BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc lap - Tw do - Hanh phiic
Sé: 315/ QD-QLD Ha NGi, ngay 03 thang 06 ndm 2021
QUYET PINH

Vé viéc ban hanh danh muc 189 thubc héa dwgc san xuit trong nuwée
dwoc cap giay diang ky luu hanh tai Viét Nam - Dot 169.1

CUC TRUONG CUC QUAN LY DUQC

Céin cie Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phu quy dinh
chirc ndng, nhiém vu, quyé:n han va co cdu 16 chire ciia B Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cia B trucng Bé Y 16
quy dinh viéc dang ky lru hanh thude, nguyén liéu lam thudc;

Can ar Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua BY truong By Y 1é
quy dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chire ciia Cuc Quan By Duge
thudc BO Y 1é;

Cén cir két ludn ctia Hi dong ne van cdp gidy dang ky heu hamh thuéc, nguyén
Jiéu lcum thude - BS Y 1é;

Xét dé nghi ciia Trieomg phong Dang ky thude, Cuc Quan Iy Duok,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 189 thudc san xuét trong
nudce dugce cap gidy ding ky luu hanh tal Viét Nam - Dot 169.1, cu thé:

1. Danh muc 178 thude san xuat trong nude dugce cap gidy dang ky luu hanh tai
Viét Nam hiéu lwe 05 nam (Phu luc I kém theo). Cac thude tai Danh myc nay co 56
dang ky véi ky hidu VD-...-21 va hidu lyc 05 nim ké tir ngay k¥ ban hanh Quyét dinh
nay.

2. Danh muc 11 thube san xuét trong nude duge cip gidy ding ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kém theo). Cac thudc tai Danh muc nay co 0
dang ky v&i ky hidu VD3-...-21 va hiéu lwc 03 nim ké tir ngay ky ban hanh Quyét dinh
nay.

Piéu 2. Co s& san xudt va co s& dang ky thude ¢ trach nhiém:

1. San xuét thude theo ding cic hd so, tai liéu di ding ky véi Bo Y té va phai
in s6 ddng ky duge B Y té Viét Nam cAp 1én nhén thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thude kidm soat dic biét khi co Gidy
chirng nhén da didu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soat
dic biét pht hop v6i pham vi hoat déng cia co sé ddp tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot
s6 didu va bién phap thi hanh Ludt Duge.

3. Thuc hién viéc cdp nhat tiéu chuan chat luong cua thude theo quy dinh tai
Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 ciia B6 truong Bé Y té quy dinh vé chat
lrong thude, nguyén liéu lam thube.

4. Thyc hién, phéi hop vo1 co s¢ nhdp khau thuc hién theo dang quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Duge vé viée kiém tra
chét lwgng nguyén liéu 1am thude nhom sartan ddi véi cac thude thude danh muyc tai
Diéu 1 ¢6 chira dugc chat thude nhdm sartan.



5. Cép nhat nhan thudc, to huéng dan s dung thude theo quy dinh tai Thong tu
s601/2018/TT-BYT ngay 18/01/2018 cua BY truong BO Y té quy dinh ghi nhin thude,
nguyén liéu lam thude va to huéng dan st dung thude trong thoi han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, b sung gidy dang ky luu
hanh thuéc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong
B6 Y té quy dinh viée ding ky luu hanh thude, nguyén liéu 1am thudc va Théng tu sb
29/2020/TT-BYT ngay 31/12/2020 cua Bo truong Bo Y té sira doi, bd sung va bai bo
mot s6 van ban quy pham phép luit do B truong BOY té ban hanh, lién tich ban hanh.

6. Phéi hop véi cac co sé diéu tri dé thuce hién theo ding céc quy dinh hién hanh
vé thude ké don, theo ddi an toan, hi¢u qua, tac dung khéng mong mudn clia thudc trén
ngudi Vidt Nam va tong hop, béo céo theo quy dinh tai Diéu 5 Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 ctia B6 trudéng B Y té quy dinh viée dang ky luu hanh thude,
nguyén liéu lam thude dbi voi cac thude thude Phu luc 1T ban hanh kém theo Quyét
dinh nay (gidy dang ky Iuru hanh ¢6 ky hiéu VD3-.....-21).

7. Co so dang ky thudc phai bao dam duy tri didu kién hoat dong trong thdi gian
hidu lyc cua gidy ding ky luu hanh thude, nguyén lidu lam thube. Trong trudng hop
khong con dap tmg di diéu kién hoat dong, co s dang ky phai c6 trach nhi¢ém thye
hién thay déi co s dang ky theo quy dinh tai Thong tu sé 32/2018/TT-BYT ngay
12/11/2018 cia Bo truong Bo Y té quy dinh vi¢c dang ky luu hanh thubc, nguyén ligu
lam thubc trong thoi han 30 ngay ké tir ngay co s dang ky khong con du diéu kién
hoat dong.

8. Co s san xuit thube phai bao dam cac diéu kién hoat dong cua co s¢ san xuft
trong thoi han hiéu luc cna gidy dang ky luvu hanh thube, nguyén lidu lam thude.

Piéu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S Y & céc tinh, thanh phd truc thude Trung wong va Giam
dbe co sé san xudt va co so ding ky ¢6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- B truong BYT (dé bic);

- TT. Truong Qudc Cudmg (dé bic);

-CycQuiny-Bo Qudc phong, Cuc Y té - Bo Cong an;
- Cuc Y t8 GTVT - Bd Giao thdng van tai:

- Téng Cuc Hai quan - B6 T4i chinh;

- Bao hiém x4 hoi Viét Nam: z .
“B6 Y & Vy PC, Cyc QLYDCT, Cuc QLKCE, Thanh tra Vii Tuan Cuong
B, Vin phong HPTV cip GDKLH thude, NLLT;

- Vién KN thude TU, Vién KN thude TP, HCM:

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién ¢6 giudng bénh tryc thuge By Y té;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;

Website;

- Luu: VT, DKT(15b).




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc 1dp - Tu do - Hanh phic

PHU LUC L. DANH MUC 178 THUOC SAN XUAT TRONG NUGC DUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 169.1

Ban hanh kém theo Quyét dinh s6:315../QD-QLD, ngay03..06../2021

1. Cong ty dang ky: Chi nhanh cong ty TNHH san xpuét - kinh doanh dugc pham Pam San
(D/c: Gian E22-E23 - Trung tam thiwong mai diwgc pham va trang thiét bi y 1é - 134/1 16 Hien
Théanh - Phieomg 15 - Qudn 10 - TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuét: Cong ty TNHH dugc pham USA - NIC (USA - NIC Pharma) (B/c: L6 11D
duwong C - KCN Tédn Tao - Phuong Tdn Tgo A - Qudn Binh 1dn - 1P. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tidu [ Quy céch £ .
STT Tén thuée Ham lirgng ché tho |chuéin| déng goi 56 ding ky
1 |Deslox Mbi 5ml chira: Dungdich | 36 |TCCS [Hop 10 6ng, 20 | VD-34968-21
Desloratadine 2,5mg|udng thang 6ng Sml; hop
10 6ng, 20 6ng
10ml; hdp 1
chai x 30ml,
60ml, 100ml

2. Céng ty ding ky: Cong ty C6 phan 5A Farma (P/c: 116/45 16 Hién Thanh, Phirong 15, Qudn
10, Thanh pho Ho Chi Minh - Viét Nam)

2.1 Nha san xué}: Cong ty ¢b ph?ul lién doanh dwugc phém’l;jloge France Viét Nam (B/c: Khu
cong nghiép Qué Vo, xd Phurong Liéu, huyvén Qué Vo, tinh Bdc Ninh - Viét Nam)

; Hoat chit chinh - | Dang bao |Tudi| Tidu [ Quy céch F .
A A ] ang 1 p Sod k
STT Tén thuge Ham lirgng ché tho (chuin| déng goi o dang ky
2 |Ebastine-5a Farma 10mg|Ebastin 10mg Vién nén bao| 36 |TCCS |Hop 2 vi,3 vi, | VD-34969-21
phim thang 5vi,10vix 10
vién

3. Céng ty diing ky: Coéng ty co phan cong nghé sinh hoc dwge pham ICA (P/e: L6 10, Puong
s0 5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Dwong - Viét Nam)

3.1 Nha san xuat: Cong ty c6 phéan cong nghé sinh hoe dugc phim ICA (P/e: L6 10, Pucng s6
5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Dwong - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
n A ] ang | b So ding k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
3 |Fexdin 180 Fexofenadin Vién nén bao| 36 |[NSX |Hop2vix 10 VD-34970-21
hydroclorid 180mg  |phim thang vién
4 |Fexdin 60 Fexofenadin Vién nén bao| 36 |TCCS |Hop 2 vix 10 VD-34971-21
hydroclorid 60 mg  |phim thang vién

4. Céng ty diing ky: Cong ty c6 phan DTS Viét Nam (P/c: S6 18, 16 51, phuong Quan Hoa, Cdu
Gidy, Ha Noi - Viét Nam)

4.1 Nha san xuat: Céng ty c6 phan dwoc pham Nam Ha (P/c: 415 Han Thuyén, Nam Binh - Viét

Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach F. ,
- ] 'y 'y . i k
STT Tén thude Ham lirgng ché tho |chuan| déng géi S0 diing ky
5 [Nuroact Nimodipin 30mg Vién nén bao| 36 |TCCS |[Hop3vix 10 | VD-34972-21
phim thang vién

5. Cong ty ding ky: Cong ty ¢6 phén dwoc - trang thiét bj y t& Binh Dinh (Bidiphar) (D/c: 498
Nguyén Thdi Hoe, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

5.1 Nha sin xuat: Céng ty 6 phin dugc - trang thiét bi y t& Binh Dinh (Bidiphar) (P/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Pinh - Viét Nam)

n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong gbi o dans Xy
6 |Mefomid 500 Metformin Vién nén bao| 36 |USP38|Hop 5, 10vix | VD-34973-21
hydroclorid 500mg |phim thang 10 vién

6. Céng ty ding ky: Cong ty c6 phan dwgc Apimed. (P/c: 263/9 Ly Thuong Kiét, phucng 15,
qudn 11, thanh pho H6 Chi Minh - Viét Nam)

6.1 Nha san xuit: Cong ty co phin dwgc Apimed (P/c: Puong NI, cum cong nghiép Phti Thanh -
Vinh Thanh, xd Vinh Thanh, huyén Nhon Trach, tinh B&ng Nai - Viét Nam)

STT

Tén thubc

Hoat chiit chinh -
Ham hrgng

Dang bao
ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Apizator

Bezafibrat 200 mg

Vién nén bao
phim

36
thang

TCCS

Hop 3 vi
nhom-PVC x
10 vién; hép 10
vi nhém-PVC x
10 vién. Hop 1
chai HDPE x
30 vién, 60

VD-34974-21
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vién, 100 vién,
200 vién

8 |Orthopa Chew Calci carbonat 1250 | Vién nén 36 |BP202|Hop 3 vi, 10 vi | VD-34975-21
mg; Vitamin D3 200 |nhai thang|0 x 10 vién; Hop
Ul 4 tuyp x 15 vién
9 |Povidone-API Gel Povidoniod 10% |Gel 36 |TCCS [Hap 1 tuyp VD-34976-21
thang nhdm 10g; hop
1 tuyp nhém
20g; hop 1 tuyp
nhdm 30g; hp
1 tuyp nhém
60g. Hop | tuyp
nhya
HDPE/LDPE
10g; hdp 1 tuyp
nhya
HDPE/LDPE
20g; hop 1 tuyp
nhua
HDPE/LDPE
30g; hop 1 tuyp
nhua
HDPE/LDPE
60g
10 |Saxapi 2,5 Saxagliptin (dudi  [Vién nén bao| 36 |TCCS [Hop 3 vi, 10vi | VD-34977-21
dang saxagliptin phim thang x 10 vién; Hop
hydrochloride 1 chai 100 vién,
dihydrate) 2,5mg 200 vién
7. Céng ty ding ky: Cong ty C6 phin Duoc Becamex (P/c: Purong NA6, KCN My Phudc 2,
phieong My Pinedc, thi xi Bén Cat, Binh Duong - Viét Nam)
7.1 Nha san xuat: Cong ty Cb phéin Dwge Becamex (B/c: Puong NA6, KCN My Phudc 2,
phieong My Phudc, thi xd Bén Cat, Binh Dwong - Viét Nam)
n 5 Hogt chit chinh - | Dang bae |Tudi| Tiéu | Quy cach F. ,
STT Tén thuée Ham lirgng ché tho |chuéin| déng goi 56 ding ky
11 |Lansoprazole Lansoprazol (dudi | Vién nang 36 |TCCS |Hop 1, 10, 100 | VD-34978-21
dang Lansoprazol |cing chira vi [thang vi x 10 vién,
pellet 8,5%) 30mg  |hat bao tan chai 100 vién
trong rudt

8. Cong ty diing ky: Céng ty c6 phin Dwoc Dai Nam (D/c: 2704 Ly Thiong Kiét, phuong 14,
qudn 10, TP. Hé6 Chi Minh - Viét Nam)
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8.1 Nha sin xuit: Céng ty c6 phin dwoc Enlie (D/c: Puong NA6, KCN My Phiroc 2, phieong My
Phuede, thi xd Bén Cdt, Binh Duwong - Viéi Nam)

. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Ten thuoc Ham lrgng ché tho |chuan|  déng géi o ang &y
12 [Rustifim Rupatadin (dwdi Vién nén 36 |TCCS [Hop 1,2,3,5, | VD-34979-21
dang Rupatadin thang 10 vix 10 vién
fumarat) 10mg
9. Céng ty diing ky: Céng ty c6 phin dwoe Ddng Nai (D/c: 221B Pham Vin Thudn, p. Tdn Tién,
1p. Bién Hoa, Pong Nai - Viét Nam)
9.1 Nha san xuét: Céng ty c¢6 phin dwoe Déng Nai (D/c: 2218 Pham Vin Thudn, p. Tdn Tién,
1p. Bién Hoa, Dong Nai - Viét Nam)
s Hoat chit chinh - | Dangbao |Tudi| Tidu [ Quyedch | ggae 1o
; : ding k
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dans Xy
13 |Donspavezin 40 Alverine citrate Vién nang 36 |TCCS |Hop 10vix 10 | VD-34980-21
40mg cltng thang vién; Chai 100
vién; Chai 200
vién
10. Céng ty diing ky: Cong ty ¢ phin Dwoc Ha Tinh (P/c: 167 Hi Huy Tdp, Tp. Ha Tinh - Viéf
Nam)
10.1 Nha sén xuat: Céng ty co phan Dwoe Ia Tinh (D/c: 167 Ha Huy Tdp, Tp. Ha Tinh - Viét
Nam)
n F Hoat chét chinh - | Dangbiao |Tudi| Tiéu | Quy cach £ 2 ,
4 4 . i k
STT Tén thude Ham hrgng ché thg | chuin dong goi S0 diing ky
14 |Bisrogel Bismuth subsalicylat| Hon dich 24 |USP [Chai 120ml, VD-34981-21
17,5mg/ml ubng thang(41 150ml, 180ml,
240ml, 300ml,
480ml
15 |Dextromethorphan Dextromethorphan | Vién nang 36 |TCCS |[Hop 5vi, 10vi,| VD-34982-21
hydrobromid 30mg |cing thang 25 vi, 50vix
10 vién; Hop 1
lo 100 vién, 200
vién, 500 vién,
1000 vién
16 |Ibuhadi 400 Ibuprofen 400mg  [Viénnénsui| 36 |TCCS [Hop 2 vi, 5 vi, | VD-34983-21
bot thang 10vi,20vix 4
vién; Hop 1
tuyp x 5 vién,
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10 vién, 15
vién, 20 vién
17 |Infa-Ralgan Extra Paracetamol 500mg; |Vién nénsui| 36 [TCCS |Hop 10 vi, 20 VD-34984-21
Cafein 65 mg bot thang vi,25vix 4
vién; Hop 1
tuyp, 10 tuyp x
10 vién
18 |Magie - B6 Magnesium lactat |Viénnén bao| 36 |TCCS |Hop 5 vi, 10vi | VD-34985-21
dihydrat 470mg; phim thang x 10 vién; Lo
Pyridoxin 100 vién, 200
hydroclonid Smg vién
19 |Nexihiger Rupatadin (dudi Vién nén 36 |[TCCS [Hop 1 vix 10 | VD-34986-21
dang Rupatadin thang vién nén
fumarat) 10mg
11. Céng ty ding ky: Cong ty Co phan Dwoc HTC 99 (D/c: $6 48, 16 28, Phwong Thinh Liét,
Qudn Hoang Mai, Ha N¢i - Viét Nam)
11.1 Nha san xuét: Cong ty CP dugc Vit twy té Ha Nam (B/c: Cum c¢ong nghiép Hodng Pong,
Duy Tién, Ha Nam - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach F. ,
~ ~ 0 0 . i k
STT Tén thude Ham hrgng ché thg | chuin dong goi S0 diing ky
20 |SeaZopi 7,5mg Zopiclon 7,5mg Vién nén bao| 36 |TCCS |Hop 1,3 vix 10| VD-34987-21
phim thang vién
12. Céng ty ding ky: Cong ty Co phan dwge Medipharco (D/c: 6 8, Nauvén Trucng T4,
phweong Phurde Vinh, TP. Hué, tinh Thiea Thién Hué - Viét Nam)
12.1 Nha sén xuét: Cong ty Cé phin dugc Medipharco (D/c: 56 8, Nguyén Truwomg Td, phwong
Phuoc Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong gbi o dans Xy
21 [Natri Clorid 0,9% Natri clorid 0,9% |Dung c}jch 36 |TCCS |Hop 1 1o Sml, VD-34988-21
nho mat, miiifthang oml, 8ml, 10ml,
12ml

13. Cong ty ding ky: Céng ty cé phin dwoce phdm 3/2 (P/c: 601 Cach Mang Théng Tdm,
Phweong 15, Qudn 10, TP. Ho Chi Minh - Viét Nam)
13.1 Nha sén xuét: Coéng ty Cé phan Duoc phim 3/2 (B/e: 56 930 C2, Pucng C, KCN Cdt Ldi -
Cum Il, Phirong Thanh My Loi, Qudn 2, TP. Ho Chi Minh - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A ] ang 1 p Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
22 |Acyelovir 200 Acyclovir 200 mg | Vién nén 36 |TCCS |Hop 3 vix 10 VD-34989-21
thang vién, Hop 5 vix
10 vién, Hop 10
vix 10 vién
23 |Acyclovir 400 Acyclovir 400 mg | Vién nén 36 [TCCS [Hap3vix 10 | VD-34990-21
thang vién, HGp 5 vix
10 vién, Hop 10
vix 10 vién
24 |Eftitone Nabumetone 500 mg|Vién nén bao| 24 |TCCS [Hop 10 vix 10 | VD-34991-21
phim thang vién
14. Céng ty diing ky: Cong ty 6 phan dwge pham Agimexpharm (P/c: S6 27 Nguyén Thdi Hoc,
Phiueong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)
14.1 Nha sdn xuit: Chi nhanh cong ty cb phén duge phém Agimexpharm- Nhi may san xuét
dwrgc pham Agimexpharm (D/c: Duong Vii Trong Phung, Khém Thanh An, P. MV Théi, TP. Long
Xuvén, Tinh An Giang - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A ] ang 1 p Sod k
STT Tén thude Ham lirgng ché tho (chuin| déng goi o dang v
25 |Agbosen 125 Bosentan (dwdi dang|Vién nén baol 36 |TCCS [Héop 03 vi, 10 VD-34992-21
Bosetan phim thang vix 10 vién
monohydrat) 125
mg
15. Cong ty ding ky: Céng ty cé phin dwgc phdm Am Vi (D/c: Lo B14-3,4, dwong N13, KCN
Biong Nam, huyén Cu Chi, TP. Ho Chi Minh - Viét Nam)
15.1 Nha sén xuét: Céng ty c6 phin dwge pham Am Vi (D/c: L6 B14-3,4, duong N13, KCN
Déng Nam, huyén Cu Chi, TP. Ho Chi Minh - Viét Nam)
A £ Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach Sé dine k¢
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang v
26 |Blizadon 200 Fluconazol Dung dich 24 |TCCS [Hop 1 taa, 10 VD-34993-21
200mg/100ml thudc tiém  |théng thi x 100ml
truyén
27 |Egoticine 200 Ciprofloxacin Dung dich 24 |TCCS [Hopl ti, 10 thi| VD-34994-21
200mg/100ml tiém truyén |thang x 100ml

16. Cong ty ding ky: Céng ty c6 phin dwoc phim Ampharco U.S.A (&/c: KCN Nhon Trach 3,

xd Hiép Phieoe, huyén Nhon Trach, tinh Pong Nai - Viét Nam)
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16.1 Nha sén xuit: Cong ty co phén dugc phﬁm Ampharco US.A (BD/c: KCN Nhon Trach 3, xa
Hiép Phude, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
: : Sod k
STT Tén thude Ham lwgng ché tho |chuin| dong goi o dang v
28 |Exibapc 30 Etoricoxib 30mg Vién nén bao| 36 |TCCS |Hop 1 vi,3 vi, | VD-34995-21
phim thang 10 vix 10 vién
29 |LercaAPC 20 Lercanidipin Vién nén bao| 36 |TCCS |Hop 1 vi,3 vi, | VD-34996-21
hydroclorid 20 mg  |phim thang 10 vi (nhém —
nhém) x 10
vién; Hp 1 vi,
3 wvi, 10vi
(nhém —
PVDC) x 10
vién
30 |LinaAPC Linagliptin S5mg Viénnén bao| 36 |TCCS [Hop 1 vi,3 vi, | VD-34997-21
phim thang 10 vix 10 vién
17. Cong ty diing ky: Cong ty Co phan Dwgc phdm An Thién (P/c: 314 Béng Sao, Phirong 5,
Qudn 8, TP. FH6 Chi Minh - Viét Nam)
17.1 Nha sén xuéit: Céng ty c6 phin dwgc pham An Thién (B/c: L6 C16, ducng s6 9, KCN Hiép
Phuece, huyén Nha Bé, TP. H6 Chi Minh - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A ] ang 1 p Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
31 |A.T Linezolid MBOi lo 300ml chira: [Dung dich 36 |TCCS |Hop1lox VD-34998-21
600mg/300ml Linezolid 600mg tiém truyén |thang 300ml, hép 10
lo x 300ml
18. Céng ty diing ky: Céng ty c0 phin dwoc pham CPC1 Ha Néi (P/c: Cum cong nghiép Ha
Binh Phwong, xd Van Binh, huyén Thiwong Tin, Tp. Ha N¢i - Viét Nam)
18.1 Nha san xuét: Céng ty c6 phin Dwge pham CPC1 Ha Noi (B/c: Cum cong nghiép Ha Binh
Phuong, xa Van Binh, huyén Thirong Tin, Tp. Ha Ngi - Viét Nam)
n A Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach A an ,
: e p Sod k
STT Tén thuée Ham lrgng ché thg |chuin| déng géi o qang Ky
32 |BFS-Zoledro 4 Acid zoledronic Dung dich 36 |TCCS |Hop 1, 5, 10, VD-34999-2 |
(dudi dang acid dam dic @é thang 20, 50 éng X
zoledronic pha tiém Sml (1 ng/1tii
monohydrat) truyén nhém); Hop 1,
4mg/Sml 5,20,20, 50

6ng x 10ml (1
6ng/1thi nhém)
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19. Cong ty ding ky: Céng ty ¢6 phan dwoc pham Ciru Long (P/c: S6 150 dwong 14 thang 9,
phuong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)
19.1 Nha san xuat: Céng ty ¢é phan dugc pham Ciru Long (P/c: S3 150 dwong 14 thing 9,
phuwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A A ang ! p Sod k
STT Tén thuée Ham lirgng che tho |chuian| ddng goi o qang Ky
33 [Carbocistein 375 DT Carbocistein 375 mg|Vién nén 36 |TCCS [Hop 3 vi, 10 vi,| VD-35000-21
phan tan thang 12 vi (alu - alu)
x 10 vién nén;
Hop 3 vi, 10 vi,
12 vi (PVDC -
alu) x 10 vién
nén.
34 |Doveril Perindopril Vién nén 36 |TCCS |Hop 1 vix 30 VD-35001-21
ter-butylamin 4mg thang vién
35 |Panalgan Advance Paracetamol 325 Vién nén bao| 36 |TCCS |Hop 3 vi, 10 vi | VD-35002-21
mg; Tramadol HCl |phim thang x 10 vién
37,5 mg
20. Céng ty diing ky: Céng ty C6 phan Dwoc phim Pat Vi Pha (P/c: Lo M74, Puong D17,
KCN M7 Phuoc 1, phuong Thoi Hoa, thi xd Bén Cat, tinh Binh Duong - Viét Nam)
20.1 Nha san xuat: Coéng ty C6 phan Duge pham Pat Vi Pha (B/c: L6 M74, Puong D17, KCN
MV Phuroe 1, phwong Thoi Hoa, thi xd@ Bén Cdt, tinh Binh Duong - Viéi Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Ao .
& & . g 2 So ding k
STT Tén thuée Ham lirgng che tho | chuan dong géi o dang &y
36 |Cruzz-5 Risedronat natri Vién nén bao| 36 |USP41|Hop 3 vix 10 VD-35003-21
(dudi dang phim thang vién
Risedronat natri
hemipentahydrat)
Smg
21. Céng ty diing ky: Cong ty co phin dwge pham Ha Noi (D/c: 170 dwong La Thanh, Pong Pa,
Ha Ngi - Viét Nam)
21.1 Nha san xuit: Céng ty c6 phin dwge phim Ha N§i (P/c: L6 15, KCN. Quang Minh, Mé
Linh, Ha Noi - Viét Nam)
n £ Hoat chit chinh - | Dang bao |Tudi| Tiu Quy cach S8 i ,
¢ ¢ d k
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dans Xy
37 |Detazofol new Clorpheniramin Vién nén 24 |TCCS [Hop 30 vix 20 | VD-35004-21
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maleat 2 mg;
Paracetamol 325 mg

thang

vién, Hdp 50 vi
x 20 vién, Hép
25 vix 4 vién

22. Cong ty diing ky: Céng ty c6 phan dwge pham Ha Tay (P/e: S6 104 - phé Quang Trung -
Phuong Quang Trung- O.Ha Dong - TP. Ha Néi - Viét Nam)
22.1 Nha san xuét: Cong ty ¢6 phin duge pham Ha Ty (P/e: 16 dén phé 6 4 - P.La Khé - Q.
Ha Dong - Tp. Ha N¢i - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
. g 2 So ding k
STT Tén thude Ham lirgng ché tho (chuin| déng goi o dang v
38 |Calcitriol DHT 0,5meg  (Calcitriol 0,5meg | Vién nang 36 |TCCS |Hop 1 tui nhém | VD-35005-21
mem thang X 6vix 10 vién

39 |Dipesalox 200mg Cefpodoxime (durdi |Vién nén 24 |TCCS [Hop2vix 10 | VD-35006-21
dang Cefpodoxime |phén tan thang vién
proxetil) 200 mg

40 [ForteenGSV MOi 5 gam kem bdi [Kem boida | 24 [TCCS |Hop 1 tuyp x VD-35007-21
da chira: thang 5S¢ Hop 1 tuyp
Ketoconazol 100mg x 10g

41 |Glofap Cefpodoxim (dudi | Vién nang 24 |TCCS [Hop 01 vix 10 | VD-35008-21
dang Cefpodoxim  |ciing thang vién
proxetil) 200 mg

42 |Lincomycin 500mg Lincomycin (duwdi [ Vién nang 36 [IDPVNHOp 20 vix 10 | VD-35009-21
dang Lincomycin  [cing thang{V vién
hydroclond) 500 mg

43 |Ovamit Acid alpha lipoic Vién nang 24 |TCCS [Hop 1 taix 2 vi| VD-35010-21
200mg mem thang x 15 vién

44 |Reinmegsv Hydrous Benzoyl |kembdida | 24 |[TCCS [Hop | tuyp x VD-35011-21
Peroxide 50 mg thang 10g, hop 1 tuyp

x 15g

45 |Tarvilox Moxifloxacin (dudi [Vién nén bao| 24 |TCCS |Hop 2 vix 10 VD-35012-21
dang moxifloxacin  |phim thang vién
hydroclorid) 400mg

46 |Tetracyclin 0,25g Tetracyclin Vién nén 24 IDBVN[HOp 1 lo x 400 | VD-35013-21
hydroclorid 250 mg thang|V vién; Hop 1 lo x|

250 vién

47 |Vitamin B1-B6-B12 Vitamin Bl Vién nang 24 [TCCS [Hoép 1 tux 10 | VD-35014-21
(Thiamin mem thang vix 10 vién
mononitrat) 115mg;
Vitamin B6
(Pyridoxin HCI)

115mg; Vitamin
B12
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{Cyanocobalamin)

50mcg

23, Cong ty ding ky: Céng ty c6 phin dwoc phim Khanh Hoa (P/c: 74 Puong Thong Nhat, P.

Van 1 héng, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

23.1 Nha san xuét: Cong ty c¢6 phin dwge phim Khanh Hoa (D/c: Puong 2 thang 4, Khom
Pong Bic, P. Vinh Hoa, TP. Nha Trang, Khdnh Hoa - Viéi Nam)

N Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycach | & garo 1o
STT Ten thuoc Ham lrgng ché tho |chudn|  déng go6i o dang v
48 [Aciclovir 800mg Aciclovir 800mg Vién nén 36 |TCCS |Hop 7 vi, 10 vi,| VD-35015-21
thang 20 vix 5 vién
49 |Flurbiprofen 50 Flurbiprofen 50 mg |Viénnén bao| 36 |TCCS [Hép 3 vi, 10 vi | VD-35016-21
phim thang x 10 vién
50 |Lucitromyl 4mg Thiocolchicosid Vién nén 36 |TCCS [Hop 2 vi, 10vi | VD-35017-21
4mg thang x 15 vién; Chai
100 vién, 500
vién, 1000 vién
51 [Pregabalin 150 Pregabalin 150mg | Vién nang 36 |TCCS |Hop 3 vi, 10 vi | VD-35018-21
cung thang x 10 vién; Chai
200 vién
52 [Vitamin C 250 mg Acid ascorbic Vién nang 24 |TCCS |Chai 100 vién, | VD-35019-21
250mg cirng thang 200 vién, 500

vién

24. Cong ty diing ky: Cong ty cd phdn dirgc phdm Me Di Sun (P/c: S5 521 khu phé An Loi,
phuwong Hoa Loi, thi xa Bén Cat, tinh Binh Duwong - Viét Nam)

24.1 Nha sén xuét: Cong ty ¢6 phéin dwoc phim Me Di Sun (P/c: $6 521 khu phd An Loi,
phuong Hoa Loi, thi xd Bén Cdi, tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cach £ 2 ,
= = k
STT Tén thuoe Ham lrgng ché tho | chudn|  déng g6i 50 ding ky
53 |Beynit 5 Ramipril 5mg Vién nang 36 |TCCS |Hop 3 vi, 10vi | VD-35020-21
cung thang x 10 vién; Hop
1 chaix 100
vién
54 |It-pro Bupropion HCI 150 |Vién nén baol 36 |TCCS [Hop 3 vi, 10vi | VD-35021-21
mg phim thang x 10 vién; Chai
100 vién
55 |Mondgo 15 Mirtazapin 15mg | Vién nénbao| 36 |TCCS [Hop 2 vi, 3 vi,| VD-35022-21
phim thang 5vi,10vix 10
vién; hdp 4 vi
x 7 vién
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56 |Piroxicam od mds Piroxicam 10mg Vién nén 24 |TCCS [Hop 6 vix 10 VD-35023-21
phan tan thang vién
57 |Sicmol Flurbiprofen 100mg | Viénnén bao| 36 |TCCS [Hop3vix 10 | VD-35024-21
phim thang vién; Hop 10 vi
x 10 vién
58 [Valcucine Terbinafin (twong | Vién nén 36 |IP Hop 4 vix 7 VD-35025-21
duong vai thang|XVII |vién
Terbinafin
hydrochlorid 281,28
mg) 250 mg

25. Céng ty ding ky: Céng ty cb phin dwoe phdm Nam Ha (D/c: 415 Hon Thuyén, phieong Vi
xuyén, TP. Nam Binh, tinh Nam Dinh - Viét Nam)

25.1 Nha sin xuéit: Cong ty ¢6 phin dwge phim Nam Ha (P/c: 415 Han Thuyén, phuong Vi
xuyén, I'P. Nam Dinh, tinh Nam Pinh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ o2 ,
STT Tén thuoe Ham lwgng ché tho | chuén dong goi 50 diing ky
59 |Naphar-Multi Vitamin C (Acid Viénnénsui| 36 |TCCS |Tuyp 20 vién VD-35026-21
ascorbic) 100mg; thang
Vitamin Bl
(Thiamin nitrat) 10
mg; Vitamin E
(DL-Alpha-Tocophe
ryl acetat) 7 mg;
Vitamin B2
(Riboflavin) 4 mg;
Vitamin B6
(Pyridoxin
hydroclorid) 2 mg;
Vitamin PP
(Niacinamid) 10 mg
60 |Prednisolon 5mg Prednisolon 5mg Vién nén 36 |TCCS [Hop 2 vi, 5 vi, | VD-35027-21
thang 10 vi, 50 vix
20 vién; Hop 1
lo x 200 vién,
500 vién

26. Cong ty ding ky: Cong ty cb phin duwoc phim Phong Phi. (D/c: L6 $6 12 Dudng s6 8, khu
céng nghiép Tdn Tao, phuong Tdn Tao A, qudn Binh Tdn, TP. H6 Chi Minh - Viét Nam)

26.1 Nha san xuat: Céng ty ¢6 phan Dugc phim Phong Phii - Chi nhanh nha may
Usarichpharm (P/c: Lé s6 12 Pucong s6 8, khu cong nghiép Tdn T'go, phurong Tdn Tao A, qudn
Binh Tdan, TP. Ho Chi Minh - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
n A ] ang | ! So ding k
STT Tén thude Ham lirgng ché tho |chuan| déng géi o qang Ky
61 |Paracetamol Paracetamol 500mg | Vién nang 36 |[TCCS [Hop 10vix 10 | VD-35028-21
cing (xanh |thdng vién; Hop 1
14 - trang) chai x 100 vién,
200 vién, 500
vién
62 |Paracetamol Paracetamol 500mg |Vién nang 36 |TCCS |Hop 10vix 10 | VD-35029-21
cirng (hong - |théng vién; Hop 1
trang) chai x 100 vién,
200 vién, 500
vién
63 |Usarcapri 25 Captopril 25mg Vién nén 36 |TCCS |Hop 3,5, 10 vi | VD-35030-21
thang x 10 vién
64 [Usarcapn 50 Captopril 50 mg Vién nén 36 |TCCS [Hop 3,5,10vi | VD-35031-21
thang x 10 vién
65 [Usarvons Mbi 5ml chira: Siro 36 |TCCS [Hop 1 chai x 60| VD-35032-21
Bromhexin thang ml
hydrochlorid 4mg
27. Céng ty diing ky: Cong ty cd phin Dugc phim Phuong Péng (D/c: Lo 7, Pwong 2, KCN.
Tan Tgo, P. Tdn Tao A, Q. Binh Tdn, TP. Ho Chi Minh - Viét Nam)
27.1 Nha sin xuit: Cong ty co phﬁn Duwgc phﬁm Phwong Pong (D/c.: L6 7, Puong 2, KCN. Tin
Tao, P. 1dn Tao A, Q. Binh Tdn, TP. H6 Chi Minh - Viét Nam)
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong gbi o dans Xy
66 |I'ucepron Fluoxetin (dus Vién nang 36 |[USP |Hop 1 vi,3vi, | VD-35033-21
dang Fluoxetin citng thang|42 6vi, 10 vix 10
hydroclorid) 20 mg vién; Chai 30
vién, 60 vién,
100 vién
67 |Livihex M3i 5 ml chira Dungdich | 36 |TCCS |Hop 10 dng, 20 | VD-35034-21
arginine hydroclorid |u6ng thang ong, 30 dng x 5
1000 mg ml

28. Céng ty ding ky: Céng ty cb phin dwrge phim Quéng Binh (D/c: 46 Diong Hiru Nghi -

Phuwong Bdc Ly - TP. Déng Héi - Tinh Quang Binh - Viét Nam)

28.1 Nha san Xuit: Cﬁqg ty ¢6 phén dwge phim Quiang Binh (D/c: 46 Duong Hiru Nghi -
Phuong Bac Ly - TP. Pong Hoi - Tinh Quang Binh - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A ] ang 1 p Sod k
STT Tén thude Ham lirgng ché thg |chuin| déng goi o dang v
68 |Dexamethason Dexamethason 0,5 |Vién nén 36 |DBVN|HOp 10 vix 30 | VD-35035-21
mg thang|TV vién, Hop 5 vix
10 vién
29, Cong ty ding ky: Céng ty c6 phin dwoc pham SaVi (P/c: Lé Z 01-02-03a KCN trong KCX
Tdn Thudn, phwong Tdan Thugn Dong, qudn 7, Tp. HCM - Viét Nam - Viét Nam)
29.1 Nha sén xufit: Cang ty c¢6 phin duwge phim SaVi (D/c: Lo Z 01-02-03a KCN trong KCX Tén
Thuan, phuong Tdan Thudn Dong, quan 7, 1p. HCM - Viét Nam - Viét Nam)
n X Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 2 ,
4 4 k
STT Tén thude Ham hrgng ché tho |chudn|  déng goi 50 ding ky
69 |Flavoxate Savi 200 Flavoxate Vién nén bao| 36 |[USP [Hoép 03 vix 10 | VD-35036-21
hydroclorid 200mg  |phim thang(41 vién
30. Céng ty diing ky: Cong ty Cé phin Duwoc phim Tenamyd (D/c: L6 Y.01-024 duwong Tdn
Thugn, KCN/KCX T'dn Thudn, Phuong Tdn Thudn Pong, Qudn 7, TP. Ho Chi Minh. - Viét Nam)
30.1 Nha sdn xufit: Céng ty Cd phan Dugc phim Tenamyd (B/c: Lo Y.01-024 duong Téan
Thugn, KCN/KCX Tén Thudgn, Phuong Tan Thugn Pong, Qudn 7, TP. Ho Chi Minh. - Viét Nam)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach X s ;
. -s 2 So diang k
STT Tén thude Ham lirgng ché tho (chuin| déng goi o dang ky
70 |Cefopefast 1000 Cefoperazon natri  |Bdt phatiém| 24 [USP [Hép 11o, 101o | VD-35037-21
tuwong dwong thiang|hién
Cefoperazon hanh
1000mg
71 |Cefopefast 2000 Cefoperazon natri  |Bot phatiém| 24 |USP [Hop 11g, 1010 | VD-35038-21
twong duong thang|hién
Cefoperazon hanh
2000mg
31. Cong ty diing ky: Cong ty co phin dwge pham Tipharco (P/c: L6 08, 09 cum cong nghiép va
tiéu thir cong nghiép Tan My Chdnh, Phuong 9, TP My Tho, Tién Giang - Viét Nam)
31.1 Nha san xuat: Cong ty ¢6 phéin dwge phim Tipharco (P/c: 15 Péc Binh Kiéu, phieong 2,
thanh pho My Tho, tinh Tién Giang - Viét Nam)
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ o2 ,
4 4 . i k
STT Tén thuoe Ham lrgng ché thg |chuin| déng géi S0 diing ky
72 |Clorpheniramin 4mg Clorpheniramin Vién nén 36 |[TCCS |Hop 5, 10vix | VD-35039-21
maleat 4mg thang 20 vién; Chai
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180 vién

73 |Tidolac Etodolac 200mg Vién nang 36 |TCCS [Hop 10vix 10 | VD-35040-21
cltng thang vién
32. Cong ty diing ky: Céng ty c6 phin dwoc phim Trung wong 2 (D/c: S6 9 Trdn Thanh Téng,
phuwong Bach Pang, qudn Hai Ba Truwong, TP. Ha Ngi - Viét Nam)
32.1 Nha san xuat: Céng ty ¢6 phin dwgc pham Trung wong 2 (B/c: Lé 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)
A X Hoat chit chinh - | Dang bao Tudi| Tidu Quy cach S diine k
STT Tén thude Ham lwgng ché tho |chuin| dong goi o dang v
74 |Lidocain hydroclorid ~ [Mo&i éng 10 ml chira [Dung dich | 36 [DDVN|HGp 10 ong, 20 | VD-35041-21
200/10ml Lidocain tiém thang|V Ong, 50 ong x
hydroclorid 200mg 10 ml
33. Cong ty ding ky: Cong ty ¢6 phén dwge phAm Trung wong I - Pharbaco (B/c: 160 T'én ke
Thang - Ha Noi - Viét Nam)
33.1 Nha san xuat: Céng ty co phian duwoc pham Trung wong I - Pharbaco (P/c: 160 - T6n Piic
Thang - Pong Pa - Ha Noi - Viét Nam)
. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Tén thude Ham lirgng ché tho chuéin| déng géi o dang v
75 |Amoxicilin 250mg Amoxicilin (duéi | Vién nang 36 |DBVN|HGp 10 vi, 50 VD-35042-21
dang Amoxicilin cung thanglhién |[vix 10 vién; Lo
trihydrat compacted) hanh |100 vién; Lo
250mg 500 vién
33.2 Nha san xuét: Céng ty c¢6 phin dwoe phidm Trung wong I - Pharbace (D/e: Thén Thach
Loi, xd Thanh Xudn, huyén Soc Son, TP. Ha Noi - Viét Nam)
n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
76 |Pastetra Atorvastatin (dudi | Vién nén bao| 36 [TCCS |Hép 03 vi, 06 VD-35043-21
dang atorvastatin ~ |phim thang vix 10 vién
calcium trihydrat)
20 mg; Ezetimibe 10
mg
77 |Phabazosin 150 Acid Vién nang 36 |IBP |Hop 10vix 10 | VD-35044-21
Ursodeoxycholic cltng thang|2016 [vién
150 mg
78 |Phabazosin 200 Acid Vién nang 36 |IBP |Hop 10vix 10 | VD-35045-21
ursodeoxycholic cirng thing|2016 |vién
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200mg

79 |Pharzosin 4 Doxazosin (dudi Vién nén 36 |TCCS [Hop 01 vi, 03 VD-35046-21
dang Doxazosin thang vi x 10 vién
mesylat) 4mg

80 |[Pharzosin 8 Doxazosin (dudi Vién nén 36 |TCCS |Hop 01 vi, 03 VD-35047-21
dang Doxazosin thang vi x 10 vién
mesylat) 8mg

34. Cong ty diing ky: Cong ty co phin dwge phim trung wong VIDIPHA (P/c: 184/2 Lé Vin
Sy, Phwong 10, Q. Phti Nhudn, TP. Ho Chi Minh - Viét Nam)

34.1 Nha san ,xuﬁt: Chi nhanh cong ty cb phén duge phém Trung wong Vidipha Binh Duong
(D/c: Khu pho Tdan Binh, phuwong Tan Hiép, thi xa@ Tan Uyén, tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
81 [Augxicine g Amoxicillin (dudi  [Vién nénbao| 24 |TCCS [Hép 2, 6,8, 10 | VD-35048-21
dang Amoxcillin phim thang vix 7 vién; Hop
trihydrate) 875mg; 2,6,810vix
Clavulanic acid 10 vién

{dwdi dang
Potassium
clavulante két hop
v6i avicel) 125mg

35. Cong ty diing ky: Cong ty ¢b phan dwoc pham Trwong Tho (P/c: 93 Linh Lang, Ba Pinh,

Ha Noi - Viét Nam)

35.1 Nha san xuéit: Chi nhanh Cong ty ¢6 phan dwoc phim Trudmg The (P/c: L6 M1, dieong
N3, KCN Hoa Xd, Nam Dinh - Viét Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
n £ ] ang | b Sod k
STT Tén thuoc Ham lirgng ché tho |chuan| déng géi o dang &y
82 |Exopadin Fexofenadin Vién nén bao| 36 |TCCS |Hop 1vi,2 vi, | VD-35049-21
hydroclond 60 mg  |phim thang 3vi, 10vix 10

vicn

36. Cong ty diing ky: Cong ty co phian dwrgc pham TV, Pharm (P/c: 27 Nguyén Chi Thanh,
khom 2, plurong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

36.1 Nha sén xuét: Cong ty c¢6 phin dwge phim TV. Pharm (P/c: 27 Nguyén Chi Thanh, khém
2, phwong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
n A ] ang | b So ding k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky

83 |Cefalexin 500mg Cefalexin (dudi Vién nén 36 |TCCS |[Hop 10 vi, 20 VD-35050-21

dang Cefalexin thang vix 10 vién;

monohydrat Chai 100 vién,

compacted 525mg) 200 vién

500 mg
84 |Cefdinir 300 Cefdinir 300mg Vién nang 36 [TCCS |[Hop 1 vix 10 VID-35051-21

cung thang vién

37. Cong ty diing ky: Cong ty co phin dwrgc pham va sinh hoc y té (P/c: S6 31 - Pucong Ngo
Thoi Nhiém - Plneong 6 - Qudn 3 - TP. Ho Chi Minh - Viét Nam)
37.1 Nha san xuat: Céng ty co phian duoc pham va sinh hoc y té (D/c: L6 111-18 dwong s6 13 -
Khu cong nghiép Tdan Binh - Qudn Tdan Phu - TP. Ho6 Chi Minh - Viét Nam)

. X Hoat chit chinh - | Dang bao |Tudi| Tidgu | Quy cach . ,
: s X Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
85 |Mebisita 100 Sitagliptin phosphat [Vién nén bao| 36 |TCCS |[Hop 03 vix 10 | VD-35052-21
monohydrat twong  |phim thang vién
duong Sitagliptin
100mg
86 |Mebisita 50 Sitagliptin phosphat [Vién nénbao| 36 |TCCS [Hop 03 vix 10 | VD-35053-21
monohydrat trong  [phim thang vién
duong Sitagliptin®
50mg
38. Cong ty ding ky: Céng ty c6 phin dwoc phim Vimedimex 2 (D/c: Lé ddt N2, dwong 1S 6,
KCN Tién Son, xd@ Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)
38.1 Nha san xuit: Céng ty c6 phin dwge phim Vimedimex 2 (P/c: L6 ddt N2, dwong TS 6,
KCN Tién Son, xd Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)
n X Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 2 ,
¢ ¢ k
STT Ten thuoc Ham hrgng ché tho |chuan|  déng gbi 50 diing ky
87 |Betahistin-VMG 24 Betahistin Vién nén 36 [TCCS |[Hop Svix 10 VD-35054-21
dihydroclorid 24mg thang vién; Hop 5 vi x
20 vién
88 |Carvedilol-VMG 12.5 |Carvedilol 12,5mg [Vién nén 36 |TCCS |Hop 3 vix 10 VD-35055-21
thang vién
89 |Carvedilol-VMG 25 Carvedilol 25mg Vién nén 36 |TCCS |[Hop3vix 10 VD-35056-21
thang vién
90 |Carvedilol-VMG 6.25  |Carvedilol 6,25mg | Vién nén 36 [TCCS |[Hop 3 vix 10 VD-35057-21
thang vién
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91 |LevoBenserazid-VMG |Levodopa 100mg; [Vién nang 36 |TCCS [Hop 11 100 VD-35058-21
100/25 Benserazid (dwdi cung thang vién
dang Benserazid
hydroclorid
28,54mg) 25mg
92 |Linagliptin-VMG 5 Linagliptin Smg Vién nén bao| 36 |TCCS |Hop 1,3,10vi | VD-35059-21
phim thang x 10 vién
93 |Tenoxicam-VMG 20 Tenoxicam 20mg Vién nén bao| 36 |TCCS |Hop 3, 10vix | VD-35060-21
phim thang 10 vién
94 |Ursodeoxycholic Acid Vién nén bao| 36 |TCCS |[Hop3vix 10 | VD-35061-21
acid-VMG 300 ursodeoxycholic phim thang vién
300mg
39. Cong ty diing ky: Céng ty c6 phin dwoc pham Vinh Phac (P/c: S8 777 duwong Mé Linh,
Phueong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)
39.1 Nha san xuit: Cong ty co ph?ln dugc phém Vinh Phuc (P/c: Thon Mdu Théng, phuong
Khai Quang, thanh pho Vinh Yén, tinh Vinh Phuc - Viét Nam)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
: s X Sod k
STT Tén thuée Ham lirgng che tho |chuian| ddng goi o qang Ky
95 |Thiovin 300mg/10ml  |Acid thioctic Dung dich 24 |TCCS [Hop 2 vix 5 VD-35062-21
300mg/10ml tiém thang 6ng x 10ml
96 |Vinsalmol 5mg Salbutamol (du Dung dich 36 [TCCS [Hop4vix 5 VD-35063-21
dang Salbutamol tiém thang ong Sml; hop
sulfat) Smg/5ml 10 vix 5 bng
Sml
40. Cong ty ding ky: Cong ty ¢b phan dwoc pham Vii Duy (P/c: 41 duong Hiép Nhdt, P4, Q.
Tdn Binh, TP. HCM - Viét Nam)
40.1 Nha san xuat: Céng ty CP dwoc Vit tuy té Ha Nam (B/c: Cum cong nghiép Hodng Pong,
Duy Tién, Ha Nam - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
én thud - ang : $6 diing k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
97 |Fubyha 10mg Piroxicam 10mg Vién phan 36 |TCCS |Hop 1,2,3,5, | VD-35064-21
tan trong thang 10 vix 10 vién
nudce
98 |Fubyha 20mg Piroxicam 20mg Vién phan 36 |TCCS |Hop 1,2,3,5, | VD-35065-21
tan trong thang 10 vix 10 vién
nudc

41, Cong ty ding ky: Cong ty ¢b phan dwoc Phic Vinh (D/c: L6 CN 4-6.2 Khu Cong nghiép
Thach Thdt, Quéc Oai, xa Phimg Xa, huyén Thach T, hdt, Ha Noi - Viét Nam)
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41.1 Nha sin xuat: Cong ty cd phin dwgc Phitc Vinh (D/c: Lé CN 4-6.2 Khu Cong nghiép Thach
That, Quoc Oai, xd Phimg Xa, huyén Thach That, Ha N§i - Viét Nam)

. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Ten thuoc Ham lrgng ché tho |chuan|  déng géi o ang &y
99 |Acyclovir 200mg Acyclovir 200mg | Vién nén 36 |TCCS |Hop 3 vi,5vi | VD-35066-21
thang 10 vién

42. Céng ty diing ky: Cong ty cd phin dwoc trung wong Mediplantex (D/c: 358 Gidi Phong,
Phuong Liét, Thanh Xudn, Ha Ngi - Viét Nam)

42.1 Nha sin xufit: Céng ty ¢é phin dwoc trung wong Mediplantex (D/c: Nha mdy diwepc phdm
80 2 - Trung Hgu, Tién Phong, Mé Linh, Ha Noi - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céich £ .
STT Tén thude Ham lwgng ché tho | chuin dong goi 56 dang ky
100 [Esomeprazol Esomeprazol 40 mg |Vién nang 36 |TCCS [Hop 1 vi,3 vix| VD-35067-21
cung chira  [thang 10 vién
pellet bao
tan trong
Tudt

43. Cong ty diing ky: Cong ty co phian dwge Vacopharm (P/c: S6 59 Nguyén Hué, Phirong 1,
Théanh phé Tan An, Tinh Long An - Viét Nam)

43.1 Nha sin xuét: Cong ty c¢6 phin dwge Vacopharm (P/c: Km 1954, Quéc 16 14, P. Tén
Khanh, TP. Tdan An, Tinh Long An - Viéi Nam)

Ak Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £,
STT Tén thuée Ham lrgng ché thg |chuin| déng goi S0 diing ky
101 [iclofenac 50 Diclofenac natri Vién nén bao| 36 |TCCS |Hop 10 vi, 25 VD-35068-21
50mg phim tan thang vi x 4 vién; Hép
trong rudt 5,10, 100 vix
10 vién; Hop 5,
50 vix 20 vién;
Chai 100 vién;
Chai 200 vién;
Chai 500 vién
102 [H-Vacolaren Trimetazidin Vién nén bao| 36 |TCCS [Hop 03 vi, 10 VD-35069-21
dihydrochlorid phim thang vix 10 vién;
20mg hgp 02 vi, 50 vi
x 30 vién
103 |Vacocistin caps Carbocistein Vién nang 30 |TCCS |Hop 03 vi, 06 | VD-35070-21
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375mg

cltng

thang

vi, 10 vi, 20 vi,
100 vix 10

04 vi, 20 vi,
100 vix 15
vién; Chai 60
vién, 100 vién,
200 vién, 500
vién, 1000 vién

vién; Hop 02 vi,

44. Cong ty ding ky: Cong ty ¢6 phin dwoge vt te y t& Hai Dwong (D/e: 86 102 Chi Léing,
phieong Nguyvén Trdi, thimh pho Hai Dwong, tinh Hai Dieong - Viét Nam)

44.1 Nha sén xuéit: Céng ty c6 phin dwoe vat tw y t& Hai Dwong (D/c: S8 102 Chi Léng, phwong
Neuyén Trdi, thanh pho Hai Duong, tinh Hai Duwong - Viét Nam)

n A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv
STT Tén thuée Ham lwgng ché tho |chuin| déng goi o dang &y
104 |Zerdogyl Methocarbamol Dungdich | 36 [USP [Hap106ngx | VD-35071-21
1000mg/10ml thudc tiém  [thang|38 10 ml

44,2 Nha san xuat: Nha miy HDPHARMA EU-Céng ty cé phin duge VTYT Hai Duong (P/ec:
Thira dat so 307, cum Cong nghiép Cam Thuong, phirong Cam Thuong, Tp. Hai Duong, tinh Hai

Dicong - Viét Nam)

n A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv
STT Tén thuée Ham lirgng ché tho |chuéin| déng goi o dang &y
105 [Hadupred 16 Methylprednisolon |Vién nén 36 |TCCS [Hop 3 vi, 10vi | VD-35072-21
16 mg thang x 10 vién; Lo
100 vién, 200
vién, 500 vién
106 [Vitamin 3B Vitamin Bl 125mg; |Vién nén bao| 36 |TCCS [Hdp 10 vi, 50 VD-35073-21
Vitamin B6 125mg; |phim thang vix 10 vién

Vitamin B12
125mcg

45. Cong ty diing ky: Coéng ty c6 phin dwoc vt tu y té Nghé An (P/c: 68 - Nguyén Sy Sdch - TP.
Vinh - Tinh Nghé An - Viét Nam)

45.1 Nha san xuit: Céng ty c6 phin dwgc vét tw y t& Nghé An (P/c: 68 - Nguyén Sy Sdch - TP.
Vinh - Tinh Nghé An - Viét Nam)

STT

Tén thubc

Hoat chiit chinh -
Ham hrgng

Dang bao
ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

So ding ky
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107 [Mednason 16 Methylprednisolon | Vién nén 24 |TCCS [Hop 03 », 10 VD-35074-21
l6mg thang vix 10 vién

108 [Mednason 4 Methylprednisolon |Vién nén 24 |TCCS [Hop 03 vi, 10 VD-35075-21
4mg thang vix 10 vién

46. Cong ty ding ky: Céng ty cb phin hod-dwgec phdm Mekophar (D/c: 297/5 Ly Thuong Kiét,
Phuong 15, OQudn 11, Tp. H6 Chi Minh - Viét Nam)
46.1 Nha san xufit: Céng ty ¢é phin hoa-duge phim Mekophar (D/c: 297/5 Ly Thuong Kiét,
Phuong 15, Qudn 11, Tp. HO Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
109 |Acetate Ringer M5di 500ml chira; Dung dich 36 |TCCS |Chai 500ml VD-35076-21
Natri clorid 3g; Kali [tiém truyén |théng dung dich tiém
clorid 0,15g; Calci truyén
clorid (dudi dang
calci clorid dihydrat)
0,075g; Natri acetat
trihydrat 1,9g
110 |Aspinin pH8 Aspirin 500mg Vién nén bao| 36 |TCCS |Hop 5vi,20vi | VD-35077-21
phim tan thang x 10 vién
trong rudt
111 |Etodolmek 200 Etodolac 200mg Vién nén bao| 36 |TCCS [Hop 03 vix 10 | VD-35078-21
phim thang vién
46.2 Nha san xuit: Céng ty TNHH Mekophar (D/c: L6 I-9-5 Puong D2, Khu céng nghé cao,
Phuong Long Thanh MV, Qudn 9, TP. Ho Chi Minh - Viét Nam)
n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
112 |Chlorpheniramin 4 mg  [Chlorpheniramine [ Vién nén 24 |DBVN[HGp 05 vix 20 | VD-35079-21
maleate 4mg thang|V vién; Chai 100
vién
113 [Ethambutol 400 mg Ethambutol Vién nén bao| 24 |TCCS |Hop 01 ti 20 VD-35080-21
hydrochlorid 400mg |phim thang vix 10 vién;
Chai 60 vién
114 |Novomycine 3 M.IU Spiramycin Vién nén bao| 24 |DBVNHGp 02vix 05 | VD-35081-21
3.000.000 TU phim thang{V vién
115 [Ofloxacin 200mg Ofloxacin 200mg | Vién nén bao| 24 |TCCS [Hop 01 vi, 02 VD-35082-21
phim thang vi, 10 vix 10
vién
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47. Cong ty diing ky: Cong ty c6 phian Pymepharco (P/c: 166 - 170 Nguyén Hué, Thanh phd Tuy
Hoa, tinh Phu Yén - Viét Nam)

47.1 Nha san xufit: Cong ty ¢ phin Pymepharco (D/c: 166 - 170 Nguyén Hué, Thanh phd Tuy
Hoa, Tinh Phu Yén - Viét Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A K ] ang | b So ding k

STT Tén thuée Ham lrgng ché thg |chuin| déng géi o qang Ky
116 [Cetirizine EG 10 mg Cetirizin Vién nén bao| 36 |TCCS |Hop 2 vi, 10vi | VD-35083-21

dihydrochlorid phim thang x 10 vién; Hop

10mg 1 vix 15 vién
117 [Furocap 250 Cefuroxim (dudi Vién nén 36 IBP |Hop2vix5 VD-35084-21

dang Cefuroxim bao phim thang|2016 [vién

axetil 300,72mg)

250mg

48. Cong ty diing ky: Cong ty cb phan Samedco (P/c: 666/10/1 dirong 3/2, phicong 14, qudn 10,
TP. Ho Chi Minh - Viét Nam)

48.1 Nha san xuat: Cong ty ¢6 phin dwoc pham 2/9 (P/c: 930 C4, Puong C, Khu cong nghiép
Cat Ldi, Cum 2, phwrong Thanh My Loi, Qudn 2, TP. Ho Chi Minh - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach X s ;
. -s 2 So ding k
STT Tén thuée Ham lirgng che tho |chuian| ddng goi o dang &y
118 [Diovenor plus 10/10 Atorvastatin (dudi | Vién nén bao| 24 |TCCS [Hop3vix 10 | VD-35085-21
dang Atorvastatin  [phim thang vién
calci) 10mg;
Ezetimib 10 mg
119 [Diovenor Plus 40/10 Atorvastatin (dudi [ Vién nén bao| 24 |TCCS |[Hop 3 vix 10 VD-35086-21
dang Atorvastatin  |[phim thang vién
calci) 40 mg;
Ezetimib 10 mg
49, Cong ty ding ky: Cong ty c6 phan SPM (D/c: Lo 51- Puong s6 2- KCN Tdn Tao- P. Tin Tao
A, Q. Binh Tan- TP. HO Chi Minh - Viét Nam)
49.1 Nha san xufit: Cong ty c¢o phin SPM (Prc: L6 51- Puong sé 2- KCN Tan Tao- P. Tdn Tao A,
Q. Binh Tdn- TP. Ho Chi Minh - Viét Nam)
. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ oaxn
4 4 k
STT Ten thuoc Ham hrgng ché tho |chuan| déng gbi 50 diing ky
120 [Febuxostat SPM 80 Febuxostat 80mg Vién nén bao| 36 |[TCCS [Hop 3, 6 vix 10| VD-35087-21
phim thang vién; hgp 1, 3,6
vix 14 vién
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50. Cong ty ding ky: Cong ty c6 phan US Pharma Ha Nji (D/c: §6 1 Giang Vin Minh, phiwong

Kim Ma, qudn Ba Dinh, Ha Noi - Viét Nam)

50.1 Nha san xufit: Céng ty ¢6 phan dwoc vt tu y té Thai Binh (D/c: Km 4 duong Himg Virong
- T'P. Thai Binh - tinh Thai Binh - Viéf Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
n A ] ang | b So ding k
STT Tén thuée Ham lirgng che tho | chuan dong géi o qang Ky
121 [Omeprazol-US 40 Omeprazol (dudi Vién nang 36 |USP |Hop 3 vi,10vi | VD-35088-21
dang vi hat bao tan |cirng thang|40 x 10 vién; Lo
trong rudt chira 30 vién, Lo 100
omeprazol 12,5%) vién
40mg
51. Céng ty ding ky: Céng ty cd phin US Pharma USA (P/c: L6 BI-10, Puong D2, KCN Tdy
Biéic Cui Chi, T) p.H5 Chi Minh - Viét Nam)
51.1 Nha sdn xuét: Cong ty ¢6 phin US Pharma USA (P/c: Lé BI-10, Purong D2, KCN Tdy Bic
Cu Chi, Tp.Ho Chi Minh - Viét Nam)
n £ Hoat chit chinh - | Dang bao |Tudi| Tiu Quy cach S8 i ,
: : ding k
ST Tén thuoe Ham lwgng ché tho |chuin| dong géi o dans Xy
122 |Betahistine-US 24mg  |Betahistin Vién nén 36 |TCCS |[Hop 3 vi,5vi, | VD-35089-21
dihydrochlorid 24 thang 10 vix 10 vién
mg (vi Alu-PVC
hodc Alu-Alu).
Chai nhua 100
vién, 150 vién,
200 vién
123 [Docatnl 100 Racecadotril 100mg [Vién nang 36 |TCCS [Hop3vi,5vi, | VD-35090-21
cltng thang 10 vix 10 vién
(Alu-PVC hodc
Alu-Alu), Chai
nhya 50 vién,
100 vién, 200
vién
124 [Jotaxib 400-US Celecoxib 400mg | Vién nang 36 |TCCS |[Hop 3 vi,5vi, | VD-35091-21
cung thang 10 vix 10 vién
(vi Alu-PVC
hodc Alu-Alu);
Chai nhira 100
vién, 200 vién
125 |Vasconcor 2.5 Bisoprolol fumarat |Vién nén bao| 36 |TCCS |Hop 3 vi, 5 vi, | VD-35092-21
2,5 mg; phim thang 10 vix 10 vién

(vi Alu-Alu
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hoiéc Alu-PVC).
Chai 50 vién,
100 vién va 200
vién

52. Céng ty ding ky: Cong ty CP dwoe Vit tw y té Ha Nam (B/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)
52.1 Nha san xuat: Céng ty CP duogc Vit twy té Ha Nam (B/c: Cum cong nghiép Hoang Péng,
Duy Tién, Ha Nam - Viét Nam)

. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Ten thuoc Ham lrgng ché tho |chuan|  déng géi o ang &y
126 |Atmecin Aescin 40mg Vién nén bao| 36 |TCCS [Hop2,4,6,8, | VD-35093-21
tan trong thang 10 vix 10 vién
Tudt
127 |Escin Aescin 20mg Vién nén bao| 36 |TCCS [Hop2,4,6,8, | VD-35094-21
tan trong thang 10 vix 10 vién
rudt
128 |Leasol Mdi Sml chira: Dung dich 24 |TCCS [Hop 1 lo 30ml, | VD-35095-21
Dexamethason (dudi|udng thang 50ml, 150ml
dang Dexamethason
natri phosphat
2,63mg) 2mg
129 [Sovitex Solifenacin succinat [Vién nén bao| 24 |TCCS |Hop 3, 6 vi x 10| VD-35096-21
Smg phim thang vién
53. Céng ty ding ky: Céng ty Dwoe phim Liviat (D/c: Tdng 46, Toa nha Bitexco, s6 2 Hai Triéu,
phuwong Bén Nghé, qudn 1, TP. Ho6 Chi Minh - Viét Nam)
53.1 Nha san xuét: Céng ty c6 phén dwge phim Me Di Sun (B/c: $6 521, khu phé An Loi,
phuong Hoa Loi, thi xd Bén Cdi, tinh Binh Duong - Viét Nam)
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& diine kv
STT Tén thude Ham lwgng ché tho [chuin|  déng goi o qang &y
130 |Flibga 25 Meclizine 25 mg Vién nén 36 |TCCS [Hop3vix 10 | VD-35097-21
thang vién

54. Cong ty diing ky: Céng ty lién doanh Meyer-BPC (D/c: 643, quoc 16 60, phuwong Phii Tén,
thanh pho Bén Tre, tinh Ben tre - Viét Nam)

54.1 Nha san xuét: Céng ty lién doanh Meyer-BPC (D/c: 643, quoc 19 60, phirong Phi: Tén,
thanh pho Bén Tre, tinh Bén tre - Viét Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
én thud ; ang : S6 diing k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
131 [Lornomeyer 4 Lomoxicam 4mg Vién nén 36 |TCCS [Hop 03 vi, 10 VD-35098-21
thang vi x 10 vién;
Hép 01 chai
100 vién, 200
vién
132 |Mytofen 25 Dexketoprofen Vién nén bao| 36 |TCCS |Hop 3 vi, 10 vi | VD-35099-21
{dwdi dang phim thang x 10 vién
Dexketoprofen
trometamol) 25 mg
55. Cong ty dang ky: Cong ty Roussel Viét Nam (P/c. 702 Truong Sa, phwong 14, qudn 3, TP.
Ho Chi Minh - Viét Nam)
55.1 Nha san xuét: Cong ty Roussel Viét Nam (Bvc: 86 1, dwong s6 3, KCN Viét Nam Singapore,
Thudn An, Binh Duong - Viéi Nam)
. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Tén thude Ham lrong ché tho | chudn|  déng go6i o dang v
133 [Rocamid Loperamid Vién nang 36 |TCCS |Hop 10vix 10 | VD-35100-21
hydroclorid 2mg cung thang vién
56. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (P/c: Khu A, 56 18, duwong s6 09, dp 24,
xd Tan Thanh Tay, huyén Cu Chi, Tp. H6 Chi Minh - Viét Nam)
56.1 Nha sén xuét: Céng ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, dwcng s6 09, dp 24, xa
Tdan Thanh Tdy, huyén Cu Chi, Tp. H6 Chi Minh - Viét Nam)
n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
134 |Bivinadol extra Paracetamol 500mg; | Vién nén bao| 48 |TCCS [Hop 6 vi, 10vi | VD-35101-21
Caffein 65mg phim thang x 10 vién; Hop
15 vix 12 vién;
Chai 200 vién,
500 vién
135 |Coonspan 50 Sulpirid 50 mg Vién nang 36 |TCCS [Hop 3 vi, 10 vi | VD-35102-21
cing thang x 10 vién

57. Céng ty ding ky: Céng ty TNHH Céng nghé Dugce Minh An (D/c: S6 19D-TT5, KPT Tdy
Nam Linh Dam, Hoang Liét, Hoang Mai, Ha N¢i - Viét Nam)

57.1 Nha san xuﬁt:' Céng ty c6 phin dwge phim Trung wong 2 (P/c: L6 27 Khu cong nghiép
Ouang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Néi - Viét Nam)

Trang 24




: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A £ ] ang ! p Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
136 [Prednison 5 mg Prednison 5 mg Vién nén 36 |TCCS [Lo 1000 vién VD-35103-21
thang
58. Céng ty ding ky: Cong ty TNHH duoc phdm Anh Thy (D/c: D7 - t6 ddn phé Dinh Thén -
Phwong MV Dinh 1 - Qudn Nam Tir Liém - TP. Ha Noi - Viét Nam)
58.1 Nha sén xuét: Céng ty cé phin dwoe phim va sinh hoc y t& (D/c: L6 ITI-18 duong s6 13 -
Khu cong nghiép Tdan Binh - Qudn Tdan Phu - TP. Ho6 Chi Minh - Viét Nam)
n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine k¢
STT Ten thuse Ham lwgng ché tho [chuin|  déng goi o qang &y
137 [Herbotoz Acid alpha lipoic Vién nén bao| 36 |[TCCS [Hop 03 vix 10 | VD-35104-21
600mg phim thang vién; Hop 06 vi
x 10 vién
59. Céng ty ding ky: Cong ty TNHH duoc phim HQ (D/c: 229/C5 Khu d6 thi mdi Pai Kim, P.
Pai Kim, (). Hoang Mai, Ha N¢i - Viét Nam)
59.1 Nha sén xuét: Céng ty c¢6 phin dwoc phdm Trung wong 2 (D/c: L6 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Nji - Viét Nam)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach |
; ang | 1 Sé d
STT Tén thuée Ham lirgng che tho |chuian| ddng goi 0 dang ky
138 [Logulrant 60 Ticagrelor 60mg Vién nén bao| 36 |TCCS |[Hop 03 vix 10 | VD-35105-21
phim thang vién; hop 06 vi
x 10 vién
60. Céng ty diing ky: Céng ty TNHH Dwgc phiim Shinpoong Daewoo (D/c: S6 13, ducng 94,
Khu cong nghiép Bién Hoa I, Phirong An Binh, TP. Bién Hoa, tinh Dong Nai - Viét Nam)
60.1 Nha san xuat: Céng ty TNHH Dwoc pham Shinpoong Daewoo (P/c: S6 13, diwong 94, Khu
cong nghiép Bién Hoa II, Phuong An Binh, TP. Bién Hoa, tinh Dong Nai - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A £ ] ang ! p Sod k
STT Tén thuée Ham lugng che tho |chuian| ddng goi o qang Ky
139 |Mezental Mebendazol 500 mg | Vién nén 36 [TCCS |Hop 1vix 1 VD-35106-21
nhai thang vién, Hop | vix

2 vién, Hop 10
vix 1 vién
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61. Cong ty ding ky: Céng ty TNHH duge phim USA - NIC (USA - NIC Pharma) (D/c: Lo
11D dwong C - KCN Tdn Tao - Phuwong Tan Tgo A - Qudn Binh 1dn - TP. Ho Chi Minh - Viét Nam)

61.1 Nha san xuat: Céng ty TNHII dwgc pham USA - NIC (USA - NIC Pharma) (P/c: L6 11D
duwong C - KCN Tédn Tao - Phuong 1dn Tgo A - Qudn Binh 1dn - 1P. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 2 ,
¢ ¢ k
STT Tén thuoe Ham hrgng ché tho |chuan| déng gbi 50 diing ky
140 [Ciprofloxacin 500mg  |Ciprofloxacin (dwdi [Vién nén bao| 36 |TCCS |[Hép 10 vix 10 | VD-35107-21
dang Ciprofloxacin |phim thang vién; Chai 100
HCI) 500mg vién
141 [Devaligen F Paracetamol 500mg; | Vién nén 36 |TCCS |Hop 25 vix 20 | VD-35108-21
Clorpheniramin thiang vién; hp 25 vi
maleat 2mg xé X 4 vién
142 [Phaanedol 500 Paracetamol 500mg |Vién nén bao| 36 |TCCS |Hop 10 vix 10 | VD-35109-21
phim thang vién; Hop 10 vi
x 12 vién; Hop
15 vix 12 vién;
Chai 100 vién,
200 vién, 500
vién
143 |Tricalnic MObi géi 2,5g chita: Bt phahon | 36 [TCCS [Hop 10 g6, 20 | VD-35110-21
Calci (duéi dang dichudng |théang 261, 30g61, 50
tricalci phosphat) 201 2,5¢
600mg
62. Cong ty ding ky: Cong ty TNHH Hasan-Dermapharm (P/c: Puong 56 2 - Khu Cong nghiép
Dong An - Phuong Binh Hoa - Thi xd Thudn An - Tinh Binh Duong - Viét Nam)
62.1 Nha sin xuit: Cong ty TNHH Hasan-Dermapharm (P/c: Puong $6 2 - Khu Cong nghiép
Pong An - Phirong Binh Hoa - Thi xd Thudn An - Tinh Binh Dwong - Viét Nam)
n X Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 2 ,
¢ ¢ k
STT Tén thude Ham lwgng ché tho | chudn|  déng g6i 50 ding ky
144 [Hasancip 500 Ciprofloxacin (dudi | Vién nén bao| 36 |TCCS [Hop 03 vi, 05 VD-35111-21
dang Ciprofloxacin |phim thang vi, 10 vix 10
hydrochlorid) vién
500mg
145 [Maosenbo 62,5 Bosentan (dudi dang|Vién nén bao| 36 |[TCCS [Hop 01 vi, 03 VD-35112-21
Bosentan phim thang vi, 10vix 10
monohydrat) vién
62,5mg
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63. Cong ty diing ky: Cong ty TNHH LD Stada-Viét Nam. (P/c: K63/1 Nguyén Thi Séc, dp My
Hoa 2, xd Xudn Théi Dong, huyén Héc Mon, Tp. Ho Chi Minh - Viét Nam)

63.1 Nha san xuét: Chi nhanh céng ty TNHH Lién doanh Stada-Viét Nam (D/c: 56 40 dai 16 te
do, khu cong nghiép Viét Nam - Singapore, phirong An Phu, thi xd Thudn An, tinh Binh Duong -

Viér Nam)

n X Hoat chit chinh - | Dang bao |Tudi| Tidu Quy cach £ 2 ,
4 4 k
STT Ten thuoc Ham hrgng ché tho |chuan| déng gbi 50 ding ky
146 |Amioxilto 200 Amiodarone Vién nén 24 [TCCS [Hop 1 vi, 3 vix| VD-35113-21
hydrocloride 200mg thang 10 vién
64. Cong ty dang ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: L6 B -
theong s6 2 - Khu Cong nghiép Dong An - Thi xd Thudn An - Tinh Binh Drong - Viét Nam)
64.1 Nha sén xuét: Céng ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: L6 B -
DPuong s6 2 - Khu Cong nghiép Dong An - Thi xd Thudn An - Tinh Binh Dwong - Viét Nam)
A A Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ oo .
STT Ten thuoc Ham lwgng ché tho |chuan|  déng géi 56 dang ky
147 |[Chromios 30 Carbazochrom natri | Vién nén 36 |TCCS |Hop 03 vi, 05 VD-35114-21
sulfonat 30mg thang vi, 10 vix 10
vién
148 |Dermucoid cream Clobetasol propionat| Thuéc kem | 36 [TCCS [Hop 01 tuyp VD-35115-21
0,05% thang 15¢
149 [Hasanzol 40mg Pantoprazol natri Vién nén bao| 36 |TCCS |[Hop 03 vi, 05 | VD-35116-21
sesquihydrat (twong |phim tan thang vi, 10 vix 10
duong Pantoprazol |trong rudt vién
40mg) 45,15mg
150 |Mibeproxil 300 mg Tenofovir disoprosil | Vién nén bao[ 36 |TCCS [Hop 01 vi, 05 VD-35117-21
fumarat 300mg phim thang vi, 10 vi x 07
vién
151 [Okirat Gel Ketoprofen 2,5% Gel 36 |TCCS |Hop 01 tuyp VD-35118-21
thang 30g
152 |Zomisan 3.75 Zopiclone 3,75mg  [Viénnénbao| 36 |BP  |Hdp 03 vi, 05 VD-35119-21
phim thang|2019 |vi, 10 vix 10

vicn

65. Cong ty ding ky: Céng ty TNHH lién doanh Stellapharm (P/c: K63/1 Nguyén Thi Séc, dp
My Hoa 2, xd Xudn Thoi Dong, huyén Hoc Mon, Tp. H6 Chi Minh - Viét Nam)

65.1 Nha san xuat: Céng ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (0/c; §6 40 dai 16 te
do, khu céng nghiép Viét Nam - Singapore, phiwong An Phu, thi xd Thudn An, tinh Binh Duong -

Viér Nam)
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: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
A A A ang ! p Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
153 |Celecoxib 100 mg Celecoxib 100 mg | Vién nang 36 |TCCS |Hop 3, 6,10 vi | VD-35120-21
cing thang x 10 vién
154 |Celecoxib 200mg Celecoxib 200mg | Vién nang 36 |TCCS |Hop 3 vi- Hop | VD-35121-21
cung thang 6 vi-Hop 10 vi
x 10 vién
66. Céng ty ding ky: Céng ty TNHH san xuat duge phaim Medlac Pharma Italy (P/c: Khu
cong nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai l6 Thang Long, xd Ha
Bcing, Huyén Thach That, Ha Noi - Viét Nam)
66.1 Nha san xufit: Céng ty TNHH san xuit duoc pham Medlac Pharma Italy (P/c: Khu cong
nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Pai I6 Thang Long, xd Ha Bdng,
Huyén Thach That, Ha N¢gi - Viét Nam)
: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . ,
én thud ; ang : S6 diing k
STT Tén thuée Ham lrgng ché thg |chuin| déng géi o qang Ky
155 |Colistimed Colistin (dudi dang | Thube bot 36 |USP |Hop 1 lg, hop VD-35122-21
Colistimethat natri) |pha tiém thangfhién |10 lo.
4,5 MIU/lo hanh
156 [Medrokort 1000 Methylprednisolon |Thudc bét 36 |USP |Hop1lg; Hop | VD-35123-21
(dudi dang pha tiém thanglhién [101o; Hop 1 lo
Methylpredniselon hanh  |thudc bt pha
natri succinat) lg tiém + 1 ong
dung méi nurée
cat pha tiém
8ml
157 (Medrokort 125 Methylprednisolon Thude bot 36 (USP |[Hop1le; Hép | VD-35124-21
(dudi dang pha tiém thinglhién (10 lo; Hop 1 lo
Methylprednisolon hanh |thuoc bdt pha
natri succinat) tiém + 1 dng
125mg dung méi nurde
cat pha tiém
2ml
158 [Medrokort 40 Methylprednisolon |Thudc bét 36 |USP |Hop1lg;, Hop | VD-35125-21
(dudi dang pha tiém thanglhién [101o; Hop 1 lo
Methylpredniselon hanh  |thudc bt pha
natri succinat) 40mg tiém + 1 ong
dung méi nurée
cat pha tiém
Iml
159 [Medrokort 500 Methyl prednisolon Thude bot 36 |[USP |Hop1lg; Hop | VD-35126-21
(dudi dang Methyl  |pha tiém thang|/hién |10 19; Héop 1 lo
prednisolon natri hanh  |thudc bét pha
succinat) 500mg tiém + 1 Ong
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dung méi nurde
cét pha tiém
4ml

67. Cong ty ding ky: Cong ty TNHH Shine Pharma (P/c: 781/C2, Puwong Lé Hong Phong,
Phirong 12, Qudn 10, TP. Ho Chi Minh - Viét Nam)

67.1 Nha san xuat: Cong ty Co phan Thuong mai Dwec pham Quang Minh (P/c: S0 44 - Lo
Lu - P. Truong Thanh - Qudn 9 - TP. H6 Chi Minh - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
: s X Sod k
STT Tén thuée Ham lirgng che tho |chuian| ddng goi o qang Ky
160 |Dagasis Galantamin Vién nén 36 |TCCS [Hop3vix 10 | VD-35127-21
hydrobromid 5mg thang vién
161 [Runor 10 Rivaroxaban 10mg |Viénnén bao| 36 |TCCS [Hop 03 vix 10 | VD-35128-21
phim thang vién
68. Cong ty ding ky: Cong ty TNHH sinh duge phim Hera (P/c: L6 A17 KCN T Ha, P. Tt
Haq, TX Huwong Tra, Thua Thién Hué - Viét Nam)
68.1 Nha san xuat: Céng ty TNHH sinh dwoc pham Hera (P/c: L6 A17 KCN Tit Ha, P. Tt Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)
n A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv
STT Tén thuée Ham lirgng ché tho |chuéin| déng goi o dang &y
162 |Biovacor Pravastatin natri Vién nén 36 |TCCS [Hop 03 vix 10 | VD-35129-21
20mg thang vién
163 [Jadesilox Deferasirox 125mg | Vién nén 36 |TCCS |Hop 10vix 10 | VD-35130-21
phan tan thang vién
69. Céng ty ding ky: Céng ty TNHH SX-TM dwoc phim Thanh Nam (D/c: 86 34 - Duong
Bang Tal - Phuong Tdén Dinh - Qudn I - TP. Ho Chi Minh - Viét Nam)
69.1 Nha sén xuét: Chi nhanh céng ty TNHH SX-TM dwge phim Thanh Nam (D/c: 6 60 -
Dai lo Doc ldp - KCN Viét Nam-Singapore - Phuwong An Phu - Thi xd Thudn An - Tinh Binh Duong
- Viét Nam)
n A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv
STT Tén thuée Ham lirgng ché tho |chuéin| déng goi o dang &y
164 |Fedimtast Fexofanadin HCL. | Vién nén bao[ 36 |[TCCS [Hop3 vix 10 VD-35131-21
120mg phim thang vién; Hop 10 vi
x 10 vién
165 [Idolpalivic Paracetamol 325mg; | Vién nén bao| 36 |TCCS [Hop 10vix 10 | VD-35132-21
Ibuprofen 200mg  |phim thang vién; Lo 100

vicn
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166 |[Levofloxacin Levofloxacin (durdi | Vién nén baol 36 |TCCS [Hop 03 vix 10 | VD-35133-21
dang Levofloxacin |phim thang vién
hemihydrat) 250mg

167 |Lofencat Loxoprofen natri Vién nén 36 |TCCS [Hop 10vix 10 | VD-35134-21
(duoi dang thang vién
Loxoprofen natri
dihydrat) 60mg

168 |Perigolric Loperamid HCI 2mg|Vién nén 36 |TCCS |hop 10 vi, 50 vi| VD-35135-21

thang x 15 vién

169 |Tanacestor Rosuvastatin (dud1 | Vién nénbao| 36 |TCCS [Hop 02vix 14 | VD-35136-21
dang Rosuvastatin  |phim thang vién
calci) 10mg

170 |Tanacestor Rosuvastatin (dudi | Vién nénbao| 36 |TCCS [Hop 02 vix 14 | VD-35137-21
dang Rosuvastatin  |phim thang vién
calci) Smg

171 |Tanacitoux Eprazinon Vién nén bao| 36 |TCCS |[Hop 10vix 15 | VD-35138-21
dihydroclorid 50mg |phim thang vién

172 |Tanafadol Paracetamol 325mg | Vién nén bao| 36 |[TCCS [Lo 200 vién VD-35139-21

phim thing

173 |Vitamin C 250mg Acid Ascorbic Vién nén bao| 24 [TCCS |Lo 200 vién VD-35140-21

250mg phim thang

70. Céng ty diing ky: Cong ty TNHH thwong mai dich vu xiiy dumg sin xuit Jianan (D/c:
Phong 302, s6 7-9-11 Trdn Xudn Hoa, Phuong 07, Quan 5, TP. Ho Chi Minh - Viét Nam)
70.1 Nha sin xuét: Céng ty c6 phin Duwgc phim Phong Phii - Chi nhanh nha may

Usarichpharm (D/c: Lé 56 12 Ducmg 56 8, khu cong nghiép Tan Tao, phiecng Tdn Tao A, qudn
Binh Tdn, TP. Ho Chi Minh. - Viét Nam)

. X Hoat chit chinh - | Dang bao |Tudi| Tidgu | Quy cach . ,
: s X Sod k
STT Tén thuée Ham lirgng ché tho |chuan| déng géi o qang Ky
174 [King of Wigo Sildenafil (duai Vién nén 36 |TCCS [Hop 1vix 1 VD-35141-21
dang Sildenafil thang vién, 2 vién, 4
citrate 140,5mg) 100 vién, 6 vién, 7
mg vién
71. Céng ty ding ky: Céng ty TNHH thwong mai dwoe pham Quang Anh (D/c: 69/4/41 Duong
Truc, phwong 13, qudn Binh Thanh, Tp. Ho Chi Minh - Viét Nam)
71.1 Nha sin xuét: Cong ty CP duge Vat twy té Ha Nam (D/c: Cum cong nghiép Hoang Dong,
Duy Tién, Ha Nam - Viét Nam)
n £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach S8 diine kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o dang ky
175 |Dipatin Mbi ml dung dich  |Dung dich 24 |TCCS [Hap 20 bng x VD-35142-21
chita: Rupatadine  |udng thang 2.5ml, 5ml,
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(dudi dang

1,273mg) Img

Rupatadine fumarate

10ml; hop 1 lo
30ml, 60ml

72. Céng ty diing ky: Céng tv TNHH Thuong mai Dwoe Phit Lim Trang (B/c: S6 36, Nadch
93/20, phé Hoang Van Thai, phuong Khirong Trung, Quan Thanh Xudn, Ha N¢i - Viét Nam)

72.1 Nha sén xuét: Cong ty CP dwge Vit twy té Ha Nam (D/c: Cum céng nghiép Hoang Doéng,
Duy Tién, Ha Nam - Viét Nam)

A £ Hoat chét chinh - [ Dang bao Tubi| Tiéu Quy cich S .
: e p d k
STT Ten thube Ham lwong ché tho |chuan| dong goi ¢ cang &y
176 (Homikta Rupatadine (dudgi Vién nén 36 [TCCS |Hgp1,2,3vix| VD-35143-21
dang Rupatadine thang| 10 vién
fumarate 12,79mg)
10mg

73. Céng ty diing ky: Céng tv TNHH Y Duoc Quang Minh (D/c: Sé nha 3, ngdch 26/1 Phan
Dinh Giot, P. Phuong Liét, Q. Thanh Xudn, Tp. Ha Ngi - Viét Nam)

73.1 Nha san xuét: Cong ty ¢ phin dwge pham Ha Tay (B/c: T6 ddan phé s6 4 - P.La Khé -
Q.Ha Dong - Tp. Ha Noi - Viét Nam)

. z Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich Sé di .
: ang 1 f o ding k
STT Tén thube Ham lrgng ché tho |chuan| doéng géi By
177 |Parava Paracetamol 500mg [Vién nén 24 |TCCS [Hop 10 vix 10 | VD-35144-21
phén tan thang vién
178 |SM.Loratadin 10 Loratadin 10 mg Vién nén 24 [TCCS [Hop 3 vi, 6 vi, VD-35145-21
phéan tan thang 10 vix 10 vién
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Daoc lap - Tw do - Hanh phace

PHU LUC 11 DANH MUC 11 THUOC SAN XUAT TRONG NUGC PUQC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 169.1

Ban hanh kém theo Quyét dinh s6: 313../QD-QLD, ngay 03../06./2021.

1. Céng ty diing ky: Cong ty c6 phin cbng nghé sinh hoc dwoc Nanogen (P/c: L6 I - 5C Khu
Cong nghé cao, phwong Tdng Nhon Phu A, qudn 9, Tp. Ho Chi Minh - Viét Nam)

1.1 Nha san xuit: Cong ty ¢6 phan cong nghé sinh hoc duge Nanogen (D/c: L6 1- 5C Khu Cong
nghé cao, phuong Tang Nhon Phu A, qudn 9, Tp. H6 Chi Minh - Viét Nam)

o X Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach P
STT Tén thuoe Ham lrgng ché tho | chuén dong géi So dang ky
1 |Almecade Bortezomib 3,5 mg |Bgt dong 24 |ITCCS [Hop 1 1o VD3-116-21
khoé pha tiém|thang
2 |Apogem-2F Gemcitabin (dudi Bt dong 24 |TCCS [Hop 1 1g bot VD3-117-21
dang Gemeitabin  |kh6 pha thang dong khd pha
hydrochloride) truyen tinh truyen tinh
200mg mach mach
3 |Mediplatin-BP Carboplatin Dungdich | 24 (BP  |Hop 1lp45ml | VD3-118-21
450mg/45ml dam dic dé |thang|2020
pha tiém
truyen tinh
mach

2. Cong ty ding ky: Céng ty c6 phian Dwec Pai Nam (P/c: 2704 Ly Thuong Kiét, phieong 14,
qudn 10, TP. H6 Chi Minh - Viét Nam)

2.1 Nha sén xuét: Cong ty ¢6 phin dwgc Enlie (B/c: Puong NA6, KCN My Phiroc 2, phuong My
Phuoc, thi xd Bén Cat, Binh Duong - Viét Nam)

Ak Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cach P
STT Tén thuoc Ham lrgng ché tho |chudn|  déng goi So dang ky
4 |Fentania 10 Dapagliflozin (dudi [Vién nén bao| 36 |TCCS |Hop 2 vix 14 VD3-119-21
dang Dapagliflozin |phim thang vién; Hop 3 vix
propandiol 10 vién

monohydrat) 10mg

3. Céng ty dang ky: Cong ty co phan dwgc pham 2/9 (D/c: 299/22 Ly Thuong Kiét, Phicong 15,
Qudn 11, TP. Ho Chi Minh - Viét Nam)

Trang 1




3.1 Nha san xuat: Cong ty ¢6 phan dwoc pham 2/9 (B/c: 930 C4, Puwong C, Khu cong nghiép Cdt
Lai, Cum 2, phuwong Thanh My Loi, Qudn 2, TP HCM. - Viét Nam)

. x Hoat chét chinh - Dang bao Tudi| Tidu Quy cach S diine k
STT Ten thuoc Ham lrgng ché tho |chuan|  déng géi o ang &y
5 [Nady-Dapag 10 Dapagliflozin (duéi | Vién nén bao| 36 |TCCS [Hop 2 vix 14 VD3-120-21
dang Dapagliflozin |phim thang vién; Hop 3 vix
propanediol 10 vién; Hop 1
monohydrat) 10 mg chai 30 vién

4. Cong ty diing ky: Cong ty co phan dwoc pham Liviat (D/c: Tdng 46, toa nha Bitexco, s6 2 Hai
Triéu, Phuong Bén Nghé, Qudnl, TP. HCM - Viét Nam)

4.1 Nha san xuat: Cong ty ¢6 phan dwoc Enlie (D/c: Puong NA6, KON MY Phicée 2, phircmg My
Phuede, thi xd Bén Cdt, Binh Duwong - Viéi Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach F. ,
" A L ¢ls ! , k
STT Tén thuge Ham lirgng ché thg |chuin| déng goi 56 déing ky
6 |Lerfozi 50 Trazodone Vién nén bao| 36 |USP40|Hop 3 vix 10 VD3-121-21
hydrochloride 50mg |phim thang vién
5. Cong ty diing ky: Céng ty co phan dugc pham Trung wong I - Pharbaco (P/c: 160 Tén Piec
Thang - Ha N¢i - Viét Nam)
5.1 Nha san xuat: Cong ty o phan dwoc phém Trung wong I - Pharbaco (B/c: Thén Thach Loi,
x& Thanh Xudn, huyén Soc Son, TP. Ha Noi - Viét Nam)
n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ 2 ,
A e p k
STT Tén thuge Ham lrgng ché tho [chuin| ddng géi 50 ding ky
7 |Fabasofos 200mg Efavirenz 200mg | Vién nang 36 |TCCS |Hop 3 vix 10 VD3-122-21
cung thang vién

6. Cong ty ding ky: Céng ty ¢6 phin dwoc phidm Vimedimex 2 (D/c: Lé ddt N2, dieong TS 6,
KCN Tién Son, xd Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

6.1 Nha san xuit: Céng ty ¢6 phan duwoc phim Vimedimex 2 (P/e: L6 ddt N2, duong TS 6, KCN
Tién Son, xd Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

n A Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv

STT Tén thuée Ham lirgng ché tho |chuéin| déng goi o dang &y

8 |Entecavir-VMG 0.5 Entecavir 0,5mg Vién nén bao| 36 |TCCS [Hop 3 vix 10 VD3-123-21
phim thang vién
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9 [Ribavirin-VMG 200 Ribavirin 200mg Vién nén bao| 36 [TCCS [HOp 1 chai 42 VD3-124-21
phim thang vién

7. Céng ty ding ky: Cong ty C6 phén thwong mai Dwgc phidm PTA (D/c: Tang 2. s6 24 - LK9
Khu do thi Van Khé, Phuwong La Khé, Qudn Ha Déng, Ha Noi - Viét Nam)

7.1 Nha san xuét: Cong ty dwoe phim va thuwong mai Phwong Dong (TNHH) (D/c: IS 509, to
ban dé s6 01, cum CN Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bdac Ninh - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich

én thud . h S6 diing ky

STT Ten thude Ham lwong ché tho |chuan| déng géi o dang &y

10 |Tenogkay Tenofovir Vién nénbao| 36 |TCCS [Hop 3 vix 10 VD3-125-21
alafenamid (dudi phim thang vién

dang Tenofovir
alafenamid fumarat)
25mg

8. Céng ty ding ky: Cong ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, dwong s6 09, dp 24, xé
Tdn Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

8.1 Nha sin xuit: Coéng ty TNHH BRV Healthcare (D/c: Khu A, s6 18, dwong 56 09, d'p 24, xd
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cach

. , ! S0 diing ky

STT Tén thube Ham lwrong ché tho |chuin| dong géi 0 dang &Y

11 |Hepa-Taf Tenofovir Vién nén bao| 24 [TCCS [Hép 1 chai 30 VD3-126-21
alafenamide (duéi  |phim thang vién

dang Tenofovir
alafenamide
fumarate) 25mg

CUC TRUONG

Vii Tuin Cwong
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