BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
S6: 641 /QD-QLD Ha Ngi, ngay 01 thdang 11 nam 2021
QUYET PINH

vé viéc ban hanh danh muc 106 thudc san xuit trong nuoéc
dwgce cap giay dang ky lwu hanh tai Viét Nam - Dot 172

CUC TRUONG CUC QUAN LY DUQC

Can cu Luat Duoc SO’ 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chure nang, nhiém vu, quyen han va co cdu té chire ciia Bo Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trucng Bo Y té

quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cur Thong tw sO 29/2020/TT BYT ngay 31/12/2020 cua B¢ truong Bo Yte
sira doi, bé sung va bdi bé mét s6 vin ban quy pham phdp ludt do Bé triuong Bé Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y 1é
quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan 1y Dwroc
thuéc B Y té;

Can cit két ludgn cia Hoi dong tw van cdp gidy dang ky luu hanh thubce, nguyén
liéu lam thuoc - Bo Y té;

Xét d@é nghi ciia Trwong phong Dang ky thuée, Cuc Qudn Iy Durgc,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay Danh muc 106 thudc san xuét trong
nuée duoc cap gidy diang ky luu hanh tai Viét Nam - Dot 172, cu thé:

1. Danh myc 100 thudc san xuét trong nuée duge cip gidy dang ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thudce tai Danh muc nay co s6 ding
ky voi ky hiéu VD-...-21 va hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 06 thudc san xuat trong nudc dugc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Céc thudc tai Danh muc nay co s6
dang ky vai ky higu VD3-...-21 va hiéu lyc 03 ndm ké tir ngay ky ban hanh Quyét dinh
nay.

Piéu 2. Co sd san xudt va co sé dang ky thude c6 trach nhiém:

1. San xuat thudc theo diing cac ho so, tai lidu di dang ky v6i Bo Y té va phai in
s6 dang ky duoc Bo Y té Viét Nam cip 1én nhén thude.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét dic
biét phu hop véi pham vi hoat dong cia co s¢ dap tng quy dinh tai khoan 5 Diéu 143
Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ciia Chinh pha quy dinh chi tiét mot sb
diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong BO Y té quy dinh vé chat
luong thube, nguyén liéu lam thude.
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4. Thuc hién, phdi hop véi co s& nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dugc veé viée kiém tra
chat lugng nguyén liéu 1am thuc nhom sartan ddi véi cac thude thudc danh muyc tai
Diéu 1 c¢6 chtra duoc chit thudc nhém sartan.

5. Cap nhat nhin thudc, t& hudng din st dung thude theo quy dinh tai Thong tur
s6 01/2018/TT-BYT ngay 18/01/2018 ciia B6 truong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va to huéng dan st dung thudc trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thic thay dbi, bé sung gidy ding ky luu hanh
thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thubc va Théng tu sb
29/2020/TT-BYT ngay 31/12/2020 cta Bo trudng BO Y té sira doi, bd sung va bai bo
mot s6 van ban quy pham phap luat do Bo truéng BO Y té ban hanh, lién tich ban hanh.

6. Phdi hop véi cac co s didu tri dé thyc hién theo dung cac quy dinh hién hanh
vé thudc ké don, theo d6i an toan, hi€u qua, tac dung khong mong muén cua thudc trén
ngudi Viét Nam va tong hop, bao cio theo quy dinh tai Diéu 5 Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 cta Bo trudng BO Y té quy dinh viée dang ky luu hanh thude,
nguyén liéu lam thudc ddi véi cac thude thudc Phu luc IT ban hanh kém theo Quyét dinh
nay (giy dang ky Iuu hanh c6 ky hiéu VD3-.....-21).

7. Co s6 ding ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu lyc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co s dang ky phai 6 trach nhiém thuc hién
thay ddi co s& ding ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018
cia Bo truong Bo Y té quy dinh vi¢c dang ky luu hanh thudc, nguyén liéu lam thudc
trong thoi han 30 ngay ké tur ‘ngay co s dang ky khong con du diéu kién hoat dong.

8. Co & san xuét thuoc phai bao dam cac diéu kién hoat dong cuia co s& san xuét
trong thoi han hiéu luc cta gidy dang ky luu hanh thude, nguyén liéu lam thudc.

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

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thuéc Trung wong va Giam
dbc co s6 san xudt va co so dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu biéu 4;

- Bo truong BYT (de b/c);

- TT. Truong Qubc Cuong (dé b/c);

- Cuc Quany - Bo Quéc phong, Cuc Y té - Bo Cong an;
- Cuc Y t& GTVT - Bo Giao thong vén tii;

- Téng Cuc Hai quan - B6 Tai chinh;

- Bao hlem x4 hoi Viét Nam; N o~
-BOY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra B9, Van Y=~ .

phong HDPTV cip GDKLH thudc, NLLT; Vi Tuan Cu’(‘)’ng
- Vién KN thube TU, Vién KN thudc TP, HCM;

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

- Céac Bénh vién, Vién co giuong bénh truc thuoc Bo Y té;

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

- Luu: VT, BKT(10b).
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BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

PHU LUCI _ _
DANH MUC 100 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 172

Ban hanh kém theo Quyét dinh sb: 641...../QD-QLD, ngay 01../11../2021.

1. Cong ty dang ky: Cong ty ¢6 phan dwoc - trang thiét bi y té Binh Dinh (Bidiphar) (P/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Pinh - Viét Nam)

1.1 Nha san xuét: Cong ty c6 phin dwgc - trang thiét bi y té Binh Pinh (Bidiphar) (P/c: 498

Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Binh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thuoc Ham lwgng ché tho | chuén| dong géi o dansgy
1 |Bifolox 200 mg/ 100ml [Mdi 100ml chua: Dung dich 36 [TCCS |Hop 1 chaix VD-35405-21
Ofloxacin 200 mg  |tiém truyeén [thang 100ml; Chai
100ml
2 [Bifopezon 2g Cefoperazon (dudi |Bot phatiém| 24 |[USP |Hop 1,5,1010 [ VD-35406-21
dang Cefoperazon thang[hién
natri) 2g hanh
3 |Bilodes 0,5mg/ml Desloratadin Dung dich 24 |TCCS [Hop I chaix VD-35407-21
0,5mg/ml uong thang] 30ml, 50ml,
60ml, 100ml
4 [Moxifloxacin Bidiphar [M&i 100ml chtra: Dung dich 24 |TCCS [Hop 1 chai VD-35408-21
400mg/100ml Moxifloxacin (dudi |tiém truyén [thang 100ml; Chai
dang Moxifloxacin 100ml
hydroclorid) 400mg

2. Cong ty ding ky: Cong ty cd phin dwgc Apimed. (D/c: 263/9 Ly Thuong Kiét, phuong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)

2.1 Nha san xuét: Cong ty c6 phin dwoc Apimed (D/c: Duwong N1, cum cong nghiép Phii Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

n £ Hoat chét chinh - | Dang bao |[Tudi| Tiéu | Quy céich S6 ding kv
STT Tén thuoc Ham lwong ché tho |chuin|  dong goi 8%y

5 |Apinyl Mbi Sml siro chtra: |Siro 24 [TCCS [Hop 1 chaix 30 VD-35409-21
Terbutalin sulfat thang] ml, 60 ml, 100
1,5mg; Guaifenesin ml
66,5mg

6 |Etodax 400 Etodolac 400mg Vién nén bao| 36 [TCCS [Hop 3 vi, 10 vi | VD-35410-21

phim thang] x 10 vién. Hop

Trang 1
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1 chai 100 vién,
200 vién

3. Cong ty dang ky: Cong ty Co phan dugc Medipharco (D/c: S6 8, Nguyén Truong To, phwong
Phuoc Vinh, TP. Hué, tinh Thira Thién Hue - Viét Nam)

3.1 Nha san xuit: Cong ty Co phan dwgc Medipharco (D/c: S6 8, Nguyén Truong Té, phuwong
Phuoc Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)

A I Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé diine kv
STT Tén thuoc Ham lwgng ché tho |chuidn| déng goi 0 dans &y

7 |Perindopril 2 Perindopril erbumin |Vién nén 24 [TCCS |Hop 03 vix 10 | VD-35411-21
2mg thang vién

8 [Perindopril 4 Perindopril erbumin |Vién nén 24 [TCCS |Hop 03vix 10 | VD-35412-21
4mg thang vién

9 [Perindopril 8 Perindopril erbumin |Vién nén 24 [TCCS |Hop 03 vix 10 | VD-35413-21
8mg thang vién

10 |Pesancidin-H Moi 1g chtra: Acid [Kem boida | 36 |TCCS |Hop 01 tuyp Sg,| VD-35414-21
fusidic 100mg; thang] 10g, 15g, 30g
Hydrocortison acetat
50mg

11 |Rosuvastatin 10 Rosuvastatin (duéi | Vién nén bao| 36 |TCCS |[Hop 03 vix 10 | VD-35415-21
dang Rosuvastatin  [phim thang vién
calci) 10mg

12 |Rosuvastatin 20 Rosuvastatin (duéi | Vién nén bao| 36 |TCCS |[Hop 03 vix 10 | VD-35416-21
dang Rosuvastatin  [phim thang vién
calci) 20mg

13 [Rosuvastatin 5 Rosuvastatin (dudi [ Vién nén bao| 36 [TCCS |[Hop 03 vix 10 [ VD-35417-21
dang Rosuvastatin  |phim thang vién

calci) Smg

4. Cong ty ding Ky: Cong ty c6 phan Dwoc Minh Hai (P/c: 322 Ly Van Lam, Phuong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)
4.1 Nha san xuit: Cong ty c6 phan Dwoc Minh Hai (B/c: 322 Ly Vin Lam, Phwong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach £ as ,
STT Tén thude Ham lwgng clglé tho | chuin d()zg goi 50 dang ky
14 [Polymexi Mbi lo 5ml chira: Dung dich 36 |TCCS |Hop 1 chai 5ml,| VD-35418-21
Chloramphenicol nho mit, thang 10ml, 15ml
25mg; milii, tai
Dexamethason natri
phosphat 2,5mg;
Naphazolin
hydrochlorid 2,5mg

Trang 2
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5. Cong ty diing ky: Cong ty co phan dwgc m§y pham Bio An (P/c: S6 2/115, ngé 2, dwong Pinh
Cong Thuong, P. Binh Cong, Q. Hoang Mai, Ha Noi - Viét Nam)
5.1 Nha san xuét: Cong ty dwoc pham va thwong mai Phuong Pong - (TNHH) (D/c: TS 509, to
ban do so 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé da .
. <5 2 0 dang k
STT Tén thuoe Ham luwgng ché tho [chuan| dong goi &Y
15 |Anbabrom M0i 5 ml chira: D}mg dich 36 |TCCS H(}p 4vi,6 vix| VD-35419-21
Bromhexin uong thang 5 ong 5ml
hydrochlorid 8 mg

6. Cong ty dang ky: Cong ty ¢6 phan dwgc pham 3/2 (B/c: 601 Cich Mang Théang Tdm, Phirong
15, Quan 10, TP. H6 Chi Minh - Viét Nam)
6.1 Nha sin xuit: Cong ty Co phan Dwgc pham 3/2 (D/c: S6 930 C2, Puong C, KCN Cit Ldi -
Cum II, Phuong Thanh My Loi, Quan 2, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S diing kv
STT Tén thude Ham lwong ché tho | chudn|  dong goi 8%y
16 |Paracetamol 500 mg Paracetamol 500 mg | Vién nén bao| 36 |TCCS |[Hop 10 vix 10 | VD-35420-21
phim thang vién; Chai 500

vién

7. Cong ty ding ky: Cong ty ¢ phin dwgc pham Ampharco U.S.A (B/c: KCN Nhon Trach 3, xd
Hiép Phuoc, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

7.1 Nha san xuit: Cong ty c6 phan dwge pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, xa
Hiép Phuoc, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I h 0 dang k
STT Tén thude Ham luwgng ché tho | chuan| doéng géi gy
17 [Maxxwomen Plus Acid Alendronic Vién nén bao| 18 |TCCS [Hop 1 vi, 3 vi, | VD-35421-21
(duoi dang phim thang 6 vi x 4 vién

Alendronat natri
trihydrat 91,37mg)
70 mg;
Colecalciferol
28mg

8. Cong ty dang ky: Cong ty Co phan Dwoc pham An Thién (B/c: 314 Béng Sao, Phurong 5,
Qudn 8, TP. Ho Chi Minh - Viét Nam)

Trang 3
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8.1 Nha sin xuét: Cong ty C6 phin Dugc phim An Thién (B/c: L6 C16, duong so 9, KCN Hiép
Phuoe, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé diine kv
STT Tén thude Ham lwgng ché tho | chuén| dong géi o dang iy
18 [A.T Mometasone furoate|Mometason furoat |Kemboida | 36 |TCCS [Hop 1 tuyp 10g,| VD-35422-21
0,1% 0,1% thang] 15g, 20g, 30g
19 [Atihepam 3000 Mbi goi Sg chira: Cém pha 36 [TCCS |Hop 10 goi, 20 | VD-35423-21
L-Ornithin - dung dich  |thang 261, 30 go6i, 50
L-Aspartat 3g uong g6i x 5g
20 |Citicolin A.T Moi 4ml chira: Dung dich 36 |TCCS |Hop 5 6r;g, 10 | VD-35424-21
1000mg/4ml Citicolin (duéi dang [tiém thang ong, 20 ong x
Citicolin sodium) 4ml
1000mg
21 |Enoclog 20mg Rivaroxaban 20mg |Vién nén bao| 36 |TCCS |Hop 2,3,5,10 | VD-35425-21
phim thang vi x 10 vién;
Hop 1 chai 30,
60, 100 vién

9. Cong ty ding ky: Cong ty Cé phan Dwoc phidm Boston Viét Nam (D/c: S6 43 dirong 56 8,
KCN Viét Nam - Singapore, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duong - Viét Nam)

9.1 Nha san xuit: Cong ty Co phan Dwoc phim Boston Viét Nam (P/c: S6 43 dwong s6 8, KCN

Viét Nam - Singapore, phwong Binh Hoa, thanh phé Thudn An, tinh Binh Dwong - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S6 diing kv
STT Tén thude Ham lwgng ché tho | chuin déng géi ¢ dang &y
22 |Bosditen 400 Cefditoren (dudi Vién nén bao| 36 |TCCS [Hop1,2,3,5, | VD-35426-21
dang Cefditoren phim thang 10 vix 10 vién
Pivoxil) 400mg
23 |Bosditen 50 sachet Mbi géi 1,5g chira: Cém pha 36 |TCCS |Hop 12, 20,21, | VD-35427-21
Cefditoren (dudi hon dich thang 24,30 goi x
dang Cefditoren uong 1,5¢
Pivoxil) 50mg
24 [Bosdogyl Spiramycin 750.000 |Vién nén bao| 36 |TCCS |Hop 2 vi, S vi, | VD-35428-21
IU; Metronidazol  [phim thang 10 vix 10 vién
125mg
25 |Bosdogyl F Spiramycin Vién nén bao| 36 [TCCS [Hop 2 vi, 5vi, | VD-35429-21
1.500.000 IU; phim thang 10 vi x 10 vién
Metronidazol
250mg

Trang 4
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26

27

28

29

30

31

32

Boszapin 10
Boszapin 2.5
Boszapin 5

Boszapin 7.5

Cebiat 200

Cebiat 400

Cebiat 90 sachet

Olanzapin 10mg
Olanzapin 2,5mg
Olanzapin Smg

Olanzapin 7,5mg

Ceftibuten (duéi
dang Ceftibuten
dihydrat) 200mg

Ceftibuten 400mg

Moi goi 1,5g chira:
Ceftibuten (duéi
dang Ceftibuten
dihyrat) 90mg

Vién nén bao
phim

Vién nén bao
phim

Vién nén bao
phim

Vién nén bao
phim

Vién nang
cung

Vién nang
cung
Cbm pha

h(:’)n dich
uong

36

thang|’

36
thang]
36
thang]
36
thang
36
thang]

36
thang

36
thang]

TCCS

TCCS

TCCS

TCCS

TCCS

TCCS

TCCS

Hop 3 vi, 5 vi,
10 vi x 10 vién
Hop 3 vi, 5 vi,
10 vi x 10 vién
Hop 3 vi, 5 vi,
10 vi x 10 vién
Hop 3 vi, 5 vi,
10 vi x 10 vién
Hop 01 vi, 02
vi, 03 vi, 05 vi,
10 vi x 10 vién
Hop 01 vi, 02
vi, 03 vi, 05 vi,
10 vi x 10 vién
Hop 10, 14, 20,
24 gbi x 1,5g

VD-35430-21

VD-35431-21

VD-35432-21

VD-35433-21

VD-35434-21

VD-35435-21

VD-35436-21

10. Cong ty dang ky: Cong ty ¢6 phan Dwoc phadm Ciru Long (P/c: S6 150 dwong 14 thing 9,
phwong 5, thanh pho Vinh Long, Tinh Vinh Long - Viét Nam)
10.1 Nha san xuét: Cong ty ¢6 phan Dugc phim Ciru Long (B/c: S6 150 dwong 14 thang 9,
phwong 5, thanh pho Vinh Long, Tinh Vinh Long - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thuoc Ham lugng ché tho | chuin déng géi 0 dans Xy
33 [Carbocistein 375 caps  [Carbocistein 375mg | Vién nang 36 [TCCS |Hop3,10vix | VD-35437-21
cung thang 10 vién
34 |Nootripam Plus Piracetam 400 mg; |Vién nang 36 |TCCS |Hop3 vix 10 VD-35438-21
Cinarizin 25 mg cung thang vién

11. Cong ty dang ky: Cong ty Co phén Duoc Phém Duoc liéu Pharmedic (B/c: 367 Nguyén
Trai, phwong Nguyén Cu Trinh, Quan 1, TP. Ho Chi Minh - Viét Nam)

11.1 Nha san xuét: Cong ty cd phan dwgc phﬁm‘dqu’c liéu Pharmedic (P/c: 1/67 Nguyén Vin
Qua, phwong Pong Hung Thudn, Quan 12, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lwgng ché tho | chuin déng géi 0 dans Xy
35 |Bromhexfar Bromhexin Vién nén 24 |TCCS [Hop 3 vix 10 VD-35439-21
hydroclorid 8 mg thang vién; Hop 10 vi

x 10 vién

12. Cong ty ding ky: Cong ty ¢6 phin dwge phim Generic (B/c: Cum 9, xd Duyén Thdi, huyén
Thuwong Tin, TP. Ha N¢i - Viét Nam)

Trang 5
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12.1 Nha san xuét: Cong ty c6 phan dwoc vat twy té Nghé An (P/c: 68 - Neuyén Sy Sdch - TP.
Vinh - Tinh Nghé An - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. s P 0 dang k
STT Tén thuoc Ham lwong ché tho (chuan| doéng géi 8%y
36 |Doxasin 2 Doxazosin (dudi Vién nén 36 [TCCS |Hop 03 vix 10 | VD-35440-21
dang Doxazosin thang vién

mesylate) 2mg

13. Cong ty ding ky: Cong ty ¢6 phin dwgc phim Gia Nguyén (P/c: Puong YP6, KCN Yén

Phong, xd Déng Phong, huyén Yén Phong, tinh Bdc Ninh - Viét Nam)

13.1 Nha san xuét: Cong ty ¢6 phan dwoc phim Gia Nguyén (B/c: Puong YP6, KCN Yén

Phong, xd Péng Phong, huyén Yén Phong, tinh Bdc Ninh - Viét Nam)

A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S8 dine kv
STT Tén thuoc Ham luwgng ché tho | chuian| dong géi o dang iy
37 |Ibufo Ibuprofen Hfm dich 24 [TCCS |Hop 1 1o x 60 VD-35441-21
100mg/5ml uong thang ml, 100 ml

14. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm Imexpharm (B/c: S6 04, dwong 30/4, Phuong

1, Tp. Cao Lanh, Tinh Pong Thdp - Viét Nam)

14.1 Nha san x1,1?’1t: Chi nhanh Cong ty CPDP Imexpharm-Nha may cong ngh¢ cao Binh
Dwong (D/c: So 21, dwong so 4, khu cong nghiép Viét Nam-Singapore II, phwong Hoa Phu, Tp.

Thii Dau Mét, tinh Binh Dwong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach £ ax .
STT Tén thude Ham lwgng ché tho | chuén| dong géi S0 ding ky
38 |[Levofloxacin Levofloxacin (duéi [Dung dich 24 (JP Hop 5 tui, 10 VD-35442-21
500mg/100ml dang Levofloxacin [tiém truyén |thangfhién [ti nhom x 01
hemihydrat) hanh [chai 100ml
500mg/100ml
39 [Teicoplanin 200mg Teicoplanin 200mg [B&t dong 24 |Dugc [(Hop 01 lo, 05 VD-35443-21
kho pha tiém|thang|dién |lo, 10 lo
An do
hién
hanh
40 |[Vancomycin 500mg Vancomycin (dudi |Bot dong 24 [USP |Hop 01 1o, 05 VD-35444-21
dang Vancomycin |kho pha thangfhién |lo, 1010
hydrochlorid) dung dich hanh
500mg twong dwong |tiém truyén
500.000 IU
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14.2 Nha san xuét: Cong ty ¢6 phian dwoc phdm Imexpharm (P/c: S6 04, dwong 30/4, Phuong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. s P 0 dang k
STT Tén thuoc Ham lwong ché tho (chuan| doéng géi 8%y
41 |Escin 20mg Escin 20mg Vién nén bao| 24 |TCCS |Hop 01 vi, 03 VD-35445-21
tan trong thang vi, 06 vi, 10 vi
rudt x 10 vién

15. Cong ty dang ky: Cong ty ¢6 phin dwgc phim Khanh Hoa (P/c: 74 Puong Thong Nhit, P.
Van Thang, TP. Nha Trang, Tinh Khanh Hoa - Viét Nam)

15.1 Nha sin xuét: Cong ty c6 phan dwgc pham Khanh Hoa (D/c: Duong 2 thing 4, khom Dong
Bac, phuong Vinh Hoa, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

A £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich S8 dine kv
STT Tén thuoc Ham luwgng ché tho |chuidn| déng goi 0 dans &y
42 |Gemfibrozil 600mg Gemfibrozil 600mg [Vién nén bao| 36 [TCCS |Hop 3 vi, 6 vi, | VD-35446-21
phim thang 10 vi x 10 vién;

Chai 200 vién

16. Cong ty dang ky: Cong ty ¢6 phin dwgc phdm Me Di Sun (P/c: 521, khu phé An Lo,
phuwong Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

16.1 Nha san xu?i’:: Cong ty ¢6 phan dwoc pham Me Di Sun (B/c: 521, khu phé An Loi, phuong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I b 0 dang k
STT Tén thuoc Ham lwong ché tho | chuan| déng goi gy
43 [Hardypen Ticagrelor 90 mg Vién nén bao| 36 [TCCS [Hop 10 vi, 03 VD-35447-21
phim thang vi x 10 vién

17. Céng ty ding ky: Cong ty Co phin Dwgc pham OPV (b/c: 56 27, Puong 34, KCN Bién Hoa
1I, Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

17.1 Nha san xuét: Cong ty C6 phan Dwoc pham OPV (B/c: S6 27, Puong 34, KCN Bién Hoa

II, Phwong An Binh, thanh phé Bién Hoa, tinh Pong Nai. - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. s P 0 dang k
STT Tén thuoc Ham luong ché tho |chuan| déng géi 8%y
44 [Lodimax 5 Amlodipin (dudi Vién nén 36 [TCCS |Hop2vix 10 VD-35448-21
dang Amlodipin bao phim thang vién
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|besilat) Smg

18. Cong ty ding ky: Cong ty c6 phian Duoc phfim Phwong Pong (P/c: Lé s6 7, dwong s 2,
KCN. Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)
18.1 Nha san xuét: Cong ty cd phan Du’(.)’c‘phz;lm Phwong Pong (B/c: L6 s6 7, dwong s6 2, KCN.
Tan Tao, P. Tan Tao A, Q. Binh Tdn, TP. Ho Chi Minh - Viét Nam)

. % Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich S8 di ,
. s 2 0 dang k
STT Tén thude Ham lwong ché tho (chuan| doéng géi gRy
45 |Nausho Pregabalin 75 mg | Vién nang 36 |TCCS |Hop 3 vi, 6 vi, | VD-35449-21
cung thang] 10 vix 10 vién

19. Cong ty dang ky: Cong ty ¢6 phan dwoc phim Quang Binh (B/c: 46 Puong Hitu Nghi -
Phwong Bac Ly - TP. Dong Hoi - Tinh Quang Binh - Viét Nam)
19.1 Nha san Xuét: Cong ty ¢6 phan dwoc phdm Quang Binh (P/c: 46 Puong Hitu Nghi -
Phuong Bac Ly - TP. Bong Hoi - Tinh Quang Binh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S diing kv
STT Tén thude Ham lwong ché tho | chuin|  dong goi 8%y
46 |Quanazol Miconazol nitrat 2% | Thuéc kem | 36 [TCCS [Hop 1 tuyp x 10| VD-35450-21
boi da thang g2, 15¢,30¢g

20. Cong ty diing ky: Céng ty c6 phin dwgc pham SaVi (B/c: L6 Z 01-02-03a KCN trong KCX
Tan Thudn, phwong Tan Thudn Pong, qudn 7, Tp. Ho Chi Minh - Viét Nam)
20.1 Nha san xuét: Cong ty c¢6 phin duoc phﬁl‘n SaVi (D/c: Lo Z 01-02-03a KCN trong KCX Tan
Thuan, phwong Tan Thuan Dong, quan 7, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé da .
. s 2 0 dang k
STT Tén thuoc Ham luwgng ché tho (chuan| dong goi &Y
47 [SaVi Ivabradine 5 Ivabradin (duéi Vién nén bao| 36 [TCCS [Hop 5 vix 10 VD-35451-21
dang Ivabradin phim thang] vién

hydrochlorid) 5mg

21. Cong ty ding ky: Cong ty C6 phan Dwgc pham Tenamyd (P/c: L6 Y.01-024 dwong Tan
Thudan, KCN/KCX Tan Thudn, Phwong Tan Thudn Dong, Quan 7, TP. Ho Chi Minh. - Viét Nam)
21.1 Nha san xuét: Cong ty C6 phan Dwoc phdm Tenamyd (B/c: L6 Y.01-024 duong Tdn
Thudan, KCN/KCX Tan Thudn, Phwong Tan Thudn Dong, Qudn 7, TP. Ho Chi Minh. - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky
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48 |Cefopefast-S 1000 Cefoperazon (dudi |Bot phatiém| 24 |TCCS |Hop 11, 1010 [ VD-35452-21
dang Cefoperazon thang
natri) 500mg;
Sulbactam (dudi
dang Sulbactam
sodium) 500mg
49 [Cefopefast-S 2000 Cefoperazon (dudi [Bot phatiém| 24 [TCCS |Hop 119, 1010 [ VD-35453-21
dang Cefoperazon thang
natri) 1000mg;
Sulbactam (duéi
dang Sulbactam
sodium) 1000mg
50 |Tenadol 1000 Cefamandol (du6i Bt phatiém| 24 |[TCCS |Hop 1,10 19 VD-35454-21
dang Cefamandol thang
nafat) 1000mg
51 |Tenadol 2000 Cefamandol (dudéi  [Bot phatiém| 24 [TCCS [Hop 1,10 lo VD-35455-21
dang Cefamandol thang
nafat) 2000mg
52 |Tenadol 500 Cefamandol (du6i Bt phatiém| 24 |[TCCS |Hop 1,10 19 VD-35456-21
dang Cefamandol thang
nafat) 1000mg
22. Cong ty diing ky: Cong ty c6 phin dwoc pham Trung wong I - Pharbaco (B/c: 160 Ton Pirc
Thang, Qudn Pong Da, Tp. Ha Noi - Viét Nam)
22.1 Nha sén Xuét: Cong ty ¢ ph?m dwoc pham Trung wong I - Pharbaco (D/c: Thon Thach
Loi, xa Thanh Xudn, huyén Soc Son, TP. Ha Ngi - Viét Nam)
A £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S6 ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi ¢ dang &y
53 [Phabazosin 300 Ursodeoxycholic Vién nang 36 [TCCS |Hop 10vix 10 | VD-35457-21
acid 300mg cung thang vién
23. Cong ty ding ky: Cong ty c6 phian dwoc pham va sinh hoc y té (D/c: S6 31 - Puong Ngé
Thoi Nhiém - Phuong 6 - Qudan 3 - TP. Ho Chi Minh - Viét Nam)
23.1 Nha sén xuit: Cong ty co phan dwoc pham va sinh hoc y té (B/c: L6 11118 dwong sé 13 -
Khu cong nghiép Tan Binh - Quan Tan Phu - TP. Ho Chi Minh - Viét Nam)
R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé diing kv
STT Tén thuoc Ham lwong ché tho | chudn|  dong goi o dangky
54 |Gonjytaz 50 Mbi goi 1,5g chira:  |Bot pha hén | 36 |TCCS [Hop 10 géi, 20 | VD-35458-21
Cefditoren (dudi dichuong [thang g6i 1,5g
dang Cefditoren

pivoxil) 50mg
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24. Cong ty diing ky: Cong ty c6 phin dwoc phﬁ{n Vimedimex 2 (B/c: Lé dit N2, dwong TS 6,
KCN Tién Son, xa Noi Du¢, huyén Tién Du, tinh Bac Ninh - Viét Nam)
24.1 Nha san xuit: Cong ty co phan dwoc phim Vimedimex 2 (D/c: Lo ddt N2, deong TS 6,
KCN Tién Son, xa Noi Du¢, huyén Tién Du, tinh Bac Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S6 diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi ¢ dang &y
55 |Ambroxol-VMG 30 Ambroxol Vién nén 36 |TCCS |Hop 2 vi, 10 vi | VD-35459-21
hydrochlorid 30mg thang x 10 vién
56 [Mycophenolat-VMG Mycophenolat Vién nang 36 [TCCS |Hop 10vix 10 [ VD-35460-21
250 mofetil 250mg cung thang vién

25. Cong ty diing ky: Cong ty c6 phin dwoe phim Vimedimex 2 (D/c: Lo dat N2, dwong TS 6,
KCN Tién Son, xda Noi Du¢, huyén Tién Du, tinh Bdc Ninh - Viét Nam)
25.1. Co s& nhwong quyén: Cong ty Co phan BV Pharma (P/c: Ap 2, xd Tan Thach Tay, huyén
Cui Chi, TP. Hé Chi Minh)
25.2. Nha san xuit: Cong ty c6 phan dwoec phdm Vimedimex 2 (B/c: L6 dat N2, dwong TS 6,
KCN Tién Son, xa Noi Du¢, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
57 |Gabapentin-VMG 300 [Gabapentin 300mg |Vién nang 36 [TCCS |Hop3vix 10 VD-35461-21
cung thang vién

26. Cong ty ding ky: Cong ty c6 phan dwoc pham Vinh Phic (P/c: S6 777 dwong Mé Linh,
Phuong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)
26.1 Nha san xuét: Cong ty co6 phan dwoc pham Vinh Phic (B/c: Thén Mdau Thong-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céich Sé diine Kk
STT Tén thude Ham lugng ché tho | chuin déng géi ¢ dang &y

58 [Palovin inj Palonosetron (duéi [Dung dich 36 |TCCS |Hop 1 6ng x VD-35462-21
dang Palonosetron  [tiém thang Sml
hydroclorid)
0,25mg/5ml

59 [Vinterlin 1mg Terbutalin sulfat Dung dich 36 |TCCS |Hop2vix5 VD-35463-21
Img/ml tiém thang ong x 1ml; Hop

1,5 vix 10 6ng
x 1ml

27. Cong ty dang ky: Cong ty ¢ phan dwoc Vacopharm (P/c: S6 59 Nguyén Hué, Phirong 1,
Thanh pho Tan An, Tinh Long An - Viét Nam)
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27.1 Nha san xuét: Cong ty ¢ phin dwoc Vacopharm (B/c: Km 1954, Quéc 16 14, P. Tin
Khanh, TP. Tan An, Tinh Long An - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. s P 0 dang k
STT Tén thuoc Ham lwong ché tho (chuan| doéng géi 8%y
60 [Aspirin Vaco Aspirin Vién nén bao| 24 |[TCCS [Hop 03 vi, 05 VD-35464-21
(acetylsalicylic acid) | phim tan thang vi, 10 vi, 20 vi,
81mg trong rudt 50 vi x 10 vién;

Hop 05 vi, 10
vi, 50 vix 20
vién; Chai 50
vién; 100 vién

28. Cong ty diing ky: Cong ty c6 phan dwoc vat twy té Ha Nam (B/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)

28.1 Nha san xuét: Cong ty ¢ phin dwoc vat twy té Ha Nam (P/c: Cum céng nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I b 0 dang k
STT Tén thude Ham luwgng ché tho | chuan| déng géi g%y
61 |Tilnium Otilonium bromid | Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-35465-21
40mg phim thang vién

29. Cong ty dang ky: Cong ty ¢6 phan hoa-dwgc pham Mekophar (B/c: 297/5 Ly Thuong Kiét,
Phuong 15, Qudan 11, Tp. Ho Chi Minh - Viét Nam)
29.1 Nha san xuat: Cong ty ¢ phan hoa-dwoc pham Mekophar (B/c: 297/5 Ly Thwong Kiét,
Phuwong 15, Quan 11, Tp. Ho Chi Minh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Fg. ,
STT Tén thuoe Ham lwgng ché tho | chudn|  dong goi 50 dang ky
62 |Augbactam 281,25 Mdi 2g com chira  |Com pha 36 |TCCS [Hop 12 goi x 2g| VD-35466-21
Amoxicilin (duéi  [hdn dich thang
dang Amoxicilin ubng
trihydrat) 250mg;
Acid clavulanic
(duéi dang Kali
clavulanat va silicon
dioxyd, ty 1€ 1:1)
31,25mg
63 |Paracold 500 Effer Paracetamol 500mg |Viénnén sui| 24 |TCCS |Hop 04 vix 04 | VD-35467-21
Vescent bot thang vién
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30. Cong ty diing ky: Cong ty c6 phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Thanh phé Tuy
Hoa, tinh Phu Yeén - Viét Nam)

30.1 Nha san xuit: Cong ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Thanh pho Tuy
Hoa, Tinh Phu Yén - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S8 diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi ¢ dang &y

64 [Furocap 500 Cefuroxim (dudi Vién nén bao[ 36 [TCCS [Hop2vix5 VD-35468-21
dang Cefuroxim phim thang vién
axetil) 500mg

65 |Minicef Cefixim (du¢i dang [Vién nén bao| 36 [TCCS [Hop 01 vix 10 [ VD-35469-21
Cefixim trihydrat) |phim thang vién
200mg

66 |Sulraapix 1,5g Cefoperazon (dudi |Bot phatiém| 36 |TCCS |Hop 01 lo, Hop [ VD-35470-21
dang Cefoperazol thang 10 Io
natri) 1g; Sulbactam
(duéi dang
Sulbactam natri)
0,5g

67 |[Sulraapix 2g Cefoperazon ( du6i [Bot phatiém| 36 [TCCS [Hop 01 1o, Hop [ VD-35471-21
dang Cefoperazon thang 10 1o

natri) 1g; Sulbactam
(dudi dang
Sulbactam natri) 1g

30.2 Nha san xuit: Nha may Stada Viét Nam (B/c: 189 Hodng Vin Thu, phuwong 9, Tp. Tuy Hoa,
tinh Phu Yén - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich S8 dine kv
STT Tén thuoe Ham lugng ché tho | chudn|  dong goi 0 dansg Xy
68 [Amlodipine EG 10 mg [Amlodipin (dudi Vién nén 36 [TCCS |Hop2vix 15 VD-35472-21
dang Amlodipin thang vién, Hop 3 vi x
besilat) 10mg 10 vién, Hop 10
vi x 14 vién
69 [Amlodipine EG5mg [Amlodipin (dudi Vién nén 36 [TCCS |Hop02vix 15 [ VD-35473-21
dang Amlodipin thang vién, Hop 03 vi
besilat) Smg x 10 vién, Hop
10 vix 14 vién
70 |[Bisoprolol EG 5 mg Bisoprolol fumarat |Vién nén bao| 36 [TCCS [Hop3 vix 10 VD-35474-21
Smg phim thang vién
71 [Fluconazol EG 150 mg (Fluconazol 150mg |Vién nang 36 [TCCS |Hop1vix1 VD-35475-21
cung thang vién
72 |Piracetam EG 800mg  [Piracetam 800mg |Vién nén 36 [TCCS |Hop3vix15 VD-35476-21
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73

Sorbitol EG 5 g

Moi géi 5g chira
Sorbitol 5g

bao phim
Thuéc bot
uong

thang
36

thang

TCCS

vién

Hop 20 goi x 5¢g

VD-35477-21

31. Cong ty diing ky: Cong ty c6 phan thiét bi T&T (D/c: L6 13, khu tdp thé Cong nghé pham,
phuwong Van Quan, quan Ha Dong, Thanh pho Ha Noi - Viét Nam)
31.1 Nha san xuit: Cong ty c6 phan dwoc phdm Ha Tay (B/c: T6 ddin phé s6 4 - P.La Khé -
Q.Ha DPong - Tp. Ha Ngi - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I h 0 dang k
STT Tén thuoc Ham lwong ché tho | chuan| déng géi gy
74 |Akgynyl 400 Arginin hydroclorid | Vién nang 24 [TCCS [Hop 1 tuix 6 vi| VD-35478-21
400mg mém thang x 10 vién; Hop

Itiix 12vix 5
vién

32. Cong ty ding ky: Cong ty c6 phan Traphaco (P/c: 75 Yén Ninh, Ba Dinh, Ha Ngi - Viét

Nam)

32.1 Nha san xuit: Cong ty TNHH Traphaco Hung Yén (B/c: Thén Binh Liong, xa Tan Quang,
huyén Van Lam, tinh Hung Yén - Viét Nam)

" P Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Sé dine kv
STT Tén thude Ham lwong ché tho | chuin|  dong goi 8%y

75 |Rosuvastatin 10 mg Rosuvastatin (dudi  [Vién nén bao| 30 [TCCS [Hop 1 vi, 2 vi, | VD-35479-21
dang Rosuvastatin  |phim thang 3vi,5vi, 10 vi
calci) 10mg x 10 vién

76 |[Rosuvastatin 20 mg Rosuvastatin (dudi [ Vién nén bao| 30 [TCCS [Hop 1 vi, 2 vi, | VD-35480-21
dang Rosuvastatin |phim thang 3vi,5vi, 10 vi
calci) 20 mg x 10 vién

77 |Rosuvastatin 5 mg Rosuvastatin (dudi | Vién nén bao| 30 [TCCS [Hop 1 vi, 2 vi, | VD-35481-21
dang Rosuvastatin  [phim thang 3vi,5vi, 10 vi
calci) 5 mg x 10 vién

78 |Trathiol Moi 1 ml chira: Dung dich 24 |TCCS [Hop I chaix VD-35482-21
Carbocistein 0,05 g [udng thang 50ml, 60ml,

90ml, 100ml

33. Cong ty ding ky: Cong ty co6 phan US Pharma Ha Ni (D/c: S6 1 Giang Van Minh, phuong

Kim Ma, qudn Ba Dinh, Ha N¢i - Viét Nam)

33.1 Nha san xuit: Cong ty c6 phan dwoe vat twy té Thai Binh (P/c: Km 4 duong Hing Viong
- TP. Thai Binh - tinh Thai Binh - Viét Nam)
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A £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S6 ding kv
STT Tén thude Ham lwgng ché tho | chuin déng géi ¢ dang &y
79 |Celecoxib-US 200 Celecoxib 200mg  [Vién nang 36 [TCCS |Hop 03 vi, 10 VD-35483-21
cung thang vi x 10 vién; Lo

100 vién, 200
vién

34. Cong ty dang ky: Cong ty ¢6 phan US Pharma USA (B/c: L6 BI-10, Puong D2, Khu céng
nghiép Tay Bac Cu Chi, Tp.H6 Chi Minh - Viét Nam)
34.1 Nha san ;(uz‘it: Cong ty c‘(;) phin US Pharma USA (B/c: L6 BI-10, Puong D2, Khu céng
nghiép Tay Bdc Cu Chi, Tp.Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach £ o ,
STT Tén thuoe Ham lugng ché tho | chuin dong goi 50 dang ky
80 |Cardilol 12.5 Carvedilol 12.5 mg [Vién nén bao| 36 [TCCS [Hop 3 vi,5vi, | VD-35484-21
phim thang 10 vix 10 vién.
Chai 50 vién,
100 vién, 200
vién.
81 |Cardilol 25 Carvedilol 25 mg | Vién nén bao| 36 |TCCS |Hop 3 vi, Svi, | VD-35485-21
phim thang 10 vix 10 vién.
Chai 50 vién,
100 vién, 200
vién.
82 |Cardilol 3.125 Carvedilol 3,125mg [Vién nén bao| 36 [TCCS |Hop 3 vi, 5vi, | VD-35486-21
phim thang 10 vi x 10 vién.
Chai 50 vién,
100 vién, 200
vién.
83 |Cardilol 6.25 Carvedilol 6.25 mg [Vién nén bao| 36 [TCCS |Hop 3 vi,5vi, | VD-35487-21
phim thang 10 vi x 10 vién.

Chai 50 vién,
100 vién, 200
vién.

35. Cong ty ding ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quoc 16 60, phwong Phii Tan,

thanh phé Bén Tre, tinh Bén tre - Viét Nam)

35.1 Nha san xuit: Cong ty lién doanh Meyer-BPC (P/c: 643, quoc 16 60, phwong Phii Tén,

thanh phé Bén Tre, tinh Bén tre - Viét Nam)

A I Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding kv
STT Tén thude Ham lwong ché tho |chudn|  dong goi o dang iy
84 |Meyerafil 10 Tadalafil 10mg Vién nén 36 [TCCS |Hop 01 vix 04 [ VD-35488-21
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&5

Suma NN 50

Sumatriptan (dudi
dang Sumatriptan
succinat) 50mg

bao phim
Vién nén bao
phim

thang
36
thang

TCCS

vién
Hop 03 vix 10
vién

VD-35489-21

36. Cong ty ding ky: Cong ty TNHH dugc phadm Anh Thy (P/c: D7 - t6 din phé Pinh Thén -
Phwong My Dinh I - Quan Nam T Liém - TP. Ha N¢i - Viét Nam)

36.1 Nha san xuit: Cong ty c6 phan dwoc phim va sinh hocy t& (B/c: L6 111-18 dwong sé 13 -
Khu cong nghiép Tan Binh - Quan Tan Phu - TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ 2 .
STT Tén thude Ham lwgng ché tho | chuin déng géi 50 dang ky
86 |Atqtinz 250 M&i Sml hon dich  |Bot phahdn | 36 [TCCS |Hop 01 chai VD-35490-21
sau khi pha chita:  [dich udng |thang 50ml, 60ml,
Cefprozil (duéi dang 75ml
Cefprozil
monohydrat) 250mg

36.2 Nha san xuit: Cong ty c6 phian Héa dwgce Viét Nam (D/c: S6 192 phé Pire Giang, phwong
Thuong Thanh, Qudn Long Bién, Ha Noi - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I b 0 dang k
STT Tén thude Ham luwgng ché tho | chuan| déng géi g%y
87 |Lakabnof Benfotiamin 150mg |Vién nén bao[ 36 |TCCS [Hop 3 vix 10 VD-35491-21
duong thang vién

37. Cong ty ding ky: Cong ty TNHH dwoc pham Ha DPong (B/c: Khu tip thé xi nghiép xdy dung

4, xa Duyén Thai, huyén Thuong Tin, Ha Noi - Viét nam)

37.1 Nha san xuit: Cong ty c6 phin dwge phdm Trung wong 2 (P/c: L6 27 Khu céng nghiép
Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. s P 0 dang k
STT Tén thuoe Ham luong ché tho |chuan| déng géi 8%y
88 |Sultamicillin Tosylate  [Sultamicillin (duéi | Vién nén bao| 24 [TCCS [Hop 1 vix 10 VD-35492-21
dang Sultamicillin  [phim thang vién; Hop 2 vi x

tosilat dihydrat)
375mg

5 vién

38. Cong ty ding ky: Cong ty TNHH Hasan-Dermapharm (B/c: Duong s6 2 - Khu Céng nghiép
Dong An - Phuong Binh Hoa - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

Trang 15
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38.1 Nha sén xuit: Cong ty TNHH Hasan-Dermapharm (P/c: Puong sé 2 - Khu Cong nghiép
Dong An - Phuong Binh Hoa - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé diine kv
STT Tén thude Ham lwgng ché tho | chuén| dong géi o dang iy
89 |Calci D-Hasan Calci (dudi dang Vién nén sui| 24 [TCCS [Hop 01 tuyp 18| VD-35493-21
Calci carbonat) bot thang] vién
500mg;
Cholecalcifefol
(Vitamin D3) 4401U
90 [Vipredni 4 mg Methylprednisolon 4| Vién nén 36 [TCCS |Hop 3 vi, 10vi | VD-35494-21
mg thang x 10 vién

39. Cong ty diang ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: L6 B -
Duong so 2 - Khu Cong nghiép Bong An - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

39.1 Nha san xuét: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: L6 B -
Duong so 2 - Khu Cong nghiép Pong An - Thi xa Thuan An - Tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lwong ché tho | chuin|  dong goi o dansg iy
91 |Fexofenaderm 120 mg |Fexofenadin Vién nén bao| 36 |TCCS |Hop 3 vi, 10 vi | VD-35495-21
hydroclorid 120mg |phim thang x 10 vién
92 |Levorisan 750 Levofloxacin (dudi |Vién nén bao| 36 [TCCS [Hop 03 vi, 05 VD-35496-21
dang Levofloxacin |phim thang vi, 10 vix 10
hemihydrat) 750mg vién
93 |Resohasan 2mg Prucaloprid (duéi  [Vién nén bao| 36 [TCCS |Hop 03 vi, 05 VD-35497-21
dang Prucaloprid phim thang vi, 10 vix 10
succinat) 2mg vién
94 |Zomisan 7.5 Zopiclone 7,5mg Vién nén bao| 36 [BP Hop 03 vi, 05 VD-35498-21
phim thang(2019 |vi, 10 vix 10
vién
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40. Cong ty diing ky: Cong ty TNHH lién doanh Stellapharm (b/c: K63/1 Nguyén Thi Séc, dp
My Hoa 2, xa Xudan Thoi Bong, huyén Hoc Mon, Tp. Ho Chi Minh - Viét Nam)

40.1 Nha san xuit: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (D/c: S6 40 dai 16
do, khu cong nghiép Viét Nam - Singapore, phuwong An Phu, thi xa Thudan An, tinh Binh Duong -

Viéet Nam)
. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lwong ché tho | chuin|  dong goi o dangky
95 |Irbeplus HCT 300/12.5 [Irbesartan 300mg | Vién nén 24 [TCCS [Hop 2 vix 14 VD-35499-21
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96

97

Xelostad 15

Xelostad 20

Hydroclorothiazid
12,5mg

Rivaroxaban 15 mg

Rivaroxaban 20 mg

bao phim

Vién nén bao
phim
Vién nén bao
phim

thang

24
thang]
24
thang

TCCS

TCCS

vién

Hop 1 vi, 3 vix
14 vién
Hop 1 vi,3vix
14 vién

VD-35500-21

VD-35501-21

41. Cong ty diing ky: Cong ty TNHH SX-TM dwgc pham Thanh Nam (B/c: S6 34 - Duong
Dang Tat - Phuwong Tdn Dinh - Quan 1 - TP. Ho Chi Minh - Viét Nam)

41.1 Nha san xuét: Chi nhanh cong ty TNHH SX-TM dwge phim Thanh Nam (B/c: S6 60 -

Dai lo Boc lap - KCN Viét Nam-Singapore - Phuong An Phu - Thi xad Thudn An - Tinh Binh Duong

- Viét Nam)

N ; Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Sé dino kv
STT Tén thuoe Ham lwgng ché tho | chuin|  dong goi 8%y
98 |Dexamethason 0,5mg  [Dexamethason (dudi| Vién nén 36 [TCCS |Hop 10vix 20 [ VD-35502-21
dang Dexamethason thang vién; Lo 500
acetat) 0,5mg vién
99 |[Tanabodia Diosmin 500mg Vién nén bao| 36 [TCCS [Hop02vix 15 [ VD-35503-21
phim thang vién

42. Cong ty dang ky: Cong ty TNHH Thuong mai Dugc pham Minh Tin (B/c: 925 Liiy Bin
Bich, Phuwong Tan Thanh, Qudn Tan Phu, Tp.Ho Chi Minh - Viét Nam)

42.1 Nha san xuét: Cong ty cb p!l?m dwoc va vat tw 'y té Binh Thuin (B/c: 192 Nguyén Héi,
phuwong Phu Trinh, TP. Phan Thiét, tinh Binh Thudn - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans Xy
100 |Mitilaton Otilonium bromid | Vién nén bao| 36 |TCCS |Hop 3 vi, 5 vix| VD-35504-21
40 mg phim thang 10 vién
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

BO Y TE
CUC QUAN LY DUQC

) ] PHULUCII ) ) 5 ]
DANH MUC 06 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY DANG KY

LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POQT 172

1. Cong ty ding ky: Cong ty c6 phan dwoc phdm Trung wong 3 (D/c: S6 16 - Lé Dai Hanh -

P.Minh Khai - Q.Hong Bang - Tp. Hdi Phong - Viét Nam)

1.1 Nha san xuét: Cong ty ¢6 phan dwoc phadm Trung wong 3 (B/c: S6 28 - Puong 351 - Xa
Nam Son - Huyén An Dwong - Tp. Hai Phong - Viét Nam)

o % Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich S8 di ,
. <5, 2 0 dang k
STT Tén thuoc Ham lwgng che tho | chuan| déng goi gRy
1 |Forgout Febuxostat 40mg Vién nén bao| 36 [TCCS |Hop 02 vi, 03 VD3-153-21
phim thang vix 15 vién

2. Cong ty ding ky: Cong ty ¢ phin dwgc phidm Vimedimex 2 (P/c: L6 ddit N2, duwong TS 6,

KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

2.1 Nha san xuit: Cong ty c6 phian duwoc phﬁm Vimedimex 2 (P/c: Lé ddt N2, dwong TS 6, KCN
Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy céch Sé da ,
2 Ul b 0 dang k
STT Tén thude Ham lwgng ché tho | chuan| déng goi &%y
2 [Tenofovir-VMG 300 Tenofovir disoproxil | Vién nén bao| 36 |TCCS |Hop 3 vix 10 VD3-154-21
fumarat 300mg phim thang vién

3. Cong ty ding ky: Cong ty c6 phan Pymepharco (D/c: 166-170 Nguyén Hué, phwong 7, Tp.
Tuy Hoa, tinh Phu Yén - Viét Nam)
3.1 Nha san xuét: Nha may Stada Viét Nam (B/c: 189 Hodang Vin Thy, phirong 9, Tp. Tuy Hoa,
tinh Phu Yén - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 s h 0 dang k
STT Tén thude Ham lwong ché tho (chuan| doéng géi 8%y
3 [Tenofovir EG 300 mg |Tenofovir disoproxil | Vién nén bao| 36 |TCCS [Hop 3 vix 10 VD3-155-21
fumarat 300mg phim thang vién
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4. Cong ty dang ky: Cong ty TNHH Shine Pharma (D/c: 781/C2, Duong Lé Hong Phong,
Phuong 12, Qudan 10, TP. Ho Chi Minh - Viét Nam)
4.1 Nha san xuit: Cong ty Co ph?ln‘ Thwong mai Dwgc phdm Quang Minh (B/c: S6 44 - Lo Lu
- P. Truong Thanh - Qudn 9 - TP. Ho Chi Minh - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S8 di ,
2 ang I h 0 dang k
STT Tén thuoe Ham lwong ché tho | chuan| déng géi gy
4 |Neblurm Valaciclovir (dudi | Vién nén bao| 36 |TCCS |Hop 03 vix 10 | VD3-156-21
dang Valaciclovir  [phim thang vién

hydroclorid khan)
500mg

5. Cong ty ding ky: Cong ty TNHH Thuong mai Dugc pham Minh Tin (D/c: 925 Liiy Bdn
Bich, Phuwong Tan Thanh, Quan Tan Phu, Tp.Ho Chi Minh - Viét Nam)

5.1 Nha san xuét: Cong ty ¢ ph,‘fm dwoc va vat twy té Binh Thuan (P/c: 192 Nguyén Héi,
phuwong Phu Trinh, TP. Phan Thiét, tinh Binh Thudn - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
2 ang I h 0 dang k

STT Tén thuoc Ham lwong ché tho | chuan| déng géi gy

5 [Mitibilastin 10 mg ODT |Bilastine 10 mg Vién nén 36 [TCCS |Hop 3 vi, 5 vi, VD3-157-21
phan tan thang 10 vix 10 vién

trong miéng

6 [Mitibilastin 20 mg Bilastine 20 mg Vién nén 36 [TCCS |Hop 3 vi, 5 vi, VD3-158-21

thang 10 vix 10 vién

Trang 2
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