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QUYET PINH

,Vé viéc ban hanh danh muc 390 thudc nuwéc ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

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

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

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

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

Can cit két lugn ciia Hoi dong tw van cdp gidy dang ky heu hanh thubc, nguyén
liéu lam thuéc - B Y té dot 124 (phién 2) tai Cong van sé 109/HPTV-VPHD ngay
07/01/2025 ciia Vin phong Hoi dong tw van ciap GDPKLH thudc, nguyén liéu lam
thuéc;

Theo dé nghi ciia Truong phong Pang ky thuéc - Cuc Quan 1y Duoe.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 390 thudc nuéc ngoai
duogc cap, gia han gidy dang ky lvu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh muc 14 thudc nude ngoai duogc cap gidy dang ky lwu hanh hiéu luc 05
nam - Dot 124.2 (tai Phu luc I kéem theo).

2. Danh muc 03 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu lyc 03
nam - Dot 124.2 (tai Phu luc Il kem theo).

3. Danh muc 323 thubc nudc ngoai duoc gia han gidy dang ky luu hanh hiéu
luc 05 nam — Dot 124.2 (Phu luc 111 kém theo).

4. Danh muc 47 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc IV kém theo).

5. Danh muc 03 thudc nuéc ngoai duge gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kém theo).

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

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

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh cua Bo Y té vé
san xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay doi gi
trong qué trinh luu hanh thude & nude s tai va & Viét Nam thi phai béo céo ngay cho
Cuc Quan ly Duoc-Bo0 Y té Viét Nam.

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

4. Cap nhat nhan thudc va to hudng dan sir dung thudc theo quy dinh tai Thong



tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té quy dinh ghi nhan thudc,
nguyen lidu 1am thudc va td hudéng dan sir dung thudc theo hinh thic thay doi, bd sung
giay dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong Bo Y té d6i voi thube chua cap nhat ndi dung nhin thude, to huéng dan
stt dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va t& huéng dan sir dung thuoc) phai nhap khau va luu hanh voi cac
n6i dung da dugc phé duyét thay d6i trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy diang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tng du diéu kién hoat dong, co sé ding ky phai c¢6 trach nhiém thuc
hién thay dbi co so dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khdng con du diéu kién hoat dong.

7. Co so dang ky thude phai bao cao BO Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap tng Thyuc hanh tot san xuét cla CO 8O san Xuat thuoc nguyén li¢u lam
thude. Truong hop co s¢ san xuat bi thu hoi gidy phép san xuat hodc khong dap tng
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thudc ¢ nudc s 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 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luat Dugec.

8. Cac thuoc dugc gia han gidy ding Ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung so dang Ky d cap trude khi gia han trong thoi han téi da 12 thang ké tur
ngay dugc cap so dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop voi cac co s¢ diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo d01 an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 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 c6 hiéu luc ké tir ngdy ky ban hanh.

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

- Nhu Diéu 4;

- BO trudng (dé b/c);

- TTr. B6 Xuan Tuyén (de b/c); [ ¢
- Cuc Quan Y - B§ Qudc phong, Cuc Y té - Bo Cong an,y Qu
CucY té GTVT - By Giao thong vén tai; \a\

- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém X4 hoi Viét Nam; N
- B6 Y t& Vu PC, Cuc QLKCB, Thanh tra B¢, Vin V“ Tuan Cudng
phong HPTV cip GPKLH thudc, NLLT;

- S&'Y té cac tinh, thanh phd tryc thudc Trung wong;

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duoc phim;

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

- Trung tdm mua sim tap trung thude quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD. 2

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

Noi nhan: P CUC TRUONG




Phu luc |

DANH MUC 14 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124.2

(Kém theo Quyét dinh sé: ... 64....../0P-QLD, ngay 23./01./2025.ciia Cuc Qudn 1y Duroc)

STT

)

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

1. Co sé dang ky: Acme Generics Private Limited (Pja chi: Plot No.132, 2nd Floor Sector 82,
JLPL, Mohali, Mohali, Punjab, India, 140308, India)

1.1. Co sé san xuat: Acme Generics Private Limited (Pia chi: Plot No.115, HPSIDC Industrial
Area Davni, P.O. Gurumajra, Tehsil Nalagarh Distt. Solan (H.P.)-174101, India)

1 Thyrobest 75 | Levothyroxine Vién nén Hop 3 vi x NSX 24 890110008025
Sodium 75mcg khong bao | 10 vién
2. Co sé dang ky: Actavis International Limited (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga, LQA 6000, Malta)
2.1. Co sé san xuat: Actavis Ltd (Pia chi: BLB015-016 Bulebel Industrial Estate, Zejtun ZTN3000,
Malta)
2 Atorvastatin Atorvastatin (dudi | Vién nén Hop 3 vi x NSX 24 535110008125
Teva 10mg dang Atorvastatin | bao phim 10 vién
calcium trihydrate)
10mg
3. Co'so dang ky: Brawn Laboratories Limited (Dia chi: C-64 Lajpat Nagar-1, Second Floor, South
Delhi, New Delhi-110024, India)
3.1. Co sé san xuat: Brawn Laboratories Limited (Bja chi: 13 NIT, Industrial area, Faridabad-
121001 Haryana, India)
3 Fimadro-500 | Cefadroxil Twong | Viénnang | Hop 10 vi X USP 24 890110008225
duong Cefadroxil | cing 10 vién hién
khan 500mg hanh
4. Co sé diing ky: Cong ty Co phan kinh doanh thwong mai Skyline (Pja chi: Tang 2, O sé 7, Day
B, L6 TT06, Khu dé thi méi Tdy Nam Linh Pam, Phirong Hoang Liét, Quan Hoang Mai, Thanh phd
Ha Noi, Viét Nam)
4.1. Co sé san xuat: Arena Group S.A. (Pia chi: Bd.Dunarii, nr.54, Oras Voluntari, Jud. Ilfov, cod
077190, Romania)
4 Alopurinol Allopurinol 100mg | Vién nén Hop 10 vix | NSX 36 594110008325
Arena 100 mg 10 vién
Tablets
5. Co sé ding ky: Cong ty TNHH Dwgc My Pham HTM (Bja chi: Lau 3-4, 6 101 An Binh, Phurong
06, Qudn 5, thanh phd Ho Chi Minh, Viét Nam)
5.1. Co' s& san xuat: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna,
Bangladesh)
5 Linita Tablet | Linagliptin 5mg Vién nén Hop 3 vi x NSX 24 894110008425
bao phim 10 vién;
Hop 2 vi X
10 vién
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

5.2. Co sé san xuat: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna-6600,

Bangladesh)

6 LNC 10 Cilnidipin 10mg Vién nén Hop 3 vi x NSX 24 894110008525
Tablet bao phim 10 vién
7 LNC 5 Tablet | Cilnidipin 5mg Vién nén Hop 3 vi X NSX 24 894110008625
bao phim 10 vién
6. Co sé ding ky: Cong ty TNHH Medfatop (Bja chi: 34C Puong sé 22, Khu phé 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Ho Chi Minh, Viét Nam)
6.1. Co sé san xuat: Bilim Ilac Sanayii Ve Ticaret A. S. (Pja chi: Gebze Organize Sanayi Bolgesi
1900 Sokak, No: 1904 41480 Gebze-Kocaeli, Turkiye)
8 Biamlova Amlodipine (dudi | Vién nén Hop 2 vi x NSX 60 868110008725
5/160 mg dang Amlodipine bao phim 14 vién
besylate) 5mg;
Valsartan 160mg
7. Co s& ding ky: Cong ty TNHH Nhan Sinh (Pja chi: Sé 58 duwong Bau Cat 7, Phurong 14, Qudn
Tan Binh, Tp.Hé Chi Minh, Viét Nam)
7.1. Co sé san xuét: SEID, S.A (Pija chi: Ctra. Sabadell - Granollers, km. 15 08185 Llissa de Vall
(Barcelona), Spain)
9 Ebasvitae Ebastine 10mg Vién nén Hop 1vix | EP hién 36 840110008825
10mg phan tan 10 vién; hanh
orodisperable trong Hop 2 vi x
tablets miéng 10 vién
8. Co s¢ dang ky: Ever Neuro Pharma GmbH (Pja chi: Oberburgau 3, 4866 Unterach am Attersee,
Austria)
8.1. Co sé san xuit: Rottapharm Ltd. (Pja chi: Industrial Park, Mulhuddart Dublin 15, Ireland)
10 Viartril-S Glucosamine Viénnang | Hop1llo80 | NSX 60 539100008925
sulfate két tinh ctng vién
314mg (tuong
duong vai
Glucosamine
sulfate 250mg (bao
gom glucosamine
196mg va sodium
chloride 64mg)
9. Co sé dang ky: Kwan Star Co., Ltd (Pja chi: 21F-1, No. 268, Section 1, Wen Hwa Road, Banciao
Dist., New Taipei City 220, Taiwan, R.O.C, Taiwan)
9.1. Co sé¢ san xuit: Ta Fong Pharmaceutical Co., Ltd. (Pja chi: 11, An-Tou Lane, Yen-Ping Li,
Changhua City, Taiwan, R.O.C, Taiwan)
11 Drensa Acid tranexamic Dung dich | Hop 10 éng | JP hién 36 471110009025
Injection 250mg/5ml tiém x 5ml hanh
50mg/ml

10. Co sé¢ dang ky: Tedis (Pja chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
10.1. Co sé san xuat: Laboratoires Galeniques Vernin (Pja chi: 20 rue Louis-Charles Vernin,
Dammarie Les Lys, 77190, France)




3

STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché doéng goi chuéan tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
12 Cystine B6 L-cystine 500mg, | Vién nén Hop 1 vi x NSX 36 300100009125
Bailleul Pyridoxine bao phim 20 vién
hydrochloride
50mg

11. Co sé¢ dang ky: Zydus Lifesciences Limited (Dia chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahnmedabad Gandhinagar GJ 382481,

India)

11.1. Co s San Xuat: Zydus Lifesciences Limited (Pja ch:i: Kundaim Industrial Estate, Plot No.

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

13 Amlodac-VL | Amlodipin besylat | Vién nén Hop 3 vi x USP 24 890110009225
10/160 tuong duong voi bao phim 10 vién 2022
amlodipin 10mg;
Valsartan 160mg
14 Amlodac-VL | Amlodipine Vién nén Hop 3 vi x USP 24 890110009325
5/80 Besylate tuwrong bao phim 10 vién hién
duong vai hanh
Amlodipine 5mg;
Valsartan 80mg
Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai gt (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 lweong thudc do co sé san xudt xay dung va déu co thé
duroc ghi trén nhan thuac.
- Céch viét tat cac tidu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge 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)...




Phu luc 11

DANH MUC 03 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 124.2

(Kém theo quyét dinh sé. ..64......../OP-QLD, ngay 23../01../2025.ciia Cuc Qudn Iy Durgc)

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

1. Co sé ding ky: Cong ty Cé phan Dwec pham Tenamyd (Pja chi: L6 YO1-024 dwong Tan Thudn,
khu cong nghiép/khu ché xudt Tan Thudn, phwong Tan Thudn Péng, qudn 7, thanh phé Ho Chi Minh,

Au (EP), Duoc dién Quac té (IP)...

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha sdn 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.
- Céach viét tat cac tiéu chudn char leong duoc dién: Dugc dién Viét Nam (DPVN), Duwoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quoc (CP), Dugc dién Chau

Viét Nam)
1.1. Co sé san xuat: KRKA, d.d., Novo mesto (Dbia chi: Smarje§ka cesta 6, 8501 Novo mesto,
Slovenia)
1 Olmedipin 20 | Amlodipine Vién nén Hop 2 vi x NSX 36 383110009425
mg/5 mg Besilate 6,94mg bao phim 14 vién
tuong duong voi
5mg Amlodipine,
Olmesartan
Medoxomil 20mg
2 Olmedipin 40 | Amlodipine Vién nén Hop 2 vi x NSX 36 383110009525
mg/10 mg Besilate 13,88mg bao phim 14 vién
tuong duong voi
10mg Amlodipine,
Olmesartan
Medoxomil 40mg
3 Olmedipin 40 | Amlodipine Vién nén Hop 2 vi x NSX 36 383110009625
mg/5 mg Besilate 6,94mg bao phim 14 vién
tuong duong voi
5mg Amlodipine,
Olmesartan
Medoxomil 40mg
Ghi chu:

2. Thuac tai danh muc nay phai bdo cdo theo doi, danh gia an toan, hi¢u qua khi ngp hé so ding ky
gia han giay dang ky luu hanh theo quy dinh tai Pieu 5 Thong tw s6 08/2022/TT-BYT ngay 05/9/2022.




Phu luc 111

DANH MUC 323 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124.2

(Kém theo Quyét dinh s¢: ..64......./OP-QLD, ngay23../01./2025.ciia Cuc Qudn 1y Duroc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuian | the gia han lan
(thang) | (S6 dingky | gia
da cap) han
1) 2) 3) (4) (©) (6) @) (8) 9)
1. Co s¢ dang ky: A. Menarini Singapore Pte. Ltd. (Pbja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé san xuit: Aupa Biopharm Co., Ltd. (Pia chi: 1 Kwang-Fu Rd., Huko/Hsin Chu Hsien,
Taiwan)
1 Mestinon Pyridostigmine Viénbao | Hop 1 lo NSX 36 471110009725 | 01
S.C. bromide 60mg duong 150 vién (VN-20356-17)
2. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé san xuat ban thanh pham: Fournier Laboratories Ireland Limited (Pja chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)
Cé sé déng géi va xuat xwéng: Astrea Fontaine (Pja chi: Rue des Prés Potets 21121, Fontaine les
Dijon, France)
2 Lipanthyl Fenofibrate Viénnén | Hop 3vix | NSX 36 539110009825 | 01
NT 145mg | (Nanoparticules) | bao phim | 10 vién (VN-21162-18)
145mg
2.2. Co sé san xuat: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
3 Pitalip Pitavastatin Viénnén | Hop 3vix | NSX 36 880110009925 | 01
Calcium 2mg bao phim | 10 vién; (VN-19931-16)
Hop 10 vi
x 10 vién
2.3. Co sé san xuit: Laboratorios Liconsa, S.A (Pja chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)
4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 | 01
15mg nang bao | 7 vién (VN-21360-18)
tan trong
rudt
5 Scolanzo Lansoprazole Vién Hop 2 vix | NSX 24 840110010125 | 01
30mg nang bao | 7 vién (VN-21361-18)
tan trong
rudt

3. Co sé dang ky: Abil Chempharma Private Limited (Pja ch:: B-1701, Lotus Corporate Park, Off.
Western Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
3.1. Co sé san xuat: Acme Formulation Pvt. Ltd. (Dja chi: Ropar Road, Nalagarh, Dist. Solan, H.P.

174101, India)




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lwong | baoché | dénggéi | chuan | tho gia han lan

(thang) | (So dangky | gia

di cap) han

1) @) ®3) (4) ®) (6) () (8) ©)

6 Adenafil- Sildenafil (dudi Viénnén | Hop 1vix | NSX 24 890110010225 | 01

100 dang Sildenafil bao phim | 4 vién (VN-22271-19)

citrate) 100mg

4. Co sé dang ky: Accord Healthcare Limited (Pja chi: Sage House, 319 Pinner Road, North

Harrow, Middlesex HA1 4HF, United Kingdom)

4.1. Co sé san xuat: Intas Pharmaceuticals Ltd (Pja chi: Plot No. 457&458, Vill.: Matoda, Bavla

Road & Plot No. 191/218P, Vill.: Chacharwadi, Tal: Sanand, Dist.-Ahmedabad, India)

7 Intagra 100 | Sildenafil (dudi Viénnén | Hop 1vix | NSX 24 890110010325 | 01

dang Sildenafil bao phim | 4 vién (VN-20782-17)
citrat) 100mg

8 Pantium-40 | Pantoprazol (dudi | Viénnén | Hop3vix | USP 36 890110010425 | 01

dang Pantoprazol | baotan | 10 vién 43 (VN-20525-17)
natri trong
sesquihydrat) rudt
40mg
5. Co sé dang ky: Actavis International Limited (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LQA 6000, Malta)
5.1. Co s& san xuat: Pliva Croatia Limited (Pia chi: Prilaz baruna Filipovica 25, 10000 Zagreb,
Croatia)

9 Imatinib Imatinib (dudi Viénnén | Hop 6 vix | NSX 24 385114010525 | 01
Teva dang imatinib bao phim | 10 vién; (VN3-394-22)
100mg mesilate) 100mg hop 12 vi

x 10 vién

10 Imatinib Imatinib (dudi Viénnén | Hop 3vix | NSX 24 385114010625 | 01
Teva dang imatinib bao phim | 10 vién (VN3-395-22)
400mg mesilate) 400mg

5.2. Co sé san xuat: S.C. Sindan — Pharma S.R.L. (Pja chi: 11th lon Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

11 Fludalym Fludarabine Bot dong | Hop 1 lo, NSX 36 594114010725 | 01

Phosphate 50mg | kho pha |5 Lo x (VN-18491-14)
dung 50mg
dich
truyén

12 Lezra Letrozole 2,5mg | Viéennén | Hop 3vix | NSX 36 594114010825 | 01
2,5mg bao phim | 10 vién (VN-20367-17)

6. Co sé diang ky: Adamed Pharma S.A (tén day di: Adamed Pharma Spélka Akcyjna) (Pja chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnéw, Poland)

6.1. Co sé san xuit: Adamed Pharma S.A. (tén day di: Adamed Pharma Spélka Akcyjna) (Pia
chz: ul. Szkolna 33, 95-054 Ksawerow, Poland)

13 Surotadina | Rosuvastatin Viénnén | Hop 4 vix | NSX 24 590110010925 | 01

(duai dang bao phim | 7 vién; (VN-17567-13)
Rosuvastatin Hop 14 vi
calci) 10mg X 7 vién
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6.2. Co sé san xuat: Adamed Pharma S.A. (Dja chi: 95-054 Ksawerow, Szkolna St. 33, Poland)
Pong géi, kiém soat va xuiat xwéng 16 thudc: Adamed Pharma S.A. (Pja chi: 5 Marszalka J.
Pilsudskiego St., 95-200 Pabianice, Poland)
14 Cododamed | Pregabalin 75mg | Vién Hop 2vix | NSX 36 590110011025 | 01
75mg nang 14 vién; (VN-21928-19)
cung Hop 4 vi x
14 vién
7. Co sé dang ky: Akums Drugs & Pharmaceuticals Ltd. (Pja chi: 304, Mohan Place, L.S.C., Block
“C”, Saraswati Vihar, New Delhi - 110034, India)
7.1. Co s& san xuat: M/s Akums Drugs & Pharmaceuticals Ltd. (Pja chi: Plot No. 19, 20 & 21,
Sector-6A, IIE, SIDCUL, Ranipur, Haridwar - 249403, Uttarakhand, India)
15 Respiwel 3 | Risperidon 3mg Viénnén | Hop 10vi | USP 24 890110011125 01
x 10 vién 37 (VN-20371-17)
8. Co s¢ dang ky: Akums Drugs and Pharmaceuticals Limited (Pia chi: 304, Mohan Place. L.S.C.,
Block C, Saraswati Vihar, New Delhi, 110034, India)
8.1. Co sé san xuat: Akums Drugs and Pharmaceuticals Ltd. (Pja chi: 19, 20, 21 Sector-6A, I.1.E,
Sidcul, Ranipur, Haridwar-249403, Uttarakhand, India)
16 Akugabalin | Pregabalin 150mg | Viénnang | Hop 3vi x | NSX 24 890110011225 | 01
cing 10 vién (VN-21659-19)
17 Glimiwel-4 | Glimepiride 4mg | Viénnén | Hop 3vix | USP 36 890110011325 | 01
10 vién 40 (VN-21981-19)
9. Co s6 dang ky: Akums Drugs and Pharmaceuticals Ltd. (Pja chi: 304, Mohan Place. L.S.C.,
Block -C, Saraswati Vihar, New Delhi- 110034, India)
9.1. Co s& san xuat: Akums Drugs and Pharmaceuticals Ltd. (Pja chi: 19-21 Sector-6A, I.I.E,
Sidcul, Ranipur, Haridwar-249403, India)
18 Flazole 100 | Fluconazole Viénnang | Hop 1 vix | NSX 24 890110011425 | 01
100mg cung 10 vién (VN-21381-18)
10. Co sé diang ky: Akums Drugs and Pharmaceuticals Ltd. (bia chi: 304, Mohan Place. L.S.C.,
Block C, Saraswati Vihar, New Delhi, 110034, India)
10.1. Co s& san xuat: Akums Drugs and Pharmaceuticals Ltd. (Pja chi: 19, 20 & 21, Sector — 6A,
I.I.LE, SIDCUL, Ranipur, Haridwar — 249403, India)
19 Mahazapin | Olanzapine 5mg | Viénnén | Hop3vix | USP 36 890110011525 | 01
5 10 vién 35 (VN-19840-16)
11. Co sé diang ky: Alkem Laboratories Ltd. (Pja chi: Alkem House, Devashish, Senapati Bapat
Marg, Lower Parel - 400 013, India)
11.1. Co sé san xuat: Alkem Laboratories Ltd. (Pia chi: Village Thana, Baddi, Dist. Solan. (HP), India)
20 Rapeed 20 | Rabeprazol Viénnén | Hop3vix | NSX 24 890110011625 | 01
sodium 20mg bao tan | 10 vién; (VN-21577-18)
trong Lo 30
ruot vién; Hop
11ox30

Vién




STT | Ténthuéc | Hoatchatchinh | Dang | Quycach | Tieu | Tudi S6 diang Ky S6
— Ham lwgng bao che | dong goi | chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
12. Co sé dang ky: APC Pharmaceuticals & Chemical Limited (Dja chi: Flat/RM 2203, 22/F, Bank
of East Asia Harbour View Centre, 56 Gloucester Road, Wanchai, Hong Kong)
12.1. Co sé& san xuat: Amanta Healthcare Limited (Pja chi: 876, NH No. 8, Vill. Hariyala, Tal.
Matar, Dist. Kheda-387411, Gujarat, India)

21  |Metronidazole| Metronidazol Dung Hop 1 chai | BP 60 890115011725 | 01
Intravenous | 0,5g/100ml dich tiém | x 100ml 2021 (VN-18992-15)
Infusion B.P truyen
(5GMILT) tinh

mach
13. Co s6 dang ky: Aristopharma Limited (Pja chi: 7 Purana Paltan Line, Dhaka-1000,
Bangladesh)
13.1. Co s& san xuat: Aristopharma Ltd. (Pja chi: Plot #14-22, Road #11 & 12 Shampur-Kadamtali
I/A, Dhaka-1204, Bangladesh)
22 Neurovan- | Pregabalin 75mg | Vién Hop 3vix | NSX 36 894110011825 | 01
75 capsule nang 10 vién (VN-20907-18)
cung
14. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd (Dja chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)
14.1. Co sé san xuit: Astellas Ireland Co., Ltd. (Pja chi: Killorglin, Co. Kerry, V93 FC86, Ireland)
23 Prograf Tacrolimus 0,5mg | Vién Hop 5vix | NSX 36 539114011925 | 01
0.5mg nang 10 vién (VN-22057-19)
cung
14.2. Co sé san xuit: Avara Pharmaceutical Technologies, Inc (Pja chi: 3300 Marshall Avenue,
Norman, OK 73072, USA)
Co sé dong goi va xuit xwong: Astellas Pharma Europe B.V. (Pja chi: Hogemaat 2, 7942 JG
Meppel, The Netherlands)
24 Betmiga 50 | Mirabegron 50mg | Viénnén | Hop 3vix | NSX 36 001110012025 | 01
mg phdng 10 vién (VN3-383-22)
thich kéo
dai
15. Co sé dang ky: Aurobindo Pharma Limited (Pja ch:: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
15.1. Co sé san xuit: Aurobindo Pharma Limited (Pja chi: Unit I1l, Sy. No. 313 and 314,
Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, India)
25 Aurozapine | Mirtazapin 15mg | Viénnén | Hop 2 vix | NSX 36 890110012125 | 01
15 bao phim | 14 vién (VN-21176-18)
15.2. Co sé san xuat: Aurobindo Pharma Limited (Pja chi: Unit-11l, Sy. No. 313 and 314,
Bachupally Village, Bachupally mandal, Medchal - Malkajgiri, Pincode 500090, Telangana State,
India)
26 Oneclapz Clopidogrel (dudi | Viénnén | Hop 3vix | NSX 24 890110012225 | 01

dang Clopidogrel | bao phim | 10 vién (VN-22290-19)
bisulfat) 75mg
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16. Co sé dang ky: Baroque Pharmaceuticals Private Limited (Pja chi: D-403, Titanium Square,
S.G.Highway, Thaltej, Ahmedabad Ahmedabad GJ 380054, India)
16.1. Co' s¢ San Xuat: Baroque Pharmaceuticals Pvt. Ltd. (Pja chi: 192/2 & 3, 190/1 & 202/9,
Sokhada-388620, Tal-khambhat, Dist.-Anand, Gujarat state, India)

27 Fexfed Fexofenadin Viénnén | Hop1vix | USP 24 890100012325 | 01
hydrochloride bao phim | 10 vién 2023 (VN-21153-18)
180mg

28 Pacifdine Loratadin 10mg Viénnén | Hop10vi | USP 36 890100012425 | 01

x 10 vién 2023 (VN-22430-19)
17. Co sé dang ky: Belarusian-Dutch Joint Venture ""Pharmland™ Limited Liability Company
(Pia chi: 124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region, Belarus)
17.1. Co sé san xuat: Farmaprim Ltd (Bja chi: 5 Crinilor street, Village Porumbeni, Criuleni reg.
MD-4829, Moldova)

29 Timbov Clotrimazole Viéndat | Hop 1vix | NSX 36 484100012525 01
500mg am dao | 3vién (VN-19822-16)

17.2. Co sé san xuat: Ltd Farmaprim (Bja chi: 5, Crinilor street, Village Porumbeni, Criuleni reg.,
MD-4829, Moldova)

30 Nanfizy Natamycin Viéndan | Hop 1vix | NSX 24 484110012625 | 01
100mg dat am 3vién (VN-18202-14)

dao
18. Co sé diang ky: Bluepharma — Industria Farmacéutica, S.A. (Dia chi: Rua Bayer 16, 3045-016
Sao Martinho do Bispo - Coimbra, Portugal)
18.1. Co s& san xuat: Bluepharma- Industria Farmacéutica, S.A. (Pja chi: S&o Martinho do Bispo,
3045-016 Coimbra, Portugal)

31 Bloci 750 Ciprofloxacin Viénnén | Hop 2vix | NSX 36 560115012725 | 01
(dudi dang bao phim | 8 vién (VN-20916-18)
Ciprofloxacin
HCI) 750mg

19. Co sé ding ky: Brawn Laboratories Limited (Pja chi: C-64, Lajpat Nagar-1, Second Floor New
Delhi Delhi South Delhi DL 110024 — IN, India)
19.1. Co sé san xuat: Brawn Laboratories Limited (Dja chi: 13, NIT, Industrial Area, Faridabad —
121001, Haryana, India)
32 Brucipro Ciprofloxacin Viénnén | Hop 10vi | USP 24 890115012825 | 01
Tablets (dudi dang bao phim | x 10 vién 38 (VN-19799-16)

Ciprofloxacin
hydrochloride)

500mg

20. Co sé dang ky: Brawn Laboratories Limited (Pja chi: C-64, Lajpat Nagar-1, Second Floor New
Delhi Delhi South Delhi DL 110024 — IN, India)
20.1. Co sé san xuit: Brawn Laboratories Limited (Pja chi: 13, NIT, Industrial Area, Faridabad —

121001, Haryana, India)
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33 Brudopa Dopamine Dung Hop5dng | USP 24 890110012925 01

Hydrochloride dich‘tiém X 5ml hién (VN-19800-16)

200mg truyen hanh
34 Mica 250 Amikacin (dudi Dung Hop 1lox | USP 24 890110013025 | 01
dang amikacin dich tiém | 2ml hién (VN-19803-16)
sulfat) 250mg hanh

35 Mica 500 Amikacin (dudi Dung Hopllox | USP 24 890110013125 | 01

dang amikacin dich tiém | 2ml hién (VN-19804-16)
sulfat) 500mg hanh

36  |Triamcinolone| Triamcinolon Viénnén | Hop 10 vi BP 36 890110013225 | 01

tablets BP 4mg x 10 vién 2021 (VN-22237-19)
4mg
20.2. Co s& san xuit: Brawn Laboratories Ltd (Pja chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)

37 Meloxicam | Meloxicam 7,5mg | Vién nén | Hop 10 vi BP 36 890110013325 | 01
tablets BP bao phim | x 10 vién 2019 (VN-21688-19)

21. Co s& dang ky: Cadila Pharmaceuticals Ltd. (Pja chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)

21.1. Co sé san xuat: Cadila Pharmaceuticals Ltd. (Dia chi: 1389, Trasad road, Dholka - 382225,
District: Ahmedabad, Gujarat, India)

38 | Haemup St nguyén t6 Dung Hop 56ng | USP 24 890110013425 | 01
Injection (dudi dang phuac | dich tiém | x 5ml 39 (VN-21693-19)

hop sat hydroxyd

Vi sucrose)

20mg/mi
22. Co sé ding ky: Cong ty Cé phan Dwoc - Thiét bi Y té Pa Nang (Pia chi: 02, Phan Dinh Phing,
phirong Hdi Chau 1, qudn Hai Chau, TP. Pa Nang, Viét Nam)
22.1. Co sé san xuit: Ying Yuan Chemical Pharmaceutical Co., Ltd. (Pja chi: No. 26, Shin Chong
Road, Tainan, Taiwan)

39 Prednisolone | Prednisolone 5mg | Vién nén | Chai 100 NSX 48 471110013525 | 01
5mg vién; Chai (VN-19373-15)
Tablets 1000 vién
"Y.Y."

40 Suroate Bromhexine Vién nen | Chai 100 NSX 48 471100013625 01
Tablets hydrochloride vién; Chai (VN-16932-13)
"Honten" 8mg 500 vién

23. Co sé ding ky: Cong ty c6 phan dwoc MK Viét Nam (Bja chi: O ddt sé 42, 16 dat TT-A2, khu
d6 thi thanh phé Giao Luu, Phwong C6 Nhué 2, Quén Bdc Tar Liém, Thanh phé Ha Ngi, Viét Nam)
23.1. Co s& san xuat: Antibiotice SA (Pja chi: Str.Valea Lupului, nr.1, Municipiul lasi, Judet lasi,
cod postal 707410, Romania)

41 Crutit Clarithromycin Viénnén | Hop 2 vix | NSX 24 594110013725 | 01

500mg bao phim | 10 vién (VN-22063-19)
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42 Oxbat Oxacilin (dudi Botpha | Hop50 Lo | NSX 24 594110013825 | 01
dang Oxacilin tiém (VN-20402-17)
natri monohydrat)
1000mg
23.2. Co sé san xuat: Mefar llac Sanayii A.S (Pja chi: Ramazanoglu Mah. Ensar Cad. No 20,
Kurtkoy, Istanbul, 34906, Tlrkiye)
43 Fumsor Levofloxacin Dung Hop 1lo NSX 24 868115013925 01
500mg/100ml dich (VN-19411-15)
truyén
tinh
mach
23.3. Co sé san xuat: Rompharm Company S.R.L. (Pja chi: Str. Eroilor, nr.1A, Oras Otopeni,
Judetul Ilfov, cod postal 075100, Romania - cladiri Rompharm 1 si Rompharm 2, Romania)
44 Disomic Dexketoprofen Dung Hop54ng | NSX 48 594110014025 | 01
(dudi dang dich x 2ml; (VN-21526-18)
Dexketoprofen tiém/ Hop 10
trometamol) dung 6ng x 2ml
50mg/2ml dich dam
dac dé
pha
truyén
tinh
mach
23.4. Co sé san xuit: S.C. Slavia Pharm S.R.L. (Pja chi: B-dul Theodor Pallady nr. 44C, sector 3,
Cod 032266 Bucuresti, Romania)
45 Tusligo Omeprazol 20mg | Vién Hop 3vix | NSX 36 594110014125 | 01
nang 10 vién (VN-19404-15)
cung
chtra
pellet
bao tan
trong
ruot
24. Co sé ding ky: COng ty c6 phan Dwoc pham Green (Bja chi: Sé 26, t6 304, khu dé thi Pong
Tau, Thinh Liét, Hoang Mai, Ha Ngi, Viét Nam)
24.1. Co sé san xuit: Reyoung Pharmaceutical Co., Ltd. (Pia chi: No.1 Ruiyang Road, Yiyuan
County, Shandong Province, China)
46 Ampicillin | Ampicillin (twong | Thudc Hop 10 BP 36 690110014225 | 01
sodium for | duong véi bot pha Lo; Hop 2018 (VN-17864-14)
injection 1g | Ampicillin tiém 50 Lo

sodium 1,0639)
19
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25. Co sé diang ky: Cong ty c6 phan dwoc phim Gia Hung (Pja chi: 10 23, té 49, phwrong Yén
Hoa,qudn Cau Gidy, Viét Nam)

25.1. Co'sé san xuat: Renata Limited (Dja chi: Plot # 1, Milk Vita Road, Section VII, Mirpur, Dhaka
- 1216, Bangladesh)

47 Azipowder | Azithromycin Botpha | Hop 1chai | USP 24 894110014325 | 01
(Dudi dang hon dich | 15ml 42 (VN-17778-14)
Azithromycin uéng
Dihydrate)
200mg/5ml

26. Co s& diang ky: Cong ty Cé phan Dwgc pham Minh Ky (Pja chi: 1-3 Lé C, Cw xd Lac Long
Quan, P.5, Q.11, TP. Hé Chi Minh, Viét Nam)

26.1. Co sé san xuat: Altan Pharmaceuticals, S.A. (Pia chi: Poligono Industrial de Bernedo s/n
01118 Bernedo (Alava), Spain)

48  |Ciprofloxacino| Ciprofloxacin Dung Hop 50 thi | Ph. 18 840115014425 | 01
Altan 2 2mg/ml dich tiém | x 100ml Eur. (VN-16164-13)
mg/ml truyén hién

hanh

49  |Paracetamol | Paracetamol Dung Hop 12 thi | NSX 18 840110014525 | 01
G.ES 10mg/ml dich tiém | x 100ml, (VN-22309-19)
10mg/ml truyén Hop 50 tdi

x 100ml

26.2. Co sé san xuat: Nobel llac Sanayii ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299, 81100, Duzce, Turkiye)

50 Samnir Cefprozil (dudi Viénnén | Hop 1 vix | NSX 24 868110014625 | 01
500mg dang Cefprozil bao phim | 10 vién (VN-21708-19)
monohydrat)
500mg

27. Co sé ding ky: Cong ty c6 phan dwgc pham Pha No (Pja chi: Tang 3, Ma Can 34, 42/5 Nguyeén
Van Tréi, Phwong 15, Quan Pha Nhugn, TP.HCM, Viét Nam)

27.1. Co s& san xuét: Deva Holding A.S. (Pia chi: Cerkezkoy Organize Sanayi Bolgesi, Karaagac
Mah., Ataturk Cad. No: 32 Kapakli /Tekirdag, Turkiye)

51 Brapanto Pantoprazol natri | Viénnén | Hop 4 vix | NSX 36 868110014725 | 01
40mg sesquihydrat bao tan 7 vién (VN-18843-15)
45,1 1mg tuong trong
duong ruot
Pantoprazol 40mg
52 Legydev Desloratadin 5mg | Viénnén | Hop 2 vix | NSX 24 868100014825 | 01
5mg bao phim | 10 vién (VN-21203-18)

28. Co'sé ding ky: Cong ty Co phan Dwoc pham Tenamyd (Pja chi: L8 Y01-024 dwong Tan Thudn,
khu cong nghiép/khu ché xudt Tan Thudn, phirong Tan Thudn Péng, qudn 7, thanh phé Hé Chi Minh,
Viét Nam)
28.1. Co s& san xuat: KRKA, d. d., Novo mesto (Pja chi: Smarjeska Cesta 6, 8501 Novo Mesto,
Slovenia)
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53 Tolucombi | Hydrochlorothiazide | Vién nén | Hop 4 vix | NSX 36 383110014925 | 01
40mg/12.5 | 12,5mg, 7 vién (VN-21113-18)
mg Tablets | Telmisartan 40mg

28.2. Co s& san xuat: KRKA, d. d., Novo mesto (bja chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)

54 Amlessa Amlodipine (dudi | Viennén | Hop 3vix | NSX 24 383110015025 | 01
8mg/10mg | dang amlodipine 10 vién (VN-22068-19)
Tablets besilate) 10mg,

Perindopril tert-

butylamine

(twong duong voi

6,68mg

perindopril) 8mg
29. Co sé¢ ding ky: Cong ty Cé phan Dwgc pham Thién Thao (Bja chi: sé 61-63 Tran Quac Hoan,
Phuwong Dich Vong Hdu, Qudn Cdu Gidy, Thanh phé Ha Ngi, Viét Nam)
29.1. Co sé¢ san xuat: Nipro Pharma Corporation Odate Plant (Pja chi: 5-7, Maedano, Niida,
Odate, Akita, Japan)

55 Meiunem Meropenem (dudi | Botpha | Hop101lo | JP 18 36 499110015125 | 01

19 dang Meropenem | tiém (VN-21723-19)
hydrat) 1 gam
30. Co sé ding ky: Cong ty co phan dwoc pham UPI (Pja chi: B16 Khu nha 181 Nguyén Luwong
Bang, Phwong Quang Trung, Qudn Pong Pa, Tp. Ha Néi, Viét Nam)
30.1. Co sé san xuat: Korea Arlico Pharm. Co., Ltd. (Pja chi: 21, Yongso 2-gil, Gwanghyewon-
myeon, Jincheon-gun, Chungcheongbuk-do, Republic of Korea)

56 Stebigs Rebamipid Viénnén | Hop 10 vi | NSX 36 880110015225 | 01
Tablet 100mg bao phim | x 10 vién (VN-21588-18)

31. Co sé ding ky: Cong ty Cé phan Dwoc pham va Thiét bi Y té Au Viét (Pia chi: Phong 504,
CT4B, Khu @6 thi Bdc Linh Pam, Phuong Pai Kim, Qudn Hoang Mai, Ha Ngi, Viét Nam)

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

57 Rewisca 50 | Pregabalin 50mg | Vién Hop 4 vix | NSX 24 383110015325 | 01
mg nang 14 vién (VN-21724-19)

cung
32. Co sé¢ ding ky: Cong ty Coé phan Dwgc Pham Vipharco (Pia chi: S6 67, Ngé 68 dwrong Ngoc
Thuy, phuwong Ngoc Thuy, qudn Long Bién, Ha Ngi, Viét Nam)
32.1. Co sé san xuat: Panpharma (Bja chi: ZI du Clairay, Luitre, 35133, France)

58 Cefazoline | Cefazolin (dudi Bot pha | Hop 10, NSX 24 300110015425 01
Panpharma | dang Cefazolin dung 25,50 lo (VN-20932-18)

sodium) 1g dich tiém

59 Cefotaxime | Cefotaxim (dudi | Botpha | Hop 10 NSX 24 300110015525 01
Panpharma | dang Cefotaxim tiém Lo; HOp (VN-21196-18)

sodium) 1g 25 Lo;

Hop 50 Lo
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33. Co s¢ diing ky: Cong ty c6 phan Dwoc va Thiét biy té T.N.T (Pja chi: Tang 2, sé nha 55, phé
Vi Thanh, phuwong O Che Dira, qudn Pong Pa, thanh phé Ha Ni, Viét Nam)
33.1. Co sé san xuat: Aflofarm Farmacja Polska Sp. z 0.0. (Pia chi: Krzywa 2, 95-030 Rzgéw, Poland)

60 Kidoxol Ambroxol Sird Hop 1 chai | NSX 36 590100015625 | 01
hydroclorid 100ml (VN-22242-19)
15mg/5mi

34. Co sé ding ky: Cong ty coé phan Euvipharm (Pia chi: Ap Binh Tién 2, xa Pirc Hoa Ha, huyén
Dirc Hoa, tinh Long An, Viét Nam)

34.1. Co sé san xuit: JW Life Science Corporation (Bja chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-
si, Chungcheongnam-do, Republic of Korea)

61 Hepagold  |MJi tdi 250 ml Dung Thung 10 | NSX 24 880110015725 | 01

chira: Glycin 2,25g, | dich tiém | TGi x (VN-21298-18)
L-Alanin 1,925g, | truyén 250ml;
L-Arginin 1,5g, L- Thung 10
Cystein (dudi dang Tai X
L-Cystein 500ml
hydroclorid
monohydrat)
0,035g, L-Histidin
0,6q, L-Isoleucin
2,259, L-Leucin
2,750, L-Lysin
(duéi dang L-Lysin
acetat) 1,525¢, L-
Methionin 0,25g,
L-Prolin 2g, L-
Phenylalanin 0,25g,
L-Serin 1,25¢, L-
Threonin 1,125¢g,
L-Tryptophan
0,165¢, L-Valin
2,19
62 Nephgold  |MJi tdi 250 ml Dung Thung 10 | NSX 24 880110015825 | 01
chua: L-Histidin dich tiém | TUi x (VN-21299-18)
0,63g, L-Isoleucin | truyén 250ml
1,49, L-Leucin
2,29, L-Lysin (duoi
dang L-Lysin

acetat) 1,69, L-
Methionin 2,2g, L-
Phenylalanin 2,2g,
L-Threonin 1g, L-
Tryptophan 0,5g,
L-Valin 1,69
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35. Co s& diing ky: Cong ty cé phan Fresenius Kabi Viét Nam (Dja chi: Khu viee 8, phieong Nhon
Phd, thanh phé Quy Nhon, Binh Pinh, Viét Nam)
35.1. Co sé'san xuit: Fresenius Kabi Oncology Limited (Bja chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, 174101, India)
63 Busulfan Busulfan Dung Hop 1 lo NSX 24 890110015925 | 01
60mg/10ml dich dam | 10ml (VN3-86-18)
dac dé
pha tiém
truyén
64 Daxotel Docetaxel Dung Hop 1 lo NSX 24 890114016025 | 01
120mg/6ml | 120mg/6ml dich dam (VN2-457-16)
dac de
pha tiém
truyén
65 Gemita Gemcitabin (dudi | Bot dong | Hop 1 lo NSX 24 890114016125 | 01
200mg dang Gemcitabin | kho pha (VN-21730-19)
HCI) 200mg dung
dich tiém
truyén
66 Intaxel Paclitaxel Dung Hop 1 lo NSX 24 890114016225 | 01
30mg/5ml djch‘tiém (VN-21731-19)
truyen

36. Co sé ding ky: Cong ty Cé Phan kalceks (Pja chi: 71E Krustpils Street, Riga, LV-1057, Latvia)
36.1. San xuit thudc thanh pham, kiém soat chat lwong, déng géi so cAp va thi cap: HBM
Pharma s.r.o. (Pja chi: Sklabinska 30, 03680 Martin, Slovakia)

Co sé xuat xwong: Joint Stock Company “Kalceks” (Pja chi: 71E Krustpils street, Riga, LV-1057,
Latvia)

67

Fentanyl Madi 2ml chua: Dung Hép 10 NSX 60 858111016325 01
Kalceks Fentanyl citrate dich tiém | 6ng x 2ml (VN-22084-19)
0,05mg/ml | 0,157mg tuong

duong Fentanyl
0,1mg

37. Co s& diing ky: Cong ty Cé phan Medcomtech (Pja chi: Sé 293 dwong Ngb Gia Ti, Phuong
Suéi Hoa, Thanh phé Bac Ninh, Tinh Bdc Ninh, Viét Nam)
37.1. Co sé san xuit: Aguettant Mouvaux (Pja chi: Rue Michel Raillard, Mouvaux, 59420, France)

68 Paracetamol | Paracetamol Dung 1 thung NSX 24 300110016425 01
macopharma | 10mg/ml dich tiém | chira 50 (VN-22244-19)
truyén thi x
100ml
69 Paracetamol | Paracetamol Dung 1 thung NSX 24 300110016525 | 01
macopharma | 10mg/ml djch‘tiém chua 50 (VN-22243-19)
truyen tai x 50ml
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38. Co s¢ ding ky: Cong ty cé phan TAVO Pharma (Pja chi: 32 Cau Xéo, phwong Tan Quy, qudn
Tan Phd, thanh phd Ho Chi Minh, Viét Nam)
38.1. Co sé san xuat: Anfarm Hellas S.A. (Pia chi: 61st km NAT. RD. Athens-Lamia, Schimatari
Viotias, 32009, Greece)
70 Pramital Citalopram (dudi | Viénnén | Hop 2vix | NSX 24 520110016625 | 01
dang Citalopram | bao phim | 14 vién; (VN-21205-18)
hydrobromid) Hop 6 vi x
20mg 14 vién
39. Co sé diang ky: Cong ty Cé phan Tap doan Dwoc pham va Thwong mai Sohaco (Pja chi: Sé
5 Lang Hga, Phuong Thanh Cong, Qudn Ba Pinh, Thanh phé Ha Ngi, Viét Nam)
39.1. Co s& san xuat: Engelhard Arzneimittel GmbH & Co. KG (Bbja chi: Herzbergstr. 3, 61138
Niederdorfelden, Germany)
71 Tyrosur Gel | Mdi gam gel chira | Gel boi Hop 1 NSX 36 400100016725 | 01
Tyrothricin Img | ngoai da | tuyp X (VN-22211-19)
25g; Hop
1 tuyp X
59
40. Co sé ding ky: Cong ty Co phan Thiét bi T&T (Pia chi: Sé 43, lien ké 23, Khu dé thi Van Khé,
Phuwong La Khé, Qudn Ha Péng, Thanh phé Ha Néi, Viéet Nam)
40.1. Co sé san xuat: Gracure Pharmaceuticals Ltd. (Dja chi: E-1105 RIICO Industrial Area, Phase
111, Bhiwadi, Alwar. (Rajasthan.), India)

72 Temptcure- | Sildenafil (dudi Viénnén | Hop 1vix | NSX 36 890110016825 | 01
50 dang Sildenafil bao phim | 4 vién (VN-20424-17)

citrat) 50mg
40.2. Co sé san xuat: Noucor Health, S.A. (bja chi: Avda. Cami Reial, 51-57 08184 Palau-Solita i
Plegamans (Barcelona), Spain)

73 Pletaz Cilostazol 100mg | Viénnén | Hop 2 vix | NSX 36 840110016925 | 01
100mg 28 vién (VN-20685-17)
Tablets

41. Co sé dang ky: Cong ty cé6 phan thiét bi y té va dwoc pham Héng Phuc (Pja chi: Sé 8 pho
Hong Phiic, phwong Nguyén Trung Truc, qudn Ba Pinh, Ha Ngi, Viét Nam)

41.1. Co sé san xuét: Nipro Pharma Corporation Odate Plant. (Pja chi: 5-7, Niida Aza Maedano,
Odate-shi, Akita 018-5751, Japan)

74 Ceftriaxone | Ceftriaxone (duéi | Botpha | Hop 10 tii | NSX 36 499110017025 | 01
sodium for | dang Ceftriaxon | tiém x 1 bo Kit (VN-21700-19)
intravenous | natri hydrat) 1 truyen gom 1 tui
infusion 1g | gam tinh bot pha
bag <NP> mach titmval

thi dung
m0i hoa
tan
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42. Co sé diang ky: Cong ty Cé phan Xuit nhap khau Y té Thanh phé Hé Chi Minh (bja chi: 181
Nguyén Pinh Chiéu, Phuwong Vé Thi Sau, Qudn 3, Thanh phd Ho Chi Minh, Viét Nam)
42.1. Co sé san xuat: PT. Kalbe Farma Thk (Pbia chi: JI. M.H. Thamrin Blok A3-1, Kawasan Industri
Delta Silikon, Lippo Cikarang, Bekasi, Indonesia)
75 Frego Flunarizine Viénnén | Hop5vix | NSX 24 899110017125 | 01
dihydrochloride 10 vién (VN-20210-16)
tuong duong
Flunarizine 5mg
43. Co sé diang ky: Cong ty TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, Toa nha A&B, So
76, Puong Lé Lai, Phwong Bén Thanh, Qudn 1, TP Hé Chi Minh, Viét Nam)
43.1. Co sé san xuat: AstraZeneca UK Limited (Pja chi: Silk Road Business Park, Macclesfield,
Cheshire, SK 10 2NA, United Kingdom)
76 Nolvadex Tamoxifen (dudi | Viénnén | Hop 3vix | NSX 60 500114017225 | 01
dang tamoxifen bao phim | 10 vién (VN-20911-18)
citrat 15,2mg)
10mg
44, Co sé dang ky: Cong ty TNHH B. Braun Viét Nam (bia chi: Cym cdng nghiép Thanh Oai, xa
Bich Hoa, huyén Thanh Oai, thanh phé Ha Ngi, Viét Nam)
44.1. Co sé san xuat: B. Braun Medical, SA (Pja chi: Carretera de Terrassa, 121 08191 Rubi,
Barcelona, Spain)

77 Midazolam | Mdi 50ml chira Dung Chai NSX 36 840112017325 | 01
B.Braun Midazolam (twong | dich tiém | 50ml; Hop (VN-21582-18)
Img/ml ung voi Midazolam | truyen 10 chai x

hydrochloride 50ml

55,6mg) 50mg
45. Co s6 dang ky: Cong ty TNHH Bayer Viét Nam (Dia chi: 118/4 Khu Céng Nghiép Long Binh
hién dai (Amata), Phirong Long Binh, Thanh phé Bién Hoa, Tink Pong Nai, Viét Nam)
45.1. Co sé san xuét: Bayer AG (Pja chi: Kaiser- Wilhelm- Allee, 51368 Leverkusen, Germany)

78 Xarelto Rivaroxaban Viénnén | Hop 01 vi | NSX 36 400110017425 | 01

10mg bao phim | x 10 vién (VN-21680-19)
45.2. Co sé¢ san xuat ban thanh pham: Bayer Weimar GmbH & Co. KG (Pia chi:
Dobereinerstrale (hoac Dobereinerstrasse) 20, 99427 Weimar, Germany)
Co sé dong goi va xuit xwéng: Bayer AG (Pija chi: Miillerstrafe (hodc Miillerstrasse) 178, 13353
Berlin, Germany)
79 Yaz Drospirenone Viénnén | Hoplvix | NSX 36 400110017525 | 01
3mg, bao phim | 28 vién, 24 (VN-21181-18)
Ethinylestradiol vién mau
0,02mg hong chtra
hormon va
04 vién
mau tring
khong chura

hormon
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46. Co s6 dang ky: Cong ty TNHH Binh Viét Duc (bja chi: 62/36 Truong Cong Dinh, Phuong 14,

Qugn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)

46.1. Co sé san xuit: Siegfried Hameln GmbH (Pja chi: Langes Feld 13, 31789 Hameln, Germany)

80 Glyceryl MJdi dng 10ml Dung Hop 10 NSX 36 400110017625 | 01
trinitrate dung dich chira: | dich tiém | 6ng x (VN-18845-15)
Img/ml Glyceryl trinitrate 10ml

(dudi dang
Glyceryl trinitrat
trong glucose
1,96%: 510mg)
10mg

81 Niglyvid M3di dng 10ml Dung Hop 10 NSX 36 400110017725 | 01
dung dich chtta: | dich tiém | 6ng x (VN-18846-15)
Glyceryl trinitrat 10ml
10mg

47. Co s& ding ky: Cong ty TNHH Daiichi Sankyo Viét Nam (Pja chi: Tang 6, Tda nha Havana,
s6 132 Puong Ham Nghi, Phirong Bén Thanh, Quén 1, Thanh phé Hoé Chi Minh, Viét Nam)

47.1. Co sé san xuiat: Daiichi Sankyo Europe GmbH (Pja chi: LuitpoldstraRe 1, 85276
Pfaffenhofen, Germany)

82 Lixiana Edoxaban tosilate | Viennén | Hop 2 vix | NSX 60 400110017825 | 01
(dudi dang bao phim | 14 vién (VN3-366-21)
edoxaban 30mg)
40,410mg

83 Lixiana Edoxaban tosilate | Viénnén | Hop 1 vix | NSX 60 400110017925 | 01
(dudi dang bao phim | 14 vién (VN3-365-21)
edoxaban 15mg)
20,205mg

84 Lixiana Edoxaban tosilate | Viennén | Hop 2 vix | NSX 60 400110018025 | 01
(dudi dang bao phim | 14 vién (VN3-367-21)
edoxaban 60mg)
80,820mg

48. Co sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Pja chi: S6 23 Pai Lé Péc Lap, Khu
cdng nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thudn An, Tinh Binh Dwong, Viét
Nam)
48.1. Co s& san xuit: Cenexi S.A.S (Pia chi: 52, rue Marcel et Jacques Gaucher 94120 Fontenay-
Sous-Bois, France)
85 Tilcotil Tenoxicam 20mg | Viénnen | Hop 3vix | NSX 36 300110018125 | 01
bao phim | 10 vién; (VN-18337-14)
Hop 10 vi
x 10 vién

48.2. Co s¢ san xuat: Olic (Thailand) Limited (Pja chi: 166 Bangpa-In Industrial Estate,
Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya 13160, Thailand)
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86 Hirudoid Mucopolysacchar | Kem boi | Hop 1 NSX 36 885110018225 | 01
ide polysulphate | da tuyp 59, (VN-19843-16)
0,3% (kl/kl) 14 g, 409
49. Co sé ding ky: Cong ty TNHH Dwoc My Pham Thai Nhan (bja chi: 14B-14C Huong Giang,
Phuong 15, Qudn 10, Thanh Phg Ho Chi Minh, Viét Nam)
49.1. Co sé san xuét: Theragen Etex Co., Ltd. (Pja chi: 58, Sandan-ro 68beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-do, Republic of Korea)
87 Muscat Tab | Mosapride citrate | Viénnén | Hop 10 vi | NSX 36 880110018325 | 01
(dudi dang bao phim | x 10 vién (VN-21958-19)
Mosapride citrate
dihydrate) 5mg
50. Co sé diing ky: Cong ty TNHH Dwogc pham An Sinh (Pja chi: 73 Khu ddn cu Intresco, dwong
S6 2, dp 5A, xd Binh Hung, huyén Binh Chanh, thanh pho Ho Chi Minh, Viét Nam)
50.1. Co sé san xuat: Atlantic Pharma — Producdes Farmacéuticas S.A (Pja chi: Rua da Tapada
Grande, no 2, Abrunheira, Sintra 2710-089, Portugal)
88 Rotalzon Losartan Viénnén | Hop6vix | NSX 36 560110018425 | 01
potassium 50mg | bao phim | 10 Vién (VN-16196-13)
51. Co sé ding ky: Cong ty TNHH Dwoc pham Bach Khang (Pia chi: 17 dwong 783A Ta Quang
Biru, Phirong 4, Qudn 8, Thanh phs Hé Chi Minh, Viét Nam)
51.1. Co s& san xuat: Efroze Chemical Industries (Pvt) Ltd. (Pia chi: 146/23 Korangi Industrial
Area, Karachi, Pakistan)
89 Locoxib Celecoxib 200mg | Vién Hop 1vix | NSX 36 896110018525 | 01
nang 10 vién; (VN-18688-15)
cung Hop 3 vi x
10 vién;
Hop 10 vi
x 10 vién
52. Co'sé diang ky: Cong ty TNHH Dwoc pham Chéau A - Thai Binh Dwong (Pja chi: 113 Y Ngong,
phirong Tan Thanh, Thanh Phg Budn Ma Thugt, tink Pdk Lak, Viét Nam)
52.1. Co sé san xuat: Vioser S.A. Parenteral Solutions Industry. (Pja chi: 9th Km National Road
Trikala-Larisa, Taxiarches Trikala, 42100, Greece)
90 Sodium Natri chlorid Dung Chai BP 36 520110018625 | 01
Chloride 0,9% (w/v) dich tiém | 100ml; 2023 (VN-22341-19)
truyén chai
tinh 250ml;
mach chai
500ml;
chai
1000ml

53. Co s& ding ky: Cong ty TNHH Dwogc pham Do Ha (Pja chi: Sé 30 tap thé Tran Phu, ngd 105,
dwong Nguyén Phong Sdc, té 16 phirong Dich Vong Hdu, qudn Cau Gidy, thanh phé Ha Ngi, Viét

Nam)
53.1. Co sé san xuat: Delta Pharma Limited (Pja chi: Pakundia, Kishoreganj, Bangladesh)
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91 Cedonkit Cefuroxim (as Viénnén | Hop3vix | BP 24 894110018725 | 01
250 cefuroxim axetil | bao phim | 6 vién; 2007 (VN-18242-14)
300mg) 250mg Hop 4 vi x
6 vién
53.2. Co s& san xuat: HBM Pharma s.r.o. (Pja chi: Sklabinska 30, 036 80 Martin, Slovakia)
92 Quibay Piracetam 0,2g/ml | Dung Hop 10 NSX 48 858110018825 01
dich tiém | 6ng x (VN-15822-12)
10ml; Hop
10 6ng x
5mi
53.3. Co sé san xuat: JSC “Farmak” (Pja chi: Kyrylivska Street 74, Kyiv, 04080, Ukraine)
93 Texiban Acid tranexamic | Dung Hop 54ng | NSX 24 482110018925 | 01
100 100mg dich tiém | x 5ml; (VN-22343-19)
Hop 10
6ng x 5ml
53.4. Co sé san xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh)
94 Runolax Rosuvastatin Viénnén | Hop 3vix | NSX 24 894110019025 | 01
(dudi dang bao phim | 10 vién (VN-17360-13)
Rosuvastatin
calcium) 10mg
54. Co sé diing ky: Cong ty TNHH Dwogc Pham GSK Vigt Nam (bia chs: Phong 702 va 703, Tang
7, Toa nha Metropolitan Tower, Sé 235 dwong Pong Khai, Phirong Bén Nghé, Quén 1, Thanh Phs Ho
Chi Minh, Viét Nam)
54.1. Co' sé san xuit: Delpharm Poznan S.A. (Pja chi: ul. Grunwaldzka 189, 60-322 Poznar,
Poland)
95 Lamictal Lamotrigine Viénnén | Hop3vix | NSX 36 590110019125 | 01
25mg 25mg 10 vién (VN-22149-19)
55. Co sé¢ ding ky: Cong ty TNHH Dwoc Pham Huy Cwong (Pia chi: 37 Tran Nhdt Dudt, Phurong
Tan Pinh, Qudn 1, TP.Hé Chi Minh, Viét Nam)
55.1. Co sé¢ san xuat: LDP Laboratorios Torlan S.A (Pja chi: Ctra. De Barcelona, 135-B, 08290
Cerdanyola Del Valles (Barcelona), Spain)
96 Cefepime Cefepime (dudi Botpha | Hop1llo USP 36 840110019225 | 01
Gerda 1g dang Cefepime tiém 1g; Hop hign (VN-17366-13)
dihydrochloride 10 1o 1g hanh
monohydrate) 1g
97 Cefepime Cefepime (dudi Bot pha | Hop gdm USP 36 840110019325 | 01
Gerda 2g dang hén hop tiem/ 1 lo, mdi hien (VN-17367-13)
Cefepime truyén lo thuy hanh
hydrochloride va | tinh tinh dung
Arginine) 2g mach tich 50ml
chua 29

cefepim
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duai dang
bot tring
dén trang
nga pha
tiém/ tiém
truyén;
Hop gom
10 lo, mdi
lo thuy
tinh dung
tich 50ml
chua 29
cefepim
dudi dang
bot trang
dén tring
nga pha
tiém/ tiém
truyén

98

Ceftazidime
gerda 29

Ceftazidime 29

Bot pha
tiém/
truyén
tinh
mach

Hop 1 1o
thuy tinh
loai dung
tich 50ml
X 29
Ceftazidim
bot pha
tiém/ tiém
truyén,
Hop 10 lo
thuy tinh
loai dung
tich 50ml
X 29
Ceftazidim
bot pha
tiém/ tiém
truyén

USP
32

24

840110019425
(VN-17905-14)

01

56. Co s¢ diing ky: Cong ty TNHH Dwogc pham Kién Phat (Bja chi: Phong 201, Lau 2, Toa nha

City View, s¢ 12 Mac Dinh Chi, Phuong Pa Kao, Qudn 1, Thanh ph Hé Chi Minh, Viét Nam)

56.1. Co sé san xuat: Korean Drug Co., Ltd. (Pia chi: 69-10, Wonjeok-ro, Sindun-myeon, Icheon-
si, Gyeonggi-do, Republic of Korea)

99

Lukema
Chewable
4mg

Montelukast
(dudi dang

Montelukast
sodium) 4mg

Vién nén
nhai

Hop 4 vi x
7 vién

NSX

24

880110019525
(VN-22349-19)

01

56.2. Co' sé san xuat: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,

Chungcheongnam-do, Republic of Korea)
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100 | Oxnas Duo | Moi 5ml hondich | Bot pha [HOp giay USP 24 880110019625 | 01
suspension | sau khi pha chira: | hdn dich |chua chai 45 (VN-20967-18)
Acid uéng nhya mau
clavulanic(dudi trang chira
dang Potassium bot dé pha
Clavulanate) hén dich
28,5mg, uéng (50ml)
Amoxicillin (dudi c6 nap xoay
dang Amoxicillin bang nhya
trihydrate) 200mg mau tring.
Hoac chai
nhya mau
tring chta
bot dé pha
hon dich
udng (50ml)
6 nap xoay
bang nhya
mau trang
101 | Oxnas MJ3i 5ml hdn dich | Bot pha  [Hop gidy USP 24 880110019725 | 01
suspension | sau khi pha chura: h(’?n dich |chtra chai 45 (VN-20966-18)
Acid clavulanic uong nhya mau
(duéi dang trang chta
Potassium bot dé pha
Clavulanate) hon dich
31,25mg, udng (50ml)
Amoxicillin (duéi c6 nap xoay
dang Amoxicillin bang nhya
trihydrate) 125mg mau xanh;
Chai nhua
mau tring
chtra bot dé
pha hon
dich ubng
(50ml) c6
nap xoay
bang nhya
mau xanh.
102 | Oxnas Acid clavulanic Viénneéen [Hop 3vix4| USP 24 880110019825 | 01
Tablet 19 (dudi dang bao phim |vién hoac 40 (VN-16873-13)
Potassium hop 10 vi x
clavulanate) 4 vién
125mg,

Amoxicillin (dudi
dang Amoxicillin
trihydrate) 875mg
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103 | Oxnas Acid Clavulanic | Viénnéen | Hop 10vi | USP 24 880110019925 | 01
Tablets (dudi dang bao phim | x 10 vién 2024 (VN-22011-19)
375mg Potassium

Clavulanate pha

lodng chaa

Potassium

Clavulanate

150,86mg va

Microcrystalline

Cellulose

64,66mg) 125mg,

Amoxicillin (dudi

dang Amoxicillin

trihydrate) 250mg
56.3. Co sé san xuat: Samjin Pharmaceutical Co., Ltd. (Pja chi: 52, Jeyakgongdan 1-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

104 | Fullgram MJi ng 4ml Dung Hop 10 USP 24 880110020025 | 01
Injection chua: dich tiém | ong x 4ml | 44 (VN-20968-18)
600mg/4ml | Clindamycin

(dudi dang

Clindamycin

phosphat) 600mg
56.4. Co sé san xuit: Yungjin Pharm. Co., Ltd. (Pia chi: 66, Muha-ro, Namyang-eup, Hwaseong-
si, Gyeonggi-do, Republic of Korea)

105 | Cemetajin | Cefmetazol (dudi | Botpha | HOop101lo | USP 24 880110020125 | 01
1g Inj. dang cefmetazol | tiém 2021 (VN-22354-19)

natri) 1g
57. Co'sé diing ky: Cong ty TNHH Dwoc pham Nhat Anh (Dja chi: Sé 11 Hoang Diéu, Phuwong 10,
Qugn Phi Nhugn, Thanh phé Hé Chi Minh, Viét Nam)
57.1. Co sé san xuat: Kleva Pharmaceuticals S.A. (Pia chi: Parnithos Ave. 189, Acharnai Attiki,
13675, Greece)

106 | Klevaflu Mbi 1ml dung Dung Hop 1 chai | NSX 36 520110020225 | 01
Sol.Inf dich chra: dich tiém | x 100ml (VN-21775-19)
2mg/iml Fluconazol 2mg truyén

57.2. Co sé san xuat: One Pharma Industrial Pharmaceutical Company S.A (Pja chi: 60th Km
N.n.r., Paradromos E.o. Athinon-Lamias, Schimatari, 320 09, Greece)

107 | Solnatec FC | Solifenacin Viénnén | Hop 3vix | NSX 36 520110020325 | 01

Tablet 5mg | succinat 5mg bao phim | 10 vién (VN-22513-20)

58. Co sé ding ky: Cong ty TNHH Dwoc pham Phic Binh An (Pja chi: 1025/14H Cdch Mang

Thdng Tdm, phwong 7, qudn Tan Binh, TP. Hé Chi Minh, Viét Nam)

58.1. Co sé san xuat: Bilim llac Sanayii Ve Ticaret A.S. (Pia chi: Cerkezkdy Organize Sanayi

Bélgesi, Karaaga¢ Mah. 5. Sok. No:6 Kapakl: - Tekirdag, Turkiye)
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108 | Bilclamos Moi 5ml hon dich | Thuoc Hop 1 lo NSX 36 868110020425 01
312.5mg chra: Amoxicilin | bot pha | 100ml (VN-21813-19)
(dudi dang hon dich
Amoxicilin udng
trihydrat) 250mg;
Acid clavulanic
(dudi dang Kali
clavulanat pha
lodng vai silica
1:1) 62,5mg
59. Co s& ding ky: Cong ty TNHH Dwoc pham Shinpoong Daewoo (Pja chi: Sé 13, Puong 9A,
Khu cong nghiép Bién Hoa 11, Phwong An Binh, Thanh pho Bién Hoa, tink Bong Nai, Viét Nam)
59.1. Co sé san xuat: Shin Poong Pharm. Co., Ltd. (Pja chi: 70, Sandan-ro 19beon-gil, Danwon-
gu, Ansan-si, Gyeonggi-do, Republic of Korea)
109 | Shinpoong | Artesunat 60mg, | Viénnén | Hop 10vi | NSX 24 880110020525 | 01
Pyramax Pyronaridin bao phim | x 9 vién (VN-21341-18)
tetraphosphat
180mg
60. Co sé¢ ding ky: Cong ty TNHH Dwoc pham U.N.1 Viét Nam (Dja chi: Phong 1216, tdoa nha CT
4C-X2, Bdc Linh Pam, Phirong Hoang Liét, Qudn Hoang Mai, Thanh phé Ha Ngi, Viét Nam)
60.1. Co sé san xuat: Alfasigma S.P.A (Pja chi: Via Enrico Fermi 1 -65020 Alanno (PE), Italy)
Co sé xuit xwéng: Altan Pharmaceuticals S.A. (Pia chi: Poligono Industrial de Bernedo, s/n,
Bernedo, 01118 Alava, Spain)
110 | Zolemax Zoledronic acid Dung Hop01lo | NSX 36 800110020625 | 01
4mg/5ml khan (dudi dang dich dam | x 5ml (VN-22117-19)
Zoledronic acid dac pha
monohydrate) tiém
4mg/5ml truyén
61. Co sé ding ky: Cong ty TNHH Duwoc pham va TBYT Phwong Lé (Pja chi: L6 D3/D6 KPT
méi Cau Gidy, phirong Dich Vong, qudn Cau Gidy. thanh pho Ha Ngi, Viét Nam)
61.1. Co sé san xuit: Square Pharmaceuticals Ltd. (Pja chi: Kaliakoir, Gazipur -1750,
Bangladesh)
111 | Bonsartine | Losartan kali Viénnén | Hop5vix | USP 36 894110020725 | 01
25 tablet 25mg bao phim | 10 vién hién (VN-19448-15)
hanh
61.2. Co sé san xuat: Square Pharmaceuticals Ltd. (Pja chi: Square Road, Salgaria, Pabna,
Bangladesh)
112 | Pantobone | Pantoprazol natri | Viénnén | Hop 3vi x | NSX 24 894110020825 | 01
40 sesquihydrat bao tan 10 vién (VN-20460-17)
45,120mg tuong | trong
duong rudt

Pantoprazol 40mg
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113 | Triglo Fenofibrat 200mg | Vién Hop 3vix | NSX 24 894110020925 | 01
nang 10 vién (VN-20461-17)
cung
62. Co s& ding ky: Cong ty TNHH Duwoc pham Van Cwong Phat (Pja chi: 299/28C dwong Ly
Thirong Kiét, phuong 15, qudn 11, thanh phé Hé Chi Minh, Viét Nam)
62.1. Co sé san xuit: Laboratorios Normon, S.A (Pia chi: Ronda de Valdecarrizo, 6 — 28760 Tres
Cantos — Madrid, Spain)
114 |Ebastine Ebastine 10mg Viénnén | Hop 2vix | NSX 36 840110021025 | 01
Normon 10 phéntan | 10 vién (VN-22104-19)
mg trong
Orodispersible miéng
Tablets
63. Co s¢ ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Lo dat s6 01-CN8, cum cong
nghiép Tur Liém, phwong Minh Khai, qudn Bac Tar Liém, thanh phé Ha Ngi, Viét Nam)
63.1. Co sé san xuit: Medinfar Manufacturing, S.A. (Pja chi: Parque Industrial Armando Martins
Tavares, Rua Outeiro Da Armada No 5, Condeixa-a-Nova, 3150-194 Sebal, Portugal)
115 | Remowart | Acid salicylic Dung HoplLo | NSX 24 560100021125 | 01
167mgl/g dich x 10ml (VN-21794-19)
dung
ngoai
64. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Tang 20, tda nha ICON 4,
2434 Pé La Thanh, phwong Lang Thiong, qudn Pong Pa, thanh phé Ha Ngi, Viét Nam)
64.1. Co sé san xuat: Solupharm Pharmazeutische Erzeugnisse GmbH (Pja chi: Industriestr. 3,
34212 Melsungen, Germany)
116 | Rocuroniu | Rocuronium Dung Hop 10lo | NSX 36 400114021225 | 01
m Invagen | bromide 10mg/ml | dich tiém | x 5ml (VN-20955-18)
tinh
mach,
truyén
tinh
mach
65. Co sé diang ky: Cong ty TNHH Dwoc Pham Y-Med (Pja chi: S¢ 01-03, Puong sé 45, Phwong
06, Qudn 4, Thanh phé Ho Chi Minh, Viét Nam)
65.1. Co s& san xuat: Agio Pharmaceuticals Ltd. (Pja chi: T-81, 82, M.I.D.C., Bhosari, Pune
411026, Maharashtra State, India)
117 | Aciherpin M®di 1g kem chira | Thude Hop 1 BP 36 890100021325 | 01
5% Aciclovir 50mg kem tuyp x 59 2022 (VN-22106-19)
118 | Biroxime M®di 1g kem chira: | Thude Hop 1 NSX 36 890100021425 | 01
Clotrimazol 10mg | kem tuyp 20g (VN-21797-19)

65.2. Co s& san xuit: Fourrts (India) Laboratories Pvt., Ltd. (Pja chi: Vandalur road,

Kelambakkam — 603 103, India)
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119 | Aforsatin Atorvastatin Viénnén | Hop3vix | NSX 24 890110021525 | 01
20 (dudi dang bao phim | 10 vién; (VN-21800-19)
Atorvastatin calci Hop 10 vi
trihydrat) 20mg x 10 vién

120 | Lozar Losartan kali Viénnén | Hop 10 vi | USP 24 890110021625 | 01
50mg bao phim | x 10 vién 39 (VN-21801-19)

65.3. Co sé san xuit: Ind-Swift Limited (Pja chi: Off. NH-21, Village Jawaharpur, Tehsil
Derabassi, District S.A.S Nagar (Mohali), Punjab-140507, India)

121 | Caplor Clopidogrel (dudi | Viennén | Hop 3vix | USP 24 890110021725 | 01
dang Clopidogrel | bao phim | 10 vién 34 (VN-17461-13)
bisulphate) 75mg

65.4. Co sd san xuat: Jubilant Generics Limited (Pja chi: Village Sikandarpur Bhainswal, Roorkee-
Dehradun Highway, Bhagwanpur, Roorkee, Distt-Haridwar, Uttarakhand 247661, India)
122 |Jubl Oxcarbazepin Viénnén | Hop 3vix | NSX 24 890114021825 | 01
Oxcarbazepine| 150mg bao phim | 10 vién (VN-17990-14)
150 mg
65.5. Co s& san xuét: M/s Akums Drugs & Pharmaceuticals Ltd. (Pja chi: Plot No. 19,20 & 21,
Sector-6A, IIE, SIDCUL, Ranipur, Haridwar - 249403, Uttarakhand, India)

123 | Raby-med | Pantoprazol natri | Viénnén | Hop 3vix | USP 24 890110021925 | 01
twong duong véi | baotan | 10 vién 35 (VN-19369-15)
Pantoprazol 40mg | trong

rudt
66. Co sé dang ky: Cong ty TNHH Dwoc Tam Pan (Dja chi: A4.4 KDC Everich 3, Puong Phu
Thudn, Phuiong Tan Phad, Qudn 7, Thanh phg Ho Chi Minh, Viét Nam)
66.1. Co s& san xuat: ABC Farmaceutici S.P.A (Bja chi: Via Cantone Moretti, 29 (loc. Localita’
San Bernardo)- 10015 lvrea (TO)- Italy (hoac cach ghi khac: Via Cantone Moretti, 29-10015 lvrea,
Italy), Italy)

124 | Ursobil Ursodeoxycholic | Viénnén | Hop 2vix | NSX 36 800110022025 | 01

acid 300mg 10 vién; (VN-20260-17)
Hop 3 vi x
10 vién
66.2. Co s& san xuat bt dong khé: Vianex S.A- Plant C' (Pja chi: 16th km Marathonos Avenue,
15351 Pallini, Attica, Greece)
Co sé san xuat 6ng dung mdi: Vianex S.A- Plant A' (Pja chi: 12th km National Road, Athinon-
Lamias, Metamorfosi Attiki, 14451, Greece)

125 | Lordin Omeprazol (dudi | Bot dong | Hop gom NSX 18 520110022125 01
dang omeprazol | kho dé | 1 lo bot (VN-21404-18)
natri) 40mg pha dung | dong kho

dich tiém | va 1 dng
(vabng | dung moi
dung moi

di kém)
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66.3. Co'sé san xuat: Delorbis Pharmaceuticals Ltd. (Bja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)
126 | Rycardon Irbesartan 150mg | Viénnén | Hop 3vix | USP 24 529110022225 | 01
bao phim | 10 vién 39 (VN-22390-19)
66.4. Co s& san xuit: Neuraxpharm Pharmaceuticals, SL (Bja chi: Avinguda de (hodc Avda.de)
Barcelona, 69, 08970 Sant Joan Despi (Barcelona), Spain)
127 | Otibsil Otilonium Viénnén | Hop2vix | NSX 24 840110022325 | 01
40mg bromide 40mg bao phim | 30 vién (VN-21593-18)
66.5. Co s& san xuit: Vianex S.A. - Plant A’ (Pja chi: 12 km National Road, Athinon-Lamias,
Metamorphosi Attiki, 14451, Greece)

128 | Latandrops | M&i 1ml dung Dung Hop 1lo NSX 36 520110022425 | 01
dich chra djgh nho | 2,5ml (VN-21244-18)
latanoprost 50g | mat
(mcg)

66.6. Co s san xuat: Vianex S.A.- Nha may A (Pja chi: 12 km National Road Athinon- Lamias,
Metamorphosi Attiki, 14451, Greece)

129 | Onda Ondansetron Dung Hop 16ng | NSX 36 520110022525 01
(dudi dang dich tiém | x 4ml (VN-19890-16)
ondansetron
hydrochloride
dihydrate)
2mg/ml

67. Co'sé diing ky: Cong ty TNHH Pai Bic (Pja chi: So 11, dwong Cong Nghiép 4, khu cong nghiép
Sai Pong B, phirong Thach Ban, qugn Long Bién, Ha Ngi, Viét Nam)

67.1. Co sé san xuat: Bluepharma- Indistria Farmacéutica, S.A. (Pja chi: S&o Martinho do Bispo
3045-016 Coimbra, Portugal)

130 | Haepril Lisinopril Viénnén | Hop 4 vix | NSX 24 560110022625 | 01
dihydrate tuong 14 vién (VN-21215-18)
duong Lisinopril
5mg

67.2. Co sé san xuat: Lipa Pharmaceuticals Ltd. (Pja chi: 21 Reaghs Farm Road, Minto NSW 2566,
Australia)

131 | Cardioton Ubidecarenone Vién Hop 3vix | NSX 36 930100022725 | 01
30mg, Vitamin E | nang 10 vién, (VN-22503-20)
6,71mg mem Hop 6 vi x

10 vién

132 | Geotonik Bot ré ginseng Vién Hop 3vix | NSX 24 930110022825 01
40mg, Calci nang 10 vién; (VN-20934-18)
carbonat 225mg mem Hop 6 vi X
(twong duong 10 vién
calci 90mg), Calci
pantothenat

13,75mg (tuong
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duong acid
pantothenic
12,6mg, tuong
duong calci
1,15mgq),
Cholecalciferol
10mcg (dudi dang
vitamin D3 1.0
MIU/g tuong
duong vitamin D3
400 U, Pdng
gluconat 14,29mg
(tuong duong
ddng 2mg), Kali
sulfat 17,83mg
(twong duong kali
8mg), Kém sulfat
monohydrat
10,98mg (twong
duong kém 4mg),
Mangan sulfat
monohydrat
3,08mg (tuong
duong mangan
1mg),
Nicotinamid
20mg, Pyridoxin
hydroclorid 2mg
(twong duong
pyridoxin
1,65mg), Rutin
20mg, St
fumarat 54,76mg
(trong duong st
18mg), Thiamin
nitrat 2mg (tuong
duong Vitamin
B1 1,62mg),
Vitamin A dang
retinyl palmitat
1.0 MIU/g
2,775mg (tuong
duong vitamin A
5,000 I.U. = 1515
RE 5mg),
Vitamin B12
6mcg, Vitamin
B2 2mg, Vitamin
C 60mg, Vitamin
E 30,2mg
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68. Co sé dang ky: Cong ty TNHH Estipharma Viét Nam (Dja chi: 280C13 Luwong Dinh Cua, khu
phé 1, phwong An Phu, thanh phé Tha Puic, thanh phé Ho Chi Minh, Viét Nam)
68.1. Co sé san xuit: Genepharm S.A. (Pia chi: 18th Km Marathonos Avenue, Pallini, 153 51,
Greece)
133 |Desloratadine | Desloratadine Viénnén | Hop2vix | NSX 36 520100022925 | 01
/Genepharm | 5mg bao phim | 15 vién (VN-22381-19)
69. Co sé ding ky: Cong ty TNHH Ferring Pharmaceuticals (Pja chi: Tang 20, tod nha
Flemington, 182 Lé Pai Hanh, Phuong 15, Qudn 11, thanh phé Hé Chi Minh, Viét Nam)
69.1. Co sé san xuat: Ferring GmbH (Dja chi: Wittland 11, 24109 Kiel, Germany)

134 | Firmagon Degarelix (dudi Bot va Hop 1lo NSX 36 400114023025 | 01
dang degarelix dung moi | bot, 1 bom (VN3-398-22)
acetate) 80mg phatiém | tiém dong

san 4,2ml

dung moi,

1 pittbng,

1 b6 phan

tiép ndi lo

bot, 1 kim

tiém
70. Co sé ding ky: Cong ty TNHH M@t thanh vién An Phat (Pja chi: 1923 Nguyén Hizu Canh,
phirong 19, qudn Binh Thgnh, TP. Hé Chi Minh, Viét Nam)
70.1. Co sé san xuat: Ind-Swift Limited (Pja chi: Off. NH-21, Village Jawaharpur, Tehsil
Derabassi, District SAS Nagar (Mohali) Punjab 140507, India)

135 | lvaswift5 | Ivabradin (dudi Viénnén | Hop 4 vix | NSX 36 890110023125 | 01
dang lvabradin bao phim | 14 vién (VN-22118-19)
oxalat) 5mg

136 | Prezel 150 | Pregabalin 150mg | Vién Hop 3vix | NSX 24 890110023225 | 01

nang 10 vién (VN-21816-19)
cung

137 | Prezel 75 Pregabalin 75mg | Vién Hop 3vix | NSX 24 890110023325 | 01

nang 10 vién (VN-21817-19)
cung
70.2. Co sé san xuat: Zeiss Pharmaceuticals Pvt. Ltd. (Pja chi: Plot No.72, EPIP-1, Jharmajri,
Baddi, Distt. Solan, (H.P.), India)
138 | Nuceftri- Ceftriaxon natri Botpha | Hop1llo USP 24 890110023425 01
1000 vo khuan USP tiém 43 (VN-19048-15)
tuong duong
Ceftriaxon
1000mg
139 | Nuceftri- Ceftriaxon natri Botpha | Hop1llo USP 24 890110023525 01
2000 vo khuan USP tiém 43 (VN-19049-15)

tuong duong
Ceftriaxon
2000mg
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71. Co'sé diang ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
71.1. Co sé san xuat: Alcon Research, LLC (Pia chi: 6201 South Freeway, Fort Worth, Texas
76134, USA)
140 | Vigamox Moxifloxacin Dung Hop 1lox | NSX 24 001115023625 | 01
(dudi dang dichnho | 5ml (VN-22182-19)
Moxifloxacin mat
hydrochlorid) 5
mg/ml
71.2. Co sé san xuit: Delpharm Huningue S.A.S (Pia chi: 26 Rue de la Chapelle, F 68330
Huningue, France)
141 | Sandimmun | Ciclosporin Dung Hop 1 chai | NSX 36 300114023725 | 01
Neoral 100mg/mi dich 50ml (VN-18753-15)
uong
142 | Voltaren Diclofenac natri | Viéndan | Hop L1 vix | NSX 36 300110023825 | 01
100mg 5 vién (VN-16847-13)
71.3. Co sé san xuat: Novartis Farma S.p.A. (Pia chi: Via Provinciale Schito 131, 80058 Torre
Annunziata (NA), Italy)
143 | Trileptal Oxcarbazepine Viénnén | Hop5vix | NSX 36 800114023925 | 01
300mg bao phim | 10 vién (VN-22183-19)
71.4. Co sd san xuit: Novartis Manufacturing NV (Pja chi: Rijksweg 14, Puurs-Sint-Amands, 2870,
Belgium)
144 | Maxitrol Mbi ml chura: Hon dich | Hop 1 lo NSX 24 540110024025 | 01
Dexamethason nho mat | dém giot (VN-21435-18)
1mg; Neomycin 5mi
sulfat 3500 1U;
Polymyxin B
sulfat 6000 1U
72. Co s¢ ding ky: Cong ty TNHH Nhan Sinh (Bja chi: Sé 58 dwong Bau Cdt 7, Phwrong 14, Qudn
Tan Binh, Tp.HCM, Viét Nam)
72.1. Co s& san xuat: Balkanpharma-Razgrad AD (Pia chi: 68, Aprilsko vastanie Blvd., 7200
Razgrad, Bungary)
145 | Moxifloxan | Moxifloxacin Dung Hop01lo | NSX 36 380115024125 01
5mg/ml eye | (dudi dang dichnho | 5ml (VN-22375-19)
drops, Moxifloxacin mat
solution hydrochloride)
25mg

73. Co sé ding ky: Cong ty TNHH Pfizer (Viét Nam) (Bja chi: Tang 17, Phong 1701, Friendship
Tower, 31 L& Dudn, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
73.1. Co sé san xuat: Fareva Amboise (Pja chi: Zone Industrielle, 29 route des Industries 37530,
Poce sur Cisse, France)
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146 | Diflucan Fluconazole Vién Hop 1vix | NSX 60 300110024225 | 01
150mg nang 1 vién (VN-22185-19)
cung

73.2. Co sé san xuat: Pfizer Manufacturing Deutschland GmbH (Pja chi: Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany)

147 | Ibrance Palbociclib Vién Hop 1 vi, NSX 36 400110024325 01
100mg 100mg nang 3vix7 (VN3-295-20)
cang vién

73.3. Co s& san xuit: Pharmacia & Upjohn Company LLC (Pja chi: 7000 Portage Road,
Kalamazoo, Michigan (MI) 49001, USA)

148 | Eraxis Anidulafungin Bot dong | Hop 1 lo NSX 36 001110024425 | 01
100mg kho pha (VN3-390-22)
dung
dich
truyén

74. Co s6 dang ky: Cong ty TNHH Relive Pharma (Pja chi: 410/9 Tan Phu, Khu My Gia 1, Phuong
Tan Ph, Qudn 7, TP. Ho Chi Minh, Viét Nam)

74.1. Co sé san xuat: Amanta Healthcare Limited (Pia chi: 876, NH No. 8, Vill. Hariyala, Tal.
Matar, Dist. Kheda-387411, Gujarat, India)

149 | Sterilised Nudc cat pha Dung Hop 50 NSX 48 890110024525 | 01
water for tiém 10ml mdi pha | ong x (VN-18493-14)
injection BP tiém 10ml
10 mi

150 | Sterilised Nudc cat pha Dung Hop 50 BP 48 890110024625 | 01
water for tiém 5ml moi pha | 6ng x 5ml | 2021 (VN-18494-14)
injection BP tiém
5ml

75. Co sé diing ky: Cong ty TNHH Sandoz Viét Nam (Pja chi: Phong 1601, Lau 16, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
75.1. Co sé san xuat: Lek Pharmaceuticals d.d (Pja chi: Verovskova ulica 57, 1526 Ljubljana,

Slovenia)
Co s& déng goi, xuat xwong: Lek Pharmaceuticals d.d (Pia chi: Trimlini 2D, Lendava, 9220,
Slovenia)

151 | Losartan Hydroclorothiazid | Viennén | Hop 2 vix | NSX 36 383110024725 | 01
HCT- 12,5mg, Losartan | bao phim | 10 vién (VN-20795-17)
Sandoz kali 50mg

75.2. Co sé san xuat: Lek S.A (Pja chi: 16 Podlipie street, 95- 010 Strykéw, Poland)

152 | Bisoprolol | Bisoprolol Viénnén | Hop4vix | NSX 24 590110024825 | 01

5mg fumarat 5mg bao phim | 25 vién; (VN-22178-19)
Hop 2 vi x
14 vién
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76. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, tda
nha Horison Tower, sé 40 Cdt Linh, Phirong Cét Linh, Qudn Pong Pa, Thanh phé Ha Ngi, Viét Nam)
76.1. Co sé san xuat: Acme Formulation Pvt. Ltd. (Dja chi: Ropar Road, Nalagarh, Distt. Solan,

(H.P.), India)

153 | Olartane-H | Hydrochlorothiazide | Vién nén | Hop 1 vix | NSX 24 890110024925 | 01
BP 25mg; bao phim | 10 vién (VN-21024-18)
Olmesartan
medoxomil BP
40mg

154 | Torincox 60 | Etoricoxib 60mg | Viénnén | Hop 1 vix | NSX 24 890110025025 | 01

bao phim | 10 vién (VN-21059-18)
76.2. Co sé san xuit: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11 & 12, Gat No. 1251
— 1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra State, India)
155 | Zinecox Cefditoren Viénnén | Hop2vix | NSX 24 890110025125 | 01
400 Pivoxil twong bao phim | 10 vién (VN-21131-18)
duong vai
Cefditoren 400mg
76.3. Co sé san xuit: Pell Tech Health Care Pvt. Ltd. (Pia chi: Plot No. 20B, Tansa Farm Estate,
Village Met, Gonsai, Bhiwandi-Wada, Thane 421312 Maharashtra State, India)

156 | Ruvasan 20 | Rosuvastatin Viénnén | Hop 2vix | NSX 36 890110025225 | 01
calcium tuong bao phim | 10 vién (VN-22470-19)
duong vai
Rosuvastatin 20mg

77. Co sé ding ky: Cong ty TNHH TM-XNK Thién Kim (Pja chi: 40 dwong sé 19, Phuong Binh
Tri Péng B, Qudn Binh Tan, Thanh phd Ho Chi Minh, Viét Nam)
77.1. Co sé san xuit: Kotra Pharma (M) Sdn. Bhd. (Pia chi: No. 1, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka, Malaysia)
157 | Axcel Cetirizine Siro Hop 1lo x | NSX 36 955110025325 | 01
Cetirizine Dihydrochloride 60ml (VN-20304-17)
Syrup 5 60mg
mg/5ml
158 | Axcel Hydrocortisone Kem bdi | Hop 1 NSX 36 955110025425 | 01
Hydrocortis | 1% (w/w) da Tuyp x5 (VN-21888-19)
one Cream gam; Hop
1 Tuyp x
15 gam
78. Co s& ding ky: Cong ty TNHH Thuwong mai Dich vu Ky thuat Dirc Viét (Pja chi: Sé 1, ngach
26/31 Nguyén Hong, phuwong Lang Ha, Qudn Péng Pa, Ha Noi, Viét Nam)
78.1. Co s& san xuat: PT. Tunggal ldaman Abdi (Pja chi: Hormon Plant 2 (Lantai 1); JI. Jend.
Ahmad Yani No.7, Rawamangun, Jakarta Timur, Indonesia)

159 | Triclofem  [Medroxyprogesteronel Hon dich | Hop 4 vi x | NSX 60 899110025525 01

acetate 150mg/ml | tiém S5lox 1ml (VN3-135-19)
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79. Co s6 diing ky: Cong Ty TNHH Thuong Mai Dwoc Pham Pong Phwong (Pja chi: 119, Puong
s6 41, Phwong Tan Quy, Qudn 7, Thanh phd Hé Chi Minh, Viét Nam)
79.1. Co sé san xuét: Healthcare Pharmaceuticals Ltd (Pja chi: Gazariapara, Rajendrapur,
Gazipur-1703, Bangladesh)

160 | Feomin Levofloxacin Viénnén | Hop4vix | NSX 24 894115025625 01
Tablet (dudi dang bao phim | 6 vién (VN-19920-16)
500mg Levofloxacin

hemihydrate)

500mg
79.2. Co sé san xuat: Medica Korea Co., Ltd (Pja chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Republic of Korea)

161 | Medica Loxoprofen natri | Viennén | Hop 10 vi | NSX 24 880100025725 | 01
Loxoprofen | (duéi dang x 10 vién (VN-19123-15)
tablet loxoprofen natri

hydrat 68,1mg)

60mg
80. Co sé ding ky: Cong ty TNHH Thwong mai Dwoc pham Péng Phwong (Pja chi: 51, Duong
s6 30, Phuong Tan Phong, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)
80.1. Co sé san xuit: Galpha Laboratoires Ltd (Pja chi: Vill. Thana, Baddi, Distt. Solan [H.P],
India)

162 | Folsadron- | Fluconazole Vién Hop 1vix | NSX 36 890110025825 | 01
150 150mg nang 10 vién (VN-21263-18)

cung
80.2. Co sé san xuat: Healthcare Pharmaceuticals Limited (Pja chi: Gazariapara, Rajendrapur,
Gazipur-1703, Bangladesh)

163 | Sergel Mdi lo chira Bot dong | Hop 1 lo x | NSX 24 894110025925 01
Injection Esomeprazol khé pha | 16ngx 1 (VN-19627-16)

40mg (dudi dang | tiém bom tiém

bot dong kho

Esomeprazol

natri)
81. Co sé¢ ding ky: Cong ty TNHH Thwong Mai Duwoc Pham Nguyén Vy (Bja chi: 541/24 Suw Van
Hanh, Phwong 13, Qudn 10, Thanh phé Hé Chi Minh, Viét Nam)
81.1. Co sé san xuit: Dae Hwa Pharmaceutical Co., Ltd (Pja chi: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do, Republic of Korea)

164 | Beautygel Erythromycin Gel Hop 1 NSX 36 880110026025 | 01

40mg/g; Tretinoin tuyp, 10g (VN-22382-19)

0,25mg/g

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

82.1. Co sé san xuit: KRKA, d.d., Novo mesto (Pja chi: Smarjeska cesta 6, 8501 Novo mesto,

Vieong Thira Vii, phwong Khwrong Trung, Quan Thanh Xuan, Thanh phé Ha Ngi, Viét Nam)

Slovenia)
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165 | Nolpaza Pantoprazol (dudi | Viénnén | Hop 2vix | NSX 36 383110026125 | 01
20mg dang Pantoprazol | khang 14 vién (VN-22133-19)
natri dich da
sesquihydrate) day
20mg

83. Co sé ding ky: Cong ty TNHH Thuwong mai Va Dwgc pham HT Viét Nam (Pja chi: So 298
C3, ngé 164 Tan Mai, Phuwong Tan Mai, Qudn Hoang Mai, Thanh pho Ha Ngi, Viét Nam)
83.1. Co sé san xuit: Industria Quimica Y Farmaceutica VIR, S.A. (Pja chi: Laguna, 66-68-70.
Poligono Industrial Urtinsa 1, 28923 Alcorc6 (Madrid), Spain)

166 | Lomec 20 Omeprazole Vién Hop 4 vix | NSX 36 840110026225 | 01
20mg nang 7 vién (VN-20152-16)
cung
chtra vi
hat bao
tan trong
ruot
84. Co s¢ ding ky: Cong ty TNHH Xuc tién Thwong mai Dwoc pham va dau tu TV (Pja chi: Sé
72 Binh Gid, Phwong 13, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
84.1. Co sé san xuat: ABC Farmaceutici S.P.A. (Pja chi: Via Cantone Moretti, 29 (Loc. Localita’
San Bernardo)— 10015 Ivrea (To) Italy, Italy)

167 | Ursochol Acid Vién Hop 50 NSX 24 800110026325 | 01

250 mg ursodeoxycholic | nang Vvién (VN-22135-19)

250mg cang
85. Co sé ding ky: Cong ty TNHH Y té Canh Cira Viét (Pia chi: 842/1/2 Nguyén Kiém, Phuwong 3,
Qudn G0 Vap, Thanh phé Hé Chi Minh, Viét Nam)
85.1. Co sé san xuit: Yash Medicare Private Limited (Pja chi: Near Sabar Dairy, Talod Road, Po.
Hajipur, Ta. Himatnagar, Dist. Sabarkantha — 383 006, Gujarat State, India)
168 | Akneyash Adapalen 30mg Gel boi Hop 1 BP 36 890110026425 | 01
ngoai da | Tuyp x 30 (VN-20743-17)
gam

86. Co s¢' dang ky: Chong Kun Dang Pharm. Corp. (Pja chi: (Chungjeongno3(sam)-ga), 8,
Chungjeong-ro, Seodaemun-gu, Seoul, Republic of Korea)
86.1. Co sé san xuat: Chong Kun Dang Pharmaceutical Corp (Pja chi: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Republic of Korea)

169 | CKDGemtan | Gemcitabin (dudi | Bot dong | Hop 1 lo USP 36 880114026525 | 01
injection dang Gemcitabin | kho pha 41 (VN-22138-19)
200mg hydroclorid) tiém

200mg

87. Co sé diang ky: Chong Kun Dang Pharmaceutical Corp. (Pia chi: (Chungjeongno3(sam)-ga),

8, Chungjeong-ro, Seodaemun-gu, Seoul, Republic of Korea)
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87.1. Co s& can nguyén liéu, dong géi va xuit xwéng: Chong Kun Dang Pharmaceutical Corp.
(bia chi: 797-48 Manghyang-ro, Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do,
Republic of Korea)

Co s& San xuit nang, déng nang siy nang, lwa nang: Suheung Co., Ltd (Pja chi: 61,
Osongsaengmyeong-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of

Korea)
170 | CKDCipol- | Cyclosporin Vién Hop 10vi | USP 36 880114026625 | 01
N 100mg 100mg nang x 5 vién 41 (VN-18192-14)
mém

88. Co s¢ dang ky: Dae Hwa Pharmaceutical Co., Ltd. (Pia chi: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do, Republic of Korea)
88.1. Co s& san xuat: Dae Hwa Pharmaceutical Co., Ltd (Bja chi: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do, Republic of Korea)

171 | Meritintab | Trimebutine Viénnén | Hop 10vi | NSX 36 880110026725 | 01
maleate 100mg x 10 vién (VN-21847-19)

89. Co s diang ky: Daewoong Pharmaceutical Co., Ltd. (bia chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
89.1. Co sé san xuiat: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

172 | Loxmen Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 880110026825 | 01
(twong duong bao phim | 4 vién (VN-19461-15)
Sildenafil 100mg)
140,45mg

90. Co s¢ dang ky: Delorbis Pharmaceuticals Ltd. (Pja ch:: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)
90.1. Co sé san xuit: Delorbis Pharmaceuticals Ltd. (Pja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)

173 | CoRycardon | Hydrochlorothiazide | Vién nén | Hop 3vi x | NSX 24 529110026925 | 01

12,5mg, bao phim | 10 vién (VN-22389-19)
Irbesartan 150mg

91. Co sé¢ dang ky: Denk Pharma GmbH & Co. KG (bja chi: Prinzregentenstr. 79, 81675 Munich,

Germany)
91.1. Co sé san xuit: Denk Pharma GmbH & Co. KG (Pja chi: Géllstr. 1, 84529 Tittmoning,
Germany)
174 | Metformin | Metformin (dudi | Viénnén | Hop 02 vi | NSX 36 400110027025 | 01
Denk 1000 | dang Metformin | bao phim | x 15 vién (VN-18292-14)

HCI 1000mg)
780mg
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92. Co sé dang ky: Diethelm & Co., Ltd. (Dia chi: Wiesenstrasse 8, 8008 Zurich, Switzerland)
92.1. Co sé san xuit ban thanh pham va kiém nghiém 16: Catalent Germany Eberbach GmbH
(Dia chi: Eberbach GmbH Gammelsbacher Str.2, 69412 Eberbach, Germany)

Co s dong géi so cap: Cenexi (Pia chi: 52 rue Marcel et Jacques Gaucher, 94120, Fontenay-sous-
bois, France)

Co sé déng g6i thir cap va xuit xwéng: Cheplapharm Arzneimittel GmbH (Pja chi: Bahnhofstr.
la, 17498 Mesekenhagen, Germany)

175 | Vesanoid

Tretinoin 10mg Vién Hop 1 chai | NSX 36 400110027125 | 01
nang x 100 vién (VN-21185-18)
meém
92.2. Co sé san xuat: Olic (Thailand) Limited (Pja chi: 166 Bangpa-In Industrial Estate,
Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya, 13160, Thailand)
176 | Hirudoid Mucopolysaccharide| Kem b6i | Hop 1 tuyp | NSX 36 885110027225 | 01
Forte polysulphate da 50; Hop 1 (VN-18664-15)
0,445% (kI/KI) tuyp 79;
Hop 1 tuyp
14g; Hop 1
tuyp 40g
93. Co s¢ dang ky: DKSH Singapore Pte. Ltd. (Pia chi: 47 Jalan Buroh, # 09-01 Singapore
(619491), Singapore)
93.1. Co sé san xuat: Biocodex (Pja chi: 1, Avenue Blaise Pascal, 60000 Beauvais, France)
177 | Etifoxine Etifoxin Viénnang | Hop 3vix | NSX 36 300110027325 | 01
hydrochloride | hydroclorid 50mg | cing 20 vién (VN-21988-19)
94. Co sé dang ky: Dr. Reddy's Laboratories Limited (Pja chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad , Telangana - 500034, India)
94.1. Co sé san xuit: Dr. Reddy’S Laboratories Ltd. (Pia chi: FTO-LX, Plot No’s Q1 to Q5 Phase
111, VSEZ, Duvvada, Visakhapatnam District-530046, Andhra Pradesh, India)
178 | Daptomred | Daptomycin Bot dong | Hop 01 1o | NSX 24 890110027425 | 01
500 500mg kho pha (VN-22524-20)
dung
dich tiém
truyén
95. Co s& dang ky: Dr. Reddy's Laboratories Ltd. (bia chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad Telangana-500034, India)
95.1. Co sé san xuat: Dr. Reddy's Laboratories Ltd. (Pja chi: Formulation Tech Ops — II, Survey
No 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District - 500090, Telangana State, India)
179 | Stamlo 10 | Amlodipine Viénnén | Hop 02 vi | NSX 24 890110027525 | 01
besilate 13,869mg x 10 vién, (VN-20496-17)
tuong duong vi xé; Hop
amlodipine 10mg 02 vix 10
vien, vi
bam




33

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan

(thang) | (S6diangky | gia

di cap) han

) (2) 3) 4 ®) (6) ) (8 ©)

96. Co sé dang ky: Eisai (Thailand) Marketing Co., Ltd. (Pja chi: No. 93/1, Unit 603-604, 6th
Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis, Thailand)

96.1. Co sé san xuit: Bushu Pharmaceuticals Ltd. Misato Factory (Pja chi: 950 Hiroki, Ohaza,
Misato-machi, Kodama-gun, Saitama-ken, Japan)

Co sé dong géi: Interthai Pharmaceutical Manufacturing Ltd (Dja chi: 1899 Phaholyothin Road,
Ladyao, Chatuchak, Bangkok 10900, Thailand)

180 | Methycobal | Mecobalamin Viénnén | Hop 3vix | NSX 36 499110027625 | 01
5009 0,5mg bao 10 vién; (VN-22258-19)
duong Hop 50 vi
x 10 vién

96.2. Co s¢ san xuat: Sumitomo Pharma Co., Ltd. Suzuka Plant (Pja chi: 1450 Yasuzuka-cho,
Suzuka, Mie 513-0818, Japan)

Co s dong goi: Interthai Pharmaceutical Manufacturing Ltd (Dja chi: 1899 Phaholyothin Road,
Ladyao, Chatuchak, Bangkok 10900, Thailand)

181 | Gasmotin Mosaprid citrat Vién nén | Hop 3 vi X JP 36 499110027725 | 01
tablets 5mg | (dudi dang bao phim | 10 vién hién (VN-22395-19)
mosaprid citrat hanh
dihydrat) 5mg

97. Co sé diang ky: Euro Healthcare Pte Ltd (Pja chi: 1 North Bridge Road, #19-04/05, High Street
Centre, Singapore (179094), Singapore)

97.1. Co s& san xuat: Arena Group S.A. (Pja chi: Bd. Dunarii nr.54, Oras Voluntari, Jud.Ilfov, cod
077190, Romania)

182 | Apratam Piracetam 400mg | Vién Hop 3vix | NSX 36 594110027825 | 01
nang 10 vién; (VN-15827-12)
cung Hop 10 vi
x 10 vién
183 | Mildocap Captopril 25mg Viénnén | Hop 2 vix | NSX 36 594110027925 01
10 vién; (VN-15828-12)
Hop 10 vi
x 10 vién
184 | Nadecin Isosorbide Viénnén | Hop 3vix | NSX 36 594110028025 | 01
10mg dinitrate (dudi 10 vién (VN-17014-13)
dang Isosorbide
dinitrate 25%
trong lactose
40mg) 10mg

98. Co s6 dang ky: Exeltis Healthcare S.L. (Pja chi: Avenida Miralcampo 7, Poligono Industrial
Miralcampo 19200, Azuqueca de Henares, Guadalajara, Spain)

98.1. Co s& san xuat: Biolab Co., Ltd (Pia chi: 625 Moo 4, Bangpoo Industrial Estate Soi 7A,
Sukhumvit Road, Prakasa, Muang, Samutprakarn 10280, Thailand)
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185 | Mercifort Desogestrel Viénnén | Hop 1vix | NSX 36 885110028125 | 01
0,15mg; 21 vién (VN-21054-18)
Ethinylestradiol
0,02mg
99. Co s¢ dang ky: Gedeon Richter Plc. (Pja chi: Gyomrdi ut 19-21., Budapest, 1103, Hungary)
99.1. Co sé san xuat: Gedeon Richter Plc. (Pia chi: Gyomrdi it 19-21., Budapest, 1103, Hungary)
186 | Reagila 1.5 | Cariprazin (dudi | Vién Hop 3vix | NSX 36 599110028225 | 01
mg dang Cariprazin nang 10 vién (VN3-369-21)
hydroclorid) cang
1,5mg
187 | Reagila 3 Cariprazin (dudi | Vién Hop 3vix | NSX 36 599110028325 | 01
mg dang Cariprazin nang 10 vién (VN3-370-21)
hydroclorid) 3mg | ciing
188 | Reagila Cariprazin (dudi | Vién Hop 3vix | NSX 36 599110028425 | 01
4.5mg dang Cariprazin nang 10 vién (VN3-371-21)
hydroclorid) cang
4,5mg
189 | Reagila Cariprazin (dudi | Vién Hop 3vix | NSX 36 599110028525 | 01
6mg dang Cariprazin nang 10 vién (VN3-372-21)
hydroclorid) 6mg | cing
100. Co sé diang ky: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
100.1. Co sé san xuit: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
190 | Atasart Candesartan Viénnén | Hop4vix | NSX 36 896110028625 | 01
tablets Cilexetil 16mg 7 vién (VN-22146-19)
16mg
191 | Getvilol Nebivolol (dudi Viénnén | Hop 2vix | NSX 24 896110028725 | 01
Tablets 5mg | dang Nebivolol 7 vién (VN-22400-19)
HCI) 5mg
192 | Getzome Omeprazol (dudi | Vién Hop 2vix | NSX 36 896110028825 | 01
Capsules dang omeprazole | nang 7 vién (VN-16486-13)
40mg pellets 12,5%) cang
40mg chua vi
hat bao
tan trong
rudt
193 | Montiget Montelukast natri | Vién Hop 2 vix | NSX 24 896110028925 | 01
Chewable (5,2mg nhai 7 vién (VN-21861-19)
Tablets 5mg | Montelukast natri
tuong duong voi
5mg montelukast)
5,2mg
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194 | Telart Telmisartan 80mg | Viénnén | Hop 2 vix | NSX 24 896110029025 | 01
Tablets 7 vién (VN-22148-19)
80mg
101. Co sé dang ky: GlaxoSmithKline Pte Ltd (Pja chi: 23, Rochester Park, Singapore 139234,
Singapore)
101.1. Co sé san xuat: Aesica Pharmaceuticals S.r.l. (bja chi: Via Praglia, 15, 10044 Pianezza
(TO), ltaly)
Co sé san xuat vién nén bao phim: UCB Farchim SA (Pja chi: Z.1. de Planchy, Chemin de Croix -
Blanche 10, 1630 Bulle, Switzerland)
195 | Zyrtec Cetirizine Viénnén | Hop Lvix | NSX 60 800110029125 | 01
dihydrochloride | bao phim | 10 vién (VN-20768-17)
10mg
102. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (Pia ch:i: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
102.1. Co sé san xuat: Glenmark Pharmaceuticals Ltd. (Bja chi: (Unit I11) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan, (H.P)-173 205, India)
196 | Combiwave | Mbi liéu hit chira: | Thudc Hop 1 NSX 24 890110029225 | 01
SF 250 Fluticasone hit dinh | binh x 120 (VN-18898-15)
Propionate 250ug | licu dang | lieu
(mcg), Salmeterol | khi dung
xinafoate tuong
duong Salmeterol
25Ug (mcg)
102.2. Co s& san xuit: Glenmark Pharmaceuticals Ltd. (Pja chi: Plot No. 2, Phase 1, Pharma
Zone, SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775, India)
197 | Glenosartan | Olmesartan Viénnén | Hop5vix | NSX 24 890110029325 | 01
20 Medoxomil 20mg | bao phim | 10 vién (VN-22151-19)
103. Co sé dang ky: Gracure Pharmaceuticals Limited (Pja chi: 251-254, 1Ind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
103.1. Co sé san xuat: Gracure Pharmaceuticals Limited (Pja chi: E-1105 RIICO Industrial Area,
Phase 111, Bhiwadi, Alwar. (Rajasthan.), India)
198 | Fuxicure- Celecoxib 400mg | Vién Hop 3vix | NSX 36 890110029425 | 01
400 nang 10 vién (VN-19967-16)
cung
103.2. Co sé san xuat: Gracure Pharmaceuticals Ltd. (Pja chi: E-1105 RIICO Industrial Area,
Phase Il1, Bhiwadi, Alwar, (Rajasthan.), India)
199 | Ferion Elemental Iron Dung Hop 1 chai | NSX 24 890110029525 | 01
(dudi dang Iron dich x 15ml; (VN-22216-19)
protein uong Hop 10
succinylat) chai x
40mg/15ml 15ml
200 | G-Flo 200 | Ofloxacin200mg | Viénnén | Hop 10vi | USP 36 890110029625 | 01
bao phim | x 10 vién 39 (VN-22153-19)
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201 | PG-Lin75 | Pregabalin 75mg | Viénnang | Hop 2 vix | NSX 36 890110029725 | 01
cung 7 vién (VN-21871-19)
202 | Telmid-40 | Telmisartan 40mg | Viennén | Hop 3vix | USP 24 890110029825 | 01
10 vién 41 (VN-21872-19)
203 | Unafen Ibuprofen Hon dich | Hop 1 chai | BP 36 890110029925 | 01
100mg/5ml udng x 100ml 2017 (VN-21873-19)
104. Co s¢ dang ky: Hanlim Pharm Co.,Ltd (Dia chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do, Republic of Korea)
104.1. Co sé san xuat: Hanlim Pharm. Co., Ltd (Pja chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-
si, Gyeonggi-do, Republic of Korea)
204 | Momex Mometasone Hon dich | Hop 1 1o x | NSX 24 880100030025 01
Nasal Spray | furoate Xit mi 18ml (140 (VN-20521-17)
50mcg/cho mot lieu xit x
lan xit 50mcg)
105. Co sé dang ky: Hetero Labs Limited (Pja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
105.1. Co sé¢ san xuat: Hetero Labs Limited (Pja chi: Unit-1ll, 22-110, 1.D.A. Jeedimetla,
Hyderabad, Telangana State, India)
205 | Lazine Levocetirizin Viénnén | Hop 10 vi | NSX 48 890100030125 | 01
dihydroclorid 5mg | bao phim | x 10 vién (VN-19668-16)
105.2. Co sé san xuit: Hetero Labs Limited (Pja chi: Unit-V, Sy.N0.439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, India)
206 | Monte-H4 | Montelukast Viénnén | Hop 3vix | NSX 24 890110030225 | 01
(dudi dang nhai 10 vién (VN-18705-15)
Montelukast
natri) 4mg
207 | Pantin 40 Pantoprazole Viénnén | Hop 3vix | NSX 24 890110030325 | 01
(dudi dang bao tan 10 vién (VN-19184-15)
pantoprazol natri | trong
sesquihydrat) rudt
40mg
208 | Sife-100 Sildenafil (dudi Viénnén | Hop lonx | NSX 36 890110030425 | 01
dang Sildenafil bao phim | 5 hdp nho (VN-18539-14)
citrat) 100mg x1lvix4
vién
105.3. 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)
209 | Iritero Irinotecan (dudi Dungdich | Hop 1 lo NSX 24 890114030525 01
100mg/sml | dang irinotecan damdac | 5ml (VN3-234-19)
hydroclorid pha dung
trihydrat) dich tiém
100mg/5ml truyén

tinh mach
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210 | Iritero Irinotecan (dudi Dung Hop 1 lo NSX 24 890114030625 | 01

40mg/2ml dang irinotecan dich dam | 2ml (VN3-235-19)
hydroclorid dac pha
trihydrat) dung
40mg/2ml dich tiém
truyén
tinh
mach
105.4. Co sé san xuit: Hetero Labs Limited (Pja chi: Unit-VI, Sy. No.410, 411, TSIIC Formulation
SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, India)

211 | Capecitabine | Capecitabine Viénnén | Hop 3vix | NSX 24 890114030725 | 01
Tablets 500mg bao phim | 10 vién (VN2-305-14)
500mg

106. Co sé dang ky: Ipca Laboratories Ltd. (Dia chi: 48, Kandivli Industrial Estate, Kandivli (West),
Mumbai 400 067, India)

106.1. Co sé san xuat: Ipca Laboratories Limited (Pja chi: Plot No. 255/1, Village - Athal, Silvassa
396230, Union Territory of Dadra & Nagar Haveli and Daman & Diu, India)

212 | Presartan H | Hydroclorothiazid | Viénnén | Hop 2 vix | NSX 24 890110030825 | 01
50 12,5mg, Losartan | bao phim | 14 vién (VN-18912-15)

kali 50mg
107. Co sé dang ky: Ipsen Consumer Healthcare (Pja chi: 65 Quai Georges Gorse 92100,
Boulogne-Billiancourt, France)
107.1. Co sé san xuat: Beaufour Ipsen Industrie (Dja chi: Rue Ethé Virton, 28100 Dreux, France)

213 | Diosmectite | Diosmectite 3g Botpha | Hop 12 NSX 36 300100030925 | 01

hon dich | géi (VN-21420-18)
uong
108. Co sé ding ky: Korea United Pharm. Inc. (bia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Republic of Korea)
108.1. Co sé¢ san xuat: Korea United Pharm. Inc. (Pia chi: 107, Gongdan-ro, Yeonseo-myeon,
Sejong-si, Republic of Korea)

214 | Allipem Pemetrexed (dudi | Bot dong | Hop 1 lo USP 36 880114031025 | 01

100mg dang Pemetrexed | kho pha hién (VN-22156-19)
dinatri 2,5 tiém hanh
hydrate) 100mg

215 | Carbotenol | Carboplatin Dung Hop1Lo BP 36 880114031125 01

150mg dich dam 2019 (VN-17486-13)
dac pha
tiém
truyén
tinh

mach
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216 | Hytinon Hydroxyurea Vién Hop 100 USP 36 880114031225 | 01
500mg nang vién, tui hi¢n (VN-22158-19)
cang nhém x 10 | hanh
vi x 10
vién nang
cung
217 | Planitox Oxaliplatin 50mg | Bot dong | Hop 1 Lo USP 36 880114031325 | 01
kho pha hién (VN-16808-13)
tiém hanh
218 | Vincran Vincristin sulfat Dung Hop 1 Lo USP 24 880114031425 01
1mg dich tiém hién (VN-21534-18)
hanh
108.2. Co sé san xuat: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Republic of Korea)
219 | Joyloxin Moxifloxacin Dung Hop1lLo | NSX 24 880115031525 | 01
400mg dich tiém (VN-21303-18)
truyen
109. Co sé dang ky: Kusum Healthcare Private Limited (bia chi: D-158/A, Okhla Industrial Area,
Phase-1, New Delhi 110 020, India)
109.1. Co sé san xuat: Kusum Healthcare Pvt. Ltd. (Pia chi: SP-289 (A), RIICO Industrial Area,
Chopanki, (Bhiwadi), Distt-Alwar, Rajasthan, India)
220 | Larfix Lornoxicam 8mg | Viénnen | Hop 3vix | NSX 24 890110031625 | 01
Tablets 8 bao phim | 10 Vién (VN-19775-16)
mg
221 | Servonex Donepezil Viénnén | Hop 2 vix | NSX 24 890110031725 | 01
tablets hydrochlorid bao phim | 14 vién; (VN-17823-14)
10mg 10mg Hop 3 vi x
10 vién
222 | Servonex Donepezil Viénnén | Hop 2 vix | NSX 24 890110031825 | 01
tablets 5mg | hydrochlorid 5mg | bao phim | 14 vién; (VN-17824-14)
Hop 3 vi x
10 vién
109.2. Co sé san xuit: Kusum Healthcare Pvt. Ltd. (Pia chi: SP-289(A), RIICO Industrial Area,
Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India)
223 | Larfix Lornoxicam 4mg | Viénnén | Hop 3vix | NSX 24 890110031925 | 01
Tablets 4 bao phim | 10 vién (VN-19774-16)
mg

110. Co sé dang ky: Les Laboratoires Servier (bia chi: 50 rue Carnot, 92284 Suresnes Cedex,

France)

110.1. Co sé san xuit: Les Laboratoires Servier Industrie (Pja chi: 905, route de Saran, 45 520

Gidy, France)
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224 | Arcalion Sulbutiamine Viénnén | Hop 1lo x | NSX 24 300110032025 01

200mg 200mg bao 30 vién (VN-22426-19)

duong
225 | Daflon Phan doan Viénnén | Hop4vix | NSX 48 300100032125 01
500mg flavonoid vi hat bao phim | 15 vién (VN-22531-20)
tinh ché tng véi:
Diosmin 90%
450mg; Céc
flavonoid biéu thi
bang hesperidin
10% 50mg

226 | Natrilix SR | Indapamide Viénnén | Hop 3vix | NSX 36 300110032225 | 01

1,5mg bao phim | 10 vién (VN-22164-19)
giai
phéng
kéo dai
111. Co sé dang ky: Lupin Limited (Dia chi: Kalpataru Inspire, 3rd Floor, Off Western Express
Highway, Santacruz (East), Mumbai 400055, India)
111.1. Co sé san xuat: Lupin Ltd. (Pia chi: EPIP, SIDCO, Industrial Complex, Kartholi, Bari
Brahmana, Jammu (J&K)-181133, India)
227 | Furic-80 Febuxostat 80mg | Viénnén | Hop 1 vix | NSX 24 890110032325 01
bao phim | 10 vién (VN3-77-18)
111.2. Co sé san xuiat: Mepro Pharmaceuticals Private Limited (Bja chi: Unit 11, Q Road, Phase
IV GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India)

228 | Esotrax 20 | Esomeprazol Viénnén | Hop 3vix | NSX 24 890110032425 | 01
(dudi dang bao tan 10 vién (VN-21895-19)
Esomeprazol trong
Magie Trihydrat) | rudt
20mg

111.3. Co sé¢ san xuit: Mepro Pharmaceuticals Pvt. Ltd- Unit 1l (Pja chi: Q road, Phase 1V,
GIDC.CITY: Wadhwancity - 363 035, Dist: Surendranagar, Gujarat state, India)

229 | Rolavast 10 | Rosuvastatin Viénnén | Hop 02 vi | NSX 24 890110032525 | 01
(dudi dang bao phim | x 10 vién (VN-18556-14)
rosuvastatin calci)
10mg

112. Co sé dang ky: M/s. Baroque Pharmaceutical Pvt. Ltd. (Pja chi: D-403, Titanium Square,
S.G.Highway, Thaltej, Ahmedabad GJ 380054, India)

112.1. Co sé san xuét: Baroque Pharmaceuticals Private Limited (Pja chi: 192/2&3, 190/1 &
202/9 Sokhada-388 620 Tal- Khambhat, Dist- Anand, Gujarat state, India)

230 | Paar TM Paracetamol Viénnén | Hop 10vi | NSX 36 890111032625 | 01
325mg, Tramadol | bao phim | x 10 vién (VN-22429-19)
hydroclorid

37,5mg
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113. Co sé dang ky: M/s. Baroque Pharmaceuticals Pvt. Ltd. (Pja chi: D-403, Titanium Square,
S.G., Highway, Thaltej, Anmedabad GJ 380054, India)
113.1. Co sé San xuat: Baroque Pharmaceuticals Private Limited (Pja chi: 192/2&3, 190/1 &
202/9, Sokhada-388 620 Tal- Khambhat, Dist- Anand, Gujarat state, India)

231 | Odiflox Moxifloxacin (dudi | Viénnén | Hop 10 vi | NSX 24 890115032725 | 01
dang moxifloxacin | bao phim | x 5 vién (VN-22428-19)
hydroclorid)
400mg

114. Co s¢ dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol
Church rd, Andheri (E) Mumbai, Maharashtra 400 059, India)
114.1. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Pja chi: Phase — 11, Plot No. 25-27, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman — 396210, India)
232 | Maclevo Levofloxacin Viénnén | Hop 1vix | NSX 36 890115032825 | 01
500 (dudi dang bao phim | 5 vién; (VN-20310-17)
levofloxacin Hop 1 vi x
hemihydrate) 10 vién
500mg
233 | Tavomac Pantoprazole Viénnén | Hop 3vix | NSX 36 890110032925 | 01
DR 40 (dudi dang bao tan 10 vién (VN-20309-17)
pantoprazole natri | trong
sesquihydrat) rudt
40mg
115. Co s¢ dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)
115.1. Co sé san xuit: Macleods Pharmaceuticals Limited (Dja chi: Block N-2, Village Theda, Post
Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101, India)
234 | Telzartan Telmisartan 20mg | Viénnén | Hop 3vi x | NSX 36 890110033025 | 01
20 10 vién (VN-21897-19)
115.2. Co sé san xuat: Macleods Pharmaceuticals Ltd (Pja chi: Block N-2, Village Theda, Post
Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101, India)
235 | Levomac Levofloxacin Viénnén | Hop 10 vi | NSX 24 890115033125 | 01
500 (dudi dang bao phim | x 10 vién (VN-21896-19)
Levofloxacin
hemihydrat)
500mg
115.3. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Pja chi: Phase — 11, Plot No. 25-27, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman — 396210, India)

236 | Glitage Tenofovir Viénnén | Hop 3vix | NSX 24 890110033225 | 01
Disoproxil bao phim | 10 vién; (VN-21058-18)
fumarate (tuong hop 1 lo x
duong Tenofovir 30 vién

disoproxil
245mg) 300mg
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116. Co sé dang ky: Medley Pharmaceuticals Limited (Pja chi: Medley House, D-2, MIDC Area,
16th Road, Andheri (E), Mumbai - 400 093, India)
116.1. Co sé san xuat: Medley Pharmaceuticals Limited (Pja chi: Plot No. 18 & 19, Survey No.
378/7 & 8, 379/2 & 3, Zari Causeway Road, Kachigam, Daman — 396210, India)
237 | Carvas 6.25 | Carvedilol Viénnén | Hop2vix | NSX 36 890110033325 | 01
tablets 6,25mg bao phim | 10 vién x (VN-21899-19)
hop x 10
vi x 10
Vvién
238 | Pantomed Pantoprazole Viénnén | Hop 10 vi | NSX 36 890110033425 | 01
Tablets (dudi dang baotan | x 10 vién (VN-22167-19)
Pantoprazole trong
Sodium ruot
Sesquihydrate)
40mg
117. Co sé dang ky: Medochemie Ltd. (Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
117.1. Co sé san xuat: Medochemie Ltd - Central Factory (Pja chi: 1 - 10 Constantinoupoleos
street, 3011 Limassol, Cyprus)
239 | Chemistatin | Rosuvastatin Viénnén | Hop4vix | NSX 36 529110033525 | 01
10mg 10mg (duéi dang | bao phim | 7 vién (VN-21617-18)
Rosuvastatin
calci)
240 | Chemistatin | Rosuvastatin Viénnén | Hop 4 vix | NSX 36 529110033625 01
20mg 20mg (dudi dang | bao phim | 7 vién (VN-21618-18)
Rosuvastatin
calci)
117.2. Co sé san xuat: Medochemie Ltd. - Factory C (Pja chi: 2, Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus)
241 | Medocef 1g | Cefoperazone Botpha | Hopchta | NSX 24 529110033725 | 01
(dudi dang tiém 11o; hop (VN-22168-19)
Cefoperazone chtra 50 lo
sodium) 1g
242 | Primocef Cefalexin Vién Hop 10vi | NSX 18 529110033825 01
500mg monohydrate nang x 10 vién (VN-21901-19)
526mg tuong cung
duong vai
Cephalexin
500mg

118. Co sé dang ky: Mega Lifesciences Public Company Limited (Pja chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
118.1. Co sé san xuit: Mega Lifesciences Public Company Limited (Pja chi: 515/1 Soi 8, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
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243 | Duocetz Paracetamol Viénnén | Hop3vix | NSX 24 885111033925 | 01
325mg; Tramadol | bao phim | 10 vién (VN-21625-18)
HCI 37,5mg
119. Co sé dang ky: MI Pharma Private Limited (Pja chi: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
119.1. Co sé san xuat: MSN Laboratories Private Limited (Pja chi: (Formulations Division), Plot
No.-42, Anrich Industrial Estate, Bollaram Village Jinnaram Mandal, Sangareddy District — 502325,
Telangana State, India)
244 | Safetelmi H | Hydroclorothiazid | Viénnén | Hop 3vix | USP 24 890110034025 | 01
80/12.5 12,5mg, 10 vién 37 (VN-20818-17)
Telmisartan 80mg
119.2. Co sé san xuat: MSN Laboratories Private Limited (Pja chi: Plot No 42, Anrich Industrial
Estate, Bollaram, Medak District — 502325, Telangana, India)
245 | Pregasafe Pregabalin 150mg | Viénnang | Hop 3vi x | NSX 24 890110034125 | 01
150 cung 10 vién (VN-17826-14)
119.3. Co s& san xuat: MSN Laboratories Private Limited (Pja chi: Plot No 42, Anrich Industrial
Estate, Bollaram, Sangareddy District — 502325, Telangana, India)
246 | Ldnil 10 Rosuvastatin Viénnén | Hop 3vix | NSX 36 890110034225 | 01
micronized (as bao phim | 10 vién (VN-21431-18)
Rosuvastatin
Calcium) 10mg
119.4. Co sé san xuit: Reliance Life Sciences Pvt. Ltd. (Pia chi: Dhirubhai Ambani Life Sciences
Centre (DALC) Plant 3,5,6,9 and 10 Plot No. R-282, Thane Belapur Road, Rabale, Thane 400701
Maharashtra State, India)
247 | Capecitabine | Capecitabine Viénnén | Hop 12vi | USP hién | 24 | 890114034325 | 01
Tablets 500mg bao phim | x 10 vién  |hanh (USP (VN3-406-22)
USP 500mg 2024)
119.5. Co sé san xuat: Swiss Parenterals Ltd. (Pja chi: 809, 809 & 810, Kerala Industrial Estate,
GIDC, Nr. Bavla Dist, City: Ahmedabad — 382 220, Dist: Ahmedabad, Gujarat State, India)
248 | Pdsolone- Methylprednisolon | Bot pha | Hop 1 lo USP 36 890110034425 | 01
125 mg (dudi dang tiém 40 (VN-21913-19)
Methylprednisolon
natri succinat)
125mg
120. Co sé ding ky: MI Pharma Private Limited (Pja chi: Unit No. 402-403, Viva Hub Town,
Shankarwadi, Jogeshwari, Mumbai, Mumbai City Maharashtra - MH 400060, India)
120.1. Co sé san xuat: MSN Laborratories Private Limited (Pia chi: Formulations Division, Plot
No. 42, ANRICH Industrial Estate, Bollaram, Sangareddy District — 502 325, Telangana, India)
249 | Voriole 200 | Voriconazole Viénnén | Hop Lvix | NSX 36 890110034525 | 01
200mg bao phim | 10 vién; (VN-22440-19)
Hop 3 vi x

10 vién
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120.2. Co sé san xuat: Reliance Life Sciences Pvt. Ltd. (Pia chi: Dhirubhai Ambani Life Sciences
Centre (DALC) Plant 3,5,6,9 and 10 Plot No. R-282, Thane Belapur Road, Rabale, Thane 400701
Maharashtra State, India)
250 | ReliDomide | Lenalidomide 5 Viénnang | Hop 3vix | NSX 24 890114034625 | 01
5 mg cung 7 vién (VN3-326-21)
121. Co s6 ding ky: Mi Pharma Private Limited (Dia chi: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village, Mogra, Jogeshwari East, Mumbai - 400060, India)
121.1. Co s& san xuit: Inventia Healthcare Limited (Pja chi: F1-F1/1 -F75/1, Additional
Ambernath M.1.D.C., Ambernath (East), Thane, Maharashtra State, Ambernath, 421 506, India)
251 | Redlip 145 | Fenofibrate Viénnén | Hop 3vix | NSX 24 890110034725 | 01
145mg bao phim | 10 vién; (VN-21070-18)
Hop 10 vi
x 10 vién
122. Co sé diang ky: Micro Labs Limited (Dja chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
122.1. Co sé san xuit: Micro Labs Limited (Pja chi: 92, Sipcot Industrial Complex, Hosur - 635
126, Tamil Nadu, India)
252 | Alcoclear |Metadoxine Viénnén | Hop 3vix | NSX 24 890110034825 | 01
500mg bao phim | 10 vién (VN-18376-14)
253 | Clarisol- Clarithromycin Viénnén | Hop 1vix | USP 36 890110034925 | 01
500 500mg bao phim | 10 vién hién (VN-22173-19)
hanh
254 | Itraxcop Itraconazole Vién Hop 3vix | NSX 24 890110035025 | 01
100mg nang 10 vién (VN-17112-13)
cung
255 | Moxilox Moxifloxacin Viénnén | Hop 3vix | NSX 36 890115035125 | 01
(dudi dang bao phim | 5vién (VN-21075-18)
Moxifloxacin
Hydrochloride)
400mg
256 | Ofialin Ofloxacin 200mg | Viénnén | Hop 10 vi | NSX 36 890115035225 | 01
bao phim | x 10 vién (VN-21078-18)
257 | Quinotab- |Levofloxacin (dudi| Viénnén | Hop 1 vix | NSX 36 890115035325 | 01
500 dang Levofloxacin | bao phim | 10 vién (VN-21074-18)
hemihydrate)
500mg
258 | Somexwell- |Esomeprazole Viénnén | Hop 3vix | NSX 36 890110035425 | 01
20 (dudi dang bao tan 10 vién (VN-21079-18)
Esomeprazole trong
magnesium rugt

trihydrate) 20mg
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122.2. Co' sé san xuat: Micro Labs Limited (Pja chi: No. 121 to 124, KIADB, Bommasandra
Industrial Area, 4th Phase, Anekal Taluk, Bangalore — 560 099, India)
259 | Cefitone-  |Cefalexin (dudi dang | Vién Hop 10vi | NSX 36 890110035525 | 01
500 Cefalexin nang x 10 vién (VN-17753-14)
monohydrate) 500mg | cing
122.3. Co s& san xuit: Micro Labs Limited (Pja chi: No.92 Sipcot Industrial Complex, Hosur-635
126, Tamil Nadu, India)
260 | Candelong- | Candesartan Viénnén | Hop 10vi | NSX 36 890110035625 | 01
4 Cilexetil 4mg x 10 vién (VN-19273-15)
123. Co sé dang ky: Noble Wellness Private Limited (Pja chi: DTJ810, 8th Floor, DLF Tower-B,
DDA District Centre, Jasola, New Delhi, Delhi, India)
123.1. Co s& san xuat: Mepro Pharmaceuticals Private Limited (Pja chi: Unit |1, Q Road, Phase
IV GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India)
261 | Celenobe- | Celecoxib 100mg | Vién Hop 10vi | NSX 24 890110035725 | 01
100 nang X 10 vién; (VN-17339-13)
cang hop 3 vi x
10 vién
262 | Celenobe- | Celecoxib 200mg | Vién Hop 10vi | NSX 24 890110035825 | 01
200 nang x 10 vién; (VN-17340-13)
cang hop 3 vi x
10 vién
124. Co sé diang ky: Novartis (Singapore) Pte Ltd (Pja ch:: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)
124.1. Co sé san xuit: Fareva Unterach GmbH (Bja chi: Mondseestrasse 11, 4866 Unterach am
Attersee, Austria)
263 | Fulvestrant | Mdi bom tiém Dung Hop 2 bom | NSX 24 900114035925 | 01
"Ebewe" dong san 5ml dich tiém | tiém dong (VN-22177-19)
chtra: Fulvestrant san vai 2
250mg Kim tiém
VO trung
124.2. Co sé san xuét: S.C. Sandoz S.R.L (Pja chi: Str. Livezeni nr.7A, 540472 Targu Mures, Romania)
264 | Binozyt Azithromycin Botpha | Hop1llo NSX 36 594110036025 | 01
200mg/5ml | (twong duong hc’;n dich | 15ml (VN-22179-19)
Azithromycin uong
monohydrat)
200mg/5ml
125. Co sé dang ky: Organon Hong Kong Limited (Pja chi: Unit 48-136, 48/F, Lee Garden One,
33 Hysan Avenue, Causeway Bay, Hong Kong)
125.1. Co sé san xuat: N.V. Organon (Pja chi: Kloosterstraat 6, 5349 AB Oss, The Netherlands)
265 | Marvelon Desogestrel Viénnén | Hop 1vix | NSX 36 870110036125 01
0,15mg, 21 vién; (VN-18818-15)
Ethinylestradiol Hop 3 vi x
0,03mg 21 vién
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125.2. Co' sé san xuit: Organon Pharma (UK) Limited (Pja chi: Shotton Lane, Cramlington,
Northumberland, NE23 3JU, United Kingdom)
266 | Remeron 30 | Mirtazapine 30mg | Viénnén | Hop 1 vix | NSX 36 500110036225 | 01
bao phim | 10 vién; (VN-22437-19)
Hop 3 vi x
10 vién
126. Co sé dang ky: Panacea Biotec Pharma Limited (Pja chi: B-1 Extension/ A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)
126.1. Co sé san xuat: M/S Panacea Biotec Pharma Ltd. (Pja chi: Malpur, Baddi, Distt. Solan,
H.P. - 173205, India)
267 | Tolepruv Ornidazol 500mg | Viénnén | Hop 10 vi | NSX 36 890115036325 | 01
bao phim | x 10 vién; (VN-18949-15)
Hop 10
Hop x 1 vi
x 10 vién
126.2. Co sé san xuat: Panacea Biotec Pharma Ltd. (Pja chi: Malpur, Baddi, Distt. Solan, H.P. —
173205, India)
268 | Pbalphadol | Alfacalcidol Viénnang | Hop 10 vi | NSX 24 890115036425 | 01
0,25ug (mcg) mém x 10 vién (VN-15104-12)
127. Co sé dang ky: Panpharma (Pja chi: Z.1. du Clairay, 35133 Luitre, France)
127.1. Co s& san xuit: Panpharma (Pja chi: Z.1. du Clairay, 35133 Luitre, France)

269 | Cefoxitin Cefoxitin (dudi Botpha | Hop251lo | NSX 24 300110036525 | 01
Panpharma | dang Cefoxitin tiém (VN-21110-18)
1g natri 1,0515g) 1g

128. Co sé dang ky: Panpharma GmbH (Dja chi: Bunsenstrasse 4, 22946 Trittau, Germany)
128.1. Co sé san xuat: ACS Dobfar S.p.A. (Pia chi: Nucleo Industriale S. Atto (loc. S. Nicolo' A
Tordino) — 64100 Teramo (TE), Italy)

270 | Imipenem/ | Cilastatin (dudi Botpha | Hop10lo | NSX 36 800110036625 | 01
Cilastatin dang Cilastatin natri | dung (VN-18957-15)
500mg/500 | 530mg) 500mg, dich
mg Imipenem (dudi truyen

dang Imipenem tinh

monohydrat mach

530mg) 500mg
129. Co sé dang ky: Pierre Fabre Medicament (Pja chi: Les Cauquillous - 81500 Lavaur, France)
129.1. Co sé san xuat: Pierre Fabre Medicament Production (Pja chi: Etablissement Progipharm
Rue du Lycee 45500 Gien, France)

271 | Tardyferon | Acid folic (dang | Viénnén | Hop 3vix | NSX 36 300100036725 | 01
B9 khan) 0,35mg, Sit | giai 10 vién (VN-16023-12)

(dudi dang sat (1) | phong
sulfat duoc lam kéo dai

khé 154,53mg)
50mg
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129.2. Co sé san xuat: Pierre Fabre Medicament Production (Pja ch:: Site Progipharm, Rue du
Lycée, 45500 Gien, France)

272 | Tanganil Acetylleucine Viénnén | Hop 3vix | NSX 36 300100036825 | 01
500mg 500mg 10 vién (VN-22534-20)

130. Co sé dang ky: PT. Dexa Medica (bia chi: JI. Jend. Bambang Utoyo No. 138 Palembang,

Indonesia)

130.1. Co sé¢ san xuat: PT. Dexa Medica (Pja chi: JI. Jend. Bambang Utoyo No. 138, Palembang,

Indonesia)

273 | Vectrine Erdosteine 300mg | Vién Hop 2vix | NSX 48 899110036925 01

nang 10 vién (VN-18954-15)
cung

131. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (Pja chi: JL. Pos Pengumben Raya

No. 8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)

131.1. Co sé san xuat: PT. Novell Pharmaceutical Laboratories (Pja chi: JI. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

274 | Novepide Rebamipide Viénnén | Hop 3vix | NSX 24 899110037025 | 01

100mg bao phim | 10 vién (VN-22453-19)

275 | Prohytens Ramipril 10mg Viénnén | Hop3vix | BP 24 899110037125 | 01
10 10 vién 2019 (VN-22454-19)

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

132.1. Co sé san xuat: Medica Korea Co., Ltd. (Pia chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi- Do, Republic of Korea)

276 | Medica Rebamipide Viénnén | Hop5vix | NSX 36 880110037225 | 01
rebacid 100mg bao phim | 10 vién; (VN-22262-19)
film-coated hop 10 vi
tablet x 10 vién

133. Co sé dang ky: Pharmachem Co., Ltd (Dia chi: 17, Baekjegobun-ro 12 gil, SongPa-ku, Seoul,
Korea (Jamsil-dong, 3rd Floor), Republic of Korea)

133.1. Co' s¢ san xuit: Y's medi Co., Ltd (Pja chi: 27, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do, Republic of Korea)

277 | MG-Tan Trong 100ml Dung Tui NSX 24 880110037325 | 01
Inj. dung dich chura: djch‘tiém 1440ml (VN-21945-19)

- Dich A: Glucose | truyén

11% (dudi dang
Glucose
Monohydrate
7,449) 61,5mL

- Dich B: Amino
acids 11,3% (bao
gom L-alanine
0,33g; L-arginine
0,24q; L-aspartic
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acid 0,071g; L-
glutamic acid
0,12g; Glycine
0,16g; L-histidine
0,14g; L-
isoleucine
0,12g;L-leucine
0,16g; L-lysine
HCI 0,24g; L-
methionine 0,12g;
L-phenylalanine
0,16g; L-proline
0,14g; L-serine
0,094q; L-
threonine 0,12g;
L-tryptophan
0,04g; L-tyrosine
0,005¢; L-valine
0,15¢; Calcium
chloride 0,02g;
Sodium
glycerophosphate
0,10g;
Magnesium
sulfate 0,07g;
Potassium
chloride 0,12g;
Sodium acetate
0,17g) 20,8mi

- Dich C: Lipid
emulsion 20%
(Purified soybean
oil 3,54g) 17,7mL

134. Co sé dang ky: Pharmaunity Co., Ltd. (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Republic of

Korea)

134.1. Co sé san xuat: Dasan Pharmaceutical Co., Ltd. (Pja chi: 342 Deogamsan-ro, Dogo-myeon,
Asan-si, Chungcheongnam-do, Republic of Korea)
Co sé dong géi: Pharmaking Co., Ltd (Dia chi: 87-17 Haengguni-gil, Gamgok-myeon, Eumseong-
gun, Chungcheongbuk-do, Republic of Korea)

278 | Marontil Hydrochlorothiazide | Vien nén | Hop 3vix | USP 36 880110037425 01
Tab. 12,5mg, 10 Vién 34 (VN-18737-15)
Telmisartan 40mg
279 | Pretension | Hydrochlorothiazi | Viennén | Hop 3vix | USP 36 880110037525 01
Plus de 12,5mg, 10 Vién 34 (VN-18738-15)
80/12.5mg | Telmisartan 80mg
134.2. Co sé san xuat: Farmalabor-Produtos Farmacéuticos, S.A. (Pia chi: Zona Industrial de
Condeixa-a-Nova, 3150-194 Condeixa-a-Nova, Portugal)
280 | Ramipril Ramipril 5mg Vién Hop 8 vix | NSX 36 560110037625 | 01
GP nang 7 vién (VN-20202-16)

cung




48

STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (S6diangky | gia
di cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
281 | Tricovivax | Minoxidil Dung Hop 1 chai | NSX 36 560100037725 | 01
20mg/ml dich 100ml cé (VN-21636-18)
dung VoI Xit;
ngoai Hop 1 chai
100ml
chai nap
thudc thay
thé
134.3. Co sé san xuat: Hankook Korus Pharm. Co., Ltd. (Pja chi: 30, Gangjeo-ro, Jecheon-si,
Chungcheongbuk-do, Republic of Korea)
282 | Koruclor Cefaclor (dudi Vién Hop 10vi | USP 36 880110037825 | 01
cap. dang Cefaclor nang x 10 vién 32 (VN-17051-13)
hydrate) 250mg cang
134.4. Co sé san xuat: Hankook Korus Pharm. Co., Ltd. (Pia chi: 78, Daepungsandan-ro, Daeso-
myeon, Eumseong-gun, Chungcheongbuk-do, Republic of Korea)
283 | Kontiam Cefotiam (dudi Botpha | Hop1llo NSX 36 880110037925 | 01
Inj. dang Cefotiam tiém (VN-19470-15)
hydrochloride va
Natri carbonate)
19
284 | Korazon Cefoperazone Botpha | Hop10lo | NSX 24 880110038025 | 01
Inj. (dudi dang tiém (VN-18680-15)
Cefoperazone
sodium ) 500mg,
Sulbactam (dudi
dang Sulbactam
sodium) 500mg
134.5. Co s& san xuat: Penmix Ltd. (Pja chi: 33 Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea)
285 | Pidisai Inj. | Piperacillin (duéi | Botdong | Hop 101lo | JP 17 24 880110038125 | 01
1g dang Piperacillin | kho pha (VN-22191-19)
sodium) 1g tiém
134.6. Co' sé san xuit: Unimed Pharmaceuticals, INC. (Pja chi: 110-27, Sirok-ro, Asan-si,
Chungcheongnam-do, Republic of Korea)
286 | Octavic Ofloxacin 3mg/ml | Dung Hopllox | USP 36 880115038225 01
dichnho | 5ml 41 (VN-22485-19)
mat
134.7. Co s& san xuit: Yoo Young Pharmaceutical Co., Ltd. (Pja chi: 33, Yongso 2-gil,
Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do, Republic of Korea)
287 | Atri Plus Sodium Dung Hop 3 NSX 36 880110038325 01
Inj. hyaluronate dich tiém | Bom tiém (VN-21643-18)
20mg/2mi x2ml
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135. Co s¢ diang ky: Phil International Co., Ltd. (Pja ch:: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Republic of Korea)
135.1. Co sé san xuit: Hanlim Pharm. Co., Ltd. (Pja chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-
si, Gyeonggi-do, Republic of Korea)

288 | Posod Mbi ml chira: Dung Hop 1lox | NSX 24 880110038425 | 01
Kali iodide 3mg; | dichnhé | 10ml (VN-18428-14)

Natri iodide 3mg | mat

289 | Philtobax Tobramycin Dung Hop 1lo USP 24 880110038525 | 01
15mg/5mi dichnho | 5ml 43 (VN-19519-15)

mat
135.2. Co sé san xuat: lldong Pharmaceutical Co., Ltd. (Pja chi: 25, Gongdan 1-ro, Anseong-si,
Gyeonggi-do, Republic of Korea)

290 | Comopas Natri Bot dong | Hop 1 lo; USP 36 880114038625 | 01
colistimethat kho pha | Hop 10 lo 40 (VN-22030-19)
tuong duong tiém
colistin hoat tinh
150mg

136. Co sé ding ky: RV Lifesciences Limited (Pja ch:: Plot No. H-19, M.I.D.C, Waluj, Aurangabad
431133, Maharashtra State, India)

136.1. Co' sé san xuat: RV Lifesciences Limited (Pja chi: Plot No. H-19, M.I.D.C., Waluj,
Aurangabad 431133 Maharashtra State, India)

291 | Revole Esomeprazole (as | Vién Hop 2 vix | NSX 24 890110038725 | 01
Esomeprazole nang 7 vién (VN-19771-16)
magnesium cang
trihydrate) 40mg | chtra hat

bao tan
trong
rudt

292 | Sitaglo50 | Sitagliptin (as Viénnén | Hop 3vix | NSX 24 890110038825 | 01
Sitagliptin bao phim | 10 vién (VN-18987-15)
phosphate
monohydrate)
50mg

136.2. Co sé san xuat: RV Lifesciences Limited (Pja chi: Plot No. H-19, M.I1.D.C., Waluj,
Chhatrapati Sambhajinagar 431133, Maharashtra State, India)

293 | Deworm Triclabendazole Viénnén | Hop 1vix | NSX 36 890110038925 01

250mg 4 vién (VN-16567-13)

137. Co sé dang ky: RV Lifesciences Limited (Dia chi: Plot No. H-19, M.1.D.C., Waluj, Chhatrapati

Sambhajinagar 431133, Maharashtra State, India)

137.1. Co sé san xuat: RV Lifesciences Limited (Pja chi: Plot No. H-19, M.I.D.C., Waluj,

Chhatrapati Sambhajinagar 431133, Maharashtra State, India)
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294 | Tenofovir Tenofovir viennén | Hop 1vix | NSX 36 890110039025 | 01
Disoproxil | disoproxil bao phim | 10 vién (VN2-355-15)
Fumarate fumarate 300mg
300 mg
138. Co sé ding ky: Saint Corporation (Dia chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Republic of Korea)
138.1. Co sé¢ san xuit: GENUPharma Inc. (Pja chi: 93, Bio valley 2-ro, Jecheon-si,
Chungcheongbuk-do, Republic of Korea)
295 | Terinale Neomycin sulfat | Vién Hop 2 vix | NSX 36 880110039125 | 01
(twong duong nang 6 vién (VN-20535-17)
Neomycin 35 mg | mém dat
hoac 35000 IU) am dao
50,2mg, Nystatin
100.0001U,
Polymyxin B
sulfat 35.0001U
138.2. Co sé san xuit: Korea Prime Pharm. Co., Ltd. (Pja chi: 100, Wanjusandan 9-ro, Bongdong-
eup, Wanju-gun, Jeonbuk-do, Republic of Korea)
296 | Boxorfen Rebamipid Viénnén | Hop 10 vi | NSX 36 880110039225 | 01
Tablet 100mg bao phim | x 10 vién (VN-20540-17)
139. Co s6¢ dang ky: Samil Pharmaceutical Co., Ltd. (Pbja chi: 155, Hyoryeong-ro, Seocho-gu,
Seoul, Republic of Korea)
139.1. Co sé san xuit: Samil Pharm. Co., Ltd. (Pia chi: 216, Sandan-ro, Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of Korea)
297 | Levoseren | Levocetirizin Dung Hop 1lox | NSX 24 880100039325 | 01
Solution dihydrochlorid dich 75ml (VN-19338-15)
0,0375¢/75ml uong
298 | Levoseren Levocetirizin Viénnén | Hop 1lo x | NSX 24 880100039425 01
Tablet dihydrochlorid bao phim | 30 vién; (VN-19337-15)
5mg Hop 1 lo x
300 vién
140. Co sé dang ky: Samrudh Pharmaceuticals Pvt. Ltd. (bia chi: A/101, Prarthana Apartment,
Plot No-15, Jawahar Nagar, S.V. Road, Goregaon-West, Mumbai-400062, Maharashtra State, India)
140.1. Co sé san xuat: Samrudh Pharmaceuticals Pvt. Ltd. (Pja chi: J-174 & J-168, J-168/1,
M.1.D.C, Tarapur, Boisar, Dist. Thane 401506, Maharashtra, India)
299 | Citysaam Citicolin (dudi Dung Hop 56ng | NSX 24 890110039525 | 01
dang Citicolin dich tiém | x 2ml (VN-17090-13)
natri) 500mg/2ml
140.2. Co sé san xuat: Samrudh Pharmaceuticals Pvt. Ltd. (Pja chi: J-174, J-168 & J-168/1,
M.1.D.C, Tarapur, Boisar, Dist Thane - 401 506 Maharashtra, India)
300 | Citysaam Citicolin (dudi Dung Hop 56ng | NSX 24 890110039625 | 01
dang Citicolin dich tiém | x 4ml (VN-16823-13)

natri) 1g/4ml
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140.3. Co sé san xuat: Samrudh Pharmaceuticals Pvt. Ltd. (Pbia chi: Plot No. J-174, J-168, J-
168/1, MIDC, Tarapur, Boisar, Dist. Thane 401506, Maharashtra, India)

301 | I-Sucr-In Phirc hop sat Dung Hop 56ng | NSX 24 890110039725 | 01
hydroxid véi dich tiém | x 5ml (VN-16316-13)
sucrose tuong
duong voi st
nguyeén t6
100mg/5ml

141. Co sé dang ky: Septodont (Dja chi: 58 Rue du Pont de Créteil 94107 Saint-Maur-des-Fossés
CEDEX, France)

141.1. Co sé san xuat: Septodont (Pja chi: 58, Rue du pont de Créteil, 94100 Saint-Maur-Des Fossés,
France)

302 | Septanest Adrenaline (dudi | Dung Hop NSX 18 300110039825 01
with dang Adrenaline | dich tiém | carton (VN-18084-14)
Adrenaline | tartrate) dung chura 50
1/100,000 0,017mg/1,7ml, trong nha | cartridge,

Avrticaine khoa moi
hydrochloride catridge
68mg/1,7ml chuia
1,7ml
dung dich
142. Co sé dang ky: SRS Life Sciences Pte. Limited (Dja chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
142.1. Co sé san xuat: Acme Formulation Pvt. Ltd. (Pja chi: Ropar Road, Nalagarh, Distt. Solan,
(H.P.), India)
303 | Gaspemin Esomeprazole Viénnén | Hop 3vix | NSX 24 890110039925 | 01
40 (dudi dang bao tan 10 vién (VN-21997-19)
Esomeprazole trong
magnesi) 40mg ruot
142.2. Co sé san xuat: Immacule Lifesciences Private Limited (Pja chi: Village Thanthewal, Ropar
Road, Nalagarh, District Solan, Himachal Pradesh, IN 174101, India)

304 | Imatig Tigecycline USP | Bot dong | HOop 1 Lo USP 24 890110040025 | 01
50mg kho pha 43 (VN3-246-19)

tiém
143. Co sé diang ky: Standard Chem. & Pharm. Co., Ltd. (Pja chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
143.1. Co sé san xuat: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (Dja chi: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055, Taiwan)

305 | Alsiful S.R. | Alfuzosin Viénnén | Hop 3vix | NSX 36 471110040125 | 01
Tablets 10 | hydroclorid 10mg | phéng 10 vién (VN-22539-20)
mg thich kéo

dai
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143.2. Co sé san xuat: Standard Chem. & Pharm. Co., Ltd. (Pja chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
306 |Esphalux Esomeprazol Bot dong | HOp to x NSX 24 471110040225 01
(Esomeprazole)| (dudi dang kho pha | 10 hop (VN-21446-18)
esomeprazol tiém nho x 1 lo
natri) 40mg bot
144. 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)
144.1. Co sé san xuat: Sun Pharmaceutical Industries Limited (Pja chi: Village Ganguwala,
Paonta Sahib - 173025, District Sirmour, Himachal Pradesh, India)

307 | Riosart Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 890110040325 | 01
150mg bao phim | 14 vién (VN-17150-13)

308 | Riosart Irbesartan 300mg | Viénnén | Hop 2 vix | NSX 24 890110040425 | 01
300mg bao phim | 14 vién (VN-17573-13)

309 | Riosart Hydrochlorothiazide | Vién nén | Hop 3 vix | NSX 24 890110040525 | 01
HCT 25mg, Valsartan | bao phim | 10 vién (VN-15598-12)
160+25mg | 160mg

310 | Riosart Hydrochlorothiazide | Vién nén | Hop 3vix | NSX 24 890110040625 | 01
HCT 12,5mg; bao phim | 10 vién (VN-15599-12)
80+12.5mg | Valsartan 80mg

144.2. Co sé san xuat: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State, India)
311 | Bestane Exemestane 25mg | Viénnén | Hop 1vix | NSX 24 890114040725 | 01
bao phim | 14 vién (VN3-344-21)
144.3. Co s& san xuat: Sun Pharmaceutical Industries Ltd. (Dja chi: Survey No. 214, Plot No. 20,
Govt. Ind. Area, Phase Il, Piparia, Silvassa — 396230, U.T. of Dadra & Nagar Haveli, India)
312 | Encorate Natri valproate Viénnén | Hop5vix | BP 36 890114040825 | 01
300 300mg bao phim | 10 vién 2021 (VN-16380-13)
tan trong
rudt
145. Co sé dang ky: Tedis (Dia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
145.1. Co s& san xuit: Pharmaster (Pja chi: Zone Industrielle de Krafft, 67 150 Erstein, France)
313 | Otofa Rifamycin natri Dung Hop 1 1o NSX 24 300110040925 | 01
0,269 dichnho | 10ml (VN-22225-19)
(200.0001U)/10ml | tai
145.2. Co s& san xuit: Sophartex (Pja chi: 21, rue du Pressoir, Vernouillet, 28500, France)

314 | Ery children | Erythromycin Cém pha | Hop 24 NSX 36 300110041025 | 01

250mg ethylsuccinate hc*;n dich | Goi x (VN-18965-15)
240 000 IU twong | uong 2,375 gam

ung Erythromycin
base 250mg
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146. Co sé dang ky: Torrent Pharmaceuticals Limited (Pja ch:: Torrent House, Off Ashram Road,
Ahmedabad-380 009, Gujarat, India)

146.1. Co s& san xuat: Torrent Pharmaceuticals Limited (Pia chi: Indrad: 382 721, Tal.- Kadi,
District: Mehsana, India)

315 | Torleva 500 | Levetiracetam Viénnén | Hop 3vix | NSX 48 890110041125 | 01
500mg bao phim | 10 vién (VN-20109-16)

147. Co sé dang ky: Troikaa Pharmaceuticals Limited (Dia chi: Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, India)

147.1. Co sé san xuit: Troikaa Pharmaceuticals Ltd. (Dja chi: C-1, Sara Industrial Estate, Selaqui,
Dehradun-248197, Uttarakhand, India)

316 | Eurythmic | Amiodaron Dung Hop 5 dng BP 36 890110041225 | 01
hydroclorid dichpha | x 3ml 2019 (VN-22479-19)
50mg/ml tiém

148. Co so dang ky: U Square Lifescience Private Limited (Dia chi: A— 1101, 1102, 1103 Solitaire
Corporate Park, Beside Divya Bhaskar Press, S.G. Highway, Sarkhej, Ahmedabad, GJ 380051, India)
148.1. Co sé san xuat: M/s Yash Medicare Pvt. Ltd (Pja chi: Near Sabar Dairy, Talod Road, Po
Hajipur, Tal: Himatnagar, City: Hajipur — 383006, Dist: Sabarkantha, Gujarat, India)

317 | Sagamome | Mometasone Thudc Hop chaa USP 36 890100041325 | 01
furoate 20mg kem bdi | 1 tuyp 20g 44 (VN-20635-17)
ngoai da

149. Co sé dang ky: U Square Lifescience Private Limited (Pja chi: A-1101,1102, 1103 Solitaire
Corporate Park, Beside Divya Bhaskar Press, S.G.Highway, Sarkhej, Ahmedabad Ahmedabad, GJ
380051, India)

149.1. Co sé san xuat: Baroque Pharmaceuticals Pvt. Ltd. (Pja chi: 192/ 2 & 3, 190/1 and 202/9
Sokhada - 388620, Tal — Khambhat, City: Khambhat — 388620, Dist: Anand, Gujarat State, India)

318 | Coxihope Etoricoxib 60mg | Viénnén | Hop 03 x NSX 24 890110041425 | 01
60 bao phim | 10 vién (VN-22270-19)

149.2. Co sé san xuit: M/s Yash Medicare Pvt. Ltd. (Pja chi: Near Sabar Dairy, Talod Road, Po
Hajipur, Tal: Himatnagar, City: Hajipur — 383006, Dist: Sabarkantha, Gujarat, India)

319 | Mupirocin | Mupirocin 2% Thubc Hop chia USP 24 890100041525 01
USL (wiw) mo 1 tuyp 10g 44 (VN-20634-17)

149.3. Co sé san xuat: Yash Medicare Pvt. Ltd. (Pja chi: Near Sabar Dairy, Talod Road, Po.
Hajipur, Tal: Himatnagar, City: Hajipur - 383006 Dist: Sabarkantha, Gujarat State, India)

320 | Terbinafine | Terbinafine Kem bdi | Hopcd 1 NSX 36 890100041625 | 01
USL hydrochloride da tuyp nhém (VN-20218-16)
10mgl/g 10g; Hop
co 1 tuyp
nhém 20g

149.4. Co sé san xuat: Yash Medicare Pvt. Ltd. (Pja chi: Near Sabar Dairy, Talod Road, Po.
Hajipur, Tal: Himatnagar, City: Hajipur-383006, Dist: Sabarkantha, Gujarat, India)
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321 | Azaroin Clindamycin Gel boi Mot hop USP 36 890110041725 | 01
Phosphate trong | ngoai da | bao gdm 1 | hién (VN-19540-15)
duong tuyp nhdm | hanh
Clindamycin base 15¢
1% (w/w)
150. 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)
150.1. Co sé San xuat: Zydus Lifesciences Limited (Pja chi: Kundaim Industrial Estate, Plot No.
203-213, Kundaim Goa - 403 115, India)
322 | Losacar H Hydroclorothiazid | Viénnén | Hop 10 vi | NSX 36 890110041825 | 01
12,5mg; Losartan | bao phim | x 10 vién (VN-16146-13)
kali 50mg
323 | Zyrova 10 | Rosuvastatin calci | Viennén | Hop 10 vi | NSX 24 890110041925 | 01
tuong duwong véi | bao phim | x 10 vién (VN-15258-12)
rosuvastatin 10mg
Ghi chu:

1. Cach ghi tiéu chuan char hrong thuoc 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 lwong thude do co sé san xudt xay dung va déu c6 thé
dwroc ghi trén nhan thuac.

- Céch viét tat cac tidu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quoc (CP), Dugc dién Chau
du (EP), Duge dién Quéc té (IP)...

2. S6 dding ky tai cét (8):

- S6 ddng ky gia han 1 sé déing ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trueeng B Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuac.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truéc khi thude duot gia
han theo quyér dinh nay.




DANH MUC 47 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc IV

TAI VIET NAM HIEU LUC 3 NAM - BQT 124.2
(Kém theo Quyét dinh sé: ...64......./0P-QLD, ngay 23./01./2025cia Cuc Qudn 1y Durgc)

STT | Ténthuoc | Hoatchatchinh | Dang | Quycach | Tiéu | Tuoi S6 ding ky S6
— Ham lwgng baoche | donggoi | chuan | tho gia han lan
(thang) | (Sodangky | gia
da cap) han
1) ) ®3) (4) () (6) @) (8) 9)
1. Co s¢ dang ky: Accord Healthcare Limited (Dia chi: Sage House, 319 Pinner Road, North
Harrow, Middlesex HA1 4HF, United Kingdom)
1.1. Co sé san xut: Intas Pharmaceuticals Ltd. (Pja chi: Plot No. 457&458, Vill.: Matoda, Bavla
Road & Plot No. 191/218P, Vill.: Chacharwadi, Tal: Sanand, Dist.-Ahmedabad, India)

1 Calutas 50 | Bicalutamide Viénnén | Hop 3vix | USP 36 890114042025 | 01
50mg bao phim | 10 vién 40 (VN3-328-21)

2 Letrotas 2.5 | Letrozol 2,5mg Viénnén | Hop3vix | USP 36 890114042125 | 01

bao phim | 10 vién 38 (VN3-329-21)
2. Co s6 dang ky: APC Pharmaceuticals And Chemical Ltd. (bia chi: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central, Hong Kong)
2.1. Co sé san xuat: Mylan Laboratories Limited (Pja chi: F-4 & F-12, MIDC, Malegaon,
Tal.Sinnar, Nashik-422113, Maharashtra state, India)

3 Atazanavir | Atazanavir Vién Hop 1 chai | NSX 24 890110042225 | 01
(as sulfate) | 300mg (dudi nang x 30 vién (VN2-560-17)
capsules dang Atazanavir | cung
300mg sulfate 341,7mg)

3. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd. (Pja ch:: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

3.1. Co sé san xuat: Avara Pharmaceutical Technologies Inc. (Pja chi: 3300 Marshall Avenue,
Norman, OK 73072, USA)

Co sé déng goéi va xuat xwéng: Astellas Pharma Europe B.V. (Pia chi: Hogemaat 2, 7942 JG
Meppel, The Netherlands)

4 Betmiga 25 | Mirabegron 25mg | Viénnén | Hop 3vix | NSX 36 001110042325 | 01
mg phong 10 vién (VN3-382-22)

thich kéo

dai
4. Co sé ding ky: Cong ty co phan dwoc vat tu y té Thanh Vinh (Pja chi: Phong 212 No 20, Khu
dé thi Phéap Van - Tir Hiép, Phuong Hoang Liét, Qudn Hoang Mai, Thanh Pho Ha Ngi, Viét Nam)
4.1. Co sé san xuat: Reyoung Pharmaceutical Co., Ltd. (Pja chi: No.1 Ruiyang Road, Yiyuan
County, Shandong Province, China)

5 Tarviluci Meclofenoxate Bot phg Hop 1 Lo CP 36 690110042425 01
hydrocloride tiém bap, 2015 (VN-19410-15)
500mg tiém tinh

mach




dung dich dién
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5. Co sé ding ky: Cong ty cé phan Fresenius Kabi Viét Nam (Pja chi: Khu viee 8, phuong Nhon
Phd, thanh phé Quy Nhon, Binh Pinh, Viét Nam)
5.1. Co sé san xuat: Fresenius Kabi Oncology Limited (Pja chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, IN-174101, India)
6 Intaxel Paclitaxel Dung Hop 1 lo NSX 24 890114042525 | 01
100mg/16,7ml dich dam | 16,7ml (VN-14170-11)
dac deé
pha tiém
truyén
6. Co sé ding ky: Cong ty C6 Phan Xuit Nhap Khau Dugc Pham Binh Minh (Bja chi: 40 Nguyén
Gian Thanh, Gian hang Q1(trét, lau 1 va toan bé lau 2), P.15, Qudn 10, Viét Nam)
6.1. Co sé san xuat: Korea Arlico Pharm., Co., Ltd (Pja chi: 21, Yongso 2-gil, Gwanghyewon-
myeon, Jincheon-gun, Chungcheongbuk-do, Republic of Korea)
7 Ursomaxe | Ursodeoxycholic | Viénnén | Hop3vix | BP 36 880110042625 | 01
Tablet acid 200mg bao phim | 10 vién hién (VN-21742-19)
hanh
7. Co s& ding ky: Cong ty c6 phan Xuat nhap khiu Y té Thanh phé Ho Chi Minh (Pja chi: 181
Nguyén Pinh Chiéu, Phwong Vé Thi Sau, Qudn 3, Thanh pho Ho Chi Minh, Viét Nam)
7.1. Co sé san xuét: PT. Kalbe Farma Tbk (Pia chi: JI. M.H. Thamrin Blok A3-1, Kawasan Industri
Delta Silikon Lippo Cikarang — Bekasi, Kec. Cikarang Pusat, Kab. Bekasi, Jawa Barat, Indonesia)
8 Angioten Losartan Viénnén | Hop 3vix | NSX 36 899110042725 | 01
potassium 50mg | bao phim | 10 vién (VN-13350-11)
7.2. Co sé san xuat: PT. Kalbe Farma Thk (Pbia chi: JI. M.H. Thamrin Blok A3-1, Kawasan Industri
Delta Silikon, Lippo Cikarang, Bekasi, Indonesia)
9 Kalmeco Mecobalamin Vién Hop 10 vi | NSX 36 899110042825 | 01
500ug (mcg) nang x 10 vién (VN-20341-17)
cung
8. Co sé diang ky: Cong ty TNHH B. Braun Viét Nam (Dja chi: Cum cong nghi¢p Thanh Oai, xa
Bich Hoa, huyén Thanh Oai, thanh phé Ha Ngi, Viét Nam)
8.1. Co s& san xuit: B. Braun Avitum AG (Pbia chs: Kattenvenner Str. 32, 49219, Glandorf,
Germany)

10  |Duosol with 2| Calcium chloride | Dung Hop 2 tai, | NSX 24 400110042925 01
mmol/I dihydrate (trong dich | TGi2 (VN3-357-21)
Potassium ngan chira 555ml | dung dé | ngan, moi
solution for | dung dich dién loc méu | tGi gébm 1
haemofiltration| giai) 1,10g, ngan chtra

Glucose khan 4445ml
(dudi dang dung dich
glucose bicarbonat
monohydrate va 1 ngan
5,499) (trong chua
ngan chura 555ml 555ml




giai) 59,
Magnesium
chloride
hexahydrate
(trong ngan chua
555ml dung dich
dién giai) 0,51g,
Potassium
chloride (trong
ngan chira 555ml
dung dich dién
giai) 0,74q,
Sodium chloride
(trong ngan chtra
4445ml dung dich
bicarbonat)
27,479, Sodium
chloride (trong
ngan chira 555ml
dung dich dién
giai) 2,34q,
Sodium hydrogen
carbonate (trong
ngan chua
4445ml dung dich
bicarbonat)
15,969

dung dich
dién giai

9. Co sé diing ky: Cong ty TNHH DKSH Pharma Viét Nam (Pja chi: S6 23 Pai Lé Béc Lap, Khu
cong nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thugn An, Tinh Binh Duwong, Viét

Nam)

9.1. Co sé san xuat: Leo Laboratories Limited (Dja chi: 285 Cashel Road, Crumlin, Dublin 12, D12
E923, Ireland)

11 Fucidin Acid Fusidic 2% | Kem Hop 1 NSX 36 539110043025 | 01
(w/w) tuyp x 5 (VN-14209-11)
gam; Hop
1 tuyp x
15 gam
10. Co sé ding ky: Cong ty TNHH Duwoc pham Do Ha (Pja chi: Sé 30 tdp thé Tran Phu, ngd 105,
dirong Nguyén Phong Sdc, té 16 phwong Dich Vong Hau, qudn Cau Gidy, thanh pho Ha Ngi, Viét
Nam)
10.1. Co sé san xuat: T. Man Pharma Company Limited (Pja chi: 69 Soi Bangkhunthian 14,
Samaedum, Bangkhunthian, Bangkok 10150, Thailand)
12 Uptiv Benzalkonium Viénnén | Hop 20 vi | NSX 48 885110043125 | 01
Clorid 7mg; dat am X 5 vién; (VN-15350-12)
Diiodohydroxyqu | dao Hop 4 vi x
in 100mg; 5 vién;
Nystatin Hop 2 vi x
1000001V 5 vién
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11. Co sé ding ky: Cong ty TNHH Dwoc pham Kién Phét (Bja chi: Phong 201, Lau 2, Toa nha
City View, s 12 Mac Pinh Chi, Phwong Pa Kao, Qudn 1, Thanh phd Hé Chi Minh, Viét Nam)
11.1. Co s& san xuat: Dai Han Pharm. Co., Ltd. (Pia chi: 77, Sandan-ro, Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of Korea)

13 Lactate Mbi 500ml chira: | Dung Chaithuy | USP 36 880110043225 | 01
Ringers Calcium chloride | dich tiém | tinh 500ml | 32 (VN-18061-14)
500ml Inj.; | 0,1g, Potassium truyén
Infusion chloride 0,15g,

Sodium chloride

3g, Sodium

lactate solution

(twong duong

1,55 g sodium

lactate) 3,19
11.2. Co s& san xuat: Myung In Pharm. Co., Ltd. (Pja chi: 361-12, Noha-gil, Paltan-myeon,
Hwaseong-si, Gyeonggi-do, Republic of Korea)

14 | Levomels | M&i éng 10ml Thudc Hop 10 NSX 60 880110043325 | 01

Infusion chua: L- tiém 6ng 10ml (VN-16872-13)
Ornithine-L- truyen
Aspartate 59
12. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: L dat s6 01-CN8 Cum cong
nghiép Tir Liém, phwong Minh Khai, qudn Bdc Tz Liém, thanh phé Ha Ngi, Viét Nam)
12.1. Co sé¢ san xuat: Thymoorgan Pharmazie GmbH (Pja chi: Schiffgraben 23-38690 Goslar,
Germany)

15 Idarubicin Idarubicin Dung Hop 1lo NSX 24 400110043425 | 01
Phares 1 hydroclorid dich tiém | 10mg/10m (VN3-348-21)
mg/ml (twong duong I
Solution for | Idarubicin 0,9mg)

Injection 1mg/ml

13. Co s& diing ky: Cong ty TNHH Dwoc Pham Y-Med (Bja chi: Sé 1-3, Puong s6 45, Phuong 6,

Qugn 4, TP. Hé Chi Minh, Viét Nam)

13.1. Co sé san xuit: RPG Lifesciences Ltd. (Pja chi: Plot No. 3102/A, GIDC Estate, Ankleshwar-

393 002, India)

16 Siloxogene | Aluminum Viénnén | Hop10vi | USP 36 890100043525 | 01

hydroxide 300mg, x 10 vién 28 (VN-9364-09)
Magnesi
hydroxide 150mg,
Simethicone
40mg

14. Co sé¢ ding Ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, toa
nha Horison Tower, sé 40 Cdt Linh, Phirong Cét Linh, Qudn Pong Pa, Thanh phé Ha Ngi, Viét Nam)
14.1. Co sé san xuat: Gelnova Laboratories (India) Private Limited (Pja chi: C-125, TTC
Industrial Area, Mahape, Navi Mumbai Thane 400703, Maharashtra State, India)
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17 Microstat Miconazole Vién Hop 1vix | NSX 24 890115043625 | 01
Nitrate 200mg, nang 7 vién (VN-12797-11)
Neomycin Sulfate | mém dat
tuong duong véi | am dao
Neomycin 20mg,

Tinidazole 500mg

18 Sdvag Clindamycin Vién Hop 1vix | NSX 24 890110043725 | 01
phosphate tuong | nang 7 vién (VN-12796-11)
duong vai mém dat
Clindamycin am dao
100mg,

Clotrimazole

100mg
14.2. Co s& san xuat: Sterling Healthcare Ltd. (Pja chi: Gat No. 396, Village Urse, Near Talegaon
Toll Plaza Mumbai-Pune Expressway, Tal. Maval, Pune 410506 Maharashtra State, India)

19 Inoluck 40 | Esomeprazole Viénnén | Hop2vix | NSX 24 890110043825 | 01
(dudi dang baotan | 10 vién; (VN-12825-11)
Esomeprazole trong Hop 3 vi x
magnesium rudt 10 vién
dihydrate) 40mg

15. Co s& dang ky: Cong ty TNHH Stada Viét Nam (Dja chi: Sé 166-170 Nguyén Hué, Phuwong 7,
Thanh phg Tuy Hoa, Tinh Phd Yén, Viét Nam)

15.1. Co sé san xuat: Elpen Pharmaceutical Co. Inc. (Pja chi: 95 Marathonos Ave., 190 09 Pikermi,
Attica, Greece)

20 Augstad Amoxicilin (duéi | Viennén | Hop3vix | BP 24 520110043925 | 01
dang amoxicilin bao phim | 4 vién 2009 (VN-15358-12)
trihydrat) 875mg,

Clavulanic acid

(dudi dang

clavulanat kali)

125mg
16. Co s¢ dang ky: Chong Kun Dang Pharm. Corp. (bja chi: Chungjeongno3 (sam)-ga, 8
Chungjeong-ro, Seodaemun-gu, Seoul, Republic of Korea)
16.1. Co sé san xuit: Chong Kun Dang Pharmaceutical Corp. (Pia chi: 797 - 48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331 — 831, Republic of Korea)

21 ICKDKmoxilin| Mdi lo 50ml c6 Sirokhé | Hop 10 lg; | KP 11 24 880110044025 | 01

dry syrup 7:1 | chira tuong duong Hop 1 1o (VN-19576-16)

Amoxicillin
hydrate 2000mg,
Potassium
clavulanate
285mg
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17. Co sé dang ky: Dr. Reddy's Laboratories Ltd. (Dja chi: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India)

17.1. Co sé san xuit: Dr. Reddy’S Laboratories Limited (Dja chi: Formulation Unit - VII, Plot
Nos. P1 to P9, Phase - 111, VSEZ, Duvvada, Visakhapatnam District - 530046, Andhra Pradesh, India)

22 Doxtored Docetaxel Dung Hop 1lo NSX 24 890114044125 01
80 80mg/4ml dich tiém | 4ml (VN3-58-18)

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

23 Celcoxx Celecoxib 100mg | Vién Hop 2 vi, NSX 36 896110044225 | 01
Capsules nang 10 vix 10 (VN-11877-11)
100mg cang vién

24 Claritek Clarithromycin Viénnén | Hop Lvix | NSX 36 896110044325 01
Tablets 250mg bao phim | 10 Vién (VN-15443-12)
250mg

18.2. Co sé san xuat: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30/27 Korangi
Industrial Area, Karachi 74900, Pakistan)

25 Lipiget Artovastatin Viénnén | Hop 1 vix | NSX 36 896110044425 | 01
Tablets 10mg bao phim | 10 vién (VN-11047-10)
10mg

19. Co sé dang ky: Hetero Labs Limited (Dja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)

19.1. Co sé san xuat: Hetero Labs Limited (Pja chi: Unit-V, Sy.No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana state,
India)

26 Sofosbuvir | Sofosbuvir Viénnén | Hop 1lo x | NSX 24 890110044525 01
Tablets 400mg bao phim | 28 vién (VN3-323-21)
400mg

20. Co s6¢ dang ky: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Republic of Korea)
20.1. Co sé san xuit: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Republic of Korea)

27 Ketaviran Entecavir Viénnén | Hop 3vix | NSX 24 880114044625 | 01

monohydrat bao phim | 10 vién (VN3-200-19)
(Tuong duong

Entecavir 1mg)

1,06mg

21. Co sé dang ky: MI Pharma Private Limited (Pja chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)

21.1. Co sé san xuat: Mylan Laboratories Limited (Pja chi: Plot No. H12 &H13, MIDC, Waluj,
Aurangabad 431136, Maharashtra state, India)
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28 Durart 600 | Darunavir 600mg | Viénnén | Hop 1 chai | NSX 24 890110044725 | 01
bao phim | x 60 vién (VN3-317-21)
29 Durart 800 | Darunavir 800mg | Viénnén | Hop 1 chai | NSX 24 890110044825 | 01
bao phim | x 30 vién (VN3-292-20)
22. Co sé dang ky: Micro Labs Limited (Pja ch:: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
22.1. Co sé san xuét: Micro Labs Limited (Bja chi: 92, Sipcot Industrial Complex, Hosur - 635 126,
Tamil Nadu, India)
30 Cimetidine | Cimetidine Viénnén | Hop 10vi | USP 36 890100044925 | 01
200mg khong x 10 vién (VN-13796-11)
bao
22.2. Co sé san xuat: Micro Labs Limited (Pja chi: Plot No. 121 - 124, KIADB, Bommasandra
Industrial Area, 4th Phase, Anekal Taluk, Bangalore — 560 099, India)
31 Binancef- Cefadroxil (dudi | Viéennén | Hop 10 vi | NSX 36 890110045025 | 01
250 DT dang Cefadroxil phan tan | x 10 vién (VN-21072-18)
monohydrate)
250mg
23. Co sé dang ky: Panacea Biotec Pharma Limited (Pja chi: B-1 Extension/A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)
23.1. Co s& san xuat: Panacea Biotec Pharma Ltd. (Pja chi: Malpur, Baddi, Distt. Solan, H.P. -
173205, India)
32 Glizym-M | Gliclazide 80mg, | Viénnén | Hop 20 vi | NSX 48 890110045125 | 01
Metformin x 10 vién (VN3-343-21)
Hydrochloride
500mg
24. Co sé dang ky: Pharmaunity Co., Ltd. (bja chi: 74, Sejong-daero, Jung-gu, Seoul, Republic of
Korea)
24.1. Co s& san xuat: Dongkoo Bio & Pharma Co., Ltd (Pja chi: 18, Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
33 Heparos Choline Bitartrate | Vién Hop 12vi | NSX 36 880100045225 | 01
Soft Cap. 250mg, L-Cystine | nang X 5 vién, (VN-15060-12)
250mg meém (Vi Alu-
Alu); Hop
12 vix5
vién, (Vi
Alu-PVC)
24.2. Co s& san xuit: Hankook Korus Pharm. Co., Ltd (Pja chi: 78, Daepungsandan-ro, Daeso-
myeon, Eumseong-gun, Chungcheongbuk-do, Republic of Korea)
34 Zinhepa Inj. | Cefpirome (duoi | Botpha | Hop101lo | NSX 36 880110045325 | 01
dang Cefpirome | tiém (VN-22459-19)

sulfate) 1g




STT | Ténthuéc | Hoatchatchinh | Dang | Quycach | Tieu | Tudi S6 diang Ky S6
— Ham lwgng bao che | dong goi | chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
25. Co sé dang ky: Phil International Co., Ltd. (Pja chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Republic of Korea)
25.1. Co sé san xuiat: Aju Pharm Co., Ltd (Pja chi: 23, Sandan-ro 121 beon-gil, Pyeongtaek-Si,
Gyeonggi-do, Republic of Korea)
35 Philpresil Citicoline Dung Hop 1vix | NSX 36 880110045425 | 01
Inj. 500mg/2ml dich tiém | 10 ong x (VN-10500-10)
2ml
26. Co s¢ ding ky: Reckitt Benckiser (Thailand) Limited (Pia chi: 388 Exchange Tower, 14th
floor, Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)
26.1. Co sé san xuit: Reckitt Benckiser Healthcare Manufacturing (Thailand) Ltd. (Pja chi: 65
Moo 12, Lardkrabang-Bangplee Road, Bangplee, Samutprakarn 10540, Thailand)
36 Nurofen for | lbuprofen H§n dich | Hop 1 chai | NSX 36 885100045525 | 01
children 100mg/5 ml uong X 60ml (VN-13851-11)
27. Co sé dang ky: RV Group (S) Pte. Ltd. (bia chi: 1 North Bridge Road, # 21-06 High Street
Centre, Singapore 179094, Singapore)
27.1. Co sé san xuat: RV Lifesciences Limited (Pia chi: Plot No. H-19, M.I.D.C., Waluj,
Chhatrapati Sambhajinagar 431133, Maharashtra State, India)
37 Novator Deferipron Vién Hop 5vix | NSX 36 890110045625 | 01
500 500mg nang 10 vién (VN-18136-14)
cung
28. Co s¢ dang ky: Saint Corporation (Pja chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Republic of Korea)
28.1. Co sé san xuat: Aprogen Biologics Inc. (Pja chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Republic of Korea)
38 Aluantine Almagat 500mg | Viénnén | Hop 10 vi | NSX 36 880100045725 | 01
Tablet x 10 vién (VN-21118-18)
28.2. Co sé san xuit: Genuone Sciences Inc. (Pja chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si,
Republic of Korea)

39 Clorfine MJi 1g thuéc m& | Thude Hop 1 NSX 36 880110045825 | 01
chura: Clobetasol | m& béi tuyp x 15 (VN-22193-19)
propionat 0,5mg | ngoai da | gam

28.3. Co sé san xuit: GENUPharma Inc. (Pja chi: 93, Bio valley 2-ro, Jecheon-si,
Chungcheongbuk-do, Republic of Korea)

40 Eupicom Dexibuprofen Vién Hop 10vi | NSX 24 880110045925 01
300mg nang x 10 vién (VN-20086-16)

meéem

29. Co s6 diang ky: Samil Pharmaceutical Co., Ltd. (Samil Pharm. Co., Ltd.) (Pja ch:: 155,

29.1. Co s& san xuat: Samil Pharm. Co., Ltd. (Pia chi: 216 Sandan-ro, Danwon-gu, Ansan-si,

Hyoryeong-ro, Seocho-gu, Seoul, Republic of Korea)

Gyeonggi-do, Republic of Korea)




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lwong | baoché | dénggéi | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
41 Eyaren Hop 1 1o 10ml Dung Hop 1 lo NSX 36 880110046025 | 01
Ophthalmic | chaa: Potassium | dich nho | 10ml (VN-10546-10)
Drops lodide 30mg, mat
Sodium lodide
30mg
30. Co sé dang ky: Tedis (Pja chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
30.1. Co sé san xuat: INTL Consumer Health (France) S.A.S. (Pia chi: Domaine de Maigremont
- 27100 Val-de-Reuil, France)
42 Biafine Trolamine 0,67% | Nha Hop 1 6ng | NSX 36 300100046125 | 01
(w/w) tuong x 46,59 (VN-9416-09)
boi ngoai | hoac 93¢
da
31. Co sé diang ky: Torrent Pharmaceuticals Limited (Pja ch:: Torrent House, Off Ashram Road,
Ahmedabad - 380 009, Gujarat, India)
31.1. Co sé san xuat: Torrent Pharmaceuticals Ltd (Pja chi: Indrad- 382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)

43 Fegem-100 | Folic acid 350pg | Viénnén | Hop 10 vi | NSX 24 890100046225 | 01
(mcg), Sat 1 nhai xé x 10 (VN-14829-12)
hydroxyd dang vién
phuac hop vai
polymaltose
tuong duong voi
sat nguyén to
100mg

31.2. Co sé san xuat: Torrent Pharmaceuticals Ltd (Pja chi: Village: Bhud & Makhnu Majra,
Tehsil:Baddi- 173205, Distt:Solan (H.P), India)

44 Amlocor-5 | Amlodipine (duéi | Vién nén | Hop 3 vi NSX 24 890110046325 | 01
dang Amlodipine | khéng x10 vién (VN-16076-12)
besilate) 5mg bao

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

32.1. Co sé san xuat: Unison Laboratories Co., Ltd. (Pja chi: 39 Moo 4, Klong Udomcholjorn,
Muang Chachoengsao, Chachoengsao 24000, Thailand)

45 Dobutane Diclofenac Dung Hop 1 chai | NSX 36 885100046425 01
sodium (dudi dich xit | 60ml (VN-18970-15)

dang Diclofenac
diethylammonium
) 19/100g (1%
w/w)

33. Co sé dang ky: XL Laboratories Private Limited (Pja chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)

33.1. Co sé san xuat: XL Laboratories Private Limited (Pja chi: E-1223, Phase-1 Extn. (Ghatal),
RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, India)
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STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (So dangky | gia
di cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
46 Atroact-10 | Atorvastatin Viénnén | Hop3vix | NSX 36 890110046525 | 01
(dudi dang bao phim | 10 vién; (VN-17027-13)
atorvastatin Hop 10 vi
calcium) 10mg x 10 vién
47 Fungiact Metronidazol Viénnén | Hop 1vix | NSX 24 890110046625 | 01
500mg, khong 10 vién (VN-16978-13)
Neomycin sulfat | bao dat
65.000 IU, am dao
Nystatin 100.000
U
Ghi cha:

1. Céch ghi tiéu chudan char lieong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house cd y nghia twong
diwong nhau, la tiéu chuan chdt lweong thudc do co sé san xudt xay dung va déu c6 thé duroc ghi trén nhan thuac.
- Céch viét tdt céc tiéu chuan chdt lwong duwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéoc (CP), Duge dién Chdu du (EP), Duge dién
Quoc té (IP)...

2. S6 ding ky tai cét (8):

- S6 déng ky gia han 1 6 dang ky dwoc cap theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia Bo truong Bé Y té quy dinh viée ding ky heu hanh thuoc, nguyén liéu 1am thuac.

- S6 ding ky da cap (dwoc ghi trong ngodc don) la sé déing ky da dwoc cap trueée khi thude diroc gia han theo
quyét dinh nay.

3. Céc thudc so thir tr 5, 7, 9, 13, 16, 17, 18, 21, 31, 32, 33, 34, 37, 38, 39, 40, 45 tai Phy luc nay: sau khi hét
han gidy dang ky lwu hanh, trong ho so gia han phdi bé sung diz liéu 1am sang chizng minh an toan hiéu qua
cua thuée dé Hoi dong tw van cdp gidy dang ky lwu hanh thuoc, nguyén liéu lam thuéc xem xét viéc gia han
GDKLH..

4. C4c thudc so thir tir 1, 2, 3, 4, 10, 15, 22, 26, 27, 28, 29 tai Phu luc nay: can tiép tuc theo ddi an toan — hiéu
qud theo quy dinh tai Piéu 5 Théng twr sé 08/2022/TT-BYT ngay 05/09/2022.

5. Cac thudc so thir tue 6, 8, 11, 12, 14, 19, 20, 23, 24, 25, 30, 35, 36, 41, 42, 43, 44, 46, 47 tai Phy lyc ndy: sau
khi hét han gidy dding ky heu hanh, khéng tiép tuc gia han do ho so dding ky lan dau chuwa bién soan theo mau
ACTD.




DANH MUC 03 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc V

TAI VIET NAM HIEU LUC PEN HET NGAY 31/12/2025 - QT 124.2
(Kém theo Quyét dinh so: ..64....../OP-QLD, ngay 23./01./2025¢ua Cuc Qudn 1y Diuoc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuian | the gia han lan
(thang) | (S6 dingky | gia
da cap) han
1) 2) 3) (4) (©) (6) @) (8) 9)
1. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Bja chi: Phong 06, tang 3B, toa
nha Horison Tower, s¢ 40 Cat Linh, Phuwong Cét Linh, Qudn Pong Pa, Thanh pho Ha Ngi, Viét Nam)
1.1. Co s& san xuat: Acme Formulation Pvt. Ltd. (Pia chi: Ropar Road, Nalagarh, Distt. Solan,
(H.P.), India)
1 Sanaperol Rabeprazole Viénnén | Hop 3vix | NSX 24 890110046725 | 01
sodium 20mg baotan | 10 vién (VN-18457-14)
trong
rudt
1.2. Co sé san xuat: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11 & 12, Gat No. 1251-
1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra State, India)
2 Sanfetil 100 | Cefpodoxim Vién Hop 2vix | NSX 24 890110046825 | 01
proxetil USP nang 10 vién (VN-19108-15)
tuong duong véi | cing
Cefpodoxim
100mg

2. Co sé dang ky: SRS Life Sciences Pte. Limited (Dja chi:71 Robinson Road, #14-01, Singapore
(068895), Singapore)

2.1. Co sé san xuat: Acme Formulation Pvt. Ltd. (Pja chi: Ropar Road, Nalagarh, Distt. Solan,
(H.P.), India)

Pawentik Rabeprazol natri | Viénnén | Hop 3vi x | NSX 36 890110046925 | 01
20mg bao tan | 10 vién (VN-21785-19)
trong
rudt
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 so (TCCS), In-house co y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu co thé
droc ghi trén nhan thuac.

2. S6 dang ky tai cét (8):

- S6 ddng ky gia han 14 sé déing ky dwoc Cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trueeng B Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuoc.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truéc khi thude duot gia
han theo quyér dinh nay.
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