BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 14p - Tw do - Hanh phuc
S6: 575 /QD-QLD Ha Ngi, ngay 26 thing 09  ndm 2022
QUYET PINH

Veé viée ban hanh danh muc 159 thudc san xuét trong nuéc
dugc cap giay dang ky lwu hanh tai Viét Nam - Dot 179

CUC TRUONG CUC QUAN LY DUQC

Can cuw Luat Duoc Sd 105/2016/QH13 ngay 06/4/2016,

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu té chire ciia BY Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trucng Bo Y té
quy dinh viéc dang ky leu hanh thudc, nguyén liéu lam thuéc;

Can cit Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia BS trucng Bé Y té
sita d6i, bo sung va bai bé mét s6 vin ban quy pham phdp ludt do Bé truong Bé Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh sé 7868/QD-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn 1y Duoc
thuéc B3 Y té;

Can cir két ludn ciia Hoi dong tw van cdp gidy dang ky luu hanh thube, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh ndy danh muyc 159 thudc san xuét trong
nuée duoc cip gidy ding ky luu hanh tai Viét Nam - Dot 179, cu thé:

1. Danh muyc 151 thudc san xut trong nudc duge cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 05 ndm (Phu luc I kém theo). Cac thudc tai Danh muc ndy c6
s6 dang ky voi ky hiéu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muyc 08 thubc san xuét trong nude duge cp gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Céac thude tai Danh muyc ndy c6 sb
dang ky v6i ky hiéu VD3-...-22 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

Diéu 2. Co s0'san Xuét va co s dang ky thude o trach nhiém:

1. San xudt thude theo ding cac ho so, tai liéu da dang ky voi BO Y t& va phai
in s6 ding ky dugec BO Y te Viét Nam cap 1én nhan thudc.

2. Chi dugc san xuét, dua ra lwu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cia co sd dap img quy dinh tai khoan 5 Diéu
143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctiia Chinh phu quy dinh chi tiét
mot s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuin chat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat lugng thude, nguyén li¢u lam thudc.

4. Thyc hién, phéi hop véi co s nhap khau thyuc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugce vé viée kiém tra
chat luong nguyén liéu lam thudc nhom sartan ddi véi cac thude thude danh muc tai
Diéu 1 ¢6 chira duge chat thuoc nhom sartan.



5. Cap nhat nhén thudc, t& hudng dan sir dung thude theo quy dinh tai Thong
tu 6 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng BO Y t€ quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thot han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding
ky luu hanh thude quy dinh tai Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cua
Bo truong BO Y té quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thudc va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua Bo truong Bo Y té sira doi, bd
sung va bdi bo mot s van ban quy pham phap luat do Bo truong B Y té ban hanh,
lién tich ban hanh.

6. Phédi hop véi cac co s diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cla
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Théng tu
s6 32/2018/TT-BYT ngay 12/11/2018 cta B truong Bo Y té quy dinh viée dang ky
lwu hanh thudc, nguyén liéu 1am thudc dbi véi cac thude thude Phu lyc II ban hanh
kém theo Quyét dinh nay (glay dang ky luu hanh c6 ky hiéu VD3-...-22).

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong
hop khong con dap ang du diéu kién hoat dong, co s¢ dang ky phai 6 trach nhiém
thuc hién thay doi co s dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc ding ky luu hanh thudc,
nguyén liéu 1am thudc trong thdi han 30 ngay ké tir ngdy co s¢ dang ky khong con
du diéu kién hoat dong.

8. Co s san xuat thudc phai bao dam céc diéu kién hoat dong clia co so san
xuat trong thoi han hiéu lyc cua gidy dang ky luu hanh thudc, nguyén lidu lam thude.

9. Co s¢ dang ky va co s san xudt thude phong xa phai tuan thu cac quy dinh
ctia quc té cling nhur Viét Nam vé quy trinh san xuat, tiéu chudn chét lugng, ton trit,
bao quan, van chuyén thudc phong xa dé dam bao an toan birc xa ddi voi moi truong
va an toan hi¢u qua cho nguoi st dung.

Piéu 3. Viéc st dung thube phéng xa chi dugc thuc hién tai co s¢ kham bénh,
chitra bénh co théy thube chuyén khoa y hoc hat nhan va dugc Bo Khoa hoc va Cong
nghé cap gidy phép tién hanh cong viéc birc xa theo quy dinh cta phap luat vé ning
luong nguyén tu.

Piéu 4. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.

Pi¢u 5. Giam ddc SO Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
dbc co so san xudt va co s¢ dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu lucI

DANH MUC 151 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 179

(Ban hanh kém theo Quyét dinh s6:

373..../0OD-QLD ngay 26 thing (09 nam 2022

cua Cuc Quan ly Duoc)

1. Cong ty ding ky: Cong ty cb phan dwoc Apimed (B/c: 263/9 Ly Thuong Kiét, phuwong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: Cong ty ¢ phan dwgc Apimed (D/c: Buong N1, cum cong nghiép Phu Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s 2 h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 [Saxapi5 Saxagliptin (duéi  [Vién nén bao| 36 [TCCS [Hop 3 vi, 10vi | VD-35773-22
dang saxagliptin phim thang x 10 vién; Hop
hydrochloride 1 chai 100 vién,
dihydrate) Smg 200 vién
2. Cong ty ding ky: Cong ty ¢ phan dwoc Enlie (P/c: Puong NA6, KCN My Phieée 2, phirong
My Phuoc, thi xa Ben Cat, Binh Duong - Viét Nam)
2.1 Nha san xuz‘it: Cong ty ¢6 phan dwgc Enlie (D/c: Puong NA6, KCN My Phuéc 2, phwong My
Phuoc, thi xa Bén Cat, Binh Duong - Viét Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dang &y
2 [Natusmine Dimenhydrinat Vién nén 36 |TCCS |Hop 1 vi,3vi, | VD-35774-22
50mg thang 10 vi (A1I-PVC)

x 10 vién; Hop
1vi, 3 vi, 10 vi
(Al-AD) x 10
vién; Hop 10 vi
(PET-LLDPE)
x 10 vién

3. Cong ty ding Ky: Cong ty ¢6 phan Dwoe Ha Tinh (B/c: 167 Ha Huy Tdp, Tp. Ha Tinh - Viét

Nam)

3.1 Nha san xuét: Cong ty ¢6 phan Dwoc Ha Tinh (P/c: 167 Ha Huy Tép, Tp. Ha Tinh - Viét

Nam)

Trang 1




. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céich J ,
STT Tén thuoe Ham lwong ché tho | chuin|  dong goi 50 dang ky
3 |[RelatabTT Methocarbamol Vién nén bao[ 36 |TCCS [Hop 10 vix 10 | VD-35775-22
400mg; Paracetamol |phim thang vién; Hop 20 vi
325mg x 10 vién
4  [Rupafast Sirup Mdi 100ml chtra  |Siro thudc | 36 [TCCS [Hop 10 6ng, 20 | VD-35776-22
Rupatadin (dudi thang ong, 30 6ng, x
dang Rupatadin 5ml; Hop 10
fumarat) 100mg goi, 12 goi, 20
201 X 2,5ml;
Hop 1 19 60ml,
100ml
5 [Solu Kids Prednisolon 20mg [ Vién nén 36 [TCCS |Hop2vi,3vi, | VD-35777-22
phén tan thang] 5vi,10vix 10
vién; Hop 2 vi,
3vi, 5vi, 10 vi,
20 vi x 4 vién;
Hop 110 20
vién, 50 vién,
100 vién
6 [Xabantk 10 mg Rivaroxaban 10mg |Vién nén bao| 36 |[TCCS |Hop2vix7 VD-35778-22
phim thang] vién; Hop 2 vi x
10 vién
7 [Xabantk 20 mg Rivaroxaban 20mg |Vién nén bao| 36 |TCCS |Hop2 vix7 VD-35779-22
phim thang] vién; Hop 2 vi x
10 vién

4. Cong ty ding ky: Cong ty co phan dwoc Hau Giang (D/c: 288 Bis Nguyén Van Cir, Phuong
An Hoa, Quan Ninh Kiéu, Thanh pho Can Tho - Viét Nam)

4.1 Nha san xuit: Cong ty c6 phan dwoc Hau Giang - Chi nhanh nha may dwoc phim DHG
tai Hau Giang (D/c: L6 B2 - B3, KCN Tan Phu Thanh - giai doan 1, xa Tan Phu Thanh, Huyén
Chau Thanh A, Tinh Hau Giang - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thude Ham luwgng ché tho (chuan| doéng géi g ky
8 |Biginol 5 Bisoprolol fumarate |Vién nén bao| 24 |[TCCS [Hop 3 vix 10 VD-35780-22
Smg phim thang vién
9 |Rebamipid 100 mg Rebamipid 100mg |Vién nén bao| 24 |TCCS |Hop2 vi, 5 vix| VD-35781-22
phim thang 10 vién

5. Cong ty ding ky: Cong ty C6 phan Dwoc Medi Ha Noi (B/c: Phong T2-22 tang 2, sé 352 Gidi
Phong, phuong Phuong Liét, quan Thanh Xuan, TP. Ha Noi - Viét Nam)

Trang 2




5.1 Nha san xuit: Cong ty c6 phan dwoc vét tw y té Ha Nam (B/c: Cum cong nghiép Hoang
Dong, phuong Hoang Dong, thi xa Duy Tién, Tinh Ha Nam - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoc Ham luwgng ché tho | chuin dong goi o dang &y
10 [SeaZopi 3,75mg Zopiclon 3,75mg Vién nén bao| 36 [TCCS [Hop 01 vi, 03 VD-35782-22
phim thang vi x 10 vién

6. Cong ty diing ky: Cong ty C6 phan dwoc Medipharco (P/c: S 8, Nguyén Truwong To, phuwong
Phwoc Vinh, TP. Hue, tinh Thira Thién Hué - Viét Nam)

6.1 Nha san xuét: Cong ty C6 phén dwgc Medipharco (D/c: S6 8, Nguyén Trieong T, phwong
Phwoc Vinh, TP. Hue, tinh Thira Thién Hué - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
11 |Glimepirid Glimepirid 1mg Vién nén 36 [TCCS |Hop 03 vix 10 [ VD-35783-22
thang vién
12 |Glimepirid Glimepirid 4mg Vién nén 36 [TCCS |Hop 03 vix 10 [ VD-35784-22
thang] vién

7. Cong ty diing Ky: Cong ty c6 phan Dwoc Minh Hai (P/c: 322 Ly Van Lam, Phuong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)

7.1 Nha san xuit: Cong ty ¢6 phan Dwoc Minh Hai (P/c: 322 Ly Van Lam, Phwong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di .
. g 2 0 dang k
STT Tén thuoe Ham lugng ché tho (chuan| dong géi &Y
13 |Zanbaz Sitagliptin (dudi Vién nén bao| 36 [TCCS |Hop 02 vix 14 | VD-35785-22
dang Sitagliptin phim thang vién; Hop 03 vi
phosphate x 10 vién
monohydrate) 50mg

8. Cong ty ding ky: Cong ty c6 phin dwoc m§y pham Bao An (P/c: S6 2/115, ngé 2, dwong Pinh

Cong Thuong, P. Binh Cong, Q. Hoang Mai, Ha Noi

—Viét Nam)

8.1 Nha san xuit: Cong ty dwge pham va thwong mai Phuong Dong (TNHH) (D/c: TS 509, to
ban dé s6 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Béc Ninh - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Trang 3




14 [Anbaescin Escin 50mg Vién nén 36 |TCCS |Hop 03 vi, 10 VD-35786-22
thang vi x 10 vién
15 [Neuvitaba Benfotiamine Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-35787-22
150mg phim thang vién
9. Cong ty diang ky: Cong ty co ph?m dwoc pham Agimexpharm (P/c: So 27Nguyé~n Thai Hoc,
Phuwong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)
9.1 Nha sén xuit: Chi nhanh cong ty c6 phan dwoc phim Agimexpharm- Nha may san xuit
dwgec pham Agimexpharm (D/c: Puong Vii Trong Phung, Khom Thanh An, P. My Thoi, TP. Long
Xuyén, Tinh An Giang - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
STT Tén thuoc Ham lwgng ché tho |chuin| dong géi 0 ding ky
16 |Agicardi 2,5 Bisoprolol fumarat |Vién nén bao| 36 |[USP [Hop3 vix 10 VD-35788-22
2,5mg phim thang|41 vién
17 [Agichymo 8,4 Chymotrypsin Vién nén 24 |TCCS |[Hop 02 vix 10 | VD-35789-22
(twong duong thang vién
Chymotrypsin USP
8,4mg) 8.400 don vi
18 |Zokicetam 250 Levetiracetam Vién nén bao| 36 [TCCS [Hop 3 vi, 10vi [ VD-35790-22
250mg phim thang x 10 vién
10. Cong ty ding ky: Cong ty c6 phan duwgec phim Ampharco U.S.A (B/c: KCN Nhon Trach 3,
xda Hiép Phuoc, huyén Nhon Trach, tinh Pong Nai - Viét Nam)
10.1 Nha san xuét: Cong ty c6 phian dwoc phim Ampharco U.S.A (B/c: KCN Nhon Trach 3, xd
Hiép Phuoc, huyén Nhon Trach, tinh BDong Nai - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho |chuin| dong géi 0 ding ky
19 [MucousAPC syrup Carbocistein Siro 24 [TCCS |Hop 20 6ng x VD-35791-22
125mg/5ml thang] Sml; Hop 100

dng x 5ml; Hop

x 1 chai 120ml

11. Cong ty ding ky: Cong ty Co phan Dwoc pham An Thién (B/c: 314 Béng Sao, Phuong 5,
Qudn 8, TP. Ho Chi Minh - Viét Nam)
11.1 Nha sén xuét: Cong ty C6 phan Dugc phdm An Thién (D/c: L6 C16, duong s6 9, Khu Cong
nghiép Hiép Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho |chuin| dong géi 0 ding ky
20 |A.T Eperison 50 Eperisone Vién nén bao| 36 |TCCS [Hop2vi,3 vi, | VD-35792-22
hydrochloride 50mg |phim thang 5vi,10vix 10
vién; Hop 1
chai 30 vién, 60
vién, 100 vién
21 |Hyuga 300 mg Clindamycin (du¢i |Vién nang 36 [TCCS |Hop2vi,3vi, [ VD-35793-22
dang Clindamycin |cing thang S5vi, 10vix 10
HCI) 300mg vién; Hop 1
chai 30 vién, 60
vién, 100 vién
22 |Tigemy 50 Tigecyclin 50mg Thubc tiém | 24 |[TCCS Hop 119,310, | VD-35794-22
dong kho thang 519

12. Cong ty ding ky: Cong ty Co phan Dwoc pham Boston Viét Nam (P/c: S6 43 duwong s6 8,
KCN Viéet Nam - Singapore, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duwong - Viét Nam)

12.1 Nha san xuét: Cong ty C6 phan Dugc phim Boston Viét Nam (D/c: S6 43 dwong s6 8,
KCN Viéet Nam - Singapore, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoe Ham lwong ché tho | chuin dong goi 0 dang &y
23 |Bosfradin 250 Cefradin 250mg Vién nang 36 |TCCS |Hop 1 vi,2vi, | VD-35795-22
cung thang 3vi,5vi, 10 vi
x 10 vién (vi
Al-Al
Al-PVDC)
24 [Bosfradin 500 Cefradin 500mg Vién nang 36 [TCCS |Hop 1vi,2vi, | VD-35796-22
cung thang 3vi, 5vi, 10 vi
x 10 vién (vi
Al-Al;
Al-PVDC)
25 |Bosfradin suspension  |Mdi gbi 2g chira: Cf)m pha 36 [TCCS |Hop 10 goi, 14 | VD-35797-22
Cefradin 250mg hon dich thang g0i, 20 goi, 24
uong 201 x 2¢g
26 |[Bostoserc 8 Betahistin Vién nén 36 |TCCS |Hop3 vi, 6 vi, | VD-35798-22
dihydroclorid 8mg thang 10 vi x 10 vién;
Hop 2 vi, 4 vix
25 vién
27 |Loratadin 10mg Loratadin 10mg Vién nén 36 [TCCS |Hop 10vix 10 [ VD-35799-22
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28

29

30

31

32

Nexipraz 40 tab

Prizil 125 sachet

Prizil 250

Rupaton

Vitar B6

Esomeprazol (duéi
dang Esomeprazol
magnesi trihydrat)
40mg

M&i goi 1,5g chira:
Cefprozil (dudi dang
Cefprozil
monohydrat) 125mg

Cefprozil (duédi dang
Cefprozil
monohydrat) 250mg

Rupatadin (duai
dang Rupatadin
fumarat) 10mg
Pyridoxin
hydroclorid 100mg

bao phim
Vién nén bao
tan trong
rudt

Cf)m pha
hon dich
uong

Vién nén bao
phim

Vién nén

Vién nang
mém

thang]
36
thang]

36
thang]

36
thang

36
thang]

36

thang

TCCS

TCCS

TCCS

TCCS

TCCS

vién
Hop 02 vi, 04
vi, 10 vix 07
vién

Hop 10 goi, 14
g01, 20 goi, 24
201, 30 goi x
1,5¢

Hop 1 vi, 2 vi,
3vi, 5vi, 10 vi
x 10 vién

Hop 2 vi, 3 vi,
5vi, 10vix 10
vién

Hop 5,10 vix
10 vién

VD-35800-22

VD-35801-22

VD-35802-22

VD-35803-22

VD-35804-22

13. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm CPC1 Ha Noi (P/c: Cum céng nghiép Ha
Binh Phwong, xda Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)
13.1 Nha san xuét: Cong ty ¢6 phan Dwgc pham CPC1 Ha Noi (P/c: Cum céng nghiép Ha Binh
Phuong, xda Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viet Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

33

34

35

Butranep

Caprim

Fofelic

Tranexamic acid
100mg/1ml

Captopril 1mg/1ml

Méi 5ml dung dich
chura Sat nguyén to

Dung dich
uong

Dung dich
uong

Dung dich
uong

24
thang

24
thang

36
thang]

TCCS

TCCS

TCCS

Hop 5, 10, 20,
30, 40, 50 ong
nhyua 10ml;
Hop 1 19 30ml;
Hop 1 1o 60ml;
Hop 10 goi, 20
201, 30 gobi, 40
201, 50 gobi
10ml

Hop 10, 20, 50

ong x Sml; Hop
10, 20, 50 6ng x

10ml; Hop 1 Io
30ml; Hop 1 lo
50ml; Hop 1 lo
100ml

Hop 2 vi, 4 vi,
6vi,8vix5

VD-35805-22

VD-35806-22

VD-35807-22
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36

37

38

39

Leve-SB 1500
Mucome Baby Spray

Rifado

Zensonid 200 inhaler

(duéi dang Sat (111)
hydroxyd
polymaltose)
50mg; Acid folic
0,5mg

Levetiracetam
1500mg/100ml

Xylometazolin
hydroclorid 0,05%

Rifamycin natri
(twong duong 20000
IU/ml) 26mg/ml

MB&i lidu xit chira
Budesonid 200mcg

Dung dich
tiém truyén
Dung dich
xit miii
Dung dich
nho tai

Thudc phun
mu dinh licu

30
thang
36
thang
36
thang]

24
thang]

TCCS

TCCS

TCCS

TCCS

ong Sml; Hop 2
vi, 4 Vi’, 6vi, 8

vix 5 Ong

10ml; Hop 1 Io
30ml; Hop 1 Io
60ml

Tai 100ml

Hop 1 19 10ml,
15ml

Hop 1 lo 10ml

Hop 1 binh

chira 60 liéu,
120 lidu, 150
lidu, 200 liéu

VD-35808-22

VD-35809-22

VD-35810-22

VD-35811-22

14. Cong ty ding ky: Cong ty c6 phan dwoec phdm Ha Tay (D/c: S6 104 - pho Quang Trung -
Phuwong Quang Trung- Q.Ha Pong - TP. Ha N¢i - Viét Nam)
14.1 Nha san xuét: Cong ty c6 phian dwoc pham Ha Tay (P/c: T6 déin phé s6 4 - P.La Khé -
Q.Ha DPong - Tp. Ha Ngi - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
y . , - d k
STT Tén thude Ham lwgng ché tho (chuan| dong géi 0 dans &y
40 |Fahado Paracetamol 500mg |Vién nén 36 [TCCS |Hop 5 vi, 10 vi, [ VD-35812-22
thang 15 vix 10 vién;

Hop 15 vix 12
vién

15. Cong ty ding ky: Cong ty Co phan Dwoc phim Hoang Phwong (D/c: Khu do thi Sky
Garden, dwong Luong Van Can, phwong Khai Quang, Thanh pho Vinh Yén, tinh Vinh Phuc - Viét

Nam)

15.1 Nha sin xuit: Cong ty dwgc pham va thwong mai Phwong Dong - (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)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ o1 ,
J 5, 2 Sod k
STT Tén thuoc Ham lwgng che tho | chuan| déng goi o gang &y
41 |Hatalin Mebeverin Vién nén bao| 36 |TCCS |Hop 5 vix 10 VD-35813-22
hydrochlorid 135mg [phim thang] vién

Trang 7




16. Cong ty ding ky: Cong ty c6 phan dwgc phdm Imexpharm (P/c: S6 04, duwong 30/4, Phirong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

16.1 Nha san xqét: 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 11, phwong Hoa Phu, Tp.

Thii Dau Mét, tinh Binh Dwong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
42 [Ciprofloxacin IMP Ciprofloxacin Dung dich 24 |USP |Hop 5 tui, 10 VD-35814-22
400mg/200ml 400mg/200ml tiém truyén [thang|hién |tGi nhdm x 01
hanh [chai 200ml

16.2 Nha san xuét: Cong ty ¢6 phén dwoc phdm Imexpharm (P/c: S6 04, dwong 30/4, Phirong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
43 [Levocetirizin 5 Levocetirizin Vién nén bao| 24 [USP |[Hop1vi,3vi, | VD-35815-22
dihydrochlorid 5Smg |phim thangfhién |10 vi x 10 vién
hanh

17. Cong ty diing ky: Cong ty c6 phin dwgc phdm Khénh Hoa (D/c: S6 74 Puong Thong Nhdt,
Phuwong Van Thang, Thanh pho Nha Trang, Tinh Khanh Hoa - Viét Nam)
17.1 Nha sin xuat: Cong ty c6 phin dwgc pham Khénh Hoa (D/c: Duong 2 thing 4, Khom
Dong Bac, Phuwong Vinh Hoa, Thanh pho Nha Trang, Khanh Hoa - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
STT Tén thude Ham lwgng ché tho | chuén| dong géi 0 ding ky
44 |Bambuterol 20 Bambuterol Vién nén 36 [TCCS |Hop3vi, 10vi [ VD-35816-22
hydrochloride 20mg thang x 10 vién; Chai
100 vién; Chai
500 vién
45 |Glimepiride 4mg Glimepiride 4mg Vién nén 36 |DDVNHOp 3 vix 10 VD-35817-22
thang|IV vién, 10 vix 10
vién
46 [Kasparin Alverin citrat 40mg |Vién nang 36 [TCCS |Hop10vix 10 [ VD-35818-22
cung thang vién; Chai 200
vién; Chai 500
vién
47 |Levofloxacin 500mg Levofloxacin (dudi |vién nén bao| 36 |DDVN|HOp 01 vix 5 VD-35819-22
dang Levofloxacin |phim thang|V vién; Hop 10 vi
hemihydrat) 500mg x 5 vién

Trang 8




48 |Loratadin 10 Loratadin 10mg Vién nén 36 |TCCS |Hop 10 vi, 20 VD-35820-22
thang] vi x 10 vién;
Chai 100 vién;
Chai 200 vién

18. Cong ty ding ky: Cong ty c6 phan dwoec phadm Liviat (D/c: Tang 46, toa nha Bitexco, sé 2
Hai Triéu, Phwong Bén Nghé, Quan 1, TP. Ho Chi Minh - Viét Nam)

18.1 Nha san xuét: Cong ty C6 phan Thuwong mai Dugc phim Quang Minh (P/c: S6 44 - Lo
Lu - P. Truwong Thanh - Quan 9 - TP. Ho Chi Minh - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
. e 2 0 dang k
STT Tén thuoc Ham luong ché tho | chuan| déng géi gy
49 [Cozomat 10 Rizatriptan (dudi Vién nén 36 ([USP |Hop3vix10 VD-35821-22

dang Rizatriptan

thang{40 vién
benzoat) 10mg

19. Cong ty ding ky: Cong ty c6 phan dwoc phdm Medbolide (P/c: Phong 09, lau 10, toa nha
The EverRich 1, so 968 Puwong ba thang hai, P.15, Quan 11, Tp. Ho Chi Minh - Viét Nam)

19.1 Nha san xuz”'lrt: Cong ty ¢6 phan dwoc pham Me Di Sun (B/c: 521, khu phé An Loi, phirong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé ,
. s h 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky
50 |Diamzac Deferasirox 360mg |Vién nén bao| 30 [TCCS |Hop 03 vix 10 | VD-35822-22
phim thang] vién

20. Cong ty ding ky: Cong ty c6 phan dwoc phim Phong Pha (B/c: L6 12, duong $6 8, khu cong
nghiép Tan Tao, phuwong Tan Tao A, quan Binh Tan, TP. Ho Chi Minh - Viét Nam)

20.1 Nha san xuét: Cong ty c6 phin Dwgc phim Phong Phi - Chi nhanh nha may

Usarichpharm. (D/c: L6 12, dwong s6 8, khu cong nghiép Tan Tao, phwong Tdan Tao A, qudn Binh
Tdan, TP. Ho Chi Minh - Viét Nam)

R X Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé d ,
. <5, 2 0 dan
STT Tén thuoc Ham lwgng ché tho (chuan| dong géi g ky
51 [Xyzsac 5 Levocetirizin Thudc cém | 36 |TCCS [Hop 10 goi, 20 | VD-35823-22

dihydrochlorid 5mg thang g0i, 30 goi, 100

goix lg

21. Cong ty ding ky: Cong ty c6 phan Dugc pham Phwong Pong (P/c: L6 s6 7, duwong so 2,
KCN. Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

Trang 9




21.1 Nha san xuét: Cong ty ¢ phin Du’(_)’c‘phz‘im Phwong Péng (B/c: Lo s6 7, dwong s6 2, KCN.
Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoe Ham luwgng ché tho | chuian| doéng géi 0 dans &y
52 [Nimape 80 Paracetamol Dung dich 36 [TCCS |Hop 10 éng, VD-35824-22
80mg/5ml uong thang hop 20 6ng, hop
30 6ng x Sml
53 |Ometsu Pregabalin Dungdich | 24 |TCCS |Hop 10 ng, VD-35825-22
200mg/10ml uong thang hop 20 6ng,
hop 30 ong x
10ml

22. Cong ty ding ky: Cong ty c6 phian dwoc pham Sao Kim (B/c: KCN Quang Minh, huyén Mé
Linh, Ha Noi - Viét Nam)

22.1 Nha san xuét: Cong ty ¢ phan dwee phdm Sao Kim (P/c: KCN Quang Minh, huyén Mé
Linh, Ha N¢i - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
54 |Tanzanfix Pravastatin natri Vién nén 36 [TCCS |Hop3vix 10 VD-35826-22
40mg thang vién

23. Cong ty ding ky: Cong ty c6 phan dwoc pham SaVi (B/c: L6 Z01-02-03a KCN trong KCX
Tan Thudn, phwong Tan Thudan Pong, quan 7, Tp. Ho Chi Minh - Viét Nam)

23.1 Nha sén xuét: Cong ty c¢6 phin dugc phidm SaVi (D/c: L6 Z01-02-03a KCN trong KCX Tén
Thudn, phwong Tan Thudn Pong, quan 7, Tp. Ho Chi Minh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s 2 h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
55 |Ticagrelor SaVi 60 Ticagrelor 60mg Vién nén bao| 36 [TCCS |[Hop 03 vix 10 | VD-35827-22
phim thang vién
56 |Ursokol 250 Acid Vién nén bao| 36 [TCCS |Hop 03 vi, 06 VD-35828-22
ursodeoxycholic phim thang vi x 10 vién
250mg
57 |Zurelsavi 10 Prasugrel (dudi dang| Vién nén bao[ 36 |TCCS |[Hop 03 vix 10 | VD-35829-22
Prasugrel HCI) phim thang vién
10mg

24. Cong ty ding ky: Cong ty c6 phan dwgce pham Trung wong 2 (P/c: S6 9 Tran Thanh Téng,
phuwong Bach Dang, qudn Hai Ba Trung, Tp. Ha Noi - Viét Nam)

Trang 10




24.1 Nha san xufit:’Cﬁng ty c6 phan dwoc pham Trung wong 2 (D/c: Lé 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 x 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky
58 |Enhydra 10/25 Enalapril maleate | Vién nén 36 [TCCS |Hop 10vix 10 [ VD-35830-22
10mg; thang vién
Hydroclorothiazid
25mg
59 |Enhydra 5/12,5 Enalapril maleate  [Vién nén 36 |TCCS |[Hop 10 vix 10 | VD-35831-22
Smg; thang] vién
Hydroclorothiazid
12,5mg
60 [Tropinfull Atropin sulfat (dudi |Dung dich 36 [DDVN[HOp 05 ong, VD-35832-22
dang Atropin sulfat [tiém thang{IV 100 6ng x 5ml
monohydrate)
Img/5ml
61 [Tropinhalf Atropin sulphat Dung dich 36 [D Hop 5 ong; Hop| VD-35833-22
0,5mg/5ml tiém thangDVN 100 ong x Sml
A%

25. Cong ty ding ky: Cong ty c6 phian dwoc pham Trwong Tho (D/c: 93 Linh Lang, Ba Pinh,

Ha Ngi - Viet Nam)

25.1 Nha san xuét: Chi nhanh Céng ty ¢6 phan dwgec pham Truong Tho (P/c: L6 M1, dwong
N3, KCN Hoa Xa, Nam Dinh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sh d ,
. <5 2 0 dan
STT Tén thude Ham lwgng ché tho chuan| déng goi g ky
62 |Celecoxib Celecoxib 100mg | Vién nang 36 [TCCS |Hop3vix 10 VD-35834-22
cung thang] vién

26. Cong ty ding ky: Cong ty c6 phan dwgce pham TV. Pharm (P/c: 27 Nguyén Chi Thanh,
khom 2, phuong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

26.1 Nha san xuét: Cong ty ¢6 phan dwoc phdm TV. Pharm (B/c: 27 Nguyén Chi Thanh, khém
2, phuwong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. s 2 0 dan
STT Tén thuoc Ham lwgng ché tho (chuan| dong géi g ky
63 |Aluphagel M&i gobi chira nhém [Hon dich 36 |TCCS [Hop 30 gobi x VD-35835-22
phosphat gel 20%  |uong thang 20g
12,38¢g
64 [Colmax Paracetamol Vién nang 36 [TCCS |Hop 10 vix 10 [ VD-35836-22

Trang 11




65

Iclarac

325mg;
Clorpheniramin
maleat 2mg

Ibuprofen 200mg;
Codein phosphat
hemihydrat 30mg

phim

Vién nén bao

36

thang]

thang

TCCS

vién.

Hop 2 vix 10
vién

VD-35837-22

27. Cong ty ding ky: Cong ty c6 phan dwoc phiam va sinh hoc y t& (B/c: 31 Ngé Thoi Nhiém,
Phuwong Vo Thi Sau, Quan 3, TP. Ho Chi Minh - Viét Nam)
27.1 Nha san xuét: Cong ty ¢6 phin dwoc phim va sinh hocy té (P/c: L6 11I-18 dwong s6 13 -
Khu cong nghiép Tan Binh - Quan Tan Phu - TP. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thude Ham lwong ché tho | chuén déng géi 0 dans &y
66 [Mibinir 300 Cefdinir 300mg Vién nang 36 ([USP |Hop1vix10 VD-35838-22
cung thang vién; Hop 3 vi x
10 vién

28. Cong ty ding ky: Cong ty c6 phan dwoc pham VCP (P/c: xd Thanh Xudn - Séc Son - Ha N§i

- Viét Nam)

28.1 Nha san xuét: Cong ty ¢ phan dwge pham VCP (P/c: xd Thanh Xudn - S6¢ Son - Ha Néi -

Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
0 g , . d
STT Tén thuoc Ham lwgng che tho | chuan| déng goi 0 ding ky
67 |Isotrin 0,05% Isotretinoin Gel bdi da 36 |TCCS |Hop I tuyp 15g| VD-35839-22
0,05%(w/w) thang

29. Céong ty ding ky: Cong ty c6 phan dwgce pham Vinh Phiic (P/c: S6 777 dwong Mé Linh,
Phwong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)

29.1 Nha san xuét: Cong ty ¢é phan dwec phdm Vinh Phic (B/c: Thén Méu Théng-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho | chuan| déng géi 0 dang ky
68 |[Octreotid Octreotid (duéi dang| Dung dich 30 [TCCS |Hop 1vi, 2 vix| VD-35840-22
Octreotid acetat) tiém thang 5 ongx 1ml
0,Img/1ml
69 [Vinopa 80 Drotaverin Dung dich 36 |TCCS Hép 1,5vix 10| VD-35841-22
hydroclorid tiém thang ong x 4ml; Hop
80mg/4ml 2,10 vix 5 Ong

x 4ml

Trang 12




30. Cong ty ding ky: Cong ty co phan dwoc pham Wealphar (P/c: L6 CN5, Khu cong nghiép
Thuy Van, xa Thuy Van, thanh pho Viét Tri, tinh Phu Tho - Viét Nam)

30.1 Nha san xuit: Cong ty c6 phan dwoe pham Wealphar (D/c: L6 CN5, Khu cong nghiép Thuy

Van, xa Thuy Van, thanh phé' Viet Tri, tinh Phu Tho - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
70 |Bisoprolol DWP 7.5mg |Bisoprolol fumarat |Vién nén bao| 36 [TCCS [Hop 06 vix 10 | VD-35842-22
7,5mg phim thang] vién
71 |Dexibuprofen DWP Dexibuprofen Vién nén bao| 36 [TCCS |Hop 06 vix 10 | VD-35843-22
400mg 400mg phim thang vién
72 |Fefolic DWP Sat fumarat (twong | Vién nén bao| 36 |TCCS [Hop 06 vix 10 | VD-35844-22
322mg/350meg ung sat 100mg) phim thang vién
322mg; Acid folic
350mcg
73 |Ketoprofen Tab DWP  |Ketoprofen 100mg |Vién nén bao| 36 |TCCS [Hop 06 vix 10 | VD-35845-22
100mg phim thang vién
74 |Ketotifen DWP 1mg Ketotifen 1mg Vién nang 36 [TCCS |Hop 06 vix 10 [ VD-35846-22
cung thang vién
75 [Metronidazol DWP Metronidazol Vién nang 36 [TCCS |Hop 06 vix 10 [ VD-35847-22
375mg 375mg cung thang vién
76 |Naproxen EC DWP Naproxen 250mg  [Vién nén bao| 36 |TCCS [Hop 06 vix 10 [ VD-35848-22
250mg phim tan thang vién
trong rudt
77 |[Nizatidin DWP 75mg  [Nizatidin 75mg Vién nang 36 [TCCS |Hop 06 vix 10 [ VD-35849-22
cung thang vién
78 |Pravastatin DWP 5mg  |Pravastatin natri Vién nén 36 |TCCS |Hop 06 vix 10 | VD-35850-22
Smg thang] vién
79 |Ramipril Cap DWP 5mg |Ramipril 5Smg Vién nang 24 [TCCS [Hop 06 vix 10 [ VD-35851-22
cung thang vién
31. Cong ty ding ky: Cong ty co phian dwoe Phic Vinh (B/c: L6 CN 4-6.2 Khu Céong nghiép
Thach That, Quoc Oai, xa Phung Xa, huyén Thach That, Ha Noi - Viét Nam)
31.1 Nha san xuit: Cong ty ¢6 phan dwge Phic Vinh (D/c: L6 CN 4-6.2 Khu Céng nghiép Thach
That, Quoc Oai, xa Phung Xa, huyén Thach That, Ha No¢i - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho | chuén| dong géi 0 ding ky
80 |Solphabe Vitamin B1 110mg; |Vién nang 36 [TCCS |Hop 10 vix 10 [ VD-35852-22
Vitamin B6 200mg; |cung thang] vién
Vitamin B12 0,5mg

Trang 13




81

82

Solpirac 1200

Solpirac 800

M&i goi 2g chira
Piracetam 1200mg

Mbi g6i 2 g chtra
Piracetam 800mg

Thudc cém
pha dung
dich uong
Thubc cdm
pha dung

dich udng

36
thang]

36
thang]

TCCS

TCCS

Hop 30 goi;
Hop 50 goi x
g0i 2¢g

Hop 30 goi;
Hop 50 goi x
201 2¢g

VD-35853-22

VD-35854-22

32. Cong ty ding ky: Cong ty co phan dugc trung wong 3 (D/c: S6 115 Ngé Gia Tw, Phirong Hai
Chdu 1, Quan Hai Chdau, Thanh pho Pa Nang - Viét Nam)

32.1 Nha san xuit: Cong ty cd phz‘”lrn dugc trung wong 3 (D/c: S6 115 Ngé Gia Tuw, Phuong Hai
Chau 1, Quan Hai Chdau, Thanh pho Pa Nang - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céich Sé d ,
< “Us 2 h d
STT Tén thude Ham lugng ché tho | chuan| doéng géi 0 dang ky
83 |Rovacent Spiramycin Thubc cdm | 36 [TCCS |[Hop 20 goi x 3g| VD-35855-22
750.0001U thang

33. Cong ty ding ky: Cong ty co phan dwoce Vacopharm (P/c: S6 59 Nguyén Hué, Phirong 1,
Thanh pho Tan An, Tinh Long An - Viét Nam)

33.1 Nha san xuit: Cong ty ¢é phin dwge Vacopharm (P/c: Km 1954, Quoc 16 1A, P. Tén
Khanh, TP. Tan An, Tinh Long An - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao
cheé

Tudi
tho

Tiéu
chuan

Quy cach
déng géi

S6 ding ky

84

Vacofenac 50

Diclofenac natri
50mg

Vién nén bao
phim tan
trong rudt

36
thang]

TCCS

Hop 25 vix 4
vién; Hop 5 vi x
10 vién; Hop 5
vi x 10 vién;
Hop 10 vix 10
vién; Hop 100
vi x 10 vién;
Hop 10 vi x 20
vién; Hop 50 vi
x 20 vién; Chai
100 vién; Chai
200 vién; Chai
500 vién

VD-35856-22

85

Vacorovel 300

Irbersartan 300mg

Vién nén bao
phim

36
thang]

TCCS

Hop3vix 10
vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién;
Hop 100 vix 10
vién; Hop 2 vi x
14

VD-35857-22

Trang 14




86

Vadol 650 DH

Paracetamol 650mg

Vién nén bao
phim

36
thang

TCCS

vién; Hop 10 vi
x 14 vién; Chai
100 vién; Chai
200 vién

Hop 10 vi x
10 vién; Hop 25
vi x 4 vién; Hop
50 vix 10 vién;
Hop 100 vix 10
vién; Chai 100
vién; Chai 200
vién; Chai 500
vién

VD-35858-22

34. Cong ty ding ky: Cong ty co phan dwoc vat twy té Ha Nam (P/c: Cum cong nghiép Hodng
Dong, phuwong Hoang Dong, thi xa Duy Tién, Tinh Ha Nam - Viét Nam)

34.1 Nha san xuit: Cong ty cé phan dwoc vat tw y té Ha Nam (B/c: Cum cong nghiép Hoang
Dong, phuong Hoang Dong, thi xa Duy Tién, Tinh Ha Nam - Viét Nam)

. £ 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
87 |Ibafilin Cholin alfoscerat Vién nang 36 [TCCS |Hop 02 vi, 03 VD-35859-22
400mg mém thang] vi, 05 vix 10
vién
88 |Piroxol Ambroxol Vién nén 36 [TCCS |Hop 02 vi, 05 VD-35860-22
hydroclorid 30mg thang vi, 10 vix 10
vién

35. Cong ty ding ky: Cong ty ¢6 phan dwoc vat tw y té Hai Dwong (D/c: S6 102 phé Chi Léng,
phuwong Nguyén Trai, thanh pho Hai Duong, tinh Hai Duong - Viét Nam)
35.1 Nha san xuit: Nha may HDPHARMA EU-Céng ty ¢6 phan dwge VTYT Hai Dwong (P/c:
Thura dat so 307, cum Cong nghiép Cam Thuong, phuwong Cam Thuong, Tp. Hai Duong, tinh Hai

Duwong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céich Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
89 |Dimendrat Dimenhydrinate Vién nén 36 |TCCS |Hop 10 vix 10 | VD-35861-22
50mg thang vién; Hop 25 vi
x 4 vién
90 |Dinxo Glimepirid 2mg Vién nén 36 [TCCS |Hop 03 vix 10 [ VD-35862-22
thang vién
91 [Hadupred 4 Methylprednisolone |Vién nén 36 |TCCS |Hop 03 vi, 10 VD-35863-22
4mg thang vi x 10 vién; Lo
100 vién

Trang 15




36. Cong ty ding ky: Cong ty co phan Korea United Pharm. Int’l (P/c: S6 24, Pai 16 Tu Do,
KCN Viét Nam- Singapore, Thi xa Thuan An, tinh Binh Duong - Viét Nam)

36.1 Nha san xuit: Cong ty c6 phan Korea United Pharm. Int’l (B/c: S6 24, Pai 1é Tw Do, KCN
Viét Nam- Singapore, Thi xa Thudn An, tinh Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
92 |Nevobimax 5 Nebivolol (dudi Vién nén 36 [TCCS |Hop 2 vi, 3 vi, VD-35864-22
dang Nebivolol thang 5vix 10 vién
hydrochlorid) Smg nén
93 |Tacalique 60 Ticagrelor 60mg Vién nén bao| 36 |TCCS [Hop 3 vi, 6 vi, | VD-35865-22
phim thang] 10 vix 10 vién

37. Cong ty ding ky: Cong ty cd phén lién doanh dwgc pham Eloge France Viét Nam (D/c:
Khu cong nghiép Queé Vo, xa Phuong Liéu, huyén Qué Vo, tinh Bac Ninh - Viét Nam)

37.1 Nha san Xll,f,lt: Cong ty ¢ ph§”1~n lién doanh dwgc phz‘in} Eloge France Viét Nam (D/c: Khu
cong nghiép Qué Vo, xa Phwong Liéu, huyén Qué Vo, tinh Bdc Ninh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
94 |[Elonadin 180 Fexofenadin (dudi [ Vién nén bao| 36 [TCCS [Hop 2 vi, 3 vi, | VD-35866-22
dang Fexofenadin  |phim thang 5vix 10 vién
hydroclorid) 180mg

38. Cong ty diing ky: Cong ty co phan O2Pharm (D/c: 39/39 Nguyén Ciru Dam, phirong Tan Son
Nhi, quan Tan Phu, TP. Ho Chi Minh - Viét Nam)

38.1 Nha san xuit: Cong ty ¢ phan Héa dugc Viét Nam (D/c: S6 192 phé Pirc Giang, phiong
Thuwong Thanh, qudn Long Bién, thanh pho Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. <5 h 0 dan
STT Tén thuoc Ham luwgng ché tho [chuan| dong goi g ky
95 |Ocecoran Nicorandil 10mg Vién nang 24 |TCCS |Hop 01 thi, 02 | VD-35867-22
cung thang taix 05 vix 10
vién

39. Cong ty ding ky: Cong ty c6 phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Thanh phé Tuy
Hoa, tinh Phu Yén - Viét Nam)

39.1 Nha san xuit: Cong ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Thanh pho Tuy
Hoa, Tinh Phu Yeén - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
STT Tén thuoe Ham lwgng ché tho |chuin| dong géi 0 ding ky
96 [Pymenospain 80mg Drotaverin Vién nén 36 |TCCS [Hop 02 vi, 03 VD-35868-22
hydrochlorid 8 mg thang vi, 05 vi, 10 vi
x 10 vién; Hop
01 1o 200 vién
97 |Pyvasart HCT 160/25 |Valsartan 160mg; |Vién nén bao| 36 [TCCS [Hop 02 vix 14 | VD-35869-22
Hydroclorothiazid |phim thang vién; Hop 03 vi
25mg x 10 vién
98 |Zoximcef 2g Ceftizoxim (duéi Bot phatiém| 24 |TCCS |Hop 01 lo, 10 VD-35870-22
dang Ceftizoxim thang lo
natri) 2g

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

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. s h 0 dan
STT Tén thude Ham lugng ché tho | chuan| déng goi g ky
99 [Atenolol STADA 100  |Atenolol 100mg Vién nén 36 |TCCS |[Hop 02 vix 15 | VD-35871-22
mg thang vién

40. Cong ty dang ky: Cong ty ¢6 phan Samedco (P/c: 666/10/1 dwong 3/2, phwong 14, qudn 10,
TP. Ho Chi Minh - Viét Nam)

40.1 Nha sén xuét: Cong ty c6 phin dugc Enlie (B/c: Duong NA6, KCN My Phuc 2, phuong
My Phuoc, thi xa Bén Cat, Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. e 2 0 dan
STT Tén thude Ham lwgng che tho | chuan| déng goi g ky
100 [DN-Aceno 1 Acenocoumarol Vién nén 36 [TCCS |Hop3vix 10 VD-35872-22
Img thang vién
101 [DN-Aceno 4 Acenocoumarol Vién nén 36 [TCCS |Hop3vix 10 VD-35873-22
4mg thang vién

41. Cong ty ding ky: Cong ty c6 phan SX - TM dwge pham Pong Nam (D/c: L6 24, Puong 14,
KCN Tan Tao, Qudan Binh Tan, Tp. Ho Chi Minh - Viét Nam)
41.1 Nha sén xuét: Cong ty c¢6 phin SX - TM dwgc pham Pong Nam (D/c: L6 24, Puong 14,
KCN Tan Tao, Qudan Binh Tan, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
. L p 0 dan
STT Tén thuoc Ham lwgng ché tho | chuan dong goi g ky
102 |Magatex Paracetamol Vién nén 36 DBV |Hop3vi,5vi, | VD-35874-22
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500mg; Ibuprofen  |bao phim  |thang[NV  [6vi, 10 vix 10

150mg vién; Chai 100
vién, 200 vién,
500 vién

42. Cong ty ding ky: Cong ty C6 phian Thwong mai & Dich vu Hali Viét Nam (D/c: S6 45, ngé
376 Ngo Gia Tu, Phuong Duc Giang, Qudan Long Bién, TP. Ha Noi - Viét Nam)

42.1 Nha san xuat: Cong ty TNHH MTYV 120 Armephaco (P/c: 118 Vii Xudn Thiéu, P. Phiic
Loi, Q. Long Bién, TP. Ha Noi - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoc Ham luwgng ché tho | chuian| doéng géi 0 dans &y
103 [Halirace 10 Racecadotril 10mg Tbuéc bot 24 |TCCS |Hop 16 goi x VD-35875-22
uong thang] 2g; Hop 30 goi
x2g

43. Cong ty ding ky: Cong ty C6 phan Trust Farma Qu(";c té (D/c: 36 Pai I6 Hitu Nghi, Khu
cong nghiép Viét Nam - Singapore, P. Binh Hoa, Thanh pho Thuan An, tinh Binh Duong - Viét
Nam)

43.1 Nha san xuat: Cong ty C6 phian Trust Farma Qu(")c té (D/c: 36 Pai 16 Hitu Nghi, Khu cong
nghiép Viét Nam - Singapore, P. Binh Hoa, Thanh pho Thudn An, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho | chuan| déng géi 0 dang ky
104 |Cefpovera 40 Cefpodoxim (dudi  [Bot pha hon | 36 |USP41|Hop 30 goi x 1g| VD-35876-22
dang Cefpodoxim |dich uong |thang
proxetil) 40mg

44. Cong ty diang ky: Cong ty c6 phan xuit nhip khiu y té Domesco (P/c: 66-Quéc 16 30-P. My
Phu-Thi xa Cao Lanh-Tinh Dong Thap - Viét Nam)

44.1 Nha san xuét: Cong ty c‘(x) phén xuit nhip khau y té Domesco (P/c: 66-Quoc 16 30-P. My
Phu-Thi xa Cao Lanh-Tinh Bong Thap - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ s ,
STT Tén thuoc Ham lwgng ché tho |chuén| dong géi S0 ding ky
105 [Moxacin 500 mg Amoxicilin (duéi | Vién nang 36 |TCCS |Hop 10 vi, 20 VD-35877-22
dang Amoxicilin cung thang vi x 10 vién,
trihydrat comacted) chai 100 vién,
500mg 200 vién, 300
vién, 500 vién
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45. Cong ty diang ky: Cong ty c6 phian Y dwoc LS (B/c: Km 22, Quéc 19 5, Thi trdan Ban Yén
Nhdn, huyén My Hao, tinh Hung Yén - Viet Nam)
45.1 Nha san xuét: Chi nhanh cong ty ¢6 phan Armephaco- Xi nghiép duoc pham 150 (P/c:
112 Tran Hung BPao, phuwong Pham Ngii Lao, Quan 1, TP. Ho Chi Minh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoc Ham lwgng ché tho |chuidn| déng goi 0 dans xy
106 [LoviloLSP1 Pitavastatin (duéi | Vién nén bao| 36 |TCCS |Hop 03 vix 10 [ VD-35878-22
dang Pitavastatin phim thang vién

calcium) Img

46. Cong ty dang ky: Cong ty duge pham va thuong mai Phuong Dong - (TNHH) (D/c: TS
509, to ban do s6 01, cum CN Hap Linh, phieong Hap Linh, Tp. Bdic Ninh, tinh Bac Ninh - Viét

Nam)

46.1 Nha sén xuét: Cong ty dwgc phim va thweng mai Phwong Pong - (TNHH) (B/c: TS 509,
to ban do so 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thuoe Ham lwgng ché tho |chuin| dong géi o dang &y
107 [PUD-Cholecalciferol Cholecalciferol Vién nén 36 [TCCS |Hop3vix 10 VD-35879-22
4001U thang vién
108 [Zopin TTN Zopiclon 7,5mg Vién nén 36 [TCCS |Hop1vi,2vi, | VD-35880-22
bao phim thang] 5vi,10vix 10
vién

47. Cong ty ding ky: Cong ty lién doanh Meyer-BPC (P/c: 643, quoc 16 60, phirong Phii Tén,
thanh phé Bén Tre, tinh Bén tre - Viét Nam)

47.1 Nha sén xut: Cong ty lién doanh Meyer-BPC (D/c: 643, quoc 16 60, phwong Phii Tan,
thanh pho Ben Tre, tinh Ben Tre - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
109 [Banoigin-Meyer Paracetamol 500mg; [ Vién nén 36 |TCCS |Hop 02 vi, 10 VD-35881-22
Cafein khan 30mg thang] vi x 10 vién;
Hop 01 chai
100 vién
110 [Meyerlukast 4 Montelukast (dudi | Vién nén 36 [TCCS |Hop 03 vi, 10 VD-35882-22
dang Montelukast |nhai thang vi x 10 vién
natri) 4mg
111 [Mykast 4 Montelukast (dudi  [Com pha 36 [TCCS |Hop 30 goix 1g| VD-35883-22
dang Montelukast  [hdn dich thang
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ong x Sml; Hop
01 chai 30ml,
50ml, 60ml,
100ml

natri) 4mg uong
112 [Mylosulprid 25 Levosulpirid 25mg | Vién nén 36 [TCCS |Hop 03 vi, 10 VD-35884-22
thang vi x 10 vién
113 [Mysimol Paracetamol Dung dich 24 [TCCS [Hop 20 gbi x VD-35885-22
160mg/5ml udng thang Sml; Hop 20

48. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, dwong sé 09, ap 24,
xda Tan Thanh Tdy, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

48.1 Nha sin xuét: Cong ty TNHH BRV Healthcare (D/c: Khu A, s6 18, dwong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. H6 Chi Minh - 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 &y
114 [Bividia 25 Sitagliptin (dudi Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-35886-22
dang Sitagliptin phim thang vién; Hop 1
phosphat chai x 60 vién
monohydrat) 25mg
115 [Myhemo Agid folic 0,35mg; [Vién bao 30 |TCCS |[Hop3vix 10 VD-35887-22
Sat (dudi dang duong thang] vién
Ferrous fumarat
305mg) 100mg

49. Cong ty ding ky: Cong ty TNHH Cong nghé Dwoc Minh An (P/c: S6 19D-TT5, KPT Tady
Nam Linh Pam, Hoang Liét, Hoang Mai, Ha N¢i - Viét Nam)

49.1 Nha sian xuét:’Céng ty ¢6 phan dwoc phim Trung wong 2 (P/c: Lé 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
116 [Miadrol 16mg Methylprednisolon |Vién nén 48 |TCCS [Hop3vix 10 VD-35888-22
16mg thang Vién
117 [Miadrol 4mg Methylprednisolon |Vién nén 48 |TCCS [Hop3 vix 10 VD-35889-22
4mg thang Vién

50. Cong ty ding ky: Cong ty TNHH Dugc pham Allomed (P/c: L6 A-1H-CN, KCN My Phuwéc
3, Phuong Chanh Phu Hoa, T.X Bén Cat, Tinh Binh Duong - Viét Nam)

50.1 Nha san xuét: Cong ty TNHH Duge pham Allomed (P/c: Lé A-1H-CN, KCN My Phuéc 3,
Phuong Chanh Phu Hoa, T.X Bén Cat, Tinh Binh Duong - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
¢ g , . d
STT Tén thuoe Ham lwgng ché tho chuan| déng goi 0 ding ky
118 |Paracetamol infusion Paracetamol Dung dich 36 |TCCS |Hop 36 thi x VD-35890-22
10mg/ml 10mg/ml tiém truyén [thang 50ml
tinh mach

51. Cong ty ding ky: Cong ty TNHH dwoc pham Anh Thy (B/c: D7, té din phé Binh Thén,
Phuong My Pinh 1, Quan Nam T Liém, Thanh pho Ha Noi - Viét Nam)
51.1 Nha sén xuét: Cong ty co phan Héa dwgc Viét Nam (D/c: S6 192 phé Pic Giang, phirong
Thuong Thanh, quan Long Bién, thanh pho Ha Noi - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé d ,
. e 2 d
STT Tén thuoe Ham lwgng che tho | chuan| déng goi 0 ding ky
119 [Fynzaf Linagliptin S5mg Vién nén bao| 36 [TCCS |[Hop 03 vix 10 [ VD-35891-22
phim thang vién
120 |Rubotoon 10 Isotretinoin 10mg Vi‘én nang 36 |TCCS |[Hop 03 vix 10 | VD-35892-22
mém thang vién

52. Cong ty ding ky: Cong ty TNHH dwoc pham Bach Khang (D/c: S6 904, ngé 678, dwong Dé
La Thanh, P. Giang Vo, Q. Ba Dinh, Tp. Ha Noi - Viét Nam)

52.1 Nha san xuat: Trung tim chiéu xa Ha Noi (P/c: Km12, duwong 32, P. Minh Khai, Q. Bac Tir
Liém, Tp. Ha noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich P ,
J 5, 2 Sod k
STT Tén thuoc Ham lwgng ché tho | chuan| déng goi o gang &y
121 [Vinatom FDG Fluorine 18 Dung dich 12 |TCCS |Binh chi chtta 1| VD-35893-22
Fluorodeoxyglucose [tiém tinh gio lo thuy tinh
(F-18FDQG) mach 10ml
5-200mCi/ml

53. Cong ty dang ky: Cong ty TNHH Dugc pham Eli (P/c: 58 Pwong B, Phii Thanh, Tdn Phi,
Thanh pho Ho Chi Minh -)
53.1 Nha san xuét: Cong ty Roussel Viét Nam (B/c: S6 1, dwong sé 3, KCN Viét Nam Singapore,
Thuan An, Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S& ding kv
STT Tén thuoc Ham lwgng ché tho | chuian| déng géi o dans iy
122 |Felnosat S:Zit (IIT) (dwadi dang | Vién nén 36 |TCCS |[Hop 03 vix 10 | VD-35894-22
sat III hydroxid thang vién
polymaltose)

100mg; Acid folic
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|0,5mg

54. Cong ty ding ky: Cong ty TNHH Dugc pham EOC Viét Nam (B/c: T6 11, phwong Yén
Nghia, quan Ha Dong, Ha Noi - Viét Nam)

54.1 Nha sén xuét: Cong ty TNHH MTV dwoc phim 150 Cophavina (B/c: 112 Trin Hung
DPao, phwong Pham Ngil Lao, quan 1, thanh pho H6 Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
123 |Ecoliptin 5 Linagliptin S5Smg Vién nén bao| 36 |TCCS |[Hop 03 vix 10 | VD-35895-22
phim thang] vién

55. Cong ty ding ky: Cong ty TNHH Dugc pham Sun Rise (B/c: 39/9 Béng Sao - Phuong 5 -
Qudn 8 - TP. Ho Chi Minh - Viét Nam)

55.1 Nha san xuét: Cong ty C6 phian Thwong mai Duge pham Quang Minh (B/c: S6 44 - Lo
Lu - P. Truwong Thanh - Quan 9 - TP. Ho Chi Minh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé ,
. s 2 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky
124 |Tezfon Ebastin 10mg Vién nén 36 |TCCS |Hop 03 vix 10 | VD-35896-22
phén tan thang vién
trong miéng

56. Cong ty ding ky: Cong ty TNHH dugc pham USA - NIC (USA - NIC Pharma) (D/c: Lo
11D duwong C - KCN Tan Tao - Phuwong Tan Tao A - Qudan Binh Tan - TP. Ho Chi Minh - Viét Nam)

56.1 Nha san xuét: Cong ty TNHH dwoc phdm USA - NIC (USA - NIC Pharma) (B/c: L6 11D
duong C - KCN Tan Tao - Phuong Tan Tao A - Quan Binh Tan - TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
4 s ] h d
STT Tén thude Ham lwgng ché tho (chuan| dong géi 0 ding ky
125 |Eucablue Extra Eucalyptol 100mg; Vi‘én nang 36 [TCCS |Hop 10vix 10 [ VD-35897-22
Tinh dau ging mém thang vién; Chai 40

0,5mg; Tinh dau tan
0,18mg; Menthol

0,5mg

vién

57. Cong ty ding ky: Cong ty TNHH Hasan-Dermapharm (B/c: Puong sé 2 - Khu Céng nghiép
bong An - Phuong Binh Hoa - Thi xa Thuan An - Tinh Binh Duong - Viét Nam)
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57.1 Nha sén xuét: Cong ty TNHH Hasan-Dermapharm (P/c: Puong s6 2 - Khu Cong nghiép
Dong An - Phuong Binh Hoa - Thi xa Thuan An - Tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diing kv
STT Tén thuoe Ham luwgng ché tho | chuian| doéng géi o dans iy
126 [Calcium Hasan 500 mg |Calci (dudi dang Vién nénsui| 36 [TCCS [Hop 1 tuyp x 20[ VD-35898-22
Calci lactat gluconat [bot thang vién
2940mg va Calci
carbonat 300 mg)
500mg
127 |Hasitec 10 Enalapril maleat Vién nén 36 |TCCS |Hop 3 vi, 10vi | VD-35899-22
10mg thang x 10 vién
128 |Hasitec 5 Enalapril maleat Vién nén 36 |TCCS |Hop 3 vi, 10vi | VD-35900-22
Smg thang x 10 vién

58. Cong ty ding ky: Cong ty TNHH Lién doanh Hasan Dermapharm (B/c: Lé B, Puong sé 2,
KCN Pong An, Binh Hoa, Thudn An, Binh Duong, Viét Nam - Viét Nam)

58.1 Nha san xuét: Cong ty TNHH Lién doanh Hasan Dermapharm (B/c: L6 B, Puong s 2,
KCN Dong An, Binh Hoa, Thudgn An, Binh Duong, Viét Nam - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thuoc Ham lwgng ché tho [chuan| dong goi 0 dang ky
129 |Lacisartan HCT 100/25 |Losartan kali Vién nén bao| 36 [TCCS |Hop3 vix 10 VD-35901-22
100mg; phim thang vién; Hop 5 vi x
Hydroclorothiazid 10 vién; Hop 10
25mg vi x 10 vién
130 |Letarid 100 Levosulpirid 100mg | Vién nén 36 |TCCS |Hop 03 vix 10 | VD-35902-22
thang vién; Hop 05 vi
x 10 vién; Hop
10 vix 10 vién
131 |Letarid 25 Levosulpirid 25mg | Vién nén 36 [TCCS |Hop 1 vix 10 VD-35903-22
thang vién; Hop 3 vi x
10 vién; Hop 5
vi x 10 vién;
Hop 10 vix 10
vién
132 [Veramil 40 Verapamil Vién nén bao| 36 |TCCS |Hop 03 vi, 05 VD-35904-22
hydroclorid 40mg  [phim thang vi, 10 vix 10
vién
133 [Veramil 80 Verapamil Vién nén bao| 36 |TCCS [Hop 03 vi, 05 VD-35905-22
hydroclorid 80mg  [phim thang] vi, 10 vix 10
vién
134 |Zectidil 200 Dexibuprofen Vién nén bao| 36 [TCCS |Hop 3 vix 10 VD-35906-22
200mg phim thang vién; Hop 5 vi
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135

136

Zectidil 300

Zectidil 400

Dexibuprofen
300mg

Dexibuprofen
400mg

Vién nén bao
phim

Vién nén bao
phim

36
thang]

36
thang]

TCCS

TCCS

x 10 vién; Hop
10 vix 10 vién
Hop3vix 10
vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién
Hop3vix 10
vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién

VD-35907-22

VD-35908-22

59. Cong ty ding ky: Cong ty TNHH MTV 120 Armephaco (B/c: 118 Vii Xudn Thiéu, P. Phiic
Loi, Q. Long Bién, TP. Ha Noi - Viét Nam)

59.1 Nha san xuéat: Cong ty TNHH MTYV 120 Armephaco (P/c: 118 Vii Xudn Thiéu, P. Phiic

Loi, Q. Long Bién, TP. Ha Noi - Viét Nam)

Tuoi

R £ Hoat chit chinh - | Dang bao Tiéu Quy cach Sé ding kv
STT Tén thude Ham lugng che tho | chuan déng géi 0 dans &y
137 [Cotrinlp Sulfamethoxazol Thu(')c~ bot 36 [TCCS |Hop 30 goi x 2g| VD-35909-22
200mg; pha hon dich |thang thude bot pha
Trimethoprim 40mg [udng hon dich uong

60. Cong ty diang ky: Cong ty TNHH Nova Pharma (P/c: Tang 8, toa nha Viét Nam Business
center 57-59 Ho Tung Mdu, P Bén Nghé, Q1, TPHCM - Viét Nam)

60.1 Nha san xuéat: Cong ty c6 phan SPM (B/c: L6 51- Puong s6 2- KCN Téan Tao- P. Tdn Tao A,

Q. Binh Tin- TP. Ho Chi Minh - Viét Nam)

R A Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé d ,
. <5 X 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
138 |Lipotonic Pitavastatin (dudi | Vién nén bao| 36 [TCCS |Hop3 vi, 10vi | VD-35910-22
dang Pitavastatin phim thang x 10 vién

calci) 2mg

60.2 Nha san xuat: Cong ty TNHH Dwoc pham Allomed (B/c: Lé A-1H-CN, KCN My Phude 3,

Phuong Chanh Phit Hoa, T.X Bén Cat, Tinh Binh Dwong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. s 2 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
139 |Sun-Ambroxol Ambroxol Dung dich 24 |TCCS |Hop 10 éng, 20| VD-35911-22
hydroclorid uodng thang ong, 30 ong x
15mg/5ml Sml
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61. Cong ty ding ky: Cong ty TNHH san xuét dwoc pham Medlac Pharma Italy (P/c: Khu
cong nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai lo Thang Long, xa Ha
Bang, Huyén Thach That, Ha Ngi - Viét Nam)

61.1 Nha san xuat: Cong ty TNHH san xuit duwgc phim Medlac Pharma Italy (D/c: Khu cong
nghiép cong nghé cao I - Khu cong nghé cao Hoa Lac, KM29, Dai 1§ Thang Long, xa Ha Bang,
Huyén Thach That, Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé dine kv
STT Tén thuoc Ham lwgng ché tho | chuin|  dong goi o gang &y
140 [Medloda 8 Ondansetron (du¢i [Dung dich 36 [USP |Hop 5 bng x4 [ VD-35912-22
dang ondansetron  [tiém thang/hi¢én [ml, Hop 10 ong
HCI) 8mg/4ml hanh x4 ml, Hop 20
ong x 4 ml
141 |Medvercin 500 N-Acetyl-DL-Leucin | Tiém tinh 24 [TCCS Hép 5 6ng; Hop| VD-35913-22
500 mg/5ml mach thang 10 6ng x Sml
142 [Tobramedlac 100 Tobramycin (dudi  [Dung dich 24 |USP |Hop 5 dngx VD-35914-22
dang Tobramycin  [tiém thang/hién  |2ml; Hop 10
sulfat) 100mg/2ml hanh |0ngx 2ml

62. Cong ty diang ky: Cong ty TNHH San xuit Thwong Mai Dugc phdm Thanh Nam (P/c: 34
Dang Tat, Phuong Tan Dinh, Quan 1, TP. Ho Chi Minh - Viét Nam)

62.1 Nha san xuét: Chi nhanh coéng ty TNHH Sin xuit Thwong Mai Dwoc phim Thanh Nam
tai Binh Dwong (D/c: 60 Pai o Poc lap, Khu cong nghiép Viét Nam-Singapore, Thi xa Than An,
Tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
. s 2 0 dang k
STT Tén thuoe Ham luong ché tho | chuan| déng géi gy
143 |Erythromycin 500mg Erythomycin 500mg [ Vién nén bao| 36 |DDVN|HOp 10 vix 10 [ VD-35915-22
phim thang|V vién

63. Cong ty diang ky: Cong ty TNHH sinh dwoc pham Hera (P/c: L6 A17 KCN Tir Ha, Phurong
Tw Ha, Thi xa Hwong Tra, tinh Thira Thién Hué - Viét Nam)

63.1 Nha san xuét: Cong ty TNHH sinh dwoc pham Hera (B/c: L6 A17 KCN Tir Ha, Phuwong T
Ha, Thi xa Huwong Tra, tinh Thira Thién Hué - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach S& ding kv
STT Tén thuoc Ham lwgng ché tho |chuidn| déng goi 0 dans &y
144 [Biovacor Pravastatin natri Vién nén 36 ([USP |HopO03vix10 [ VD-35916-22
40mg thang{41 vién
145 |Biovacor Pravastatin natri Vién nén 36 ([USP |HopO03vix10 [ VD-35917-22
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146

147

Herazole

Meloxicam 7,5

80mg
Fluconazole 200mg

Meloxicam 7,5mg

Vién nang
cung
Vién nén

36

36

thang]

thang]

41

USP
hién
hanh

vién

DDbVN[Hop 01 vix 01
thang|V

vién

Hop 05 vix 10
vién; Hop 01
chai x 100 vién

VD-35918-22

VD-35919-22

64. Cong ty ding ky: Cong ty TNHH thwong mai duwoc pham Quang Anh (B/c: 69/4/41 Puong
Truc, phwong 13, quan Binh Thanh, Tp. Ho Chi Minh - Viét Nam)

64.1 Nha san xuét: Cong ty co phan dwoe vat twy té Ha Nam (P/c: Cum cong nghiép Hodng
Dong, phuong Hoang Dong, thi xa Duy Tién, Tinh Ha Nam - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céich Sé d ,
4 s ] h d
STT Tén thude Ham lugng ché tho | chuan| doéng géi 0 dang ky
148 |Flaben 1000 Diosmin 1000mg Vién nén 36 |TCCS [Hop 01 vi, 03 VD-35920-22
thang vi, 05vix 10
vién
149 |Flaben 5000 Diosmin 500mg Vién nén bao| 36 [TCCS [Hop 01 vi, 03 VD-35921-22
phim thang] vi, 05 vix 10
vién
150 [Nacofen Nabumeton 1000mg | Vién nén bao| 36 [TCCS [Hop 01 vi, 02 VD-35922-22
phim thang] vi, 03 vi, 05 vi,
10 vix 10 vién

65. Cong ty diang ky: Cong ty TNHH Y Dwoc Quang Minh (B/c: S6 nha 3, ngdch 26/1 Phan
Dinh Giot, P. Phuong Liét, Q. Thanh Xudn, Tp. Ha N¢i - Viét Nam)

65.1 Nha san xuat: Cong ty ¢ phin dwge phadm Ha Tay (D/c: T6 din phé sé 4 - P.La Khé -
Q.Ha DPong - Tp. Ha N¢i - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ s ,
STT Tén thude Ham lwong ché tho | chuin dong goi S0 ding ky
151 |[SM.RISEDRONAT 5 |Risedronat natri Vién nén 24 |TCCS |Hop 3 vi, 6 vi, | VD-35923-22
(dudi dang thang 10 vix 10 vién
Risedronat natri
hemipentahydrat)
Smg
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(Ban hanh kém theo Quyét dinh s6:

Phu luc II ) ) 5 ]
DANH MUC 08 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 179

575

cua Cuc Quan ly Duoc)

..... /OD-QLD ngay 26 thding 09 nam 2022

1. Cong ty ding ky: Cong ty C6 phan dwoc Medipharco (P/c: Sé 8, Neuyén Truong Té, phwong

Phuée Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)

1.1 Nha san xuét: Cong ty Co phan dwgc Medipharco (B/c: S6 8, Nguyén Trieong T, phuwong

Phuée Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 |Lamivudin 100 Lamivudin 100mg |Vién nén 36 |TCCS |Hop 03 vi, 06 VD3-182-22
thang vi, 10 vix 10
vién; Hop 01 lo
x 100 vién
2 |Lamivudin 150 Lamivudin 150mg |Vién nén 36 |TCCS |Hop 03 vi, 06 VD3-183-22
thang] vi, 10 vix 10
vién; Hop 01 lo
x 100 vién
3 |Tenofovir 150 Tenofovir disoproxil | Vién nén 36 |TCCS |Hop 03 vi, 06 VD3-184-22
fumarate 150mg thang vi, 10 vix 10
vién; Hop 01 lo
x 100 vién
2. Cong ty diing ky: Cong ty C6 phan Duwge pham An Thién (P/c: 314 Béng Sao, Phuong 5,
Quan 8, TP. Ho Chi Minh - Viét Nam)
2.1 Nha san xuit: Cong ty Co phan Dugc pham An Thién (P/c: Lé C16, dwong sé 9, Khu Céng
nghiép Hiép Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thuoe Ham lwgng ché tho |chuén| dong géi o gang &y
4 |Atihytalox plus M&i 10ml chta: Hén dich 36 [TCCS [Hop 20 goi, 30 | VD3-185-22
Magnesium uong thang g0i, 50 goi x
hydroxide 600mg; 10ml
Aluminum
hydroxide 599,8mg;

Simethicon (dudi
dang Simethicon
30%) 60mg

Trang 1




3. Cong ty diing ky: Cong ty co phan dwoc pham Vinh Phic (B/c: S6 777 dwong Mé Linh,
Phuwong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)

3.1 Nha san xuét: Cong ty cb phan dwge phim Vinh Phiic (B/c: Thén Mdu Thong-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
5 [Vinpha E Vitamin E (DL-alpha | Vién nang 36 IDDVNHOp 10 vix 10 | VD3-186-22
tocopheryl acetat)  [mém thang|V vién; Hop 3 vi x
400U 10 vién

4. Cong ty dang ky: Cong ty co phan lién doanh dwgc pham Eloge France Viét Nam (D/c: Khu
cong nghiép Qué Vo, xd Phwong Liéu, huyén Qué V4, tinh Bdic Ninh - Viét Nam)

4.1 Nha san xua,t: Cong ty cb phall lién doanh dugc pham’Eloge France Viét Nam (D/c: Khu
cong nghiép Qué Vo, xa Phwong Liéu, huyén Qué Vo, tinh Bdc Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
. 0 , . d
STT Tén thude Ham lwgng che tho | chuan| déng goi 0 ding ky
6 [Sofos-5A 400mg Sofosbuvir 400mg [ Vién nén bao| 36 [TCCS [Hop 3 vi, 5 vi, VD3-187-22
phim thang] 10 vix 10 vién;
Hop4 vix7
vién

5. Cong ty diing ky: Cong ty TNHH sinh dwoc pham Hera (D/c: L6 A17 KCN Tir Ha, Phurong
Tw Ha, Thi xa Huong Tra, tinh Thira Thién Hueé - Viét Nam)

5.1 Nha sén xuét: Cong ty TNHH sinh dwgc pham Hera (D/c: L6 A17 KCN Tir Ha, Phirong Tik
Ha, Thi xa Huong Tra, tinh Thira Thién Hué - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
STT Tén thude Ham lwgng ché tho | chuin|  doéng goi 0 ding ky
7 |Exemesin Exemestane 25mg | Vién nén bao| 36 |TCCS |[Hop03 vix 10 [ VD3-188-22
phim thang] vién
8 [Imalotab Imatinib (dudi dang | Vién nén bao| 36 |TCCS |Hop 03 vix 10 | VD3-189-22
Imatinib mesilate  |phim thang vién
119,5mg) 100mg

Trang 2




