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QUYET PINH

Veé viée ban hanh danh muc 125 thudc sin xuit trong nuéc
dugce cap giay dang ky luu hanh tai Viét Nam - Dot 181

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

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

Cdn cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bo Y té
quy dinh vi¢c dang ky heu hanh thude, nguyén liéu lam thuoc;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan 1y Durgc
thuéc Bo Y té;

Can cir két lugn cia Héi dong tw van cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 125 thudc san xuat trong
nude duoc cap gidy diang ky luu hanh tai Viét Nam - Dot 181, cuy thé:

1. Danh muc 116 thudc san xuét trong nudc duoc cip gidy dang ky luu hanh
tai Viét Nam hi¢u lyc 05 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay co
s6 dang ky voi ky hidu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 07 thudc san xuét trong nudc dugc cap gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam (Phu luc II kém theo). Cac thude tai Danh muc nay c6 sb
dang ky véi ky hiéu VD3-...-22 va hiéu luc 03 nam ké tir ngdy ky ban hanh Quyét
dinh nay.

3. Danh muc 02 thudc san xuit gia céng trong nudc duoc cip gidy dang ky
lru hanh tai Viét Nam hiéu luc 05 ndm (Phu luc III kém theo). Cac thubc tai Danh
muc nay c6 sd dang ky voi ky hiéu GC-...-22 va hiéu lyc 05 nim ké tir ngay ky ban
hanh Quyet dinh nay.

Piéu 2. Co s san Xuat va co s dang ky thudc ¢ trach nhiém:

1. San xuét thudc theo dung cac hd so, tai liéu da dang ky voi Bo Y té va phai
in s6 dang ky duoc B Y té Viét Nam cap 1én nhéan thudc.

2. Chi duoc san xuit, dua ra luu hanh céac thude kiém soat dic biét khi co Giéy
chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac bi¢t phu hop véi pham vi hoat dong cua co s& dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 cta Chinh phii quy dinh chi tiét
mét sd diéu va bién phap thi hanh Luat Dugc.



3. Thyc hién viéc cap nhat tiéu chuan chét luong cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chét luong thudc, nguy¢n liéu lam thude.

4. Thyuc hién, phéi hop véi co sé nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Duoc vé viée kiém tra
chét luong nguyén liéu 1am thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ¢6 chira duge chat thudc nhom sartan.

5. Cap nhat nhan thudc, to hudng dan sir dung thude theo ‘quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thot han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thire thay d6i, bd sung gidy dang
ky lwu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phodi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong mudn cua
thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude thudc Phu luc II ban hanh kém theo Quyét
dinh nay (gidy ding ky luu hanh c¢6 ky hiéu VD3-.. -22).

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi¢u luc cua giay dang ky Iuu hanh thudc, nguyén liéu lam thude. Trong truong
hop khong con déap tmg du diéu kién hoat dong, co s dang ky phai c6 trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

8. Co so san xuét thudc phal bao dam cac diéu kién hoat dong clia co sé san
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén lidu 1am thude.

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

Piéu 4. Giam ddc S¢'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I ) )
DANH MUC 116 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 181

(Kém theo Quyét dinh s6: 832...../0P-QLD ngay21thdng12ndm 2022

cua Cuc Quan ly Duoc)

1. Co s ding ky: Cong ty co phian Dwgc Ha Tinh (Dia chi: 167 duong Ha Huy Tép, phuong Nam
Ha, thanh pho Ha Tinh, Viét Nam)

1.1. Co sé san xuat: Cong ty ¢6 phan Duwgce Ha Tinh (Dia chi: 167 duong Ha Huy Tap, phuong Nam

Ha, thanh phd Ha Tinh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh- Ham | baoché | (thang) | chuén dong goi
lwgng
Bermoric al Berberin Vién 36 TCCS Hop 10 vi x VD-35979-22
clorid 100mg nang 10 vién; Hop
cung 25 vi x 4 vién;
Hop 1 1o x 20
vién
Xabantk Rivaroxaban Vién nén 36 TCCS | Hop2vix7 VD-35980-22
15mg 15mg bao phim vién; Hop 2 vi
x 10 vién

2. Co s¢ dang ky: Cong ty Co ph::?m Dugc Hiu Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phuong
An Hoa, quan Ninh Kiéu, thanh pho Can Tho, Viét Nam)

2.1. Co s¢ san xuat: Cong ty C6 phan Dwoc Hau Giang - Chi nhanh nha may dwec phim DHG
tai Hiu Giang (Dia chi: L0 B2-B3, Khu Cong nghi¢p Tan Pha Thanh - Giai doan 1, xa Tan Phu
Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwong
Hafixim 100 | Cefixim (dudi | Vién nén 36 TCCS | Hop3vix 10 | VD-35981-22
DT dang cefixim vién
trihydrat)
100mg
Pantogas 40 Pantoprazol Vién nén 24 TCCS | Hop2vix 10 | VD-35982-22
(Dudi dang bao phim vién, hop 3 vi
Pantoprazol tan trong x 10 vién, hop
natri rudt 5vix 10 vién
sesquihydrat)
40mg
Xaravix 10 Rivaroxaban | Vién nén 24 TCCS | Hop 1vix 14 | VD-35983-22
10mg bao phim vién
Xaravix 15 Rivaroxaban Vién nén 24 TCCS | Hop 1vix 14 | VD-35984-22
15mg bao phim vién




7 | Glumeron 60 | Gliclazid Vién nén 24 TCCS | Hop2vix 15 | VD-35985-22
MR 60mg phong vién
thich co
kiém soat
8 Apitim 10 Amlodipin Vién 36 TCCS | Hop3vix 10 VD-35986-22
(dudi dang nang vién
Amlodipin cing
besilat) 10mg

3. Co s¢ dang ky: Cong ty ¢o phan Dugc Khoa (Dia chi: S6 9 Nguyén Cong Tri, phudng Pham
binh Ho, quan Hai Ba Trung, thanh pho Ha Noi, Viét Nam)

3.1. Co s6 sén Xuit: Cong ty 95 phian Duoc Khoa (bia chi: Nha may Dugc pham DKPharma - Chi
nhanh Bac Ninh c6ng ty C6 phan Dugc Khoa: L6 dat I1I-1.3, Buong D3, Khu cong nghiép Qué V6 2,
xa Ngoc X4, huyén Qué Vo, tinh Bac Ninh, Viét Nam).

STT | Tén thudc Hoat chét Dang bao | Tuditho | Tiéu Quy cach S6 ding ky
chinh - Ham ché (thang) | chuin dong goi
lwong
9 Eskar Vita | Cyanocobalamin | Dung dich 24 TCCS | Hop 110 5ml | VD-35987-22
0,2mg/ml thudc nho
mit

4. Co so ding ky: Cong ty co phan dwgc my pham Biao An (bia chi: S6 2/115, ngd 2, duong Pinh
Cong Thugng, phuong Dinh Cong, quan Hoang Mai, Thanh pho Ha No6i, Viét Nam)

4.1. Co s sin xuét: Cong ty duge phim va thwong mai Phuwong Pong-(TNHH) (Dia chi: TS 509,
to ban do s6 01, cum CN Hap Linh, phuong Hap Linh, TP.Bac Ninh ,tinh Bac Ninh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 dang ky
chinh - Ham bao ché | (thdng) | chuan dong goi
luwgng
10 | Abagamax | Cao Vién nén 36 TCCS | Hop3vix 10 | VD-35988-22
Anthocyanosidic | bao phim vién; Hop 6 vi

cua Vaccinium
myrtillus (twong
duong 32,4-
39,6mg tong
luong
anthocyanins,
tinh theo
cyanidin 3-O-
glucosid chlorid)
100mg;
Betacaroten 5mg

x 10 vién

5. Co sé dang ky: Cong ty Co phan Dwoc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, Phudng
15, Quan 10, Thanh pho H6 Chi Minh, Viét Nam)
5.1. Co s6 séin xuat: Cong ty Co phan Dwgc pham 3/2 (Dia chi: 930 C2, duong C, KCN Cét Léi -
Cum II, Phuong Thanh My Loi, Quén 2, Thanh pho H6 Chi Minh, Viét Nam).

STT

Tén thudc

Hoat chit
chinh - Ham
lwgng

Dang
bao ché

Tubi tho
(théng)

Tiéu
chuan

Quy cach dong

goi

S6 ding ky




11

Carbocistein
5%

Mdi 5ml chira:
Carbocisteine
250mg

Dung
dich
uong

24

TCCS

Hop 1 chai x
30ml + 1 cbe
dong; Hop 1
chai x 60ml + 1
cbe dong; Hop
1 chai x 90ml +
1 cdc dong

VD-35989-22

6. Co sé diang ky: Cong ty c6 phan Dwgc pham Agimexpharm (BPia chi: 27 Nguyén Thai Hoc,

Phuong M§¥ Binh, Thanh phé Long Xuyén, Tinh An Giang, Viét Nam)

6.1. Co s6 san xuét: Chi nhanh cong ty c6 phian Duwgc pham Agimexpharm - Nha may san xuét
dwgc pham Agimexpharm (Dia chi: Puong Vi Trong Phung, Khém Thanh An, Phuong My Thdi,
Thanh pho Long Xuyén, Tinh An Giang, Viét Nam)

STT | Tén thudc Hoat chét Dang Tubi tho Tiéu Quy cach S6 ding ky
chinh - Ham | baoché | (thang) | chuén dong goi
lwgng
12 | Adesvadin 5 Desloratadin Vién nén 36 TCCS | Hop2vi,4vi, | VD-35990-22
5mg bao phim 6 vi, 8 vi, 10
vi x 10 vién
13 | Ilvagim5 Ivabradin Vién nén 36 TCCS | Hop2vi,4vi, | VD-35991-22
(dudi dang bao phim 6 vi, 8 vi, 10
ivabradin vi x 14 vién
hydroclorid
5,39mg) 5mg
14 | lvagim 7,5 Ivabradin Vién nén 36 TCCS | Hop2vi,4vi, | VD-35992-22
(dudi dang bao phim 6 vi, 8 vi, 10
ivabradin vi x 14 vién
hydroclorid
8,085mgq)
7,5mg

7. Co s¢ dang ky: Cong ty ¢6 phan dwgc pham Ampharco U.S.A (bia chi: Khu c6ng nghiép Nhon
Trach 3, thi tran Hi€p Phudc, huyén Nhon Trach, Tinh Dong Nai, Viét Nam)

7.1. Co s& san xuﬁt; Cong ty co phian dugc phim Ampharco U.S.A (Dia chi: Khu cong nghiép
Nhon Trach 3, thi tran Hi€p Phudc, huyén Nhon Trach, Tinh Dong Nai, Viét Nam))

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh - Ham | bao ché | (thang) | chuan déng géi
lwong
15 | Claxitapc Clarithromycin | Vién nén 36 TCCS Hop 1 vix 7 VD-35993-22
500mg bao phim vién

8. Co s ding ky: Cong ty co phan Dwoe pham Bén Tre (Dia chi: S6 6A3, Quoc 16 60, phudng Phu

Tan, thanh phd Bén Tre, tinh Bén Tre, Viét Nam)

8.1. Co s san xua?'}t: Cong ty cd plgﬁn Duwoc pham Bén Tre (Dia chi: S6 6A3, Qubc 16 60, phudng
Phu Tan, thanh pho Bén Tre, tinh Bén Tre, Viét Nam).

STT

Tén thudc

Hoat chit chinh
- Ham lugng

Dang
bao ché

Tubi tho
(thang)

Tiéu
chuan

Quy cach
dong goi

S6 dang ky




16

Becotonic

MObi 10ml chura:
Magnesium
gluconate 426mg;
Calcium
glycerophosphate
456mg

Sird

24

TCCS

Hop 20 goi x
10ml; Hop 1
chai 60ml,
100ml

VD-35994-22

9. Co s& diing ky: Cong ty co phan duwgc pham Cong nghé cao Abipha (bia chi: L6 dat CN -2, Khu
cong nghiép Phu Nghia, Xa Phu Nghia, Huyén Chuong My, Thanh pho Ha Noi, Viét Nam)

9.1. Co s& sén xuét: Cong ty 6 phin dwge pham Cong nghé cao Abipha (Dia chi: Lo dat CN-2,
KCN Phu Nghia, Xa Phti Nghia, Huyén Chuong My, Thanh pho Ha No6i, Viét Nam).

STT | Ténthudce | Hoat chdtchinh | Dang | Tuditho | Tiéu Quy cach | Sé ding ky
- Ham luwong bao ché | (thdng) | chuan dong goi
17 | Vitanique | Thiamin Vién nén 36 TCCS | Hop3vix 10 | VD-35995-22
monohydrat bao phim vién; Hop 5 vi

100mg; Pyridoxin
hydrochlorid
50mg;
Cyanocobalamin
0,5mg

x 10 vién, hop
10vix 10
vién; Hop 1 lo
x 30 vién, 50
vién, 60 vién

10. Co s¢ ding ky: Céong ty co phan Dwge pham CPC1 Ha Ngi (Dia chi: Cum Cong nghiép Ha
Binh Phuong, xa Van Binh, huyén Thuong Tin, thanh pho Ha Noi, Viét Nam)
10.1. Co' sé' san xuét: Cong ty co phin Dwge pham CPC1 Ha Ngi (Dia chi: Cum Cong nghiép Ha
Binh Phuong, xa Van Binh, huyén Thuong Tin, thanh pho Ha N6i, Viét Nam)

STT

Tén thudc

Hoat chit
chinh - Ham
lwong

Dang
bao ché

Tubi tho
(théng)

Tiéu
chuan

Quy céach
doéng géi

S6 ding ky

18

Andoxin

Digoxin
0,05mg/mi

Dung
dich uong

36

TCCS

Hop 10 dng,
20 6ng, 30
dng, 40 ong,
50 6ng x 5 ml;
Hop 10 dng,
20 6ng, 30
ong, 40 6ng,
50 ng x 10
ml; Hop 1 1o x
30 ml, Hop 1
lo x 60 ml

VD-35996-22

19

Bavui

Mbi ml chira
Ibuprofen
20mg

Héq dich
uong

36

TCCS

Hop 2 vi, 4 vi,
6vi,8vix5
6ng nhua 5ml;
Hop 2 vi, 4 vi,
6vi,8vix5
ong nhya
10ml; Hop 1
1o 30ml; 60ml

VD-35997-22

20

Flixone 50

Moi liéu xit
chira

Thudc
phun mu

24

TCCS

Hop 1 })inh xit
30 liéu, 60

VD-35998-22




inhaler Fluticason dinh liéu licu, 120 liéu
propionat
50mcg
21 | Fusone Mobi gam kem | Kem boi 24 TCCS Hop 1 tuyp VD-35999-22
chura Acid da 3,5¢; 5g; 10g;
fusidic 20mg 15g; 25g; 309
22 | Noverxar Mobi mlchita | Hon dich 36 TCCS | Hop 1vi,2vi, | VD-36000-22
Mebendazol ubng 4 vi, 6 vi, 8 vi
20mg x 5 dng nhya
Sml; Hop 1 vi,
2 vi, 4 vi, 6 vi,
8 vix 5 6ng
nhya 10ml;
Hop 1 1o Sml,
30ml, 60ml
23 | Novobaby Moi Iml nhil Nhit 30 TCCS Hép 1 1o VD-36001-22
care tuong chira tuong 60ml, 120ml,
Lactoserum dung 150ml,
atomisat ngoai 180ml, 250ml
9,3mg; Acid
lactic 10mg
24 | Novofenti Fenticonazol Vién 36 TCCS | Hoplvix3 VD-36002-22
nitrat 200mg nang vién; Lo 3
mém dat vién
am dao
25 | Rosafil Sildenafil B0t pha 24 TCCS Lo 1,12¢g VD-36003-22
10mg/ml hon dich

11. Co s¢ dang ky: Cong ty Co phan Dwgc pham Dugc li¢u Pharmedic (Dia chi: S6 367 Nguyén
Trai, phudng Nguyén Cu Trinh, quan 1, TP. Hb Chi Minh, Viét Nam)

11.1. Co s& san xuit: Cong ty Cé phan Dwoc pham Dugc li¢u Pharmedic (Pia chi: 1/67 Nguyén
Van Qua, phuong Bong Hung Thuén, quan 12, TP. H6 Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tubi tho Tiéu Quy céch S6 diang ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwgng
26 | Irbesartan 300 | Irbesartan Vién nén 36 TCCS | Hop2vix 14 | VD-36004-22
300mg bao phim vién; Hop 3 vi

x 10 vién

12. Co sé ding ky: Cong ty c6 phan Dwoc pham Fremed (Pia chi: L6 E9-3a, Puong s6 1, Khu cong

nghiép Hi¢p Phuoc, Xa Hi€¢p Phudc, Huyén Nha Be, Thanh phé Hd Chi Minh, Viét Nam)

12.1. Co sé san xuit: Cong ty c6 phan Duwoc phim Fremed (Dia chi: L6 E9-3a, Duong s6 1, Khu
cong nghiép Hi€p Phudc, Xa Hiép Phude, Huyén Nha Beé, Thanh pho Ho6 Chi Minh, Viét Nam).

STT

Tén thudc

Hoat chit
chinh - Ham
lwgng

Dang
bao ché

Tubi tho
(théng)

Tiéu
chuan

Quy céch
dong goi

S6 ding ky




27 | Fatelmed 60 | Fexofenadine | Vién nén 24 BP Hop3vix 10 | VD-36005-22
hydrochloride | bao phim 2020 vién
60mg
28 | Fremedol 650 | Paracetamol Vién nén 24 USP 43 | Hop 10 vix VD-36006-22
650mg bao phim 10 vién
29 | Fremedol Paracetamol Vién nén 24 USP 43 | Hop 10 vix VD-36007-22
Extra 500mg; bao phim 10 Vién
Caffeine
65mg
30 | Fripitor 10 Atorvastatin Vién nén 24 USP43 | Hop3vix 10 | VD-36008-22
calcium bao phim vién
(twong duong
10mg
atorvastatin)
10,34mg
31 | Fripitor 20 Atorvastatin Vién nén 24 USP 43 | Hop3vix 10 | VD-36009-22
calcium bao phim vién
(twong duong
20mg
atorvastatin)
20,68mg
32 | Lonitez Loratadine Vién nén 24 USP 43 | Hop 10 vix VD-36010-22
10mg bao phim 10 vién
33 | Renaxib 200 | Celecoxib Vién 24 BP Hop3vix 10 | VD-36011-22
200mg nang 2020 vién
cung

13. Co sé ding ky: Cong ty co phan dwoc pham Ha Tay (Dia chi: S6 10 A, Pho Quang Trung, P.
Quang Trung, Q. Ha Pong, TP. Ha N¢i, Viét Nam)
13.1. Co s6' san xuét: Cong ty c6 phan dwoc phadm Ha Tay (Dia chi: T6 dan phd sb 4, P. La Khé, P.
Quang Trung, Q. Ha Pong, TP. Ha No6i, Viét Nam).

STT | Tén thudc Hoat chat Dang Tubi tho | Tiéu Quy céch S6 diang ky
chinh - Ham | baoché | (thang) | chuén dong goi
lwgng
34 | Augclamox Amoxiccilin Vién nén 36 TCCS | Hop 1thix?2 VD-36012-22
625 (dudi dang bao phim vi x 5 vién;
Amoxicilin hop 1 tai x 2
trihydrat) vi x 7 vién;
500mg; Acid Hop 1 thix 1
clavulanic vi x 10 vién;
(dang Kali hop 1 tuix 2
clavulanat) vi x 10 vién;
125mg hop 1 thi x 10
vi x 10 vién
35 | Bromhexin Bromhexin Dung 24 TCCS Hop 1 chai VD-36013-22
DHT Solution | hydrochlorid 60ml; Hop 1




8/5 8mg/5ml dich udng chai 70ml;
Hop 20 6ng x
Sml; Hop 20
goi x 5ml
36 | Dewalvit Moi 10ml Dung 24 TCCS | Hop 1 lothuy | VD-36014-22
dung dich uong | dich ung tinh x 10ml
chura: Vitamin
D3
(Colecalciferol)
150000U
37 | Mezabastin Ebastin 10 mg | Vién nén 24 TCCS | Hop2vix 30 | VD-36015-22
bao phim vién
38 | Vicefprozil Cefprozil Thudc 24 TCCS | Hop 30 gbi VD-36016-22
(dudi dang bot pha nhom x 2,59
Cefprozil hdn dich
monohydrat) ubng
125mg

14. Co s¢ dang ky: Cong ty ¢ phan dwgc pham Imexpharm (Pia chi: S6 04, Puong 30/4, Phuong
1, TP.Cao Lanh, Tinh Pong Thap, Viét Nam)

14.1. Co s6'san xudt: Cong ty ¢6 phan dwgc phAm Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong
1, TP.Cao Lanh, Tinh Pong Thap, Viét Nam).

STT | Tén thudc Hoat chit Dang | Tudithg | Tiéu Quy cach | S ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwgng
39 | Mexcold 500 | Paracetamol Vién nén 24 BP hién | Hop4vix 4 VD-36017-22
500mg sui bot hanh vién

15. Co sé ding ky: Cong ty c6 phan Dwoc pham Khanh Hoa (Pia chi: S6 74 duong Thong Nhat,

phuong Van Théng, thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

15.1. Co 6 san xuét: Cong ty cf’)’phﬁn Dwoc phim Khanh Hoa (Dia chi: Puong 2/4, Khom Déng
Bac, phuong Vinh Hoa, Thanh pho Nha Trang, tinh Khanh Hoa, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuin déng goi
lwong
40 | Omeprazol Omeprazole Vién nén 36 TCCS | Hop3vi, 10 VD-36018-22
20mg 20mg bao tan vi x 10 vién
trong rudt

16. Co sé dang ky:

! Cong ty ¢ phan duoc pham Liviat (Dia chi: Tang 46 Toa nha Bitexco, SO 2
Hai Tri€u, Phuong Bén Nghé, Quén 1, Thanh pho Ho Chi Minh, Viét Nam)

16.1. Co sé' san xuit: Cong ty ¢d phan dugc ‘ph5m Phwong Nam (Dia chi: 300C Nguyén Thong,
phuong An Théi, quan Binh Thuy, thanh pho Can Tho,Viét Nam).

STT

Tén thudc

Hoat chit
chinh - Ham
luwgng

Dang
bao che

Tubi tho
(théng)

Tiéu
chuan

Quy céch
dong goi

S6 ding ky




41

Tigasdo

Mometason
furoat 0,1%
(kl/kI)

Kem boi
da

36

TCCS

Hop 1 tuyp X
10g; Hop 1
tuyp x 15g;

Hop 1 tuyp X

30g

VD-36019-22

17. Co s6 ding ky: Cong ty Co6 Phan Duwgc Pham Otsuka Viét Nam (Dia chi: Chi nhanh Cong ty
Cb phan Duoc phim Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512,
Buong s6 13, Khu cong nghiép Long Binh (Amata), phudong Long Binh, thanh phd Bién Hoa, tinh
Pong Nai, Viét Nam)

17.1. Co sé san xuét: Cong ty C6 Phan Duwoc Phim Otsuka Viét Nam (Pia chi: Chi nhanh Cong
ty C6 phan Dugc pham Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: Lo 512,
Puong s6 13, Khu cong nghiép Long Binh (Amata), phudng Long Binh, thanh phd Bién Hoa, tinh
DPdng Nai, Viét Nam).

STT

Tén thube

Hoat chit
chinh - Ham
lwgng

Dang
bao che

Tubi tho
(théng)

Tiéu
chuan

Quy cach
doéng géi

S6 ding ky

42

Aminoleban

Mbi 200ml
dung dich
chtra: L-
Cysteine.HCI.
H20 (tuong
duong L-
Cysteine)
0,08g (0,069);
L-Methionine
0,2 gam;
Glycine 1,8g;
L-Tryptophan
0,149; L-
Serine 1g; L-

Histidine.HCI.

H20 (tuong
duong L-
Histidine)
0,64q (0,47);
L-Proline
1,6g; L-
Threonine
0,9g; L-
Phenylalanine
0,29; L-
Isoleucine
1,8g; L-
Valine 1,68g;
L-Alanine
1,5¢g; L-
Arginine.HCI
(twong duong
L-Arginine)
1,469 (1,21);
L-Leucine

Dung
dich tiém
truyén
tinh mach

24

TCCS

Thang 20 tai
x 200 ml;
Thang 20 tai
x 500 ml

VD-36020-22




2,29; L-
Lysine.HCI
(twong duong
L-Lysine)
1,529 (1,22)

43

Ringer
Acetate-G1

Méi 500ml
dung dich
chira: Sodium
Chloride
3,185g;
Potassium
Chloride
0,149g;
Calcium
Gluconate
Monohydrate
(twong duong
Calcium
Gluconate)
0,337g
(0,323);
Magnesium
Chloride
Hexahydrate
(twong duong
Magnesium
Chloride)
0,102g
(0,048);
Sodium
Acetate
Trihydrate
(twong duong
Sodium
Acetate) 1,79
(1,025;
Sodium
Citrate
Dihydrate
(twong duong
Sodium
Citrate)
0,294g
(0,258);
Dextrose
Anhydrous 5¢g

Dung
dich tiém
truyén
tinh mach

30

TCCS

Thung 20 tai
x 500 ml

VD-36021-22

44

Ringer's
Lactate

Mbi 500ml
dung dich
chtra: Sodium
Chloride 3g;
Sodium
Lactate 1,55¢;
Potassium

Dung
dich tiém
truyén
tinh mach

30

JP 17

Thang 20 tai
500ml

VD-36022-22




Chloride
0,15¢;
Calcium
Chloride
Dihydrate
(twong duong
Calcium
chloride 0,08

9) 0,19

18. Co sé dang ky:

Cong ty ¢6 phan Dwoc pham Phuong Pong (Pia chi: Lo s6 7, duong 2, Khu
cong nghiép Tan Tao, Phuong Tan Tao A, Quéan Binh Thuéan, T.P H6 Chi Minh)

18.1. Co s6' san xuat: Cong ty c6 phan Dwgc pham Phuong bong (bia chi: Lo s6 7, duong 2, Khu
cong nghiép Tan Tao, Phuong Tan Tao A, Quéan Binh Thuan, T.P H6 Chi Minh).

STT | Tén thudc Hoat chit Dang Tudithg | Tiéu | Quy cach déng | S6 ding ky
chinh-Ham | baoché | (thang) | chuén goi
lwgng
45 | Fudmeflo Mebendazol Vién nén 36 TCCS Hop 1vix 1 VD-36023-22
500mg vién; Hop 2 vi x
1 vién; Hop 4 vi
x 1 vién
46 | Haruaji Cefprozil Vién nén 36 TCCS Hop 1 vix 10 VD-36024-22
(twong duong | bao phim vién; Hop 3 vi x
Cefprozil 10 vién; Hop 6
monohydrat vi x 10 vién;
261,56 mQ) Hop 10 vix 10
250mg vién; Chai 30
vién, 60 vién,
100 vién
47 | Smofen Flurbiprofen Vién nén 36 USP40 | Hop1vix 10 VD-36025-22
100 mg bao phim vién; Hop 2 vi x
10 vién; Hop 3
vi x 10 vién;
Hop 6 vix 10
vién; Hop 10 vi
x 10 vién; chai
30 vién, 60
vién, 100 vién

19. Co s& dang ky: Cong ty 9(‘3 phan Dwgc pham TV.Pharm (Pia chi: S6 27, Nguyén Chi Thanh,
Khom 2, Phuong 9, Thanh pho Tra Vinh, Tinh Tra Vinh, Viét Nam)
19.1. Co sé san xuat: Cong ty ¢6 phan Dwgc phim TV.Pharm (Pia chi: S6 27, Nguyén Chi Thanh,
Khom 2, Phuong 9, Thanh pho Tra Vinh, Tinh TraVinh, Viét Nam).

STT | Tén thudc Hoat chat Dang Tubi tho | Tiéu Quy céch S6 diang ky
chinh-Ham | baoché | (thang) | chuin dong goi
lwgng
48 | Cefalexin Cefalexin Vién nén 36 TCCS | Hop 10vi, 20 | VD-36026-22
1000mg (duoi dang vi x 10 vién;
Cefalexin Chai 100

10




monohydrat)
1000mg

vién, 200 vién

20. Co s& diang ky: Cong ty ¢6 phan dwge pham Trung wong 2 (Pia chi: S6 9 Tran Thanh Téng,

phuong Bach Déng, Quan Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

20.1. Co s6 san xug”it: Céng ty ¢6 phan dwgc phim Trung wong 2 (Dia chi: L6 27, Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, thanh pho Ha No6i, Viét Nam).

STT | Tén thudc Hoat chit Dang | Tuditho | Tiéu Quy cach | So6 ding ky
chinh - Ham | baoché | (thang) | chuin dong goi
lugng
49 | Cephalexin Cefalexin Vién 36 DDVN | Hop 10 vix VD-36027-22
500 mg (dudi dang nang \Y/ 10 vién
Cefalexin cung
monohydrat)
500mg

21. Co s& dang ky:

: Cong ty co p,h?m Dwgc pham Truwong The (Pia chi: S6 93 Linh Lang, phuong
Cong Vi, quan Ba Dinh, thanh pho Ha No6i)

21.1. Co sé san xuit: Chi nhanh cong ty co phan dugc pham Truwong Tho (Dia chi: Lo M1, Puong
N3, Khu Cong nghiép Hoa X4, Xa Loc Hoa, Thanh phoNam Dinh, Tinh Nam Dinh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuin dong goi
lwgng
50 | Exopadin 120 | Fexofenadin Vién nén 36 TCCS | Hop 1vi,2vi, | VD-36028-22
hydroclorid bao phim 3vi, 10 vix
120mg 10 vién

22. Co sé dang ky:

Cong ty co phan dwge p!lém vimedimex 2 (Pia chi: L6 dat 2, duong Ts6, KCN
Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh, Viét Nam)

22.1. Co s& san xuit: Cong ty co phian dwoc phim vimedimex 2 (Dia chi: Lo dat 2, duong Ts6,

KCN Tién Son, xa Noi Du¢, huyén Tién Du, tinh Bic Ninh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tuoi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwgng
51 | Atorvastatin- | Atorvastatin Vién nén 36 TCCS | Hop3vix 10 | VD-36029-22
VMG 10 (dudi dang bao phim vién

Atorvastatin
calci trihydrat
10,83mg)
10mg

23. Co s& dang ky:

Cong ty C(;) phan dugc pham va Sinh hoc Y té (Pia chi: 31 Ngo Thoi Nhiém,
P. V& Thi Sau, Quan 3, TP. H6 Chi Minh, Viét Nam)
23.1. Co s6 san xuit: Chi nhanh Cong ty C6 phan dwge phim va Sinh hoc'Y té (Pia chi: L6 IlI-
18, duong so6 13, KCN Tan Binh, Phuong Tay Thanh, Quan Tan Pha, TP. H6 Chi Minh, Viét Nam).

STT

Tén thudc

Hoat chit
chinh - Ham
lwgng

Dang
bao che

Tubi tho
(théng)

Tiéu
chuan

Quy céch
dong goi

S6 ding ky

11




52

Bromhexin
8mg

Bromhexin
hydroclorid
8mg

Vién nén

36

DDVN

Hop 03 vi x
10 vién, 05 vi
x 10 vién, 10
vi x 10 vién

VD-36030-22

23.2. Co 56 sén xuat: Cong ty Co phan dugc pham va Sinh hoc Y té (Dia chi: L0 111-18, duong s6
13, KCN Tén Binh, Phuong Tay Thanh, Quan Tan Pha, TP. H6 Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh - Ham | baoché | (thang) | chuin dong goi
lugng
53 | Mirtameb 15 | Mirtazapin Vién nén 36 USP 41 | Hop 03 vix VD-36031-22
15mg bao phim 10 vién
54 | Sertrameb Sertralin Vién nén 36 USP41 | Hop3vix 10 | VD-36032-22
100mg (dudi dang bao phim vién
Sertralin
hydroclorid)
100mg
55 | Sertrameb Sertralin Vién nén 36 USP 41 | Hop 03 vix VD-36033-22
50mg (dudi dang bao phim 10 vién
Sertralin
hydroclorid)
50mg

24. Co sé ding ky: Cong ty c6 phan Global Pharmaceutical (Dia chi: S5 18 duong Lé Thi Soc, Ap

2A, Xa Tan Thanh Tay, Huyén Cu Chi, TP.HCM, Viét Nam.)

24.1. Co s&r san xuét: Cong ty TNHH dwge pham BV Pharma (Dia chi: 86 18 dudng Lé Thi Soc,
Ap 2A, Xa Tan Thanh T4y, Huyén Ct Chi, TP.HCM, Viét Nam.).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 dang ky
chinh - Ham bao ché | (thdng) | chuan dong goi
lwgng
56 | Azlobal 4 Thiocolchicosid Vién 36 TCCS | Hop3vix 10 | VD-36034-22
4mg nang vién
cung
57 | Hypetor 80 | Valsartan 80mg Vién 36 TCCS | Hop3vix 10 | VD-36035-22
nang vién
cung

25. Co'sé diing ky: Cong ty co phin dugc pham An Thién (Dia chi: 314 Bong Sao, phuong 5, quan
8, TP.HO Chi Minh, Viét Nam)
25.1. Co sé san xuat: Cong ty cd phan dwoc phém An Thién (Dia chi: L6 C16, Budng s6 9, khu
cong nghiép Hi€p Phudc, Huyén Nha B¢, Thanh pho Ho Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tubi tho Tiéu Quy céch S6 diang ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwgng
58 | Antilevex Levocarnitine Dung 36 TCCS | Hop 1 chai30 | VD-36036-22
30% 1500mg/5ml | dich uong ml, 60 ml

12




26. Co s¢ diang ky: Cong ty Lién doanh Duoc pham Mebiphar-Austrapharm (bia chi: L0 111-18,
Puong s6 13, Nhom CN III, KCN Tan Binh, Quan Tan Pha, Thanh pho Ho6 Chi Minh, Viét Nam)

26.1. Co s6' san xuét: Cong ty Lién doanh Dwoc pham Mebiphar-Austrapharm (bia chi: Lo IlI-
18, Puong s6 13, Nhom CN III, KCN Tan Binh, Quan Tan Phua, Thanh pho Ho Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuén déng goi
lwgng
59 | Vién nang Clindamycin Vién 24 TCCS | Hop1vix 10 | VD-36037-22

mém dat&m | (dudi dang nang vién

dao Nysiod-C | Clindamycin | mém dat
phosphat) am dao
100mg

27. Co sé dang ky: alth
X4 Tan Thanh Tay, Huyén Cu Chi, Thanh pho H6 Chi Minh, Viét Nam)

Cong ty TNHH BRV Healthcare (Dia chi: Khu A, Sé 18, Dudng s6 09, Ap 2A,

27.1. Co s6 sén xuat: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap
2A, Xa Tan Thanh Tay, Huyén Cu Chi, Thanh pho Ho Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh - Ham | baoché | (thang) | chuin dong goi
lwgng
60 | Acetoz 150 Paracetamol Thudc 24 TCCS | Hop 24 goi x VD-36038-22
150mg com sui 1,59
bot
61 | Acetoz 250 Paracetamol Thubc 24 TCCS | Hop 24 goi x VD-36039-22
250mg cdm sui 1,59
bot
62 | Acetoz Kid 80 | Paracetamol Thudc 24 TCCS | Hop 24 gbi x VD-36040-22
80mg com sui 1,59
bot
63 | Alchysin Chymotrypsin | Vién nén 18 TCCS | Hop2vix 10 | VD-36041-22
4200 4200 USP vién (vi nhom
unit —nhom), hdp
2 vix 10 vién
(vi nhdm —
PVdC), hop
10 vix 10
vién (vi nhom
—PVdC)
64 | Bivinadol Paracetamol Vién nén 48 TCCS | Hop6vix 10 | VD-36042-22
Power 650mg bao phim vién, hop 10

vi x 10 vién,
hop 1 chai x
100 vién, chai
200 vién, chai
500 vién, chai
1000 vién

13




65 | Fatfe Fenofibrate Vién nén 36 TCCS | Hop3vix 10 | VD-36043-22
145mg bao phim vién
66 | Ibucetamo Paracetamol Vién nén 48 TCCS | Hop6vix 10 | VD-36044-22
325mg; bao phim vién, hop 10
Ibuprofen vi x 10 vién,
200mg hop 1 chai
150 vién
67 | Naptogast 40 | Pantoprazole | Viénnén 24 TCCS | Hop3vix 10 | VD-36045-22
sodium bao phim vién
(twong duong | tan trong
Pantoprazole rudt
40 mg)
42,3mg
68 | Trustemtri Emtricitabin Vién nén 36 TCCS | Hop3vix 10 | VD-36046-22
200mg; bao phim vién; Hop 1
Tenofovir chai 30 vién
disoproxil
fumarat
300mg

28. Co so diang ky: Cong ty TNHH Cong nghé Duwge Minh An (Dia chi: s6 19D-TT35, khu db thi
Tay Nam Linh BDam, Hoang Liét, Hoang Mai, Ha N§i, Viét Nam)

28.1. Co s6 san xufit: Céng ty ¢6 phan dwgc phdm Trung wong 2 (Pia chi: L6 27, Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Ha N¢i, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 dang ky
chinh - Ham | baoché | (thang) | chuén dong goi
luwgng
69 | Mipogynax Metronidazol | Vién nén 36 TCCS | Hop3vix5 VD-36047-22
500mg; dat am vién; Hop 1
Nystatin dao vi x 10 vién
100000 1U;
Neomycin
sulfat 65000
IU

29. Co so dang Kky:

Hiép Phuoc, Xa Hié€p Phude, Huyén Nha Be, Tp. Hb Chi Minh, Viét Nam)

29.1. Co 6 san xuat: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, duong s6 19A, Khu cong nghiép
Hiép Phudc, Xa Hiép Phudce, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam).

Cong ty TNHH DRP Inter (Dia chi: Lo EBS, duong s6 19A, Khu céng nghiép

STT | Tén thudéc | Hoat chit chinh - Dang Tuoi Tiéu Quy céch S6 diang ky
Ham lugng bao ché tho chuén dong goi
(théng)
70 | Apsentio Pitavastatin calcium | Vién nén 36 TCCS | Hop3vix 10 | VD-36048-22
(dudi dang bao phim vién
Pitavastatin calcium
hydrate 4,4mg) 4mg

14




71 | Ascelcena | Pitavastatin calcium | Vién nén 36 TCCS | Hop3vix 10 | VD-36049-22
(dudi dang bao phim vién
Pitavastatin calcium
hydrate 2,2mg) 2mg
72 | Comfypa Alphachymotrypsin | Vién nén 24 TCCS Hop 3 vix 10 | VD-36050-22
4200 (twong duong vién
2,8mg) 4200 don vi
USP
73 | Joleyfizz Paracetamol 150mg | Coém sii 24 TCCS Hop 30 goi x | VD-36051-22
150 mg bot 783mg
74 | Joleyfizz Paracetamol 250mg | Com sui 24 TCCS | Hop 30 Goix | VD-36052-22
250 mg bot 1305mg
75 | Malpysto Telmisartan 40mg Vién nén 36 TCCS | Hop3vix 10 | VD-36053-22
vién
76 | Mynalize Telmisartan 80mg Vién nén 36 TCCS Hop3vix 10 | VD-36054-22
vién
77 | Notosbi Nebivolol (dudi Vién nén 36 TCCS | Hop3vix 10 | VD-36055-22
dang Nebivolol vién
hydrochlorid
5,45mg) 5mg
78 | Placotemp | Ticagrelor 60mg Vién nén 36 TCCS | Hop3vix 10 | VD-36056-22
bao phim vién
79 | Prevebef Ivabradine (dudi Vién nén 36 TCCS | Hop3vix 10 | VD-36057-22
dang Ivabradine HCI | bao phim Vién
8,085mg) 7,5mg
80 | Socablue Montelukast (dudi Vién nhai 24 TCCS | Hop3vix 10 | VD-36058-22
dang Montelukast vién
natri 4,16mg) 4mg
81 | Spinrina Montelukast (dudi Thpéc 24 TCCS Hop 30 goi x | VD-36059-22
dang Montelukast com 500mg
natri 4,16mg) 4mg
82 | Telviad Telmisartan 40mg; Vién nén 36 TCCS | Hop3vix 10 | VD-36060-22
Hydrochlorothiazide vién
12,5mg
83 | Tronistat Valsartan 160mg; Vién nén 36 TCCS Hop3vix 10 | VD-36061-22
160/12.5 Hydrochlorothiazide bao phim Vvién
mg 12,5mg
84 | Tronistat Valsartan 80mg; Vién nén 36 TCCS Hop3vix 10 | VD-36062-22
80/12.5 mg | Hydrochlorothiazide | bao phim vién
12,5mg
85 | Variman Valsartan 160mg Vién nén 36 TCCS Hop 3 vix 10 | VD-36063-22

15




bao phim vién
86 | Versiate 24 | Betahistine Vién nén 24 TCCS | Hop3vix 10 | VD-36064-22
dihydrochloride 24 vién, hop 1 Tui
mg x 3 vix 10 vién
87 | Versiate 8 | Betahistine Vién nén 24 TCCS | Hop3vix 10 | VD-36065-22
dihydrochloride 8 vién, hop 1 Tui
mg x 3 vix 10 vién

30. Co' s¢ diang ky: Cong ty TNHH dwoc pham BV Pharma (Pia chi: S6 18 duong Lé Thi Soc, Ap

2A, Xa Tan Thanh Tay, Huyén Cu Chi, TP.HCM, Viét Nam.)

30.1. Co s6 sin xuit: Cong ty TNHH dwoc pham BV Pharma (Dia chi: S6 18 duong Lé Thi Soc,
Ap 2A, Xa Tan Thanh Tay, Huyén Ct Chi, TP.HCM, Viét Nam.).

STT | Tén thudc Hoat chét Dang Tubi tho Tiéu Quy cach S6 ding ky
chinh-Ham | baoché | (thang) | chuén dong goi
lwgng
88 | Bitarac 250 Acid Vién nén 36 TCCS | Hop2vix10 | VD-36066-22
mefenamic bao phim vién; Hop 10
250mg vi x 10 vién
89 | BV Celex 200 | Celecoxib Vién 36 TCCS Hop 10 vi x VD-36067-22
200mg nang 10 vién; Hop
cung 3 vix 10 vién;
Hop 1 Chai x
100 vién
90 | BV Gesic 650 | Paracetamol Vién nén 36 TCCS Hop 10 vi x VD-36068-22
650mg bao phim 10 vién; Chai
500 vién
91 | BV Loratab Loratadin Vién nén 36 TCCS Hop 10 vi x VD-36069-22
10 10mg 10 vién; Hop
1 Chai x 100
vién
92 | Clopirin Clopidogrel Vién nén 24 TCCS | Hop3vix 10 | VD-36070-22
75/100 (dudi dang bao phim vién
Clopidogrel
bisulfat
97,86mgq)
7mg; Acetyl
salicylic acid
(Aspirin)
100mg
93 | Clopirin Clopidogrel Vién nén 24 TCCS | Hop1vix 10 | VD-36071-22
75/75 (dudi dang bao phim vién
Clopidogrel
bisulfat
97,86mgq)
75mg; Acetyl
salicylic acid

16




(Aspirin)

75mg
94 | Collamino Piracetam Vién nén 36 TCCS | Hop3vix 10 | VD-36072-22
1200 1200mg bao phim vién; Hop 10
vi x 10 vién
95 | Ditalsic 10 Piroxicam Vién 36 TCCS | Hop2vix 10 | VD-36073-22
10mg nang vién; Hop 10
cung vi x 10 vién
96 | Levozin5 Levocetirizin | Vién nén 36 TCCS Hop 10 vi x VD-36074-22
dihydroclorid | bao phim 10 vién; Hop
5mg 1 chai x 100
vién
97 | Musotret 50 Eperison Vién nén 36 TCCS | HopSvix 10 | VD-36075-22
hydroclorid bao phim vién; Hop 10
50mg vi x 10 vién

31. Co s& ding ky: Cong ty TNHH dwge pham HQ (Pia chi: S6 229 C5, khu d6 thi méi Dai

Kim,Phuong Pai Kim, quan Hoang Mai, Ha Noi, Viét Nam)

31.1. Co sé san xu;‘it: Cong ty co phan dugc pham Trung wong 2 (Dia chi: L6 27, Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, thanh pho Ha N¢i, Viét Nam).

STT | Tén thudc Hoat chét Dang Tubi tho Tiéu Quy cach S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwong

98 | Tolmecor 20 | Olmesartan Vién nén 36 TCCS | Hop3vix 10 | VD-36076-22
medoxomil bao phim vién
20mg

99 | Tolmecor 40 | Olmesartan Vién nén 36 TCCS | Hop3vix 10 | VD-36077-22
medoxomil bao phim vién
40mg

32. Co sé dang ky:

Cong ty TNHH Dwgc phim Shinpoong Daewoo (Dia chi: S6 13, Pudng 9A,
KCN Bién Hoa II, P. An Binh, TP. Bién Hoa, Pong Nai, Viét Nam)

32.1. Co sé san xuat: Cong ty TNHH Dwoc pl!z;lm Shinpoong Daewoo (Pia chi: S6 13, Pudng 9A,
KCN Bién Hoa II, P. An Binh, TP. Bién Hoa, Pong Nai, Viét Nam).

STT | Tén thudc Hoat chit Dang Tuditho | Tiéu Quy céch S6 dang ky
chinh-Ham | baoché | (thang) | chuin déng goi
lwong
100 | Corsidic H Fusidic acid Thube 36 TCCS | Hop 1tuypx | VD-36078-22
20mg/g; kem 10g
Hydrocortisone
acetate10mg/g

33. Co sé ding ky: Céng ty TNHH Dwoc pham Sun Rise (Pia chi: 39/9 Bong Sao, P.5, Q.8,
TP.HCM, Viét Nam)
33.1. Co sé san xuat: Cong ty Co phan Thwong Mai Dugc phim Quang Minh (Dia chi: S6 4A,
duong Lo Lu, phuong Truong Thanh, quan 9, thanh pho Ho Chi Minh, Viét Nam).
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STT | Tén thudc Hoat chit Dang Tubi tho | Tiéu Quy céch S6 diang ky
chinh - Ham | baoché | (thang) | chuin dong goi
lugng
101 | Euzmo Probenecid Vién nén 36 TCCS | Hop3vix 10 | VD-36079-22
500mg vién, Hop 6 vi
x 10 vién

34. Co sé ding ky: Cong ty TNHH Hasan Dermapharm (Pia chi: Puong s6 2, KCN DPong An,
phuong Binh Hoa, thi x4 Thuan An, tinh Binh Duong, Viét Nam)

34.1. Co s& san xuat: Cong ty TNHH Hasan Dermapharm (Dja chi: Puong s6 2, KCN Déng An,
phuong Binh Hoa, thi xa Thuan An, tinh Binh Duong, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwgng
102 | Pacegan Paracetamol Vién nén 24 TCCS Hop 5 vi, 25 VD-36080-22
500mg 500mg sui bot vi X 4 vién
103 | Vashasan 20 | Trimetazidin Vién nén 36 JP XVII | Hop 02 vi, 05 VD-36081-22
dihydroclorid | bao phim vi, 10 vi x 30
20mg vién

35. Co sé dang ky:

S Cong ty TNHH Lién doanh Hasan Dermapharm (Pia chi: L6 B, Pudng s 2,
KCN Dbong An, Binh Hoa, Thuan An, Binh Duong, Viét Nam)

35.1. Co & san xuét: Cong ty TNHH Lién doanh Hasan Dermapharm (Bia chi: L6 B, Dudong s6
2, KCN bong An, Binh Hoa, Thuan An, Binh Duong, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuin dong goi
luwgng
104 | Sitamibe 50 Sitagliptin Vién nén 36 USP43 | Hop3vix 14 | VD-36082-22
(dudi dang bao phim vién, 5 vix 14
Sitagliptin vién, 10 vi x
phosphat 14 vién
monohydrat
64,25mgQ)
50mg
105 | Zolohasan Sertralin Vién nén 36 TCCS Hop 01 vi x VD-36083-22
50mg (dudi dang bao phim 30 vién, 03 vi
Sertralin x 30 vién, 06
hydroclorid vi x 30 vién.
56mg) 50mg
106 | Clopidolut Clopidogrel Vién nén 36 TCCS Hop 03 vi x VD-36084-22
75mg (dudi dang bao phim 14 vién, 07 vi
Clopidogrel x 14 vién
besylat) 75mg
107 | DH-Maleutyl | N-acetyl-DL- | Vién nén 36 TCCS Hop 3 vi, 10 VD-36085-22
500 mg leucin 500mg vi x 10 vién
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108 | Mipholugel Nhom Hon dich 36 TCCS | Hop 26 goi x VD-36086-22
phosphat ubng 20g.
(duoi dang
Nhom
phosphat gel
20% 12,3809)
2,4769
109 | Sufat Méi gobi 2g Thube 36 TCCS | Hop30goix | VD-36087-22
chta Sucralfat | c6m pha 29
1000mg hdn dich
ubng

36. Co s& dang ky:

Duong, Viét Nam).

Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Pia chi: S6 40 dai 16
Tu Do, Khu cong nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuén An, Tinh Binh Duong,
Viét Nam)
36.1. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Dia chi: Sb 40 dai
10 Ty Do, Khu cong nghiép Viét Nam - Singapore, Phuong An Pha, Thi xa Thuén An, Tinh Binh

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu | Quy cach déng | S6 ding ky
chinh-Ham | baoché | (thang) | chuin goi
lwgng
110 | Aliquina Dequalinium | Vién nén 24 TCCS Hop 1 vix 6 VD-36088-22
chloride 10mg | datéam vién; Hop 2 vi x
dao 6 vién; Hop 5 vi
X 6 vién
111 | Amxolstad 60 | Ambroxol Sird 24 TCCS Hop 10 dng x VD-36089-22
mg/10 ml hydrochloride 10ml; Hop 1
60mg/10ml chai x 60ml,
Hop 1 chai x
100ml
112 | Lorastad D Desloratadine Sird 24 TCCS Hop 10 éng x VD-36090-22
Syrup 2,5 mg/5ml S5ml; Hop 1
Chai x 60ml

37. Co s¢ diang ky: Cong ty TNHH MTV 120 Armephaco (bia chi: S6 118 Vi Xuan Thi€u, phuong
Phuc Lgi, quan Long Bién, thanh pho Ha No6i, Viét Nam)

37.1. Co s6 sin xuét: Cong ty TNHH MTV 120 Armephaco (Pia chi: 86 118 Vii Xuan Thicu,
phuong Phic Loi, quan Long Bién, thanh pho Ha N6i, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh - Ham | baoché | (thang) | chuén dong goi
lwgng
113 | Vinambroxol | Ambroxol Vién nén 36 TCCS | HopSvix 10 | VD-36091-22
hydroclorid vién, 10 vi x
30mg 10 vién

38. Co ¢ dang ky: Cong ty TNHH Nova Pharma (Pia chi: Tﬁng 8, Toa nha Vietnam Business
Center, 57-59 HO Tung Mau, phuong Bén Nghé, quan 1, thanh pho Ho Chi Minh, Viét Nam)

38.1. Co s& san xuit: Cong ty TNHH Dwogc phim Allomed (Pia chi: L6 A-1H-CN, Khu Céng
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Nghiép My Phudce 3, Phuong Chanh Pha Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam).

STT | Tén thudc Hoat chat Dang Tubi tho | Tiéu Quy céch S6 diang ky
chinh - Ham | baoché | (thang) | chuin dong goi
lugng
114 | Vasofylin Mobi 100ml Dung 24 TCCS Hop 1 tai x VD-36092-22
dung dich dich tiém 100ml dung
tiém truyén c6 | truyén dich tiém
chua: truyén; Hop 1
Pentoxifyllin chai x 100ml
200mg dung dich

tiém truyen

39. Co s¢ dang ky:

S Cong ty TNHH San xqé‘it Thwong mai Dwgec pham Thanh Nam (Dia chi: 3A
Dbang Tat, Phuong Tan Pinh, Quéan 1, Tp. Ho Chi Minh, Viét Nam)
39.1. Co s6' san xuit: Chi nhanh cong ty TNHH San xuit Thwong mai Dwoc phim Thanh Nam

tai Binh Dwong (Dia chi: 60 DPai 16 Boc Lap, Khu cong nghiép Viét Nam-Singapore, Thi xa Thuén
An, Tinh Binh Duong, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh - Ham | baoché | (thang) | chuin dong goi
lwgng
115 | Aceclofenac | Aceclofenac Vién nén 36 TCCS Hop 05 vi x VD-36093-22
100mg bao phim 10 vién, 10 vi
x 10 vién; Lo
100 vién; Lo
200 vién
116 | Corcotab Plus | Bisoprolol vién nén 36 TCCS | Hop 02 vi, 05 | VD-36094-22
fumarat 2,5 bao phim vi, 10 vix 10
mg, vién
Hydroclorothi
azid 6,25 mg
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(Ban hanh kém theo Quyét dinh sé: 832..../0P-OLD ngay21 thang12ndam 2022
cua Cuc Quan ly Duoc)

Phu luc II ) )
DANH MUC 07 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POQT 181

1. Co sé ding ky: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, Sé 18, Pudng sé 09, Ap 2A,

X4 Tan Thanh T4y, Huyén Ct Chi, Thanh phd H6 Chi Minh, Viét Nam)

1.1. Co'sé' san xuat: Cong ty TNHH BRV Healthcare (Pia chi: Khu A, S5 18, Puong s6 09, Ap 2A,
Xa Tan Thanh Tay, Huyén Cu Chi, Thanh pho H6 Chi Minh, Viét Nam, Viét Nam).

STT | Tén thudc Hoat chit Dang | Tuditho | Tiéu Quy céch S6 ding ky
chinh-Ham | bao ché | (thang) | chuin déng goi
lwong
1 BivoUri 120 | Febuxostat Vién 36 TCCS | Hop3vix 10 VD3-192-22
120mg nén bao vién; Hop 6 vi
phim x 10 vién (vi
nhom -
nhom); Hop 3
vi x 10 vién;
Hop 6 vix 10
vién (vi nhom
- PVC)
2 Sofuled Sofosbuvir Vién 36 TCCS | Hop4vix7 VD3-193-22
400mg; nén bao vién; Hop 1
Ledipasvir phim chai 28 vién
90mg

2. Co s6 dang ky: Cong ty TNHH DRP Inter (Dia chi: L6 EBS8, duong so 19A, Khu cong nghiép
Hiép Phudc, Xa Hi¢p Phudc, Huyén Nha Be, Tp. Hb Chi Minh, Viét Nam)
2.1. Co so san xuét: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, dudng s6 19A, Khu cong nghiép
Hi¢p Phudc, Xa Hi¢p Phudc, Huyén Nha Be, Tp. Hb Chi Minh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh - Ham | bao ché | (thang) | chuan dong goi
lugng
3 Ronaline 10 | Empagliflozin Vién 36 TCCS | Hop3vix 10 VD3-194-22
mg 10mg nén bao vién
phim
4 Ronaline 25 | Empagliflozin Vién 36 TCCS | Hop3vix 10 VD3-195-22
mg 25mg nén bao vién
phim
5 Xulrextif 0,5 | Brexpiprazole Vién 36 TCCS | Hop3vix 10 VD3-196-22
mg 0,5mg nén bao vién
phim
6 Xulrextif 2 | Brexpiprazole Vién 24 TCCS | Hop3vix 10 VD3-197-22
mg 2mg nén bao vién
phim




3. Co sé ding ky: Cong ty TNHH Lién doanh Hasan Dermapharm (Bia chi: Lo B, Duong s 2,
KCN DPdng An, Binh Hoa, Thuan An, Binh Duong, Viét Nam)
3.1. Co sé san xuét: Cong ty TNHH Lién doanh Hasan Dermapharm (Bja chi: L6 B, Puong sb 2,
KCN DPdng An, Binh Hoa, Thuin An, Binh Duong, Viét Nam).

STT | Tén thudc Hoat chat Dang | Tuditho | Tiéu Quy céch S6 ding ky
chinh-Ham | bao ché | (thang) | chuin déng goi
lugng
7 Haptorin Sofosbuvir Vién 36 TCCS Hop 03 vi x VD3-198-22
400mg, nén bao 10 vién, 05 vi
Ledipasvir phim x 10 vién, 10
copovidon solid vi x 10 vién
dispersion
(twong duong
ledipasvir
90mg) 180mg




(Ban hanh kém theo Quyét dinh sé:

Phu luc Il ) )
DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUGC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 181

832

/OP-0OLD ngay21 thang12nam 2022

cua Cuc Quan ly Duoc)

1. Co s6 dang ky: Medochemie Ltd. (Pia chi: 1-10 Constantinoupoleos street, 3011

Limassol, Cyprus)

1.1. Co s& séin xuat: Cong ty TNHH Medochemie (Vién Péng) (Dia chi: S6 10, 12 va 16
VSIP 1I-A duong so 27, Khu cong nghié¢p Viét Nam — Singapore 11-A, Xa Vinh Tan, Thi xa
Téan Uyén, Tinh Binh Duong, Viét Nam).

750mg

STT | Tén thude Hoat chit Dang | Tuditho | Tiéu Quy cach S6 ding ky
chinh - Ham | bao ché | (thang) | chuén dong goi
lwgng
1 Oramycin | Cefuroxime | BOt pha 24 TCCS Hop 1 lo, GC-343-22
1.5¢ (dudi dang tiém hop 10 lo
Cefuroxime
sodium) 1,5¢
2 Oramycin | Cefuroxime | Bot pha 24 TCCS Hop 1 lo, GC-344-22
750mg (dudi dang tiém hop 10 lo
Cefuroxime
sodium)
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