BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - T do - Hanh phic
Sb: 489  /QP-QLD Ha Noi, ngay14 thangoinam 2023
QUYET PINH

Yé viéc ban hanh danh muc 186 thudc nuéc ngoai
dwgce cap, gia han giay dang ky lwu hanh tai Viét Nam - Dot 115

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Duwoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chvrc nang, nhiém vu, quyén han va co cdau to chirc cua Bo Y té;

Can cir Quyét dinh so 1969/QD-BYT ngay 26/4/2023 ciia B¢ truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cua Cyc Quan Iy
Duoc thuoc Bo Y té;

 Can cir Thong tur s6 08/2022/TT -BYT ngay 05/09/2022 cua Bo truong B Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén lieu lam thuoc,

Can cit ¥ kién cia Héi dong tw van cap gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Péng ky thuéc - Cuc Qudn Iy Duore.

QUYET PINH:

Ditu 1. Ban hanh kem theo Quyét dinh nay danh muc 186 thubc nuédc
ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 115, bao
gom:

1. Danh muc 143 thudc nudc ngoai dugc cip gidy ding ky luu hanh hiéu
luc 05 nam - Dot 115 (tai Phu luc I kem theo).

2. Danh muc 28 thudc nudc ngoai duoc cap gidy dang ky lvu hanh hiéu
luc 03 nam - Dot 115 (tai Phu luc Il kem theo).

3. Danh muyc 14 thudc nudc ngoai dugc gia han gidy ding ky luu hanh
hiéu luc 05 nam - Dot 115 (tai Phu luc Il kem theo).

4. Danh muc 01 thudc nudc ngoai duge gia han gidy dang ky luu hanh
hiéu luc 03 nam - Dot 115 (tai Phu luc IV kem theo).

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

1. Cung cap thudc vao Viét Nam theo dung cac hd so tai liéu di dang ky
voi BO Y t€ va phai in hodc dan so dang ky dugc Bo Y té cap 1én nhan thudc.

2. Chap hanh day du phap luat cua nu6c CHXHCN Viét Nam va cac quy
dinh ctia Bo Y té vé nhap khau thuoc va luu hanh thudc tai Viét Nam, néu cé bat
cu thay doi gi trong qua trinh luu hanh thuoc & nude sé tai va ¢ Viét Nam thi



phai bao céo ngay cho Cuc Quan 1y Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuin chét lugng cua thude theo quy dinh
tai Thong tu s0 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chat luong thuoc, nguyén liéu lam thudc.

4. Cap nhat nhin thudc va td hudéng dan sir dung thudce theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bd Y té quy dinh
ghi nhin thudc, nguyén liéu 1am thude va to hudng din sir dung thude theo hinh
thirc thay doi, bd sung gidy ding ky lwu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ctia B truong Bo Y té d6i vai thude chua cap
nhat ndi dung nhin thudc, to hudng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng BO Y té, cu thé nhu sau:

a) Pdi vé6i thude thude danh muc thude doc va nguyén liéu doc 1am thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ trudng Bo
Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi
dugc luu hanh sau khi cidp nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Théng tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thube va t& hudng dan st dung thude.

b) Dﬁi voi céac thube ’khéc’phéi thuc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngay duoc cap giay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han gidy dang ky luu hanh theo Quyét dinh | nay co thay d6i vé noi dung hanh
chinh (bao gdm cd mau nhan va td hudng dan su dung) phai nhap khau, luu
hanh véi cac ndi dung da dugc phé duyét thay doi trong ho so ding ky gia han.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu 1am thude dbi véi cac thude
thudc Danh muc tai Phy lyc II, Phu Iyc IV ban hanh kém theo Quyét dinh nay.

7. Co ¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiGu lyc cua gidy dang ky luu hanh thubc, nguyén liéu lam
thubc. Trong truong hop khong con dap umg du diéu kién hoat dong, co so dang
ky phai ¢6 trach nhiém thyc hién thay ddi co so ding ky theo quy dinh tai Thong
tu 86 08/2022/TT-BYT ngay 05/9/2022 cua B6 truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khong con du diéu kién hoat dong.

8. Co s ding ky thudc phai bao cao BO Y té vé cap nhat tinh trang dap
tmg Thyc hanh tot san xuit cia co s san xuat thudc, nguyén liéu lam thudc.
Trudng hop co s& san xuét bi thu hoi gidy phép san xuit hodc khong dap tng
Thuc hanh tét san xuét thude, nguyén li¢u lam thudc & nude so tai, co so phai
thue hién viéc béo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan 1y c6 thdm quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi



tiét mot sé diéu va bién phap thi hanh Luat Duoc.

9. Pdi v6i thude Sirturo, sd dang ky 890110194123 tai Phu lyc II: yéu ciu
co so dang ky phdi hop vdi co s¢ san xudt ¢ trach nhiém thuc hién bo sung, cép
nhat ndi dung luu ¥ trén nhin va to huéng dan st dung nhu sau: “Thubc phai
duoc quan 1y bdi cac co sd y té dé diu tri cho ngudi bénh mic lao, lao khang
thudc thude dbi tuong chi dinh tai t& Hudng dan sir dung. Nghiém cAm dung voi
muc dich khac”. Thudc chi dugc phép nhap khau, luu hanh sau khi nhan va to
huéng dan sir dung da dugc cap nhat, bd sung ndi dung luu ¥ trén.

Bleu 3. Cac thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sb dang ky da cap trudc khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cap so dang ky gia han theo quy dinh tai Phy luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam doc So' Y té cdc tinh, thanh phd tryc thudc trung uong, gidm
doc nha san xuat va co s¢ dang ky co6 thuoc tai Piéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhan: _ CUC TRUONG
- Nhu Dicu 5; ZEYUHC N

- Bo truong (dé ble);

- TTr. B4 Xuan Tuyén (de b/c);
- Cuc Quan Y - Bo Qudc phong, Cuc Y té - Bo Con
an; Cuc Y t¢ GTVT - Bo Giao thong van tai;
- Téng Cyc Hai quan - BO Tai chinh;

- Bao hiém Xa hoi Viét Nam; LY A

-B6 Y t& Vu PC, Cuc QLKCB, Thanh tra Bo. == Vii Tuan Cudng
-S&'Y té cac tinh, thanh phd truc thudc Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc pham;

- Cac Bénh vién & Vién c6 giuong bénh tryc thudc

BYT;

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

PCHN, VP Cuc; Website Cuc QLD.

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




Phu lucl

DANH MUC 143 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 115.1

(Ban hanh kém theo quyét dinh s6: ..489...../OP-QLD, ngay 14./01./2023 ciia Cuc Qudan Iy Dwoc)

STT | Tén thuéc | Hoatchitchinh— | Dangbao | Quycich | Tiéu | Tudi S6 ding ky
Ham lwong ché dong goi chuin tho
(thang)
()] 2) A3) @ 3 (6) @) ®)

1. Co sé diing ky: Adamed Pharma S.A. (tén diy dii: Adamed Pharma Spélka Akcyjna) (Dja chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow, Poland)
1.1. Co sé san xuit: Adamed Pharma S.A. (Pia chi: ul. Marszalka Jozefa Pilsudskiego 5, 95-200

Pabianice, Poland)

1 Hevipoint Aciclovir 200mg Vién nén Hop 3 vix NSX 36 590110178423
200mg 10 vién
2. Co s¢ dang ky: Ambica International Corporation (Pia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Parariaque City, Philippines)
2.1. Co's6 san xuét: Agio Pharmaceuticals Ltd. (Pia chi: T-81, 82. M.1.D.C., Bhosari, Pune 411026,
Maharashtra State, India)
2 Agiofenac Diclofenac Gel Hop 1 tuyp BP 36 890100178523
diethylamine 30g, hop 1 2020
1,16% w/w tuong tuyp 50g
duong Diclofenac
natri 1% w/w
2.2. Co sé san xuat: Atlantic Pharma - Produc¢des Farmacéutica, SA. (Pia chi: Rua da Tapada
Grande, n° 2, Abrunheira, Sintra, 2710-089, Portugal)
3 Etcoxib 90 Etoricoxib 90mg Vién nén Hop 2 vix NSX 36 560110178623
bao phim 10 vién
2.3. Co s¢ san xuét: Farmalabor — Produtos Farmacéuticos, SA (Dia chi: Zona Industrial de
Condeixa-a-Nova 3150 - 194, Condeixa-a-Nova, Portugal)
4 Paroxetina GP | Paroxetin (dudi Vién nén Hop 3 vix NSX 36 560110178723
dang Paroxetin 10 vién
hydroclorid) 20mg
3. Co s¢ ding ky: Anvo Pharma Canada Inc. (Pja chi: 111-700 Third Line Oakville, ON L6L 4B1,
Canada)
3.1. Co sé san xuét: Laboratorios Liconsa, S.A. (Pia chi: Avda. Miralcampo, No 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)
5 Anvo- Telmisartan 40mg, | Vién nén Hop 2 vix NSX 36 840110178823
Telmisartan Hydrochlorothiazid 14 vién;
HCTZ e 12,5mg Hop 7 vix
40/12,5mg 14 vién




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
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6 Anvo- Telmisartan 80mg, | Vién nén Hop 2 vix NSX 36 840110178923
Telmisartan Hydrochlorothiazid 14 vién;
HCTZ e 12,5mg Hop 7 vix
80/12,5mg 14 vién

3.2. Co so san xuit: Sofarimex - Indistria Quimica e Farmacéutica, S.A. (Fab) (Dia chi: Avenida
das Industrias - Alto de Colaride - Agualva 2735-213 Cacém., Portugal)

500mg

7 Tadaritin Desloratadine Dung dich | Hop 1 chai NSX 24 560100179023
0,5mg/ml udng 100ml, hop
1 chai
150ml
4. Co s¢ dang ky: Aurobindo Pharma Limited (Dia chi: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
4.1. Co sé san xuit: Aurobindo Pharma Limited (Dja chi: Unit - VII, SEZ, TSIIC, Plot.No. S1,
Survey No’s: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State, India)
8 Levokilz 250 | Levofloxacin Vién nén Hop 3 vix NSX 24 890115179123
250mg bao phim 10 vién
9 Levokilz 500 | Levofloxacin Vién nén Hop 3 vix NSX 24 890115179223
500mg bao phim 10 vién
4.2. Co sé san xuit: Aurobindo Pharma Limited (Pia chi: Unit III, Survey No. 313 & 314,
Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, India)
10 Aurodanz 4 Ondansetron (du¢i | Vién nén Hop 2 vix NSX 24 890110179323
dang Ondansetron | bao phim 10 vién
hydroclorid
dihydrat) 4mg
4.3. Co s& san xuéat: Aurobindo Pharma Limited (Pia chi: Unit VI, Sy. No’s. 329/39 & 329/47,
Chitkul Village, Patancheru Mandal, Sanga Reddy District, Telangana State, India)
11 Auropodox 40 | Cefpodoxim (dudi C~6m pha Hop 11lox NSX 24 890110179423
dang Cefpodoxim | hon dich 100ml
proxetil ) udng
40mg/5ml
5. Co sé¢ dang ky: Bayer (South East Asia) Pte., Ltd (Dia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
5.1. Co so san xuit: Bayer HealthCare Manufacturing S.r.L. (Bja chi: Via delle Groane 126-20024
Garbagnate Milanese (M), Italy)
12 Ciprobay 500 | Ciprofloxacin Vién nén Hop 1 vix NSX 60 800115179523
(dudi dang bao phim 10 vién
ciprofloxacin
hydrochloride)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
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5.2. Co sé san xuit ban thanh pham, déng géi so cip va thir cAp: Fresenius Kabi Italia S.R.L

(Dia chi: Via Camagre, 41/43 - 37063 Isola Della Scala (VR), Italy)
Co so xuat xwong: Bayer AG (Dja chi:

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

13 Ciprobay 200 | Ciprofloxacin Dung dich | Hop 1 chai NSX 48 800115179623
200mg/100ml truyén tinh | 100ml
mach
14 Ciprobay Ciprofloxacin Dung dich | Hop 1 chai NSX 48 800115179723
400mg 400mg/200ml truyén tinh | 200ml
mach
6. Co s¢ dang ky: Besins Healthcare (Thailand) Co., Ltd (Pia chi: No.283/92, 18th floor, Home
Place Building, Sukhumvit 55 Road, Klongton Nua sub-district, Vadhana district, Bangkok Metropolis
10110, Thailand)
6.1. Co sé san xuit: Cyndea Pharma S.L (Pja chi: Poligono Industrial Emiliano Revilla Sanz,
Avenida de Agreda, 31, Olvega 42110 (Soria), Spain)
15 Utrogestan Progesterone dang | Viénnang | Hop 15 vién | NSX 36 840110179823
200 mg bot siéu min mém dung | (1 vi 7 vién
(progesterone ubng hodc | valvi8
micronized) 200mg | dit am dao | vién)
7. Co sé dang ky: Biopharm Chemicals Co., Ltd (Pia chi: No. 55, Sukhumvit 39, Phrom Phong
Alley, Sukhumvit Road, Khlong Tan Nuea Sub-District, Vadhana District, Bangkok Metropolis,
Thailand)
7.1. Co sé san xuit: Biolab Co., Ltd (Pia chi: 625 Soi 7A Bangpoo Industrial Estate, Sukhumvit
Road, Moo 4, Prakasa, Muang, Samutprakarn 10280, Thailand)
16 Madonna Levonorgestrel Vién nén Hop 1 vix 2 | BP hién 60 885100179923
0,75mg vién, Vi hanh
PVC/Alumi
nium
17 Monem Mbi lo bot chira Bot pha Hop 10 Lo | USP 40 36 885110180023
Meropenem 500mg | dung dich
(dudi dang hdn hop | tiém truyén
v6 khuan cia
Meropenem
trihydrat voi natri
carbonat khan)
8. Co' sé dang ky: Bliss pharma distribution and consultancycorp (Pia chi: A2, 236 San Jose Street,
Barangay 2, Carmona Cavite, Philippines)
8.1. Co so san xuit: Jodas Expoim Private Limited (Pia chi: Plot No. 55, Phase-III, Biotech park,
Karkapatla (V), Markook (M), Siddipet (D), Telangana, India, Pin: 502279, India)
18 Jofotax Cefotaxime Thudc bot Hoép 1 Lo USP 42 36 890110180123
Sodium Sterile pha tiém

tuong duong véi
Cefotaxime
1000mg
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9. Co s¢ ding ky: Bluepharma- Industria Farmacéutica, S.A (Dja chi: Sdo Martinho do Bispo,
Coimbra, 3045-016, Portugal)
9.1. Co s6' san xuit: Bluepharma- Indistria Farmacéutica, S.A (Pja chi: Sdo Martinho do Bispo
3045-016 Coimbra, Portugal)

19 Bluecan Forte | Candesartan Vién nén Hop 4 vix NSX 24 560110180223
16mg cilexetil 16mg khong bao | 14 vién
10. Co sé dang ky: Cadila Pharmaceuticals Limited (Dja chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
10.1. Co s& san xuit: Cadila Pharmaceuticals Limited (Pia chi: Plot No. 1389, Trasad Road,
Dholka, city: Dholka - 382225, Dist. Ahmedabad, Gujarat State, India)
20 Envas 10 Enalapril maleate Vién nén Hop 10 vix | USP 43 36 890110180323
10mg 10 vién
21 Envas 5 Enalapril maleate Vién nén Hop 10 vix | USP 43 36 890110180423
Smg 10 vién
11. Co s& dang ky: Consorzio Con Attivita Esterna Medexport Italia (Dia chi: Via Alcide de
Gasperi, 35 - 00165 Roma, Italy)
11.1. Co sé san xuit va xuit xwéng 16: Laboratorio Farmaceutico C.T. s.r.l. (Pja chi: Via Dante
Alighieri, 71- 18038 Sanremo (IM), Italy)
Co sé kiém tra chit lwgng: Laboratorio Farmaceutico C.T. s.r.l. (Dja chi: Via Ludovico Ariosto,
17-18038 Sanremo (IM), Italy)
22 Gerolin Citicoline (dudi Dung dich | Hop 56ngx | NSX 36 800110180523
dang Citicoline tiém 4ml
sodium)
1000mg/4ml
23 Gerolin Citicoline (dudi Dung dich | Hop 56ngx | NSX 36 800110180623
dang Citicoline tiém 4ml
sodium)
500mg/4ml
12. Co sé ding ky: Cong ty ¢6 phan dwge pham Nhat Tién (Pia chi: 220/54/7 Au Co, Phuong 9,
Qudn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)
12.1. Co sé san xuit: Sparsh Bio-Tech Pvt. Ltd. (Pja chi: Plot No. 1; Survey No. 242/243/244,
Lakhabavad, Jamnagar-361 006, Gujarat, India)
24 Sparshclav- Moi 5ml chira: Sird kho Hop 1 Lo x NSX 24 890110180723
OS Amoxicillin (dudi 100ml; Hop
dang Amoxicillin 1 Lox
Trihydrate) 125mg; 70ml; Hop
Acid clavulanic 1 Lo x 60ml

(dudi dang
Potassium
clavulanate)
31,25mg
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13. Co sé ding ky: Cong ty Co phin Dwoge Pham Pharmacity (Pia chi: 2484 No Trang Long,
Phwong 12, Quan Binh Thanh, TP. Hé Chi Minh, Viet Nam)
13.1. Co sé sin xuét: Globela Pharma Pvt. Ltd. (Dja chi: 357, G.I.D.C., Sachin, City: Surat-394
230 Dist., Gujarat State, India)

25 Omeprazole Omeprazole (dang | Viénnang | Hop Svix | USP 40 36 890110180823
20mg pellet bao tan & cung 10 vién
rudt 235mg) 20mg
26 Pain and Ibuprofen 400mg | Vién nén Hop Svix BP 36 890110180923
Inflammation bao phim 10 vién 2018
Relief
14. Co s& diang ky: Cong ty c6 phan dwoc pham Tenamyd (Pia chi: L6 Y01-02A dweong Tan Thudn,
khu cong nghiép/khu ché xudt Tan Thudn, phwong Tan Thudn Péng, qudn 7, thanh phé Ho Chi Minh,
Viét Nam)
14.1. Co so san xuit: KRKA, D.D., Novo Mesto (Pia chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
27 Amaloris Atorvastatin (dudi | Vién nén Hop 3 vix NSX 24 383110181023
5mg/10mg dang Atorvastatin | bao phim 10 vién
calcium trihydrate
10,85mg) 10mg,
Amlodipine (dudi
dang Amlodipine
besilate 6,94mg)
Smg
28 Tadilas 10mg | Tadalafil 10mg Vién nén Hop 1vix4 | NSX 36 383110181123
film-coated bao phim vién
tablets
29 Tadilas 20mg | Tadalafil 20mg Vién nén Hop 1vix4 | NSX 36 383110181223
film-coated bao phim vién
tablets
30 Wamlox Valsartan 80mg, Vién nén Hop4vix7| NSX 36 383110181323
Smg/80mg Amlodipine (dudi | bao phim vién
dang Amlodipine
Besilate) Smg
15. Co sé ding ky: Cong ty c6 phan dwoc pham va thiét bi y t&é C.A.T (Pia chi: Thon Trang, xa
Thanh Liét, huyén Thanh Tri, thanh phé Ha N¢i, Viét Nam)
15.1. Co sé san xuét thanh pham va xuit xwéng: ACS Dobfa S.P.A (Dja chi: Nucleo Industriale
S.Atto, (Loc.S.Nicolo' a Tordino) -64100 Teramo, Italy)
Co s¢' san xuit hén hop bot vé khuin Ertapenem sodium, sodium hydrogen carbonate va sodium
hydroxide: ACS Dobfa S.P.A (Dia chi: V.LE Addetta 2a/12-3/5-20067 Tribiano (MI), Italy)
31 Ertalgold Ertapenem (dudi Bot pha Hop 10 Io NSX 24 800110181423
dang Ertapenem dung dich
natri) 1g dam dac
pha dich

truyén tinh
mach
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16. Co sé ding ky: Cong ty co phin dwge pham va thiét bi y té Life (Pia chi: Ting 4, sé nha 164
phé Hao Nam, phwong O Cho Dira, qudn Pong Pa, TP. Ha Ngi, Viét Nam)
16.1. Co sé san xuat: Laboratorio Reig Jofge, S.A. (Pia chi: Gran Capitan 10, 08970 Sant Joan
Despi (Barcelona), Spain)

32

Nimodipino
Altan
0,2mg/ml
solution for
infusion

Moi chai 50ml
chtra Nimodipine
10mg

Dung dich
truyén tinh
mach

Hop 20 chai
x 50ml

BP
2020

24

840110181523

17. Co sé ding ky: Cong ty c6 phan Dwoc pham Vipharco (Pia chi: S6 67, Ngé 68 dwong Ngoc
Thuy, phwong Ngoc Thuy, quan Long Bién, Ha Noi, Viét Nam)
17.1. Co s6 san xuit: ilko ila¢ San. ve Tic. A.S. (Pia chi: 3. Organize Sanayi Bélgesi Kuddusi Cad.

23.8ok. No:1 Sel¢uklu / Konya, Turkey)

33 Dezira 10mg | Donepezil Vién nén Hop 2 vix NSX 24 868110181623
hydroclorid 10mg | bao phim 14 vién

34 Dezira Smg Donepezil Vién nén Hop 2 vix NSX 24 868110181723
hydroclorid Smg bao phim 14 vién

18. Co sé ding ky: Cong ty TNHH AstraZeneca Viét Nam (Dja chi: Tang 18, toa nha A&B, s6 76,
dwong Lé Lai, phwong Bén Thanh, qudn 1, TP Ho Chi Minh, Viét Nam)
18.1. Co s6 san xuét: AstraZeneca Pty.,Ltd (Pja chi: 10-14 Khartoum Road NORTH RYDE NSW

2113, Australia)

35

Pulmicort
Respules

Budesonid
Img/2ml

Hoén dich
khi dung
dung deé hit

Hop 4 goi
nhdém x 5
6ng don
liéu chira
2ml hdn
dich khi
dung

NSX

24

930110181823

19. Co sé diang ky: Cong ty TNHH Binh Viét Piwc (Dja chi: 62/36 Truong Cong Dinh, Phuwong 14,
Qudn Tén Binh, Thanh phé Ho Chi Minh, Viét Nam)
19.1. Co sé san xuit: Temmler Pharma GmbH (Pia chi: Temmlerstrafe 2, 35039 Marburg,

Germany)

36

Suresh 200mg

Acetylcystein
200mg

Vién nén
sui bot

Hop 1 dng x
20 vién

NSX

36

400100181923

20. Co s¢ diing ky: Cong ty TNHH Duwoc m§ pham Thai Nhan (Bja chi: [4B-I4C Huong Giang,
Phuong 15, Qudn 10, Thanh pho Ho Chi Minh, Viét Nam)
20.1. Co sé san xuat: Genuone Sciences Inc. (Pja chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si,

Korea)

37

Nepolys

Pregabalin 75mg

Vién nang
cing

Hop 3 vix
10 vién

NSX

36

880110182023




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®

21. Co sé diing ky: Cong ty TNHH Dwoc pham Do Ha (Dja chi: S6 30 tdp thé Tran Phii, ngé 105,
duwong Nguyén Phong Sac, to 16 phuwong Dich Vong Hdu, qudn Cau Gidy, thanh pho Ha Ngi, Viét

Nam)

21.1. Co sé san xuat: “Chemax Pharma” Ltd (Pia chi: 84 Goritsa Str., Sofia 1618, Bulgaria)

38

Tetpen

Piracetam 1,2 gam

Bot pha
dung dich
uong

Hop 20 goi,
moi goi
chura 3g bot

NSX

36

380110182123

21.2. Co s& san xuiat: Balkanpharma- Razgrad AD (Pia chi: 68 Aprilsko vastanie Blvd., 7200

Razgrad, Bulgaria)

39

Candmi 150

Clindamycin (dudi
dang Clindamycin
hydroclorid)
150mg

Vién nang
cing

Hop 2 vix 8
vién

NSX

36

380110182223

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

TO 37, Greece)

40

Gdalit

Glimepiride 4mg

Vién nén

Hop 12 vix
10 vién

NSX

36

520110182323

22. Co s6 ding ky: Cong ty TNHH Dwoc Pham Hién Vi (Pja chi: S6 25B, Ngé 123, Phé Trung
Kinh, Phirong Trung Hoa, Qudn Cau Gidy, TP. Ha Ngi, Viét Nam)
22.1. Co sé san xuat: Venus Remedies Limited (Pia chi: Hill Top Industrial Estate, Jharmajri,
EPIP, Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

41

Cisplaton

Cisplatin
10mg/20ml

Dung dich
truyén tinh
mach sau
khi pha
loang

Hop 1 chai
20ml

NSX

24

890114182423

23. Co sé diang ky: Cong ty TNHH Dwoc Pham Huy Cwong (Pia chi: 37 Tran Nhdt Dudt, Phwong
Téin Pinh, Qudn 1, Thanh Phé Ho Chi Minh, Viét Nam)

23.1. Co sé san xuét: Laboratories BTT (Pja chi: ZI de Kraffi, 67150 Erstein, France)

42

Trimebutine
Gerda 200mg

Trimebutine
maleate 200mg

Vién nén
khong bao

Hop 3 vix
10 vién

NSX

30

300110182523

24. Co sé diing ky: Cong ty TNHH Dwgc Pham Lién Hop (Pia chi: 480C Nguyén Thi Thip, Phirong
Tan Quy, Qudn 7, Tp. Hé Chi Minh, Viet Nam)
24.1. Co sé san xuiat: Balkanpharma - Dupnitsa AD (Pja chi: 3 Samokovsko shosse Str., Dupnitsa

2600, Bulgaria)

43

Asbivolon

Nebivolol (dudi
dang Nebivolol
hydroclorid) Smg

Vién nén

Hop 3 vix
10 vién

NSX

24

380110182623
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25. Co sé diing ky: Cong ty TNHH Dwoc pham Nam Hén (Bja chi: Phong 201, ldu 2, toa nha City
View, s6 12 Mac Dinh Chi, phuong Pa Kao, Qudn 1, TP. Ho Chi Minh., Viét Nam)
25.1. Co s san xuat: Dongkoo Bio & Pharma Co., Ltd (Pia chi: 18 Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

44 Betatriol Mbi g chira: Thubc m& | Hop chira 1 NSX 24 880110182723
ointment betamethasone tuyp nhom
dipropionate 30g
0,643mg;
Calcipotriol (duoi
dang Calcipotriol
monohydrate)
0,05mg
26. Co sé ding ky: Cong ty TNHH Dwoc pham New Far East (Dja chi: S6 011 Cao Oc HI, duong
Hoang Diéu, phwong 09, Qudn 04, Thanh phé Ho Chi Minh, Viét Nam)
26.1. Co sé san xuit: Deva Holding A.S. (Pia chi: Cerkezkéy Organize Sanayi Bélgesi, Karaagag
Mabh., Atatiirk Cad., No.: 32, Kapakli/Tekirdag, Turkey)
45 | Flixon 50mcg | M&i lidu xit chira: | Thudchit | Hop 1 binh | NSX 36 | 868110182823
Aerosol Fluticason dinh liéu x 120 liéu
Inhaler propionat 50mcg
27. Co sé ding ky: Cong ty TNHH Duwoc pham Nhit Anh (Pja chi: S6 11 Hoang Diéu, Phirong 10,
Qudn Phii Nhudn, Thanh phé H6 Chi Minh, Viét Nam)
27.1. Co sé san xuét: Orion Corporation (Pia chi: Volttikatu 8, Kuopio, 70700, Finland)
46 Propain Syrup | Naproxen 25mg/ml H§n dich Hop 1 chai NSX 36 640110182923
uong x 100ml
28. Co s¢ ding ky: Cong ty TNHH Dugc phim Quang Anh (Pja chi: 834, Hoa Hung, Phuong 12,
Qudn 10, TP H6 Chi Minh, Viét Nam)
28.1. Co sé san xuat: Laboratorios Normon, S.A. (Pia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)
47 Qadak 25mg | Sildenafil (dudi Vién nén Hop1vix4 | NSX 48 840110183023
dang Sildenafil bao phim vién
citrat) 25mg
29. Co sé ding ky: Cong ty TNHH Dwoc Phim va Thiét bi y té Phwong Lé (Pia chi: Lé D3/D6
Khu dé thi méi Cau Gidy, phirong Dich Vong, qudn Cau Gidy, Ha Noi, Viét Nam)
29.1. Co s6' san xuét: Square Pharmaceuticals Ltd. (Dia chi: Dhaka Unit, Kaliakoir, Gazipur-1750,
Bangladesh)
48 Alatrol Tablet | Cetirizin Vién nén Hop 10 vix | NSX 48 894100183123
hydroclorid 10mg | bao phim 10 vién

30. Co sé diang ky: Cong ty TNHH Dwgc Pham Van Cwong Phat (Dia chi: 299/28C Ly Thirong
Kiét, phwong 15, qudn 11, thanh pho Ho Chi Minh, Viét Nam)
30.1. Co s& san xuat: Laboratorios Normon, S.A. (Pia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)
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49 Amlodipine/A | Amlodipin (dang Vién nén Hop4vix7| NSX 24 840110183223
torvastatin besylat 6,95mg) bao phim vién
Normon Smg; Atorvastatin
5mg/10mg (dang mudi calci
film coated trihydrat 10,86mg)
tablets 10mg

31. Co sé ding ky: Cong ty TNHH Dwoc pham Vietsun (Dja chi: TT2-B42 KPT Van Quan, phirong
Phiic La, qudn Ha Péng, thanh phé Ha Néi, Viét Nam)

31.1. Co sé san xuét: Incepta Pharmaceuticals Ltd (Dja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)

50

Cefamax 400 | Ceftibuten Viénnang | Hop2vix4 | NSX 24 894110183323
capsule Dihydrat (tuong cung vién

duong véi

Ceftibuten 400mg)

435,2mg

32. Co s& ding ky: Cong ty TNHH Dugc Pham Y-Med (Pia chi: S6 1-3 Puong sé 45, Phuong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)

32.1. Co sé san xuat: Agio Pharmaceuticals Ltd. (Pia chi: T-81, 82, M.I.D.C., Bhosari, Pune
411026, Maharashtra State, India)

51 Loritex Syrup | Loratadine Siro Hop 1 1o USP 43 24 890100183423
Smg/5ml 60ml
32.2. Co sé san xuit: Indchemie Health Specialities Pvt. Ltd. (Dja chi: Vill. Thana, Baddi, Distt.
Solan, (H.P.), India)
52 Terbicon Terbinafine Kem bdida | Hop 1 NSX 36 890100183523
Hydrochloride 1% Tuyp, 10 g
32.3. Co sé san xuit: Intas Pharmaceuticals Limited (Pja chi: Plot No 457 & 458, Village Matoda,
Bavla Road and Plot No 191/218 P, Village Chacharwadi, Tal-Sanand, Vill: Matoda & Chacharwadi
- 382 210, Dist. Ahmedabad, Gujarat State, India)
53 Risongen 15 Rivaroxaban 15mg | Vién nén Hop 3 vix NSX 36 890110183623
bao phim 10 vién
32.4. Co sé san xuit: S Kant Healthcare Limited (Dia chi: Plot No. 1802-1805, G.1.D.C. Phase IIl,
Vapi-396 195, District Valsad, Gujarat State, India)
54 Prilocare 5 Enalapril maleate Vién nén Hop 10 vix | USP 42 36 890110183723
Smg khong bao | 10 vién
32.5. Co sé san xuat: Titan Laboratories Pvt. Ltd. (Pia chi: Plot No. E-27/1, E-27/2, M.1.D.C,
Mahad, Village — Jite, Raigad 402309, Maharashtra State, India)
55 Valsartan Valsartan 160mg Vién nén Hop3vix | USP42 24 890110183823
Tablets USP bao phim 10 vién

160mg
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56 Valsartan Valsartan 80mg Vién nén Hop3vix | USP42 24 890110183923
Tablets USP bao phim 10 vién
80mg

33. Co s6 dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: A4.4 KDC Everich 3, Duong Phu
Thugn, Phuwong Tdan Phu, Quan 7, Thanh pho Ho Chi Minh,, Viét Nam)
33.1. Co s6'san xuét: Cooper S.A. Pharmaceuticals (Pja chi: 64 Aristovoulou Street, 11853, Athens,

Greece)
57 Metronidazole | Metronidazol Dung dich | Hop 1 chai NSX 24 520115184023
/Cooper 500mg/100ml tiém truyén | x 100ml

34. Co s¢ ding ky: Cong ty TNHH Pai Bic (Dia chi: S6 11, dwong Cong Nghiép 4, khu cong nghiép

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

34.1. Co so san xuét: Aprogen Pharmaceuticals, Inc. (Pja chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Korea)

58

Gelebetacloge
cream

Moi tuyp 15g chira:

Betamethason
dipropionat 9,6mg;
Clotrimazol
150mg;
Gentamicin sulfate
15mg

Kem boi da

Hop 1 tuyp
x 15g

NSX

36

880110184123

34.2. Co sé san xuit: Sopharma AD (Bja chi: 16 lliensko Shosse Str.1220 Sofia, Bulgaria)

59

Troxerutin
Sopharma
300mg

Troxerutin 300mg

Vién nang
cung

Hop 5 vix
10 vién

NSX

24

380110184223

35. Co so ding ky: Cong ty TNHH EAGLE USA Viét Nam (BPja chi: S6 25 Pwong sé 3, Khu ddn

cw Vinh Loc, Phuwong Binh Hung Hoa B, Qudn Tan Binh, Viét Nam)

35.1. Co s& san xuét: Siam Bheasach Co., Ltd. (Pia chi: 123 Soi Chokechairuammitr, Vibhavadi -
Rangsit Road, Chatuchak, Bangkok 10900 and 9 Soi Chokechairuammitr 3, Vibhavadi-Rangsit Road,
Dindang, Bangkok 10400, Thailand)

60

Vilrem 200mg
tablet

Acyclovir 200mg

Vién nén

Hop Svix 5
vién

USP 43

48

885110184323

36. Co s¢ ding ky: Cong ty TNHH GlaxoSmithKline Hang Tiéu Dung va Cham Séc Sirc Khée
Viét Nam (Pia chi: Tang 16, toa nha Metropolitan, sé 235 dwong Pong Khéi, Phuong Bén Nghé,
Qudn 1, thanh phé Ho Chi Minh, Viét Nam)
36.1. Co s6' san xuat: GlaxoSmithKline Dungarvan Limited (Dja chi: Knockbrack, Dungarvan, Co.
Waterford, Ireland)

61

Panadol Vién
Sui

Paracetamol
500mg

Vién sui

Hop6vix 4
vién

NSX

48

539100184423
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36.2. Co sé san xuat: Sterling Drug (Malaya) SDN. BHD. (Dja chi: Lot 89, Jalan Enggang,
Ampang/Hulu Kelang Industrial Estate, 68000 Ampang, Selangor, Malaysia)
Co sé san xuit com: GlaxoSmithKline Dungarvan Limited (Dja chi: Knockbrack, Dungarvan, Co.
Waterford, Ireland)

62 Panadol Extra | Paracetamol Vién nén Hop 15vix | NSX 36 539100184523
500mg; Caffeine 12 vién
65mg
37. Co s& ding ky: Cong ty TNHH HH-Pharm (Pja chi: K3 ngé 112 - Séng Pa 10 - Tdp thé céng
ty XDCT ngam, t6 16, phuwong Kién Hung, qudn Ha Péng, Ha Noi, Viét Nam)
37.1. Co sé san xuit: Celogen Generics Private Limited (Dja chi: Plot No. 646/1&2, Agrawal
Industrial Estate Somnath Road, Dabhel, Daman - 396 210, India)
63 Doxygen 100 | Doxycyclin 100mg | Vién nang | Hop 10 vi x BP 36 890110184623
(dudi dang cung 10 vién 2018
Doxycyclin hyclat)
38. Co sé ding ky: Cong ty TNHH Hong Phiic Bao (Pja chi: S6 232/8 quéc 16 13, phuwong 26, qudn
Binh Thanh, Thanh Phé Ho Chi Minh, Viét Nam)
38.1. Co so san xuit: Biodeal Pharmaceuticals Pvt. Ltd. (Bja chi: Vill: Saini Majra, Nalagarh-
Ropar Road, Nalagarh, Distt: Solan (H.P.), India)
64 Flutifurex M3i liéu xit ¢6 Hon dich Hop 1 Lo x NSX 24 890110184723
chtra: Fluticason xit miii 8ml
furoat IH 27,5mcg
39. Co sé diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pja chi: Tang 12, Toa nha
Vietcombank, S6 5 Cong truwong Mé Linh, Phuong Bén Nghé, Quan 1, Thanh phé Hé Chi Minh, Viét
Nam)
39.1. Co s& san xuat: Lusomedicamenta Sociedade Técnica Farmacéutica, S.A (Pja chi: Estrada
Consiglieri Pedroso, n.o 69 - B, Queluz de Baixo, 2730-055 Barcarena, Portugal)
65 Imodium Loperamide Viénnang | Hop 10 vix | NSX 36 560100184823
hydrochloride 2mg | ciing 10 vién
40. Co s6 diing ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong sé 22, Khu phé 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viet Nam)
40.1. Co sé san xuét: Cooper S.A. (Dia chi: 64 Aristovoulou str, 11853 Athens, Greece)
66 Lithimole Timolol (dudi dang | Dung (}ich Hop 1 1o x NSX 24 520110184923
timolol maleate) nhé mat Sml
Smg/ml
67 Dorzoptic Dorzolamide (duéi | Dungdich | Hop 1 lo x NSX 24 520110185023
Plus dang Dorzolamide | nhé mat Sml
Hydrochloride)
20mg/ml; Timolol
(dudi dang Timolol

Maleate) Smg/ml
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40.2. Co sé san xuét: Delpharm Tours (Pia chi: Rue Paul Langevin, 37170, Chambray Les Tours,
France)

68

Lusfatop Phloroglucinol Dung dich | Hop 10 6ng | NSX 36 300110185123
(dudi dang tiém
phloroglucinol
dihydrate
40mg/4ml)
31,12mg/4ml;
Trimethylphloroghucinol
0,04 mg/4ml

40.3. Co sé san xuét: Laboratorios Normon, S.A. (DPia chi: Ronda de Valdecarrizo, 6 — 28760 Tres
Cantos — Madrid, Spain)

69

Medfari 5 Ivabradine (dudi Vién nén Hop 4 vix NSX 36 840110185223
dang Ivabradine bao phim 14 vién
hydrochloride
5,42mg) Smg

41. Co s¢ dang ky: Cong ty TNHH Medipal-Onko (Pia chi: House 75, Builing 21, Fridrikha
Engelsa street, Moscow, 105082, Russia)

41.1. Co s san xuit: Closed Joint Stock Company “Sotex” PharmFirm” (CJSC “Sotex
“PharmFirm”) Russia (Pja chi: Moscow Region, Sergiev Posad urban district, village Belikovo,
10,11, Russia)

70

Tsaeraeton Choline alfoscerate | Dung dich | Hop 1 vix3 | NSX 24 460110185323
250mg/ml tiém ong; Hop 1
vix 5 Ong

42. Co s6 ding ky: Cong ty TNHH Monsoon (Pia chi: S6 26 Puong Sé 4, Cie Xa Binh Théi, Phwong
8, Qudn 11, Thanh phé Hoé Chi Minh, Viét Nam)

42.1. Co ¢ san xuit: Genepharm S.A. (Dia chi: 18th Km, Marathonos Ave, Pallini Attiki, 15351,
Greece)

71 Bravigo 5 mg | Ivabradine (dudi Vién nén Hop 4 vix NSX 36 520110185423
dang Ivabradine bao phim 14 vién
HCI) Smg
43. Co s& ding ky: Cong Ty TNHH M6t Thanh Vién An Phat (Pia chi: 166/42 Thich Qudng Piic,
Phirong 04, Qudn Phii Nhudn, Thanh pho Ho Chi Minh, Viét Nam)
43.1. Co sé san xuit: Pharmathen International SA (Pja chi: Industrial Park Sapes Rodopi
Prefecture, Block No5, Rodopi, 69300, Greece)
72 Galantamine/ | Galantamine (du6i | Vién nang | Hop 4 vi x NSX 24 520110185523
Pharmathen dang Galantamine | cung giai 14 vién.
hydrobromide) phong kéo
8mg dai

44. Co s diang ky: Cong ty TNHH Mot thanh vién An Phat (Pja chi: 1923 Nguyén Hiru Canh,
phirong 19, qudn Binh Thanh, thanh phé Ho Chi Minh, Viét Nam)

44.1. Co'sé san xuit: G. D. Laboratories (India) Pvt. Ltd. (Pia chi: P.W.D. Rest House road, Nohar,
Distt. Hanumangarh (Rajasthan), India)
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73 Femazole Clotrimazole 1% Thubc kem | Hop 1 tuyp BP 24 890100185623
kl/kl dung ngoai | x 15¢g 2020

74 Giagra-100 Sildenafil (dudi Vién nén Hop 1 vix 4 | USP 43 36 890110185723
dang Sildenafil bao phim vién, Hop
citrate) 100mg 16n chira 25

hop nho

44.2. Co s6 san xuat: Ind-Swift Limited (Pja chi: Off NH-21, Village Jawaharpur, Tehsil Derabassi,

District SAS Nagar (Mohali), Punjab-140507, India)

75 MetSwift XR | Metformin Vién nén Hop 2 vix NSX 24 890110185823
1000 hydrochlorid phong 14 vién;
1000mg thich kéo Hop 4 vix
dai 14 vién
76 MetSwift XR | Metformin Vién nén Hop 2 vi x NSX 24 890110185923
500 hydrochlorid phong 14 vién;
500mg thich kéo Hop 4 vix
dai 14 vién
77 MetSwift XR | Metformin Vién nén Hop 2 vi x NSX 24 890110186023
750 hydrochlorid phong 14 vién;
750mg thich kéo Hop 4 vix
dai 14 vién

44.3. Co s& san xuit: Karnataka Antibiotics & Pharmaceuticals Limited (Dia chi: Plot No.14, 11
Phase, Peenya Industrial Area, Bengaluru 560 058, India)

78

Cefpar-SB 2g

Cefoperazon Natri
tuong duong
Cefoperazon
1000mg,
Sulbactam Natri
tuong duong
Sulbactam 1000mg

Bot pha
tiém

Hop 1 Lo

NSX

30

890110186123

44.4. Co s san xuit: Shilpa Medicare Limited (Dja chi: Plot No. S-20 to S-26, Pharma SEZ, TSIIC
Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-

509301, India)

79 Capecitabine | Capecitabin 500mg | Vién nén Hop 3 vix NSX 24 890114186223
500 mg bao phim 10 vién
45. Co sé ding ky: Cong ty TNHH mét thanh vién dwoc phim PV Healthcare (Dja chi: 4/5 Khu
Dan Cw Van Xudn Dat Viét, Puong S6 5, Phwong Binh Hung Hoa, Qudn Binh Tdan, TPHCM, Viét
Nam)
45.1. Co sé san xuidt: The Acme Laboratories Ltd. (Pia chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh)
80 Lapoce 80 Valsartan 80mg Vién nén Hop 3 vix NSX 24 894110186323
tablet bao phim 10 vién
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81 PV-Cold Bromhexin Siro Hop 1 chai NSX 24 894100186423
syrup hydrochloride 4mg/ x 100ml,
Sml hop 1 chai x
60ml
82 Valtin 160 Valsartan 160mg Vién nén Hop3vix | USP42 24 894110186523
Tablet bao phim 10 vién

46. Co s¢ diang ky: Cong ty TNHH Mot thanh vién Dwgc phdm Viét Tin (Pia chi: 64 Lé Loi,
phirong 4, quéin Go Vip, thanh phé Ho Chi Minh, Viét Nam)
46.1. Co sé san xuit: M/s Windlas Biotech Private Limited (Pia chi: Plant-2, Khasra No.141 to
143 & 145, Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India)

83

Oxambay

Oxcarnazepine
150mg

Vién nén
bao phim

Hop 3 vix
10 vién

USP 40

24

890110186623

46.2. Co so san xuit: M/S. Swiss Parenterals Ltd. (Dia chi: Unit-1I, Plot No. 402, 412-414, Kerala
Industrial Estate, GIDC, Near Bavla, Ahmedabad - 382 220, Gujarat, India)

84

Seforaz-S
2gm

Mai lo chira hon
hop (1:1)
Cefoperazon natri
tuong duong véi
Cefoperazon
1000mg;
Sulbactam natri
tuong duong véi
Sulbactam 1000mg

Thude bot
dé pha tiém
truyén
(tiém tinh
mach, bap)

Hop 1 Lo

NSX

24

890110186723

46.3. Co sé san xuét: Titan Laboratories Pvt. Ltd. (Dja chi: Plot No. E-27/1, E-27/2, M.L.D.C.,
Mahad, Village — Jite, Raigad 402309, Maharashtra State, India)

85 He-Man 100 Sildenafil (dudi Vién nén Hop 1 vix4 | USP 41 36 890110186823
dang sildenafil bao phim vién
citrat 140,48mg)
100mg
47. Co s6 ding ky: Cong ty TNHH Novartis Viét Nam (Dja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phuong Vé Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
47.1. Co sé san xuit: Novartis Pharma Stein AG (Dia chi: Schaffhauserstrasse, 4332 Stein,
Switzerland)
Co sb déng goi va xuit xuong: Novartis Farma S.p.A (Dia chi: Via Provinciale Schito 131 — 80058
Torre Annunziata (NA), Italy)
86 Femara Letrozole 2,5mg Vién nén Hop 3 vix NSX 60 760110186923
bao phim 10 vién

47.2. Co s6 san xuat: Novartis Pharma Produktions GmbH (Dja chi: Oflinger Str. 44, 79664 Wehr,

Germany)

Co sé dong géi va xuit xwong: Lek d.d., PE Proizvodnja Lendava (Bja chi: Trimlini 2D, Lendava,

9220, Slovenia)




15

STT Tén thubc Hoat chit chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham luwgng ché dong goi chuin tho
(thang)
1) 2) 3) “) 3) (6) ) )

87 Glivec 100 Imatinib (dudi Vién nén Hop 6 vix NSX 24 400114187023
dang Imatinib bao phim 10 vién;
mesylat 119,5mg) Hop 12 vix
100mg 10 vién

48. Co s6 ding ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Pja chi: 636 Nguyén Tdt Thanh
- Phuong 9 - Thanh phé Tuy Hoa - Phii Yén, Viét Nam)

48.1. Co sé san xuadt: Thai Nakorn Patana Co, Ltd. (Pia chi: 14 Soi Ngamwongwan 8,
Ngamwongwan Road, Bangkhen, Mueang, Nonthaburi 11000, Thailand)

88

Sterile Water | Nudc dé pha thude | Dung dich | Hop 100 USP 36 885110187123
for Injection tiém 100% (v/v) tiém Ong x 5ml; hién

Hop 100 hanh

Ong x 10ml

49. Co sé ding ky: Cong ty TNHH Thwong Mai Dwoc Pham Van Ho (Dja chi: S6 16/38, ngé Lénh
Cu, phé Kham Thién, phwong Thé Quan, qudn Péng Pa, thanh phé Ha Néi, Viét Nam)

49.1. Co so san xuiat: Celogen Generics Private Limited (Dja chi: Plot No. 646/1&2, Agrawal
Industrial Estate Somnath Road, Dabhel, Daman-396210, India)

89 Furgen 40 Furosemide 40 mg | Vién nén Hép 10 vix BP 24 890110187223
10 vién 2020

90 Loritin 10 Loratadin 10mg Vién nén Hop 3 vix NSX 36 890110187323
10 vién

49.2. Co s6 san xuat: Globela Pharma Pvt. Ltd. (Dja chi: 357, G.I.D.C., Sachin, City:Surat-394 230
Dist., Gujarat State, India)

91 Sagason 75 Clopidogrel 75mg | Vién nén Hop3vix | USP43 36 890110187423
bao phim 10 vién
50. Co s& diang ky: Cong ty TNHH thwong mai Nam Pong (Dja chi: S6 nha 2 ngé 164/117, phé
Vieong Thira Vii, phwong Khirong Trung, Qudn Thanh Xudn, Thanh phé Ha Néi, Viét Nam)
50.1. Co sé san xuit: Laboratorios Cinfa, S.A. (Pia chi: Ctra. Olaz-Chipi, 10. Poligono Industrial
Areta, 31620 Huarte-Navarra, Spain)
92 Elumast 4 mg | Montelukast (du6i | Thudc cdm | Hop 28 goi NSX 24 840110187523
dang montelukast
natri 4,16mg) 4mg
51. Co sé ding ky: Cong ty TNHH Xuic tién thwong mai dwgce phim va dau tw TV (Pia chi: S6
72 Binh Gia, Phwong 13, Qudn Tan Binh, TP. Hé Chi Minh, Viet Nam)
51.1. Co sé san xuat: SMB Technology S.A. (Pia chi: Rue du Parc Industriel 39, 6900 Marche-en-
Famenne, Belgium)
93 Algocod 500 | Paracetamol Vién nén Hop 1 tuyp NSX 24 540111187623
MG/30 MG 500mg (dudi dang | sti 16 vién
Paracetamol bound
by povidone
515mg); Codeine
phosphate
hemihydrate 30mg
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52. Co sé dang ky: Egis Pharmaceuticals Private Limited Company (Pia chi: 1106 Budapest,
Kereszturi ut 30-38, Hungary)
52.1. Co so san xuit: Egis Pharmaceuticals Private Limited Company (Pia chi: 1165 Budapest,
Bokeényfoldi ut 118-120., Hungary)

94 Alzepil Donepezil Vién nén Hop 3 vix NSX 48 599110187723
hydrochloride bao phim 10 vién;
(dudi dang Hop 6 vix
donepezil 10 vién
hydrochloride
monohydrate)
10mg
95 Cardilopin Amlodipine (duéi | Vién nén Hop 3 vix NSX 60 599110187823
dang Amlodipine 10 vién
besylate 13,90mg)
10mg
96 Cardilopin Amlodipine (duéi | Vién nén Hop 3 vix NSX 60 599110187923
dang Amlodipine 10 vién
besylate 6,95mg)
Smg
97 Milurit Allopurinol 200mg | Vién nén Hop 1 Lo x NSX 36 599110188023
30 vién;
Hoép 1 Lox
70 vién

53. Co s¢ ding ky: Flamingo Pharmaceuticals Limited (Pja chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN, India)

53.1. Co s6' san xuat: Flamingo Pharmaceuticals Ltd (Pja chi: R-662, T.T.C Industrial area, MIDC,
Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

98

Siloflam 50

Sildenafil citrat

70,24mg (tuong
duong sildenafil
50mg)

Vién nén
bao phim

Hop 1vix4
vién

NSX

36

890110188123

54. Co sé dang ky: Gracure Pharmaceuticals Ltd (Pia chi: 251-254, IInd Floor, DLF Tower, 15
Shivaji Marg, New Delhi, West Delhi DL, 110015, India)
54.1. Co so' san xuit: Gracure Pharmaceuticals Ltd (Pia chi: E-1105 RIICO Industrial Area,
Phase-Il1, Bhiwadi, Alwar (Rajasthan), India)

99

QGraxostat

Febuxostat 40mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

36

890110188223

55. Co sé dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar, Hyderabad, TG 500018, India)
55.1. Co sé san xuat: Hetero Labs Limited (Dia chi: Unit-V, Sy. No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, India)
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100 | Aritero 15 Aripiprazole 15mg | Vién nén Hop 3 vix NSX 24 890110188323
10 vién

55.2. Co so san xuit: Hetero Labs Limited (Pja chi: Unit-III, 22-110, I.D.A, Jeedimetla, Hyderabad,
Telangana State, India)

101 | Dabigatran Dabigatran Viénnang | Hop 1 lo NSX 24 890110188423
Etexilate etexilate (twong cung HDPE 60
Capsules duong Dabigatran vién
150mg etexilate mesylate
172,960mg) 150mg
102 | Dabigatran Dabigatran Viénnang | Hop 1lo NSX 24 890110188523
Etexilate etexilate (twong cung HDPE 60
capsules 75mg | duong Dabigatran vién
etexilate mesylate
86,480mg) 75mg

55.3. Co sé' san xuét: Aspiro Pharma Limited (Pia chi: Sy No.321, Biotech Park, Phase-III,

Karkapatla Village, Markook Mandal, Siddipet District, Telangana State, India)

103 | Colistimethate | Colistin (dudi dang | Thude tiém | Hop 1 lo NSX 24 890114188623
For Injection | Colistimethate dong kho
USP sodium) 150mg
150mg/Vial

104 | Vanconex Vancomycin (dudi | Bt dong Hop 1 1o NSX 24 890115188723
(Vancomycin | dang Vancomycin | kho pha
Hydrochloride | Hydrochloride) tiém
for Injection 500mg

USP
500mg/Vial)

56. Co sé dang ky: Inbiotech Ltd (Pja chi: 54, Triaditza str., 1000 Sofia, Bulgaria)
56.1. Co s& chiu trach nhiém san xuit dang bao ché, dong goéi: Laboratorios Liconsa, S.A. (Pia
chi: Avenida Miralcampo, 7, Poligono Industrial Miralcampo, 19200 Azuqueca de Henares,
Guadalajara, Spain)
Co s6 xuat xwong: Inbiotech Ltd (Pia chi: 7 Sheinovo Str., Sofia 1504, Bulgaria)

105

Rabioxin
20mg

Rabeprazole
sodium (dudi dang
Rabeprazole
sodium hydrate)
20mg

Vién nén
bao tan
trong rudt

Hop 1 vix
14 vién

NSX

18

840110188823

57. Co sé dang ky: Jin Yang Pharm. Co., Ltd (Dia chi: 231, Hyoryeong-ro, Seocho-gu, Seoul,

Korea)

57.1. Co sé san xuit: Bluepharma- Industria Farmacéutica, S.A (Pja chi: Sido Martinho do Bispo
3045-016 Coimbra,, Portugal)
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106 | Bluecabose Acarbose 50mg Vién nén Hop 5vix NSX 36 560110188923
50mg khong bao | 10 vién;
Hop 10 vix
10 vién

57.2. Co sé san xuét: Jin Yang Pharm. Co., Ltd (Pia chi: 34 Sinpyeong-ro, Jijeong-myeon, Wonju-
si, Gangwon-do, Korea)

107

Mogaton

Itopride HC1 50mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

36

880110189023

58. Co sé dang ky: Joint Stock Company " Grindeks" (Pja chi: 53 Krustpils Street, Riga, LV-1057,

Latvia)

58.1. Co s& san xuit: Joint Stock Company “’Grindeks” (Bja chi: 53 Krustpils Street, Riga, LV-

1057, Latvia)

108

Zopinox 7.5

Zopiclone 7,5mg

Vién nén
bao phim

Hop 1 chai
x 100 vién

NSX

18

475110189123

59. Co sé¢ dang ky: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
59.1. Co sé' san xuét: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)

109

FeGout

Febuxostat 80mg

Vién nén
bao phim

Hop 30
Vién, 10
Vién nén
bao
phim/Vix 3
Vi/ Hop; Lo
30 Vién, 30
Vién nén
bao phim/
Lo

NSX

36

880110189223

60. Co s¢ dang ky: Kusum Healthcare Private Limited (Pia chi: D-158/4, OKHLA INDUSTRIAL
AREA, PHASE-I, New Delhi, 110020, India)

60.1. Co' sé san xuit: Kusum Healthcare Pvt. Ltd.

Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India)

(Dia chi: SP-289 (4) RIICO Industrial Area,

110

Piosum 75mg

Pregabalin 75mg

Vién nang
cung

Hop 1 vix
14 vién;
Hop 2 vix
14 vién;
Hop 4 vix
14 vién

NSX

36

890110189323

61. Co sé dang ky: Kwan Star Co., Ltd. (Dia chi: 21F-1, No. 268, Sec. 1, Wen Hwa Road, Banciao
Dist., New Taipei City 220, Taiwan)
61.1. Co sé san xuat: Gentle Pharma Co., Ltd. (Pia chi: No. 2, Fon Tan Rd., Jiasing Village, Da Bi
Hsiang, Yunlin, Taiwan)
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111 | Somidex Methylprednisolone Thudc bot Hop 1 lo; NSX 36 471110189423
powder for 500mg (dudi dang | phatiém Hop 10 Io
injection Methylprednisolone
sodium succinate)

62. Co s¢ diang ky: Lupin Limited (Pia chi: Kalpataru Inspire, 3rd Floor, Off Western Express
Highway, Santacruz (East), Mumbai 400055, India)
62.1. Co sé san xuét: Lupin Limited (Dia chi: Plot No 641, 642 Sector 17, Special Economic zone,

Mihan, Nagpur Maharashtra (India) Nagpur 441108 Maharashtra state, india)

112

Lupirosu 20

Rosuvastatin (dudi
dang Rosuvastatin
Calcium) 20mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

890110189523

63. Co s¢ dang ky: Macleods Pharmaceuticals Limited (Pia chi: 304, Atlanta Arcade, Marol

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

63.1. Co sé san xuét: Macleods Pharmaceuticals Limited (Dia chi: Block N-2, Village Theda, Post
Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh - 174101, India)

113 | Escipra 20 Escitalopram (du¢i | Vién nén Hop 03 vix | USP 40 36 890110189623
dang Escitalopram | bao phim 10 vién
oxalate) 20mg
114 | Febumac 80 Febuxostat 80mg Vién nén Hop 3 vix NSX 36 890110189723
bao phim 10 vién
115 | Linagliptin Linagliptin Smg Vién nén Hop 1 vix NSX 24 890110189823
Tablets Smg bao phim 10 vién
116 | Olmac ODT Olanzapine 10mg | Vién nén Hop 3 vix NSX 24 890110189923
10 phén tan 10 vién
trong
miéng
117 | Regabin 50 Pregabalin 50mg Viénnang | Hop 3 vix NSX 36 890110190023
cung 10 vién

63.2. Co sé san xuit: Macleods Pharmaceuticals Ltd (Pia chi: Plot No. I, 2 & 3, Mahim Road,

Near Kuldeep Nagar, Palghar (West), Thane 401404 Maharashtra State, India)

118

Ciprofloxacin
tablets USP
500mg

Ciprofloxacin
(dudi dang
Ciprofloxacin
hydrochlorid)
500mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP 39

36

890115190123

63.3. Co 6 san xuat: Oxalis Labs (Pia chi: Village Theda, P.O Lodhimajra Tehsil Baddi Distt. Solan
[HP] India - 174101, India)

119

Isoniazid
tablets BP
300mg

Isoniazid 300mg

Vién nén
khong bao

Hop 10 vix
10 vién;
Hop 24 vix
28 vién

BP
2020

48

890110190223
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64. Co sé dang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
64.1. Co sé san xuit: Mega Lifesciences Public Company Limited (Dja chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

120

Gofen 200

Ibuprofen 200mg

Vién nang
mém

Hop 06 vi x
10 vién

NSX

24

885100190323

65. Co sé dang ky: Merck Export GmbH (Dia chi: Frankfurter Strafie 250, 64293 Darmstadt,

Germany)
65.1. Co s6 san xuat: Merck Healthcare KGaA (Pija chi: Frankfurter Strafie 250, 64293 Darmstadt,
Germany)
121 | Thyrozol Thiamazole 10mg | Vién nén Hop 10 vix | NSX 24 400110190423
10mg bao phim 10 vién

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

Karnataka, India)

66.1. Co s6 san xuit: Micro Labs Limited (Dia chi: 92, Sipcot Industrial complex, Hosur-635 126,

Tamil Nadu, India)

122 | Livorax-4 Lornoxicam 4mg Vién nén Hop 10 vix | NSX 24 890110190523
bao phim 10 vién

123 | Livorax-8 Lornoxicam 8mg Vién nén Hop 10 vix | NSX 24 890110190623
bao phim 10 vién

124 | Necaral-4 Glimepiride 4mg Vién nén Hop3vix | USP40 36 890110190723
10 vién

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

125

Cafonate

Leucovorin (duoi
dang Leucovorin
calcium) 10mg/ml

Dung dich
tiém

Hop 1 1o
10ml hinh
ong chira
dung dich
tiém

USP 42

24

890110190823

68. Co s& dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315), Singapore)
68.1. Co sé san xuit: Lek Pharmaceuticals d.d. (Pja chi: Verovskova ulica 57, Ljubljana, 1526,

Slovenia)

126

Aprastatin

Pravastatin natri
20mg

Vién nén

Hop 3 vix
10 vién

NSX

24

383110190923

68.2. Co sé san xuét: Lek S.A (Dia chi: Podlipie Street 16, 95-010 Strykow, Poland)
Co sé dong goi va xXuat xuwdéng: Lek S.A. (Pia chi: 50C, Domaniewska Street, 02-672 Warsaw,

Poland)
127 | Glimepirid Glimepirid 2mg Vién nén Hop 9 vix NSX 24 590110191023
2mg 10 vién
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68.3. Co s san xuit: Rontis Hellas Medical and Pharmaceutical Products S.A. (Pja chi: P.O. Box

3012, Larisa Industrial Area, Larisa 41004, Greece)

Co s6' chiu trach nhiém xuét xwéng 16: Lek Pharmaceuticals D.D. (Dja chi: Verovskova ulica 57,
1526 Ljubljana, Slovenia)

128 | Ulfebix Febuxostat (dudi Vién nén Hop 1 vix NSX 36 520110191123
dang febuxostat bao phim 14 vién;
hemihydrat) 80mg Hop 2 vix
14 vién;
Hop 3 vix
10 vién;
Hop 6 vi x
14 vién
69. Co so ding ky: Polfarmex S.A. (Dja chi: 9 Jozefow Street, 99-300 Kutno, Poland)
69.1. Co sé san xuat: Polfarmex S.A. (Dia chi: 9 Jozefow Street, 99-300 Kutno, Poland)
129 | Polisomex Inosine pranobex Sir6 Hop 1 chai NSX 36 590110191223
250mg/5ml 150ml

70. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (Pia chi: JL. Pos Pengumben Raya
No.8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)
70.1. Co s6 san xuat: PT. Novell Pharmaceutical Laboratories (Pja chi: Jl. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

130 | Novestrol Methylprednisolone | Thuécbot | Hop gdm 1 | NSX 36 899110191323
125mg (dudi dang | phatiém lo thudc bot
Methylprednisolone pha tiém
sodium succinate) methylpred
nisolon
125mg va 1
ong dung
moi 2ml
131 | Zipren 10mg | Aripirazole 10mg | Vién nén Hop 1 vix | USP 40 24 899110191423
Tablet khong bao | 10 vién

71. Co sé dang ky: Pharmascience Inc. (Pia chi: 6111 Royalmount Ave 100 Montreal, Quebec
Canada, H4P 2T4, Canada)
71.1. Co sé san xuit: Pharmascience Inc. (Pia chi: 6111 Royalmount Ave 100 Montreal, Quebec
Canada, H4P 2T4, Canada)

132

pms-
Tenofovir

Tenofovir
Disoproxil
Fumarate 300mg

Vién nén
bao phim

Chai 30
vién

NSX

24

754110191523

72. Co sé dang ky: Pharmaunity Co., Ltd. (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
72.1. Co s& san xuit: HK inno.N Corporation (Pia chi: 20, Daesosandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea)
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133 | Moveloxin Moxifloxacin Dung dich | Tai nhéom NSX 24 880115191623
injection 1,60mg tiém truyén | chira 1 tai
400mg nhya déo x
250ml dung
dich tiém
truyén

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

Czech Republic)
134 | Combiso Bisoprolol Vién nén Hop 3 vix NSX 36 859110191723
fumarate S5mg; 10 vién;
Hydrochlorothiazide Hop 10 vi x
6,25mg 10 vién
135 | Combiso Bisoprolol Vién nén Hop 3 vix NSX 36 859110191823
fumarate 10mg; 10 vién;
Hydrochlorothiazide Hop 10 vix
6,25mg 10 vién
136 | Ursosan Ursodeoxycholic Viénnang | Hop 3 vi x NSX 36 859110191923
acid 250mg cung 10 vién;
Hop 5 vix
10 vién;
Hop 10 vi x
10 vién

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

137

Inestom

NSX

36

520110192023

74.2. Co sé san xuat: Kolmar Korea (Pia chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si, Korea)

138

Alfogine
Suspension

Levocarnitin Dung dich | Hop 10 chai
1g/10ml uodng x 10ml
Natri Alginat (dudi | Hon dich | Hop 20 Goi
dang bt say kho uodng x 10ml
425mg)/500mg,

Natri bicarbonat
213mg, Calci
Carbonat 325mg

NSX

24

880100192123

75. Co sé dang ky: Siu Guan Chem. Ind. Co., Ltd. (Dia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
75.1. Co s¢ san xuat: Siu Guan Chem. Ind. Co., Ltd. (Pia chi: No.128, Shinmin Road, Hunei
Village, West District, Chiayi City, Taiwan)

139

Lincomycin
Injection

Lincomycin
hydrochloride
600mg/2ml

Dung dich
tiém

Hop 10 ong
x 2ml

NSX

48

471110192223




23

STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®

76. Co sé dang ky: Tedis (Dia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
76.1. Co s6' san xuit: Delpharm Huningue S.A.S (Dja chi: 26 rue de la Chapelle — 68330 Huningue,

France)
140 | Minorga 2% Minoxidil 20mg/ml | Dung dich | Hop 1 Chai NSX 36 300100192323
dung ngoai | x 60ml
da

77. Co sé& dang ky: Torrent Pharmaceuticals Limited (Pia chi: Torrent House, Off Ashram Road,
Ahmedabad-380 009, Gujarat, India)
77.1. Co sé san xuit: Torrent Pharmaceuticals Limited (Pia chi: Indrad-382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)

141 | Riroxator 10 | Rivaroxaban 10mg | Vién nén Hop 3 vix NSX 24 890110192423
bao phim 10 vién
142 | Torolan 10 Olanzapine 10mg | Vién nén Hop 3 vix NSX 36 890110192523
khong bao | 10 vién;
phéan tan Hop 6 vix
trong 10 vién;
miéng Hop 10 vi x
10 vién

78. Co sé& dang ky: Zeiss Pharma Limited (Dia chi:

Panchkula Hr 134109, India)
78.1. Co s& san xuit: M/s Zeiss Pharma Ltd (Dia chi: Unit-1I, IGC, SIDCO, Phase-1I, Samba,
Jammu, J&K - 184121, India)

1st Floor, Sco-82 Sector 12 Panchkula

143

Mczima

Cefoperazon (du6i
dang Cefoperazon
natri) 1000mg;
Sulbactam (dudi
dang Sulbactam
natri) 500mg

Bot pha
tiém

Hop 1 1o

NSX

24

890110192623

Ghi chu:

1. Céch ghi tiéu chudn chdt lwong thudc tai cot (6)
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co 5o (TCCS), In- house co v
nghia twong dwong nhau, la tiéu chudan chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.
- Cdch viét td’tacdc tiéu chudn chat thang duwoc dién: Duwoc dié{ft Viét Nam (DBVN), Duroc d{én Anh
(BP), Dugc dien My (USP), Duoc dién Nhdt Ban (JP), Duogc dién Trung Quoc (CP), Duoc dién Chau
au (EP), Duoc dién Quoc té (IP)...




Phu luc 11

DANH MUC 28 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 115.1

(Ban hanh kém theo quyét dinh s6: .489...../OP-QLD, ngay 14./01./2023 ciia Cuc Qudan Iy Dwoc)
STT | Tén thudc | Hoatchat chinh — | Dangbao | Quycach | Tieu | Tuoi S6 ding ky
Ham lwong ché dong goi chuan tho
(thang)
(0] @ A Q)] ® © D ®

1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co sé san xuat: Medreich Limited (Unit 3) (Pia chi: 4/3, Avalahalli, Anjanapura Post,
Kanakapura Road, Bengaluru, IN-560062, India)

1 Lypstaplus Rosuvastatin (dudi | Vién nén Hop 3 vix NSX 36 890110192723
dang Rosuvastatin | bao phim 10 vién
calcium) 10mg,
Ezetimibe 10mg

2 Lypstaplus Rosuvastatin (dudi | Vién nén Hop 3 vix NSX 36 890110192823
dang Rosuvastatin | bao phim 10 vién
calcium) 20mg,
Ezetimibe 10mg

2. Co sé dang ky:

Canada)

Anvo Pharma Canada Inc. (Pia chi: 111-700 Third Line Oakville, ON L6L 4B1,

2.1. Co sé san xuit: Synthon Hispania, S.L. (Pia chi: ¢/Castellé, 1, 08830 Sant Boi de Llobregat
(Barcelona), Spain)

3 Anvo-
Gefitinib
250mg

Gefitinib 250mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

36

840114192923

3. Co so ding ky: Cong ty TNHH Mot thanh vién An Phat (Dja chi: 1923 Nguyén Hitu Cdnh,
phirong 19, qudn Binh Thanh, thanh pho Ho Chi Minh, Viét Nam)
3.1. Co sé san xuit: Shilpa Medicare Limited (Pja chi: Plot No. S-20 to S-26, Pharma SEZ, TSIIC
Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-

509301, India)

4 Erlotinib Erlotinib Vién nén Hop 3 vix NSX 24 890114193023
Tablets hydroclorid bao phim 10 vién;
100mg 109,300mg (tuong Hop 1 chai
duong véi Erlotinib x 30 vién
100mg)
5 Erlotinib Erlotinib Vién nén Hop 3 vix NSX 24 890114193123
Tablets hydroclorid bao phim 10 vién;
150mg 163,90mg (tuong Hop 1 chai
duong voi Erlotinib x 30 vién
150mg)

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




cefoperazon
2000mg;
Sulbactam natri
tuong duong
sulbactam 1000mg

STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®
6 Metmintex Cefoperazon natri | Bot pha Hop 1 1o NSX 24 890110193223
3.0g tuong duong tiém

4. Co sé dang ky:

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

Chong Kun Dang Pharmaceutical Corp. (Pia chi: (Chungjeongno3(sam)-ga), 8
Chungjeong-ro, Seodaemun-gu, Seoul, Korea)
4.1. Co sé san xuit: Chong Kun Dang Pharmaceutical Corp. (Pia chi: 797-48 Manghyang-ro,

dang tenofovir

alafenamid fumarat

28,04mg) 25mg

7 CKDpemecin | Pemetrexed (dudi | Bot dong Hop 1 1o NSX 36 880114193323
e injection dang pemetrexed kho pha
500mg disodium 2,5 tiém
hydrate) 500mg
5. Co sé dang ky: Dr. Reddy's Laboratories Ltd. (Pja chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad - 500034, Telangana, India)
5.1. Co sé san xuit: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pia chi: No. 30, Chenggong
Ist Rd., Sinsing Village, Nantou Country 54066, Taiwan)
8 Zantolred Enzalutamide Viénnang | Hop 4 vix NSX 24 #N/A
40mg mém 28 vién
6. Co sé dang ky: Gedeon Richter Ple. (Dia chi: Gyomréi ut 19-21., Budapest, 1103, Hungary)
6.1. Co s& san xuat: Gedeon Richter Plc. (Dja chi: Gyémrdi vt 19-21., Budapest, 1103, Hungary)
9 Lisonorm Lisinopril (dudi Vién nén Hop 3 vix NSX 24 599110193523
Forte dang Lisinopril 10 vién
dihydrate) 20mg;
Amlodipine (dudi
dang Amlodipine
besilate) 10mg
7. Co sé dang ky: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
7.1. Co s6 san xuit: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
10 Getinomide Tenofovir Vién nén Hop 1 chai NSX 24 896110193623
Tablets 25mg | alafenamid (dudi bao phim x 30 vién

8. Co s¢ dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
8.1. Co sé san xuit: Hetero Labs Limited (Dia chi: Unit-Ill, 22-110, IDA, Jeedimetla, Hyderabad-
500055, Telangana State, India)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuin tho
(thang)
(0] @) A (C)] (6] © (@) ®
11 Atazanavir Atazanavir (dudi Viénnang | Hop 1 vix NSX 24 890110193723
capsules dang Atazanavir cing 10 vién
200mg sulfat 227,805mg)
200mg

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

India)
12 Afatinib Afatinib (twong Vién nén Hop 6 vix NSX 24 890110193823
Tablets 20mg | duong vdi Afatinib | bao phim 10 vién
dimaleate (Form
H3) 29,56mg)
20mg
13 Afatinib Afatinib (tuong Vién nén Hop 6 vix NSX 24 890110193923
Tablets 40mg | duong vdi Afatinib | bao phim 10 vién
dimaleate (Form
H3) 59,120mg)
40mg
9. Co s& dang ky: Janssen-Cilag Limited (Pja chi: 106 Moo 4 Lad Krabang Industrial Estate,
Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis, Thailand)
9.1. Co sé san xuat ban thanh pham va déng goi so' cap: Janssen Ortho LLC (Pja chi: State Road
933, Km 0.1, Mamey Ward, Gurabo, Puerto Rico (PR) 00778, USA)
Co s dong géi thir cap va xuat xwéng: Janssen-Cilag S.p.A. (Pia chi: Via C. Janssen, Loc. Borgo
S. Michele, 04100 Latina, Italy)
14 Erleada Apalutamide 60mg | Vién nén Hop 1 1o NSX 24 001110194023
bao phim chua 120
vién
9.2. Co's6 san xuat: Recipharm Pharmaservices Pvt. Ltd. (Dja chi: 34th km, Tumkur Road, Village-
Teppada Begur, Nelamangala, Bangalore Rural, 562123, India)
Co sé xudt xwong: Janssen Pharmaceutica NV (Bja chi: Turnhoutseweg 30, B-2340 Beerse,
Belgium)
15 Sirturo Bedaquiline 100mg | Vién nén Hop 1 1o NSX 24 890110194123
188 vién
10. Co sé dang ky: Lotus International Pte. Ltd. (Pia chi: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)
10.1. Co sé san xuit: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pja chi: No. 30, Chenggong
1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)
16 Alsuni Sunitinib 12,5mg Viénnang | Hop4vi7 NSX 36 #N/A
capsules (dudi dang cing vién
12.5mg Sunitinib malat
16,7mg)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®

11. Co sé dang ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade, Marol
Church Rd, Andheri (E), Mumbai, Maharashtra 400059, India)
11.1. Co sé san xuit: Macleods Pharmaceuticals Limited (Pia chi: Block N-2, Village Theda, Post

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

17 Flukare 75 Oseltamivir (duéi | Viennang | Hop 1 vix USP 24 890110194323
dang oseltamivir cing 10 vién hién
phosphate) 75mg hanh
12. Co s¢ dang ky: Merck Export GmbH (Pia chi: Frankfurter Strafe 250, 64293 Darmstadt,
Germany)
12.1. Co s6 san xuét ban thanh phim va déng goi so cAp: NerPharMa S.R.L. (Dia chi: Viale
Pasteur, 10 20014 Nerviano (M), Italy)
Co sé déng gbi thir cAp va xuit xwong: R-Pharm Germany GmbH (Pia chi: Heinrich-Mack-
Strasse 35, 89257 lllertissen, Germany)
18 Mavenclad Cladribine 10mg Vién nén Hop 1 vix1| NSX 36 800110194423
vién; Hop 1
vi X 4 vién;
Hop 1 vix 6
vién
12.2. Co sé san xuat: Egis Pharmaceuticals Plc. (Pia chi: 1165 Budapest, Bokényfoldi it 118-120,
Hungary)
19 Concor AM Bisoprolol Vién nén Hop 03 vix | NSX 36 599110194523
Smg/5mg fumarate S5mg; 10 vién
Amlodipine 5mg
(dudi dang
amlodipine besilate
6,95mg)
13. Co sé dang ky: Pfizer (Thailand) Limited (Dja chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis, Thailand)
13.1. Co sé san xuat va déng géi cip 1: Baxter Pharmaceutical Solutions, LLC (Pja chi: 927 .
Curry Pike, 47403 Bloomington, Indiana (IN), USA)
Co s déng goéi cAp 2 va xuit xwong 16: Almac Pharma Services Limited (Pia chi: Seagoe
Industrial Estate, BT63 5UA Craigavon, United Kingdom)
20 Cresemba Isavuconazole Bot pha Hop 1 Lo NSX 48 001110194623
(dudi dang dung dich
Isavuconazonium dam dac de
sulfate) 200mg pha tiém
truyén
13.2. Co s6 san xuit: Pfizer Manufacturing Deutschland GmbH (Pija chi: Betriebsstitte Freiburg
Mooswaldallee 1, 79090 Freiburg, Germany)
21 Inlyta 1mg Axitinib 1mg Vién nén Hop 2 vix NSX 36 400110194723
bao phim 14 vién




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®

14. Co sé diang ky: Pharmascience Inc. (Pia chi: 6111, Royalmount Avenue 100 Montreal, Quebec
Canada, H4P 2T4, Canada)
14.1. Co'sé san xuét: Pharmascience Inc. (Dja chi: 6111, Royalmount Avenue 100 Montreal, Quebec
Canada, H4P 2T4, Canada)

22 pms- Memantine Vién nén Chai 100 USP 24 754110194823
Memantine hydrochloride Smg | bao phim vién hién
hanh
23 pms- Memantine Vién nén Hop 3 vix USP 24 754110194923
Memantine hydrochloride bao phim 10 vién hién
10mg hanh
14.2. Co sé san xuat: Pharmascience Inc. (Dia chi: 100 Boul de !'Industrie Candiac, QC Canada,
J5R 1J1, Canada)
Co s¢ dong goi: Pharmascience Inc. (Dja chi: 6111 Royalmount Ave 100 Montreal, QC Canada H4P
2T4, Canada)
24 pms-Erlotinib | Erlotinib (duéi Vién nén Hop 3 vix NSX 24 754114195023
dang Erlotinib bao phim 10 vién
hydrochloride)
150mg
15. Co sé dang ky: RV Lifesciences Limited (Pia chi: Plot No. H-19, MIDC, Waluj, Aurangabad-
431133, District-Aurangabad, Maharashtra, India)
15.1. Co'sé san xuat: RV Lifesciences Limited (Dja chi: Plot No. H-19, M.1.D.C, Waluj, Aurangabad
431133 Maharashtra State, India)
25 Relvir Tenofovir Vién nén Hop 1 1o x NSX 24 890110195123
Disoproxil bao phim 30 vién
Fumarate 300mg,
Lamivudine
300mg, Efavirenz
600mg
16. Co sé dang ky: Standard Chem. & Pharm. Co., Ltd. (Pia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
16.1. Co sé san xuét: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (Pia chi: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055, Taiwan)
26 Tefohuge F.C. | Tenofovir Vién nén Hop 1 1o x NSX 24 #N/A
Tablets disoproxil fumarate | bao phim 30 vién
300mg 300mg

17. Co sé dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte.Ltd (Pia chi: 21 Biopolis Road #04-
01/12 Nucleos Singapore (138567), Singapore)
17.1. Co sé san xuét: Haupt Pharma Amareg GmbH (Pia chi: Donaustaufer Strasse 378,
Regensburg, Bayern 93055, Germany)
Co sé dong goi so cap: AndersonBrecon (UK) Limited (Pia chi: Unit 1, Talgarth Business Park,

Trefecca Road, Talgarth, Brecon, Powys, LD3 OPQ, United Kingdom)

Co sé dong g6i thir cAp: AndersonBrecon (UK) Limited (Pia chi: Units 2-7, Wye Valley Business
Park, Brecon road, Hay-on-Wey, Hereford, HR3 5PG, United Kingdom)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
(0] @) A (C)] (6] © (@) ®

27 Ninlaro 2.3mg | Mdi vién nang Viénnang |Hop1vix1| NSX 36 400110195323
cing chtra: 2,3mg | cung vién; Hop
Ixazomib (tuong chura 3 vi x
ung 3,3mg 1 vién
Ixazomib citrate)

28 Ninlaro 4mg | Mdi vién nang Viénnang |Hop lvix1 | NSX 36 400110195423
cung chura: 4mg cing vién; Hop
Ixazomib (tuong chura 3 vi x
ung 5,7mg 1 vién
Ixazomib citrate)

Ghi chu:

1. Cdch ghi tiéu chudn chat luwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house co y

nghia twong dwong nhau, la tiéu chudan chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.

- Cdch viét tdt cac tiéu chuan chat lwong dwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Dwoc dién Trung Quéc (CP), Duwoc dién Chdu
du (EP), Duwoc dién Quéc té (IP)...
2. Thuéc tai danh muc nay phdi bdo cdo theo déi, danh gia an toan, hiéu qua khi ndp ho so dang ky

gia han gidy dang ky heu hanh theo quy dinh tai Diéu 5 Thong tw s6 08/2022/TT-BYT ngay 05/9/2022.




Phu luc ITI

DANH MUC 14 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 115.1

(Ban hanh kém theo quyét dinh s6: ..489....../OP-QLD, ngay14../01./2023 ciia Cuc Qudan Iy Dwoc)

STT | Tén thudc | Hoat chiatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (S6 dingky | gia

da cﬁp) han

(0] 2) A3) @ 3 (6 (@) ® (6]

1. Co sé dang ky: APC Pharmaceuticals and Chemical Ltd. (Dia chi: Flat/Rm 2203, 22/F, Bank
Of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hongkong)

1.1. Co sé san xuit: Atra Pharmaceuticals Limited (Pia chi: Plot No. H-19, M.1.D.C Area , Waluj,
Aurangabad 431133, Maharashtra State, India)

1 Hepariv Entecavir 0,5mg | Viénnén | Hop 3 vix | NSX 24 890114195523
bao phim | 10 vién (VN2-558-17)

01

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

2.1. Co s6 san xuit: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Binger Strasse
173, 55216 Ingelheim am Rhein, Germany)

2 Spiolto Madi nhat xit Dung Hop 1 6ng | NSX 24 400110195623
Respimat chira: Tiotropium | dich dé thudc 4 ml (VN3-51-18)
(duoi dang hit tuong
tiotropium duong 60
bromide nhat xit +
monohydrate) 01 binh xit
2,5mcg;
Olodaterol (dudi
dang olodaterol
hydrocloride)
2,5mcg

01

3. Co s¢ dang ky: Cipla Ltd. (Pia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, Maharashtra, India)

3.1. Co sé san xuét: Cipla Limited (Pja chi: Plot No. S-103 to S-105, S-107 to S-112, L-138, L-147,
L-147/1 to L-147/3 & L-147/A, Verna Industrial Estate, Verna Goa, India)

3 Imasil Imatinib (dudi Vién Hop 3 vix | NSX 24 890114195723
dang Imatinib nang 10 vién, vi (VN3-85-18)
mesylate) 400mg | cung bam; Hop
3vix 10
vién, vi
xé; Hop 1
lox 30
vién

01




STT | Tén thudc | Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham luwgng bao ché | déng g6i | chuin tho gia han lin

(thang) (S6 diing ky gia

da cip) han

@ @) A @ Q)] © U] @® (€]

4. Co sé ding ky: Cong ty C6 phan Dwoc My pham Toan Thing (Pia chi: 523 11 Té Hién Thanh,
phirong 14, qudn 10, TP. Ho Chi Minh, Viét Nam)

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

4 Rofiptil Imatinib Mesylate | Vién nén | Hop 6 vix | NSX 36 880114195823 01
Tablet 119,50mg twong | bao phim | 10 vién (VN2-543-17)
duong Imatinib
100mg
5. Co sé diing ky: Cong ty TNHH DKSH Pharma Viét Nam (Pja chi: S6 23 Pai Lé Péc Lip, Khu
cong nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thudn An, Tinh Binh Dwong, Viét
Nam)
5.1. Co sé san xuat va déng géi cap 1: Vianex S.A.- Plant C (Pja chi: 16th km Marathonos Ave.,
Pallini Attiki, 15351, Greece)
Co s& dong géi cap 2 va xuiat xwong: Lilly France (Pja chi: Zone Industrielle, 2 rue du colonel
Lilly, Fegersheim, 67640, France)
5 Gemzar Gemcitabine Botdong | Hop 1 Lo NSX 36 520114195923 01
(duéi dang kho @& | x2,21 (VN3-189-19)
Gemcitabine pha dung | gam
hydrochloride) dich tiém
1000mg truyén
6. Co s¢ ding ky: Cong ty TNHH Dugc Pham Va Héa Chat Nam Linh (Pja chi: 915/27/12 Lé
Van Luong, Xa Phuéce Kién, Huyén Nha Bé, TP. Ho Chi Minh, Viét Nam)
6.1. Co s6 san xuat: Thymoorgan Pharmazie GmbH (Pia chi: 38690 Goslar, Schiffgraben 23,
Germany)
6 Riboirino Irinotecan Dung Hop 119 NSX 36 400114196023 01
100mg/5ml | hydroclorid dich ddm | Sml (VN3-17-18)
trihydrat dac dé
100mg/5ml pha dung
dich
truyén
tinh
mach
7. Co sé diang ky: Cong ty TNHH Thwong mai Dwoc phdm Hoang Tran (Pja chi: 106 Puwong 100
Binh Théi, Phwong 14, Quén 11, Thanh phé Ho Chi Minh, Viét Nam)
7.1. Co s6 san xuit: Bharat Parenterals Ltd. (Pia chi: Survey No.144 & 146, Jarod Salaya Road,
Tal- Savli, City: Haripura, Dist: Vadodara, State: Gujarat, India)
7 Tenohealth | Tenofovir Viénnén | Hop 2 vix | NSX 24 890110196123 01
Disoproxil bao phim | 10 vién (VN3-30-18)
Fumarate 300mg




STT | Tén thudc | Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham luwgng bao ché | déng g6i | chuin tho gia han lin

(thang) (S6 diing ky gia

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

8.1. Co sé san xuat: Patheon Inc. (Dia chi: 2100 Syntex Court Mississauga, Ontario, L5SN 7K9,
Canada)

Co s¢ dong géi: Eisai Co., Ltd. Kawashima Plant (Pja chi: 1, Kawashimatakehaya-machi,
Kakamigahara-shi, Gifu-ken, Japan)

8 Lenvima Lenvatinib (dudi | Vién Hop 2 vix | NSX 36 754110196223 01
10mg dang lenvatinib nang 10 vién (VN3-260-20)

mesilate) 10mg cing

9 Lenvima Lenvatinib (dudi | Vién Hop2vix | NSX 36 754110196323 01
4mg dang lenvatinib nang 10 vién (VN3-261-20)

mesilate) 4mg ciing
9. Co sé dang ky: Gedeon Richter Ple. (Dia chi: Gyomréi ut 19-21., Budapest, 1103, Hungary)
9.1. Co sé san xuat: Gedeon Richter Plc. (Dja chi: Gyémrdi vt 19-21., Budapest, 1103, Hungary)
10 Rosina Drospirenone Viénnén | Hop 1 vix | NSX 36 599110196423 01
3mg; bao phim | 21 vién; (VN3-89-18)
Ethinylestradiol Hop 3 vix
(dudi dang 21 vién
micronized
100%) 0,03mg
10. Co sé dang ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)
10.1. Co'sé san xuat: Macleods Pharmaceuticals Limited (Pia chi: Phase-II, Plot No. 25-27, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman - 396210, India)

11 Efavirenz Efavirenz Viénnén | Hop 1 lo x | NSX 24 890110196523 01
600mg, 600mg, bao phim | 30 vién (VN2-400-15)
Emtricitabine | Emtricitabine
200mg and 200mg,

Tenofovir Tenofovir

disoproxil disoproxil

fumarate fumarate 300mg

300mg

tablets
11. Co s¢ dang ky: MI Pharma Private Limited (Pia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
11.1. Co s6 san xuit: Mylan Laboratories Limited (Pia chi: F4 & FI12, MIDC, Malegaon, Tal.
Sinnar, Nashik 422113, Maharashtra state, India)

12 Mydekla 30 | Daclatasvir 30mg | Viénnén | Hop 1 lox | NSX 36 890110196623 01

bao phim | 28 vién (VN3-252-19)




STT | Tén thudc | Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 ding ky So
— Ham luwgng bao ché | déng g6i | chuin tho gia han lin
(thang) (S6 diing ky gia
da cip) han
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13 Mydekla 60 | Daclatasvir 60mg | Viénnén | Hop 1 1o x | NSX 36 890110196723 01
bao phim | 28 vién (VN3-253-19)
14 Myvelpa Velpatasvir Viénnén | Hop 1 lo x | NSX 36 890110196823 01
100mg, bao phim | 28 vién (VN3-242-19)
Sofosbuvir
400mg
Ghi chu:

1. Cach ghi tieu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co 50 (TCCS), In-house co y
nghia tiwong dwong nhau, la tiéu chudn chat lwong thuéc do co sé san xudt xdy dung va déu cé thé

dwoc ghi trén nhan thuée.
2. 86 dang ky tai cot (8):

- S6 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bo trwong Bo Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc.
- 86 dang ky da cdp (dwoc ghi trong ngodac don) la so dang ky da dwoc cap truwoc khi thuoc duwoc gia

han theo quyét dinh nay.




Phu luc IV

DANH MUC 01 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 - PQT 115.1

(Ban hanh kém theo quyét dinh so: ....489.../0P-QLD, ngdy 14./.07./.2023ctia Cuc Quan Iy Dwoc)

STT | Tén thudc | Hoat chat chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (SO dingky | gia

da cﬁp) han

(1) ()] 3 “@ ® ©) (@) ® ®

1. Co sé ding ky: Cong ty TNHH Xuic tién Thwong mai Dwoc pham va dau tw TV (Bja chi: S6
72 Binh Gia, Phwong 13, Quan Tan Binh, TP. Hé Chi Minh, Viet Nam)

1.1. Co s& san xuat: SMB Technology S.A. (Pia chi: Rue du Parc Industriel 39, 6900 Marche-en-
Famenne, Belgium)

1 Pravafen Pravastatin natri Vién Hop 119 NSX 24 540110196923 01
40mg; Fenofibrat | nang 30 vién (VN3-156-19)
160mg cing

Ghi chu:

1. Cach ghi tieu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house co y
nghia twong dwong nhau, 1 tiéu chudan chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.

2. 86 dang ky tai cot (8):

- S6 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trwong Bé Y té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thudc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truée khi thudc dwoc gia
han theo quyét dinh nay.

3. Cdc thuéc tai Phu luc nay can tié;z) tuc theo doi an toan — hiéu qua theo quy dinh tai Piéu 5 Thong
tw 56 08/2022/TTBYT ngay 05/09/2022.




