSX 24 890114018423
150mg Erlotinib bao phim 10 vién
Hydrochloride) 150mg
21 Onconib Erlotinib (dudi dang Vién nén Hop 3 vi x NSX 24 890114018523
25mg Erlotinib bao phim 10 vién
Hydrochloride) 25mg

15. Co sé dang ky: Taiho Pharma Asia Pacific Pte. Ltd. (Pia ch:: 390 Havelock Road, #08-01, King's
Centre, Singapore (169662), Singapore)
15.1. Co sé san xuat: Taiho Pharmaceutical Co., Ltd. Kitajima Plant (Pja chi: 1-1, luchi, Takabo,
Kitajima-cho, Itano-gun, Tokushima 771-0206, Japan)

22

Lonsurf®
15mg/6.14mg

Trifluridine 15mg ,
Tipiracil 6,14mg
(twong duong Tipiracil
Hydrochloride
7,065mQ)

Vién nén
bao phim

Hop 2 vi X
10 vién

NSX

36

499110018623




Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi the
STT | Tén thuéc Ham hrong ché dong géi | chuan | (thang) S6 ding ky
1) ) (©) (4) (©) (6) () (8)
23 Lonsurf® Trifluridine 20mg, Vién nén Hop 2 vi x NSX 36 499110018723
20mg/8.19mg Tipiracil 8,19mg bao phim 10 vién
(twong duong Tipiracil
Hydrochloride
9,42mg)
Ghi chu:

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

- Nha san xuat (NSX), Tiéu chudn nha san xuat (TCNSX), Tieu chudn co s (TCCS), In-house c6 y nghia tuong duong

nhau, 1a tiéu chUan chat luong thudc do co sé san xudt xay dung va deu ¢ thé duroc ghi trén nhan thudc.

- Céch viét tat cac tiéu chuan chdt heong dwoe dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dlen
My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duge dién Chau du (EP), Dwoc dién Quac té

(1P)...

2. S6 dang ky tai cot (8) la so dang ky duoc cap theo quy dinh tai Phy luc VI Thong tur 08/2022/TT-BYT ngay
05/09/2022 cua B truong B Y té quy dinh viée dang ky lwu hanh thuoc, nguyén li¢u lam thuoc.
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