BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 14ap - Tu do - Hanh phuc
S6: 854 /Qb-QLD Ha Ngi, ngay 30 thing 12 ndm 2022
QUYET PINH

Vé viéc ban hanh Danh muc 179 thuéc san xuit trong nuéc
dugc gia han giay dang ky luu hanh tai Viét Nam - Dot 182

CUC TRUONG CUC QUAN LY DUQC

Can cr Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co cdu t6 chirc ciia B6 Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucéng Bé Y té
quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 ciia Bé trieong B Y té quy
dinh churc nang, nhiém vu, quyén han va co céu t6 chire ciia Cuc Quan ly Duoc thudc
Bo Y té;

Can cir két ludn cia Héi dong tw vin cdp gidy dang ky lwu hanh thudc, nguyén
liéu lam thuoc - BO Y té;

Theo dé nghi ciia Trudng phong Dang ky thuoe, Cuc Qudn 1y Durgre.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 179 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 182. Cac thudc tai Danh
muc nay dugc gitr nguyén thong tin so dang ky da cap, cu thé:

1. Danh muc 172 thudc san xuét trong nudc duoc gia han gidy ding ky luu hanh
tai Viét Nam c6 hiéu luc 05 nam ké tir ngay ky ban hanh Quyet dinh nay (Phu luc [ kem
theo).

2. Danh muc 07 thudc san xuit trong nude duge gia han gidy diang ky luu hanh
tai Viét Nam c6 hiéu lyc 03 nam ké tur ngay ky ban hanh Quyét dinh nay (Phu luc II
kém theo).

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

1. San xuit thudc theo dung cac hd so, tai liéu da diang ky v6i BO Y té va phai in
s6 dang ky duoc Bo Y té Viét Nam cap Ién nhan thudc.

2. Chi duoc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chirng nhan da diéu kién kinh doanh duoc pham vi kinh doanh thube phai kiém soat dic
biét phi hop v6i pham vi hoat dong ctia co s¢ dap ing quy dinh tai khoan 5 Diéu 143
Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mot sé
diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Théng tu sb 11/2018/TT-BYT ngay 04/5/2018 ctua Bo truéng BO Y t& quy dinh vé chét
lwong thube, nguyén liéu lam thude.

4. Thuc hién, phéi hop vé6i co sé nhap khiu thuc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dugc vé viée kiém tra
chat lugng nguyén liéu 1am thudc nhom sartan d6i v6i cac thude thudc danh muyc tai
Diéu 1 c¢6 chtra duoc chit thudc nhém sartan.

5. Cap nhat nhan thudc, to hudng dan st 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 to huéng dan sit dung thude trong thot han 06 thang ké tur
ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bod sung gidy ding ky luu
hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phoi hop véi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh hién hanh
vé thude ké don, theo d6i an toan, hiéu qua, tac dung khong mong muén cua thudc trén
ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu s6 08/2022/TT-
BYT dbi véi cac thude thude Phu luc IT ban hanh kém theo Quyét dinh nay.

7. Co s6 ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap tng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyuc hién
thay d6i co s& dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngy co s6 dang ky khong con du diéu kién hoat dong.

8. Co s san xuat thuoc phai bao dam cac diéu kién hoat dong cua co s& san xuat
trong thot han hi€u luc cta glay dang ky luu hanh thudc, nguyén lidu 1am thuoc

Piéu 3. Bdi voi cac thude co thay ddi vé hd so hanh chinh (bao gdm nhén, t&
huéng dan sir dung thude) trong hd so gia han, sau 12 thang ké tur ngay ban hanh Quyet
dinh nay, co s¢ khong duoc san xudt thudc véi cac ndi dung cii d dé nghi thay doi.

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

Piéu 5. Giam dbc So' Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
dbc co s6 san xudt va co so diang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I

DANH MUC 172 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG

KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 182

(Ban hanh kém theo Quyét dinh s6:854...../0P-OLD ngay30thdng12ndm 2022
cua Cuc Quan ly Duoc)

1. Co sé ding ky: Cong ty Co pl}ﬁn Dwoc Danapha (Dia chi: 253 Diing ST Thanh Khé, P. Thanh
Khé Tay, Q. Thanh Khé, TP. Ba Nang, Viét Nam)

1.1. Co sé san xuat: Cong ty Co p~h§m Dwgc Danapha (Pia chi: 253 Diing ST Thanh Khé, P. Thanh
Khé Tay, Q. Thanh Khé, TP. Pa Nang, Viét Nam)

STT Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lén
chinh - Ham ché tho chuin | déng goi gia
lwgng (thang) han
1 Benzydamin Benzydamin Dung dich 36 TCCS | Hop 1 1o x | VD-19273-13 01
Throat Spray | hydroclorid thudc xit 15 ml
0.3% 45mg/15ml hong
2 Carbamazepin | Carbamazepin Vién nén 36 TCCS | Hop 1 1o x | VD-23439-15 01
200 mg 200mg 100 vién;
Hop 10 vi
x 10 vién
3 Cosaten Perindopril tert- | Vién nén 36 TCCS | Hop 3vix | VD-18905-13 01
butylamin 4mg 10 vién
4 Danapha- Fexofenadin Vién nén 36 TCCS | Hop 1 vix | VD-24082-16 01
Telfadin hydroclorid bao phim 10 vién
60mg
5 Darintab Sumatriptan Vién nén 36 TCCS | Hop 2 vix | VD-20630-14 01
(dudi dang bao phim 1 vién
Sumatriptan
succinat 70mg)
50mg
6 | Haloperidol Haloperidol Vién nén 36 TCCS | Hop 10vi | VD-24085-16 01
1.5 mg 1,5mg x 25 vién;
Hop 1 1o x
400 vién
7 Hi-Tavic Paracetamol Vién nén 36 TCCS | Hop 6 vix | VD-21805-14 01
325mg; bao phim 10 vién
Tramadol
hydroclorid
37,5mg
8 Lepigin 25 Clozapin 25mg | Vién nén 36 TCCS | Hop Svix | VD-22741-15 01
10 vién
9 | Meloxicam 15 | Meloxicam Dung dich 36 TCCS Hop 10 VD-19814-13 01
mg/1,5 ml 15mg/1,5ml tiém bngx 1,5
ml
10 | Vitamin K1 Phytomenadion | Dung dich 36 TCCS Hop 10 VD-18191-13 01
10mg/1ml (Vitamin K1) tiém dng x 1ml
10mg/1ml

2. Co s¢ ding ky: Cong ty ¢6 phin Fresenius Kabi Viét Nam (Pia chi: Khu vuc 8, phudng Nhon
Ph1, thanh pho Quy Nhon, Binh Pinh, Viét Nam)
1



2.1.Co sé sﬁn’xuét: Cong ty ¢6 phan Fresenius Kabi Viét Nam (Dia chi: Khu vuc 8, phudng Nhon
Phu, thanh pho Quy Nhon, Binh Dinh, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy cach S6 dang ky Lan
chinh - Ham ché tho chuin dong goi gia
lwgng (thang) han
11 | Dextrose- Mbi 500ml Dung dich 36 BP2021 | Chai nhya | VD-20309-13 01
Natri dung dich chtra: | tiém truyén 500 ml;
Glucose khan Thung 20
25g; Natri Chai x 500
clorid 2,25¢ ml
12 | Gentamicin | Gentamicin Dung dich 36 TCCS Hop 10 VD-22590-15 01
Kabi (dudi dang tiém bngx 1 ml
40mg/ml gentamicin
sulfat)
40mg/1ml

3. Co s& diing ky: Cong ty C6 phan tap doan Dugc ph;”im va Thwong mai Sohaco (Dia chi: S6 5
Lang Ha, Phuong Thanh Cong, Quan Ba Dinh, Thanh pho Ha Néi, Viét Nam)
3.1. Co s san xuit: Cong ty Cd phin Dwgc pham Me Di Sun (Dia chi: S6 521, Khu phd An Loi,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong géi gia
lwgng (thang) han
13 | Newstomaz | Simethicon Vién nang 36 TCCS | Hop3vix | VD-21865-14 01
300mg; Alverin mém 10 vién
citrat 60mg

4. Co s¢ dang ky: Cong ty ¢ phan cong nghé sinh hoc - dwge pham ICA (Dia chi: L6 10, duong
$0 5, KCN Viét Nam - Singapore, Thuin An, Binh Duong, Viét Nam)
4.1. Co's6'san xuét: Cong ty c6 phin cong nghé sinh hoc - dwge pham ICA (Dia chi: Lo 10, dudng
s0 5, KCN Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuén dong goi gia
luwgng (thang) han
14 | Adagrin Sildenafil (dudi | Vién nén 36 TCCS | Hop 1vix | VD-17818-12 01
dang Sildenafil | bao phim 3 vién
citrat) 100mg

5. Co sé¢ ding ky: Cong ty Co phan Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi:
498 Nguyén Thai Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

5.1. Co s6 séin xuat: Cong ty C6 phin Dugc - Trang thiét bi y t Binh Pinh (BIDIPHAR) (Dia
chi: 498 Nguyen Théai Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

STT | Tén thudc | Hoat chit chinh | Dang bao Tubi Tiéu Quy cach Sé ding ky | Lan
- Ham lwgng ché tho chuin déng géi gia
(thang) han
15 | Alcohol 70° | Con 94° Dung dich 36 TCCS Chai 60 ml; | VS-4876-14 01
804,3ml/1000ml | dung ngoai Chai 500ml;
Chai 1000ml
16 | Berberin Berberin clorid Vién nang 24 TCCS Hop 20 vix | VD-19319-13 | 01
100mg cing 10 vién. Lo
100 vién
17 | Biceflexin | Cefalexin 500mg | Vién nang 36 DDVNYV | Hop 10vix | VD-19841-13 | 01




500 cung 10 vién; Lo
100 vién; Lo
200 vién
18 | Bifumax Cefuroxim (duéi B6t pha 36 USP42 Hop 1 lo+ | VD-21232-14 | 01
1,5g dang Cefuroxim tiém 1 6ng nuéce
natri) 1,5g cit pha tiém
15 ml; Hop
10 lo
19 | Bitolysis Mobi 100ml dung | Dung dich 24 TCCS TGi nhya 2 | VD-18929-13 | 01
1,5% dich chtra: tham phan lit
Dextrose phuc mac
monohydrat
1,5g; Natri clorid
538mg; Natri
lactat 448mg;
Calci clorid.H>O
25,7mg; Magnesi
clorid.6.H>0O
5,08mg
20 | Bitolysis Moi 100 ml dung | Dung dich 24 TCCS Tainhya2 | VD-18932-13 | 01
2,5%Low | dich chira: tham phan lit
calci Dextrose phuc mac
monohydrat
2,5g; Natri clorid
538mg; Natri
lactat
448mg;Calci
clorid.2.H>O
18,3mg; Magnesi
clorid.6.H>O
5,08mg
21 | Bidiseptol | Sulfamethoxazol Vién nén 36 USP43 Hop 10 vix | VD-23774-15 | 01
400mg; 20 vién
Trimethoprim
80mg
22 | Bilodin Loratadin 10mg Vién nén 24 USP-NF | HopS5Svix | VD-20669-14 | 01
2022 10 vién; Hop
10 vix 10
vién
23 | Magnesium | Magnesium Vién nén 36 TCCS Hop Svix | VD-20421-14 | 01
-B6 lactat dihydrat bao phim 10 vién
470mg;
Pyridoxin
hydroclorid Smg
24 | Atorlog 20 | Atorvastatin Vién nén 24 TCCS Hop3vix | VD-19317-13 | 01
20mg bao phim 10 vién; Hop
10vix 10
vién
25 | BDF- Fludarabin Thube bot 18 USP42 | Hopllo+1 | VD-23134-15 | 01
Fdacell 50 | phosphat 50mg dong kho dng nuée cit
pha tiém pha tiém 2
ml
26 | Bestdocel Docetaxel Dung dich 24 TCCS Hop 1 lox2 | VD-21823-14 | 01
80 anhydrous dam dac ml+1 1o




80mg/2ml pha tiém dung moi
truyén tinh ethanol 13%
mach 7,33ml
27 | Bidisol Oxymetazolin. Thude xit 36 TCCS Hop 1 1o 15 | VD-22579-15 | 0l
HCI miii ml
7,5mg/15ml
28 | Clyodas Clindamycin Vién nang 36 USP42 Hop2vix | VD-21632-14 | 01
300 (dudi dang cing 10 vién; Hop
Clindamycin 10vix 10
hydroclorid) vién
300mg
29 | Tazopelin | Piperacillin Thubc bot 24 CP2015 Hop 1 lo; | VD-20673-14 | 01
4,5¢ (dudi dang pha ti€ém Hop 10 lo
Piperacillin
natri) 4g;
Tazobactam
(dudi dang
tazobactam natri)
0,5g
6. Co sé diing ky: Cong ty Co phan Dwgce Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phudng
An Hoa, quan Ninh Kiéu, thanh phé Can Tho, Viét Nam)
6.1. Co so san xuit: Cong ty C6 phan Dugc Hau Giang - Chi nhianh nha may dwgc phim DHG
tai Hau Giang (Dia chi: L6 B2 - B3, Khu cong nghiép Tan Phti Thanh - Giai doan 1, xa Tan Phua
Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin | déng géi gia
luwgng (thang) han
30 | Coperil 4 Perindopril Vién nén 36 TCCS | Hop 1 i x | VD-22039-14 01
erbumin 4mg 1vix30
vién
31 | Hagizin Flunarizin Vién nang 36 TCCS | Hop 10vi | VD-20554-14 01
(Duéi dang cung x 10 vién
flunarizin
hydroclorid)
Smg
32 | Hamett Diosmectit 3g Thudc bot 36 TCCS | Hop 24 go6i | VD-20555-14 01
pha hon x38¢g
dich udng
33 | Hapacol Paracetamol Vién nén 36 TCCS | Hop 10vi | VD-20563-14 01
Blue 500mg bao phim x 10 vién
34 | Iboten Trimebutin Vién nén 36 TCCS | Hop 2 vix | VD-22698-15 01
maleat 100mg 10 vién,
hop 10 vi x
10 vién
35 | Lipcor 50 Losartan kali Vién nén 36 TCCS | Hop 3 vix | VD-22369-15 01
50mg bao phim 10 vién
36 | Mebilax 15 | Meloxicam Vién nén 36 TCCS | Hop 2 vix | VD-20574-14 01
15mg 10 vién
37 | Medskin Acyclovir Vién nén 36 TCCS | Hop 6 vix | VD-22034-14 01
Clovir 400 | 400mg 10 vién
38 | Modom's Domperidon Vién nén 36 TCCS | Hop 10vi | VD-20579-14 01
(dudi dang bao phim x 10 vién




domperidon
maleat)10mg
39 | Omeprazol | Omeprazol Vién nang 36 TCCS | Hop2vix | VD-21140-14 01
20 (dudi dang chtra vi hat 7 vién, hop
Omeprazol bao tan 3vix 10
pellets 8,5% trong rudt vién, chai
w/w) 20mg 150 vién,
chai 100
vién
40 | Roxithrom | Roxithromycin Vién nén 36 TCCS | Hop 3 vix | VD-20582-14 01
ycin 150 150mg bao phim 10 vién
41 | Spiramycin | Spiramycin Thudc bot 36 TCCS | Hop 10 g6i | VD-21144-14 01
0,75M 750.000 TU pha hén x 3 gam,
dich ung hop 24 go6i
X 3 gam
42 | Vastec Trimetazidin Vién nén 36 TCCS | Hop 1 thi x | VD-20584-14 01
dihydroclorid bao phim 2vix 30
20mg vién

7. Co sé diing ky: Cong ty c6 phan Dwgc phim 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phuong 15,
Quan 11, Thanh pho H6 Chi Minh, Viét Nam)

7.1. Co s¢ san xuit: Cong ty c6 phan Dwogc phim 2/9 (bia chi: 930 C4 duong C, Khu cong nghiép
Cat Lai, cum 2, Phuong Thanh My Loi, Quéan 2, TP.H6 Chi Minh, Viét Nam)

STT | Tén thubc Hoat chat Dang bao Tubi Tiéu | Quy cach S6 diing ky Lan
chinh - Ham ché tho chuin | déng goi gia
lwong (thang) han
43 | Captopril Captopril 25mg | Vién nén 36 TCCS | Hop2vix | VD-21224-14 01
25mg 10 vién;
Hop 10 vi
x 10 vién
44 | Domperidon | Domperidon Vién nén 36 TCCS | Hop 10vi | VD-22779-15 01
(dudi dang bam x 10
Domperidon vién; Hop
maleat) 10mg 10 vi xé x
10 vién

8. Co s¢ dang ky: Cong ty ¢6 phian Dugc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phuong
15, quan 10, TP. H6 Chi Minh, Viét Nam)

8.1. Co s san xuét: Cong ty c6 phin Dwgc pham 3/2 (Pia chi: 930 C2, duong C, KCN Cat L,
Cum II, phuong Thanh My Loi, quan 2, TP. H6 Chi Minh, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tubi Tieu | Quy cach S6 ding ky Lan
chinh - Ham che tho chuan | déng géi gia
lugng (thang) han
45 | Colchicine | Colchicin 1mg Vién nén 36 TCCS | Hop 1 vix | VD-22784-15 01
galien 20 vién

9. Co s6' dang ky: Cong ty ¢6 phian Duwgc phidm Agimexpharm (Dia chi: 27 Nguyén Thai Hoc,
Phuong My Binh, Thanh phé Long Xuyén, Tinh An Giang, Viét Nam)

9.1. Co 56 san xuét: Chi nhanh céng ty ¢6 phan Dugc phim Agimexpharm - Nha may sin xuét
Dugc pham Agimexpharm (bia chi: Puong Vi Trong Phung, Khom Thanh An, Phuong My Thdi,
Thanh pho Long Xuyén, Tinh An Giang, Viét Nam)
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STT | Tén thudc Hoat chat Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin | déng goi gia
lugng (thang) han
46 | Ketovazol | Ketoconazol Kem boi 24 TCCS | Hop 1 tuyp | VD-18694-13 01
2% 2% da x5g
47 | Cipostril Calcipotriol Thudc md 36 TCCS | Hop 1 tuyp | VD-20168-13 01
1,5mg boi da x 30g
48 | Ostagi 70 Acid alendronic | Vién nén 36 TCCS | Hop 1 vix | VD-24709-16 01
(dudi dang 2 vién
Alendronat
natri trihydrat)
70mg

10. Co so diing ky: Cong ty C6 phan Dwoc pham Ampharco U.S.A (Dia chi: Khu céng nghiép
Nhon Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

10.1. Co sé san xuit: Cong ty C6 phin Dugc phim Ampharco U.S.A (Dia chi: Khu cong nghiép
Nhon Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

STT

Tén thubc

Hoat chat
chinh - Ham
luong

Dang bao
ché

Tudi
tho
(thang)

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

gia
han

49

Maxxviton
1200

Piracetam
1200mg

Vién nén
bao phim

36

TCCS

Hop 1 vix 10
vién; Hop 3 vi
x 10 vién;
Hop 6 vix 10
vién; Hop 10
vi x 10 vién

VD-22806-15

01

50

Sosfever

Ibuprofen
200mg

Vién nang

mem

36

TCCS

Hop 1 thi x 3
vi x 10 vién;
Hop 1 tai x 1
vi x 10 vién;
Hopl tai x 10
vi x 10 vién;
Hop 3 tai x 1
vi x 10 vién
Hop 10 thi x 1
vi X 10 vién

VD-26101-17

01

51

Sosfever
fort

Ibuprofen
400mg

Vién nang

mem

36

TCCS

Hop 1 thi x 3
vi x 10 vién;
Hop 1 taix 1
vi x 10 vién;
Hopl thi x 10
vi x 10 vién;
Hop 3 tai x 1
vix 10 vién
Hop 10 thi x 1
vix 10 vién

VD-26102-17

01

52

Usaallerz
180

Fexofenadin
hydroclorid
180mg

Vién nén
bao phim

36

TCCS

Hop 1 vix 10
vién; Hop 3 vi
x 10 vién;
Hop 10 vi x
10 vién

VD-21819-14

01

53

Usaneuro
100

Gabapentin
100mg

Vién nang
cung

36

TCCS

Hop 1 vix 10
vién; Hop 3 vi
x 10 vién;

VD-22442-15

01




Hop 10 vix
10 vién

11. Co'sé dang ky: Cong ty ¢0 phan dugc pham An Thién (Dia chi: 314 Bong Sao, phuong 5, quan
8, Thanh pho H6 Chi Minh, Viét Nam)

11.1. Co sé san xuét: Cong ty 0 phin dwgc pham An Thién (Dia chi: L6 C16, Pudng s6 9, khu
cong nghié¢p Hiép Phude, Huyén Nha Be, Thanh pho H6 Chi Minh, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 diing ky Lan
chinh - Ham ché tho chuin dong géi gia
lugng (thang) han
54 | Adefovir Adefovir Vién nén 24 TCCS | Hop2vix | QLDBB-571-16 01
AT Dipivoxil 10mg 10 vién; Hop
3vix 10

vién; Hop 5
vi x 10 vién,
Hop 10 vix
10 vién; Hop
1 chai 30
vién; Hop 1
chai 60 vién;

Hop 1 chai
100 vién
55 | Febuxotid vk | Febuxostat Vién nén 24 TCCS | Hop2vix | QLDB-738-18 01
80 80mg bao phim 10 vién; Hop
3vix 10

vién; Hop 5
vi x 10 vién;
Hop 10 vi x
10 vién; Hop
1 chai 30
vién; Hop 1
chai 60 vién;
Hop 1 chai
100 vién

12. Co sé ding ky: Cong ty Co phan Duwgc pham Boston Viét Nam (Dia chi: S6 43 duong sb 8,
KCN Viét Nam - Singapore, Phuong Binh Hoa, Thanh Pho Thuin An, Tinh Binh Duong, Viét Nam)
12.1. Co s& sin xuit: Cong ty Co phin Duge phidm Boston Viét Nam (Dia chi: S6 43 duong s 8,
KCN Viét Nam - Singapore, Phuong Binh Hoa, Thanh Pho Thuén An, Tinh Binh Duong, Viét Nam)

STT | Ténthubc | Hoat chitchinh | Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
- Ham lugng ché tho chuin déng géi gia
(thang) han
56 | Effer Paracetamol Vién nén 36 TCCS | Hop 5Svix | VD-18258-13 01
Bostacet 325mg; sui bot 4 vién;
Tramadol Hop 10 vi
hydroclorid x 4 vién;
37,5mg Hop 25 vi
x 4 vién
57 | Ambroxol Ambroxol HCI Vién nén 36 TCCS | Hop3vix | VD-22812-15 01
Boston 30mg 10 vién
58 | Aronatboston | Acid Alendronic | Vién nén 24 TCCS | Hop 1vix | VD-19325-13 01
plus (dudi dang 4 vién
Alendronat natri
trihydrat




91,37mg) 70mg;
Colecalciferol
100.0001IU/g
28mg
59 | Bosagas40 | Telmisartan Vién nén 36 TCCS | Hop3vix | VD-21246-14 01
40mg 10 vién
60 | Bosagas 80 | Telmisartan Vién nén 36 TCCS | Hop3vix | VD-21247-14 01
80mg 10 vién
61 | Bosgyno Clotrimazol Vién nén 36 TCCS | Hop 1vix | VD-19852-13 01
100mg 6 vién
62 | Bostadin Loratadin 10mg Vién nén 36 TCCS | Hop 10vi | VD-22815-15 01
bao phim x 10 vién
63 | Paralmax Paracetamol Vién nén 36 TCCS | Hop 10vi | VD-21248-14 01
extra 500mg; Cafein bao phim x 12 vién;
65mg Hop 15 vi
x 12 vién
13. Co s6 ding ky: Cong ty c6 phan Dwgc pham Duoc liéu Pharmedic (Dia chi: 367 Nguyén Trii,
phudng Nguyén Cu Trinh, quan 1, TP. H6 Chi Minh, Viét Nam)
13.1. Co s san xuit: Cong ty ¢6 phin Dwge phim Dugc liu Pharmedic (Pia chi: 1/67 Nguyén
Vian Qua, phuong Pong Hung Thuan, quéan 12, TP. Hb Chi Minh, Viét Nam)
STT | Tén thubc Hoat chit Dang bao | Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goéi gia
lwgng (thang) han
64 | Aluminium | Mdi20g chita: | Hon dich 36 TCCS | Hop 10 goi | VD-22829-15 | 01
Phosphat Nhom phosphat ubng x 20g
Gel gel 20%
12,38gam
65 | Ofloxacin Ofloxacin Thudc nhé 30 TCCS |Hop1Lox | VD-20190-13 01
15mg/5ml tai Sml
66 | Vitamin PP | Nicotinamid Vién nén 36 TCCS | Hop 10vi | VD-22831-15 01
500 500mg x 10 vién
14. Co sé¢ diing ky: Cong ty c6 phan dwge phAm Ha Tay (Pia chi: S6 10A, phd Quang Trung, P.
Quang Trung, Q. Ha Bong, TP.Ha Noi, Viét Nam)
14.1. Co sé san xuat: Cong ty cb phﬁn dugc ph?lm Ha Tay (Dia chi: Té dan sb s6 4, P. LaKhé, Q.
Ha bong, Ha Noi, Viét Nam)
STT | Tén thudc Hoat chat Dang Tudi Tiéu Quy cach S6 dang ky Lan
chinh - Him | bao ché tho chuén dong goi gia
lugng (thang) han
67 | Disthyrox | Levothyroxin | Vién nén 24 DDVNV | Hop5vix | VD-21846-14 01
natri 100ug 20 vién nén
68 | Novewel Drotaverin Vién 36 TCCS Hop 10 vix | VD-24188-16 01
40 hydroclorid nang 10 vién
40mg cung

15. Co s6 ding ky: Cong ty C6 phéan Dwgc phdm Imexpharm (Pia chi: S6 04, Puong 30/4, Phuong
1, TP. Cao Lanh, Tinh Bong Thap, Viét Nam)

15.1. Co sé san xuit: Cong ty Co phian Dwoc phdm Imexpharm (Pia chi: S6 04, Puong 30/4,

Phuong 1, TP. Cao Lanh, Tinh Dong Thap, Viét Nam)




by
A

STT Tén thudc Hoat chat Dang bao Tudi Tiéu Quy S6 ding ky Lan
chinh - Ham ché tho chuin cach gia
lugng (thang) dong goi han
69 | Acetylcystein | Acetylcystein | Thudc bot 24 TCCS | Hop 30 | VD-26163-17 01
200 mg 200mg pha hon goix2g
dich ubng
70 | Vitamin C 500 | Vitamin C Vién nang 24 TCCS | Chai 200 | VD-26171-17 01
mg 500mg cing vién

16. Co s¢ ding ky: Cong ty C6 phin Duwgc phAm Me Di Sun (Pia chi: S6 521, Khu phd An Loi,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

16.1. Co & san xuat: Cong ty Co phin Dugc phdim Me Di Sun (Dia chi: S6 521, Khu ph An Lo,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tuoi Tiéu Quy cach So ding ky Lan
chinh - Ham ché tho chuin dong goi gia
lugng (thang) han
71 | Bambumed | Bambuterol Vién nén 36 TCCS | Hop 03 vi | VD-22480-15 01
10 HCI 10mg x 10 vién;
Chai 100
vién; Chai
200 vién
73 | Lodirein Carbocistein Vién nang 24 TCCS | Hop 6 vix | VD-23586-15 01
375mg cung 10 vién

17. Co sé diing ky: Cong ty Co phan Dwoc pham Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi
Xuyén, TP. Nam DPinh, Tinh Nam Dinh, Viét Nam)

17.1. Co sé san xuét: Cong ty c6 phian Dwge phim Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi
Xuyén, TP. Nam Dinh, Tinh Nam Dinh, Vit Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 diing ky Lan
chinh - Ham ché tho chuin déng géi gia
lwong (thang) han
73 | Izotren Isotretinoin Kem boi 36 TCCS | Hop 1 tuyp | VD-23607-15 01
5mg/10g da x 10gam

18. Co so ding ky: Cong ty ¢b phan dwgc phadm Phong Phu (bia chi: Lo s6 12, duong sé 8, Khu
cong nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, Thanh Phé H6 Chi Minh, Viét Nam)
18.1. Co s& san xudt: Cong ty ¢6 phin dwge phim Phong Phii — Chi nhinh nha may

Usarichpharm (Dia chi: L6 s0 12, duong s 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Quan
Binh Tan, Thanh Pho H6 Chi Minh, Viét Nam)

STT | Ténthudc | Hoat chiat | Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - ché tho chuin | déng goi gia
Ham lwgng (thang) han
74 | Usalota Loratadine Vién nén 36 TCCS | Hop Svix | VD-22081-15 01
10mg 10mg 10 vién;
Hop 10 vi
x 10 vién

19. Co s6 diing ky: Cong ty co phan Dwge pham Phuong Pong (Dia chi: Lo s6 7, Puong s6 2, Khu
cong nghiép Téan Tao, P. Tan Tao A, Q. Tan Binh, TP.HCM, Viét Nam)

19.1. Co s& san xuit: Cong ty c6 phan Dwoc pham Phwong Pong (Dia chi: Lo s 7, Pudng sb 2,
Khu cong nghiép Tan Tao, P. Tan Tao A, Q. Tan Binh, TP.HCM, Viét Nam)




by
A

STT | Tén thudc Hoat chit Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin déng géi gia
lwgng (thang) han
75 | Citrolheps | Calcitriol Vién nang 36 TCCS | Hop 3 vix 10 | VD-19930-13 01
0.25 0,25ug mém vién; Hop 6 x

10 vién; Hop
10vix 10
vién; Chai
100 vién;
Chai 200
vién; Chai
250 vién;

Chai 500 vién

20. Co 56 diing ky: Céng ty C6 phan Duwgc pham SaVi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuat Tan Thuan, Phuong TanThuin Dong, Quan 7, Thanh pho H6 Chi Minh, Viét Nam)
20.1. Co s6 san xuét: Cong ty Co phin Dwgc phiam SaVi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuat Tan Thuan, Phuong TanThudn Pong, Quan 7, Thanh pho H6 Chi Minh, Viét Nam)

STT Tén thudc Hoat chat Dang Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Him | bao ché tho chuén dong goi gia
lugng (thang) han
76 | SaVi Bezafibrat Vién nén 36 BP2018 | Hop Svix | VD-21893-14 01
Bezafibrate | 200mg bao phim 10 vién
200
77 | SaVi Pantoprazol Vién nén 36 TCCS | Hop2vix | VD-20248-13 01
Pantoprazole | (dudi dang bao phim 10 vién
40 Pantoprazol tan trong
natri ruot
sesquihydrat)
40mg
78 | SaViOrli Orlistat (du6i Vién 24 TCCS | Hop 5vix | VD-23012-15 01
dang orlistat nang 10 vién
vi hat 50%) cung
120 mg
79 | Savispirono- | Spironolacton | Vién nén 36 TCCS | Hop2vix | VD-21895-14 01
Plus 50mg; bao phim 10 vién
Furosemid
20mg
80 | Zidolam Zidovudin Vién nén 36 TCCS | Hop3vix | VD-23015-15 01
SaVi 300mg; bao phim 10 vién;
Lamivudin Hop 1
150mg Chai x 100
vién

21. Co sé ding ky: Cong ty C6 phan Dwoc pham Tenamyd (Pia chi: Lo YO1-02A Tan Thuan,
KCN/KCX Tan Thuan, P. Tan Thuan Pong, Quén 7,Viét Nam)
21.1. Co sé san xuat: Cong ty C6 phan Dwoc phim Tenamyd (Dia chi: L6 Y01-02A Tan Thuén,
KCN/KCX Tan Thuén, P. Tan Thudn Pong, Quan 7,Viét Nam)

>y
A

STT | Tén thudc Hoat chit Dang bao | Tudi Tiéu Quy cach So ding ky Lan
chinh - Ham ché tho chuén dong goi gia
lwong (thang) han
81 | Tenamyd- Ceftazidim Thudc bot 24 TCCS Hop 1 1g; | VD-19444-13 01
Ceftazidime | (dudi dang pha tiém Hop 10 Io
500 Ceftazidim
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pentahydrat)
500mg
82 | Tenafathin Cefalothin Thudc bot 36 USP 41 | Hop 1lo; | VD-23018-15 01
500 (dudi dang pha tiém Hop 10 1o
Cefalothin
natri) 500mg
83 | Tenafotin Cefoxitin (dudi | Thude bot 36 USP 41 | Hop 01 lg; | VD-23020-15 01
2000 dang Cefoxitin | pha ti€m Hop 10 1o
natri) 2000mg
84 | Tenamyd- Ceftazidim Thubc bot 24 TCCS Hop 11g; | VD-19447-13 01
Ceftazidime | (duéi dang pha tiém Hop 10 1o
1000 Ceftazidim
pentahydrat) 1g
85 | Tenamyd- Ceftazidim Thubc bot 24 TCCS Hop 11g; | VD-19448-13 01
Ceftazidime | (dudi dang pha tiém Hop 10 lo
2000 Ceftazidim
pentahydrat)
2000mg

22. Co s& ding ky: Cong ty c6 phan dwge phim TV.Pharm (Dia chi: 27 Nguyén Chi Thanh, Khém
2, phuong 9, TP. Tra Vinh, tinh Tra Vinh, Viét Nam)
22.1. Co sé san xuit: Cong ty co6 phin dwge phdm TV.Pharm (Pia chi: 27 Nguyén Chi Thanh,
Khém 2, phuong 9, TP. Tra Vinh, tinh Tra Vinh, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin | déng géi gia
lwong (thang) han
86 | Telmisartan | Telmisartan Vién nén 36 TCCS | Hop 3 vix | VD-20873-14 01
80 80mg 10 vién,
Hop 10 vi
x 10 vién,
Hop 4 vix
07 vién

23. Co s¢ ding ky: Cong ty c6 phin dwge pham TW 25 (Dia chi: 448B Nguyén Tt Thanh, phuong
18, quan 4, TP. H6 Chi Minh, Viét Nam)
23.1. Co s6 san xuat: Cong ty c6 phin dwgc phdm TW 25 (Dia chi: 448B Nguyén Tat Thanh,
phuong 18, quan 4, TP. H6 Chi Minh, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong géi gia
lwgng (thang) han
87 | Cefaclor Cefaclor (duéi | Vién nang 36 TCCS | Hop 1 vix | VD-19047-13 01
250mg dang Cefaclor cung 12 vién;
monohydrat) Hop 5 vix
250mg 12 vién;
Hop 1 vix
10 vién;
Hop 10 vi
x 10 vién

24. Co s¢ dang ky: Cong ty C6 phian Dwgc phim Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng,
P. Bach bang, Q. Hai Ba Trung, TP. Ha Noi, Viét Nam)

24.1. Co sé san xuit: Cong ty C6 phin Dwgc phim Trung wong 2 (Dia chi: L6 27 Khu cong nghiép

11




Quang Minh, TT Quang Minh, huyén Mé Linh, TP. Ha N¢i, Viét Nam)

STT | Tén thudc Hoat chit Dang Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham bao ché tho chuin dong géi gia
lwgng (thang) han
88 | Cefazolin Cefazolin (dudi Thude 24 DDVN | Hoép1lo; | VD-20836-14 01
g dang cefazolin bot pha v Hop 10 1o
natri) 1g tiém
89 | Bidva Cefadroxil Vién nén 36 DDVN | Hop 10vi | VD-23680-15 01
(dudi dang bao phim hién x 10 vién;
Cefadroxil hanh Lo 50 vién
monohydrat)
500mg
90 | Gentamycin | Gentamycin Dung 36 DDVN Hop 10 VD-18631-13 01
80 mg/2 ml | 80mg/2 ml dich tiém hién dng; Hop
hanh 50 ong;
Hop 100
bngx 2 ml
91 | Synapain Pregabalin Vién nén 36 TCCS | Hop3vix | VD-23685-15 01
75 75mg bao phim 10 vién;
Hop 10 vi
x 10 vién
92 | Topsea-F | Paracetamol Vién nén 36 TCCS | Hop20vi | VD-21908-14 01
500mg; Cafein | bao phim X 6 vién
65mg
93 | Tovecor Perindopril Vién nén 36 TCCS | Hop3vix | VD-26298-17 01
plus arginin S5mg; bao phim 10 vién
Indapamid
1,25mg
94 | Vifamox- Amoxicilin Vién nén 36 TCCS | Hop 10vi | VD-19036-13 01
F1000 (dudi dang bao phim x 10 vién
amoxicillin
trihydrat)
1000mg

25. Co sé ding ky: Cong ty co phan Duoc phim Trung wong I - Pharbaco (Dia chi: 160 Toén Duc
Théng, phuong Hang Bot, quan Ddng Pa, thanh phd Ha Noi, Viét Nam)

25.1. Co' s6' san xuét: Cong ty ¢6 phin Duoc pham Trung wong I - Pharbaco (Dia chi: Thon Thach
Loi, x4 Thanh Xuan, huyén Séc Son, thanh pho Ha Noi, Viét Nam)

>y
A

STT | Tén thuoc Hoat chit Dang bao Tuoi Tiéu | Quy cach So ding ky Lan
chinh - Ham ché tho chuin | déng géi gia
lwong (thang) han
95 | Canxi SBK | Mbi ong Iml Dung dich 36 TCCS | Hop 1 vix | VD-19944-13 01
50 chtra Calcitonin tiém 5 6ng
salmon 50dvqt
96 | Lyris 1g Cefoxitin (dudi Bot pha 36 TCCS | Hop 1010 | VD-19467-13 01
dang Cefoxitin tiém
natri) 1000mg

26. Co s¢ ding ky: Cong ty C6 phan Dwoc phim va sinh hoc y té (MEBIPHAR JSC) (Dia chi:
31 Ng6 Thoi Nhiém, Phuong VO Thi Sau, Quan 3, Tp. H6 Chi Minh, Viét Nam)

26.1. Co s6' san xuét: Chi nhanh Céng ty C6 phin Dwgc phim va Sinh hoc y té (Dia chi: Lo I1I-
18, duong s6 13, KCN Tan Binh, P. Tay Thanh, Q. Tan Phu, Tp. H6 Chi Minh, Viét Nam)
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STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong géi gia
lugng (thang) han
97 | Liciril Meclofenoxat Vién nén 36 TCCS | Hop 02 vi | VD-23373-15 01
hydroclorid bao phim x 10 vién
250mg
98 | Metalam 50 | Diclofenac kali | Vién nén 36 TCCS | Hop 01 vi | VD-21545-14 01
50mg bao dudng x 10 vién

27. Co sé ding ky: Cong ty ¢6 phan Dwoc Trung wong Mediplantex (Dia chi: 358 duong Giai
Phong, phuong Phuong Liét, quan Thanh Xuén, thanh pho Ha Noi, Viét Nam)

27.1. Co s6 san xuit: Cong ty cﬁ‘ phéin Duwogc Trung wong Mediplantex (Dia chi: Nha may duoc
pham s6 2: Thon Trung Hau, xa Tién Phong, huyén Mé Linh, thanh pho Ha N6i, Viét Nam)

STT | Tén thudc Hoat chit Dang Tubi Tiéu Quy cach S6 diing ky Lan
chinh - Ham bao ché tho chuin déng géi gia
lwgng (thang) han
99 | Roscef Cetirizin Vién nén 36 TCCS | Hop 10vi | VD-18788-13 01
hydroclorid bao phim x 10 vién
10mg

28. Co so' ding ky: Cong ty c6 phan Dwge Vacopharm (Dia chi: 59 Nguyén Hué, phuong 1, thanh

phd Tan An, Tinh Long An, Viét Nam)

28.1. Co s6 san xuz"lt:’C(‘)ng ty c6 phan Dugc Vacopharm (Dia chi: Km 1954, Quéc 16 1A, Phudng
Tan Khanh, Thanh pho Tan An, Tinh Long An, Viét Nam)

STT

Tén thubc

Hoat chat
chinh - Ham
luwgng

Dang bao
ché

Tudi
tho
(thang)

Tiéu
chuan

Quy cach
dong goi

So ding ky

Lan
gia
han

100

Ibuprofen
400

Ibuprofen
400mg

Vién nén
bao phim

24

TCCS

Hop 10 vix
10 vién; Hop
20 vix 10
vién; Hop 50
vi x 10 vién
Hop 100 vi x
10 vién; Hop
5vix 20 vién;
Hop 10 vix
20 vién; Hop
25 vix 20
vién; Hop 50
vi x 20
vién;Chai 100
vién, 200
vién, 300
vién, 500
vién, 1000
vién

VD-23112-15

01

101

Metronidazol
250

Metronidazol
250mg

Vién nén
bao phim

36

TCCS

Hop 10 vix
10 vién; Hop
20 vix 10
vién; Hop 50
vi x 10 vién;
Hop 100 vi x
10 vién;Hop 4
vi X 25 vién;

VD-23747-15

01
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Hop 10 vix
25 vién; Hop
20 vi x 25
vién; Hop 40
vi X 25 vién;
Hop 50 vi x
25 vién; Chai
100 vién;
Chai 200
vién; Chai
300 vién;
Chai 500
vién; Chai
1000 vién

102

Vaco Loratadin Vién nén 24 TCCS | 'Hop 10 vi x
Loratadine 10mg bao phim 10 vién; Hop
20 vix 10
vién; Hop 50
vi x 10 vién;
Hop 100 vi x
10 vién;
Hop 5 vix 20
vién; Hop 10
vi x 20 vién;
Hop 25 vix
20 vién; Hop
50 vix 20
vién;
Hop 10 vix
15 vién; Hop
20vix 15
vién; Hop 50
vi x 15 vién;
Hop 100 vi x
15 vién;
Chai 100
vién; Chai
200 vién;
Chai 250
vién; Chai
500 vién;
Chai 1000
vién

VD-23115-15

01

29. Co sé ding ky: Cong ty ¢6 phin Duge VTYT Hai Dwong (Pia chi: S6 102, phé Chi Ling,

phuong Nguyén Trii, TP. Hai Duong, tinh Hai Duong, Viét Nam)

29.1. Co s6 san xuit: Cong ty co phan Dugc VTYT Hai Dwong (Dia chi: S6 102, phd Chi Ling,

phuong Nguyén Trii, TP. Hai Duong, tinh Hai Duong, Viét Nam)

STT

Tén thudc Hoat chit Dang bao Tudi Tiéu Quy cach
chinh - Ham ché tho chuan dong goi
lwong (thang)

S6 ding ky

Lan
gia
han

103

Nude cat | Nude dépha | Dung moi 36 DBVN | Hop 10
tiém thudc tiém pha ti€ém )\ ong; Hop

VD-18797-13

01
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10ml 20 ong;
~Hop 50
ong x 10ml

30. Co s& diing ky: Cong ty co phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Dtic Hoa Ha, huyén
btic Hoa, tinh Long An, Viét Nam)
30.1. Co sé san xuét: Cong ty c6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Dirc Hoa Ha, huyén
Puc Hoa, tinh Long An, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong géi gia
lwgng (thang) han
104 | Acefalgan | Paracetamol Com sui 36 TCCS | Hop 20 goéi | VD-23527-15 01
150 150mg bot x 1,5 gam

31. Co s¢ ding ky: Cong ty C6 phan Héa-Dwge pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét,
Phuong 15, Quan 11, TP H6 Chi Minh, Viét Nam)

32.1. Co sé san xuit: Cong ty Cé phian Héa-Dwgc pham Mekophar (Dia chi: 297/5 Ly Thuong
Kiét, Phuong 15, Quén 11, TP H6 Chi Minh, Viét Nam)

STT | Tén thudc Hoat chiat Dang bao Tuoi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goi gia
lwong (thang) han
105 | Heptaminol | Heptaminol Vién nén 36 TCCS | Hop2vix | VD-23802-15 01
hydrochloride 10 vién
187,8mg
106 | Tetracycline | Tetracycline Vién nang 24 DDVN | H¢p 10vi | VD-22279-15 01
500mg hydrochloride cling A% x 10 vién
500mg

32. Co sé ding ky: Cong ty c6 phan Korea United Pharm Int'l (Dia chi: S6 2A, Pai 16 Tu Do, Khu
cong nghiép Viét Nam -Singapore, phuong Thuan Giao, Tp Thuén An, tinh Binh Duong, Viét Nam)
32.1. Co s& san xuét: Cong ty co phﬁn Korea United Pharm Int'l (Pia chi: S6 2A, Pai 16 Ty Do,

Khu cong nghi¢p Viét Nam -Singapore, phuong Thuin Giao, Tp Thuan An, tinh Binh Duong, Viét
Nam)

STT | Tén thudc Hoat chit Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuan dong goi gia
lwong (thang) han
107 | Carvedol Carvedilol Vién nén 36 TCCS | Hop 10vi | VD-24416-16 01
6.25 6,25mg x 10 vién

33. Co sé ding ky: Cong ty Cé phan Pymepharco (Pia chi: 166 — 170 Nguyén Hu¢, Tp. Tuy Hoa,
Tinh Phu Yén, Viét Nam)
33.1. Co 6 san xuat: Cong ty Co phin Pymepharco (Pia chi: 166 — 170 Nguyén Hug, Tp. Tuy Hoa,
Tinh Phu Yén, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tubi Tiéu Quy cach S6 dang ky Lén
chinh - Ham ché tho chuén dong goi gia
lugng (thang) han
108 | Tatanol Acetaminophen | Thudc com 36 TCCS Hop 12 | VD-23860-15 | 01
150mg 150mg pha dung 26i; Hop
dich udng 25 goi;
Hop 30 goi
109 | Fegra 180 | Fexofenadin Vién nén 36 TCCS | Hop Ol vi | VD-20324-13 01
hydrochlorid bao phim x 10 vién
180mg




110 | Tatanol Acetaminophen | Thubc cém | 36 TCCS | Hopl12 | VD-23228-15| 01
80mg 80mg pha dung g6i; Hop
dich ubng 25 goi;
Hop 30 goi
x0,5g
33.2. Co s& san xuit: Nha may Stada Viét Nam (Dia chi: 189 Hoang Vian Thy, Phuong 9, Thanh
phé Tuy Hoa, Tinh Pha Yén, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuén dong goi gia
luwgng (thang) han
111 | Paracetamol | Paracetamol Thudc cdm | 36 TCCS | Hop 12 géi | VD-23227-15 | 01
STADA 250mg pha dung x 1g; Hop
250 mg dich ubng 25 gbi x
1g; Hop 30
goixlg
34. Co sé diang ky: Cong ty c6 phan thwong mai Dwoe pham Quang Minh (Dia chi: 4A 16 Lu,
Phuong Truong Thanh. Quéan 9. TP HCM, Viét Nam)
34.1. Co sé san xuét: Cong ty cb phan thwong mai Dwoc phim Quang Minh (Dia chi: 4A 16 Lu,
Phuong Truong Thanh. Quan 9. TP HCM, Viét Nam)
STT | Tén thuoc Hoat chat Dang bao Tudi Tiéu Quy cach | SO dang ky Lan
chinh - Ham ché tho chuin dong goéi gia
lwong (thang) han
112 | Up-Misa Acid ascorbic Vién nén 24 TCCS | Hop 1 tuyp | VD-23248- 01
1000mg sui bot x 10 vién 15
35. Co sé ding ky: Cong ty Co phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, KCN Tay
Bic Cu Chi, TP.H6 Chi Minh, Viét Nam)
35.1. Co'sé san xuit: Cong ty Co phan US Pharma USA (Pia chi: L6 B1- 10, Puong D2, KCN Tay
Béc Cu Chi, TP.HS Chi Minh, Viét Nam)
STT | Tén thudc Hoat chit Dang bao | Tudi tho Tiéu Quy cach S6 ding Lan
chinh - Ham ché (thang) chuén dong goi ky gia
lugng han
113 | Cinnarizin | Cinnarizin Vién nén 36 TCCS | Hop3vix VD- 01
25mg 10 vién; 19236-13
Hop 10 vi
x 10 vién
114 | Cadifagyn | Metronidazol Vién nén 36 TCCS | Hop2vix VD- 01
250mg bao phim 10 vién; 24049-15
Hop 3 vix
10 vién;
Hop 10 vi
x 10 vién
36. Co sé ding ky: Cong ty Co phan Xuét nhiap khau Y t&é Domesco (Pia chi: S6 66, Quoc 16 30,
Phudng My Phu, Thanh phd Cao Lanh, Tinh Pong Thap, Viét Nam)
36.1. Co so san xuét: Cong ty C6 phin Xuét nhip khiu Y té Domesco (Dia chi: S6 66, Quéc 16
30, Phuong My Phii, Thanh phd Cao Lanh, Tinh Ddng Thap, Viét Nam)
STT | Tén thudc Hoat chit Dang bao | Tudithe | Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché (thang) chuin dong géi gia
luwgng han
115 | Dopivix 75 | Clopidogrel Vién nén 36 TCCS | Hop2vix | VD-21023-14 01
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mg (dudi dang bao phim 7 vién;
Clopidogrel Hop 4 vi x
bisulfat) 75mg 7 vién;
Hop 10 vi
X 7 vién;
Hop 1 vix
14 vién;
Hop 10 vi
x 14 vién

116 | Dotorin Captopril 25mg | Vién nén 48 TCCS | Hop 1vix | VD-20516-14 01
10 vién;
Hop 10 vi
x 10 vién

117 | Dozar Losartan kali Vién nén 36 TCCS | Hop 1vix | VD-24487-16 01
50mg 50mg bao phim 10 vién;
Hop 2 vix
10 vién;
Hop 3 vix
10 vién;
Hop 10 vi
x 10 vién

118 | Dozidine Trimetazidin Vién nén 36 TCCS | Hop 6 vix | VD-22629-15 01
MR 35mg | dihydroclorid bao phim 10 vién
35mg phong

thich cham

119 | Gaberon Gabapentin Vién nang 36 TCCS | HopSvix | VD-19634-13 01
300mg cing 10 vién;
Hop 10 vi
x 10 vién;
Chai 100
vién

37. Co sé ding ky: Cong ty Co phan SPM (Dia chi: Lo 51, Buong s0 2, Khu Cong Nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tan, Thanh pho H6 Chi Minh, Viét Nam)

37.1. Co sé san xuét: Cong ty C6 phin SPM (Dia chi: L6 51, Duong s6 2, Khu Cong Nghiép Tan
Tao, Phuong Tan Tao A, Quan Binh Tan, Thanh pho H6 Chi Minh, Vi¢t Nam)

STT | Tén thudc Hoat chat Dang bao Tubi Tiéu Quy cach S6 diing ky Lan
chinh - Ham ché tho chuin déng géi gia
lugng (thang) han
120 | Acitys Acetylcystein Thudc bot 36 TCCS Hop 10 VD-18820-13 01
200mg ubng 26i; Hop
30 goi

38. Co so dang ky: Cong ty CPDP Dat Vi Phu (Dia chi: L6 M7A, Budng D17, Khu Cong nghiép
M§ Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)

38.1. Co sé san xuit: Cong ty CPDP bat Vi Phu (bia chi: L6 M7A, Buong D17, Khu Cong nghiép
M§ Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin doéng géi gia
lwgng (thang) han
121 | Ezvasten Atorvastatin Vién nén 36 TCCS | Hop4vix | VD-19657-13 01
(dudi dang bao phim 7 vién
Atorvastatin
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calci) 20mg;

Ezetimibe
10mg
122 | Hornol Cytidin Vién nang 36 TCCS | Hop3vix | VD-16719-12 01
monophosphat 10 vién;
disodium 5mg; Hop 9 vi x
Uridin 10 vién
monophosphat
disodium 3mg
123 | L-tyrox 100 | Levothyroxin Vién nén 36 TCCS | Hop 10vi | VD-21756-14 01
natri 100ug x 10 vién
124 | Vaslor 10 Atorvastatin Vién nén 36 TCCS | Hop4vix | VD-19671-13 01
(dudi dang bao phim 7 vién;
Atorvastatin Hop 10 vi
calci) 10mg x 10 vién
39. Co s6 diing ky: Cong ty Co phin dwoc pham OPV (DPia chi: S6 27, Puong 3A, Khu Cong
Nghiép Bién Hoa II, Phuong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)
39.1. Co s& san xuét: Cong ty C6 phin dwoc phim OPV (Pia chi: S6 27, Puong 3A, Khu Cong
Nghiép Bién Hoa II, Phuong An Binh, Thanh ph6 Bién Hoa, Tinh Dong Nai, Viét Nam)
STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuén dong goi gia
lwgng (thang) han
125 | Spamoin Trimebutine Vién nén 36 TCCS | Hop2vix | VD-26229-17 01
200 maleate 200mg | bao phim 10 vién
126 | Metozamin | Metformin Vién nén 36 TCCS | Hop 1vix | VD-22199-15 01
850 hydroclorid bao phim 10 vién;
850mg Hop 2 vi x
10 vién;
Hop 10 vi
x 10 vién
40. Co sé ding ky: Cong ty Co phan duwge pham Sao Kim (Dia chi: KCN Quang Minh, thi trin
Quang Minh, huyén Mé Linh, TP. Ha N¢i, Viét Nam)
40.1. Co sé san xuit: Cong ty Co phian dwoc phim Sao Kim (Pia chi: KCN Quang Minh, thi trin
Quang Minh, huyén M¢é Linh, TP. Ha N¢i, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin | déng géi gia
lwong (thang) han
127 | Cetirizine Cetirizin Vién nén 36 TCCS | Hop 10vi | VD-22509-15 01
SK dihydroclorid bao phim x 10 vién
10mg
128 | Co-Lutem | Artemether Vién nén 24 TCCS | Hop 3 vix | VD-23649-15 01
20mg; 8 vién,;
Lumefantrin Hop 1 vix
120mg 6 vién;
Hop 2 vix
6 vién;
Hop 3 vix
6 vién
129 | Gesicox Meloxicam Vién nén 36 TCCS | Hop 2 vix | VD-20246-13 01
7,5mg 10 vién

41. Co s& ding ky: Cong ty Co phin dwoc phim Vinh Phic (Dia chi: S6 777, dudng Mé Linh,
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phuong Khai Quang, thanh phd Vinh Yén, tinh Vinh Phuc, Viét Nam)
41.1. Co sé san xuit: Cong ty Cé phin dwoc phim Vinh Phic (Dia chi: Thén Mau Théng, P. Khai

Quang, TP. Vinh Yén, tinh Vinh Phuc, Viét Nam)

STT Tén thudc Hoat chit Dang Tudi Tiéu Quy cach S6 dang ky Lan
chinh - Ham bao ché tho chuin dong goi gia
lwgng (thang) han
130 | Cammic Acid Vién nén 36 BP2018 | Hop 10vi | VD-17592-12 01
tranexamic bao phim x 10 vién
500mg
131 | Nelcin 100 Netilmicin Dung 36 USP42 | Hop 2 vix | VD-20891-14 01
(duéi dang dich tiém 5 6ng X
Netilmicin 2ml; Hop 1
sulfat) vix 10 6ng
100mg/2ml x 2ml; Hop
5vix 10
dng x 2ml
132 | Vinpecine Pefloxacin Dung 36 TCCS Hop 5 6ng | VD-19989-13 01
(duéi dang dich tiém x 5ml
Pefloxacin
mesylat)
400mg/5ml
133 | Vinphaxicam | Meloxicam Vién nén 36 DDbVNV | Hop 10vi | VD-16309-12 01
7,5mg x 10 vién
42. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S5 6A3, qudc 16 60, phuong Phi Tan,
Tp. Bén Tre, tinh Bén Tre, Viét Nam)
42.1. Co sé san xuét: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, quéc 16 60, phuong Ph
Tan, Tp. Bén Tre, tinh Bén Tre, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuén dong goi gia
lugng (thang) han
134 | Becocystein | Acetylcystein Vién nang 36 TCCS | Hop 10vi | VD-22632-15 01
200mg cing x 10 Vién
43. Co sé ding ky: Cong ty TNHH Dwoc phim Glomed (Pia chi: S6 35 Pai Lo Ty do, KCN Viét
Nam-Singapore, P. An Phu, TP. Thuan An, tinh Binh Duong, Viét Nam)
43.1. Co s6 san xuat: Cong ty TNHH Dwoc phdm Glomed (Dia chi: S6 35 Pai Lo Tu do, KCN Viét
Nam-Singapore, P. An Phu, TP. Thuan An, tinh Binh Duong, Viét Nam)
STT | Tén thudc Hoat chit chinh - Dang bao Tubi Tieu | Quy cach S6 dang ky Lan
Ham lugng ché tho chuin dong goi gia
(thang) han
135 | Ciclevir Aciclovir 800mg Vién nén 36 USP | Hop3vix | VD-21835-14 01
800 hién 10 vién;
hanh | Hop 5 vix
10 vién;
Hop 5 vix
5 vién;
Hop 10 vi
X 5 vién
136 | Abioval- Valsartan 160mg; Vién nén 36 TCCS | Hop 3 vix | VD-22456-15 01
HCTZ Hydroclorothiazid bao phim 10 vién,




160/12.5 12,5mg Hop 2 vix
14 vién;
Hop 10 vi
x 10 vién
137 | Abioval- Valsartan 160mg; Vién nén 36 TCCS | Hop 3vix | VD-22133-15 01
HCTZ Hydroclorothiazid bao phim 10 vién;
160/25 25mg Hop 2 vi x
14 vién;
Hop 10 vi
x 10 vién
138 | Ciclevir Aciclovir 400mg Vién nén 36 USP | Hop3vix | VD-21834-14 01
400 hién 10 vién;
hanh | Hop 7 vi x
10 vién;
Hop 5x5
vién; Hop
10vix5
vién
139 | Daygra 100 | Sildenafil (duéi Vién nén 48 TCCS | Hop 1 vix | VD-24759-16 01
dang Sildenafil bao phim 4 vién
citrat) 100mg
140 | Glodafil 5 | Tadalafil Smg Vién nén 36 TCCS | Hop 1 vix | VD-21276-14 01
bao phim 10 vién;
Hop 3 vix
10 vién;
Hop 5 vix
4 vién
141 | Glotadol Paracetamol Bot pha 36 TCCS | Hop 12 go6i | VD-22459-15 01
250 250mg hdn dich x 2,5 gam;
ubng Hop 20 goi
x 2,5 gam
142 | Hexinvon 8 | Bromhexin Vién nén 36 TCCS | Hop Svix | VD-23543-15 01
hydroclorid 8 mg 10 vién;
Hop 10 vi
x 10 vién
143 | Magne-B6 | Magnesi lactat Vién nén 36 TCCS | Hop 10vi | VD-23544-15 01
Glomed dihydrat 470mg; bao phim x 10 vién
Pyridoxin
hydroclorid Smg
144 | Mydsone Eperison Vién nén 36 TCCS | Hop 3 vix | VD-22141-15 01
hydroclorid 50mg bao phim 10 vién;
Hop 10 vi
x 10 Vién
145 | Sulrimed Sulpirid 50mg Vién nang 36 TCCS | Hop 3 vix | VD-22460-15 01
50 cung 10 vién,
Hop 5 vix
10 vién
146 | Tenecand 8 | Candesartan Vién nén 36 JpP Hop 3 vix | VD-22862-15 01
cilexetil 8mg XVII 10 vién;
hop 10 vi x
10 vién
147 | Zedolid Linezolid 600mg Vién nén 36 TCCS | Hop 1 vix | VD-22863-15 01
bao phim 10 Vién
148 | Zolmed Fluconazol 150mg | Vién nang 36 TCCS | Hop 1 vix | VD-20723-14 01
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150

cung

10 vién;
Hop 10 vi
x 10 vién

44. Co s¢ dang ky: Cong ty TNHH dugc pham Shinpoong Daewoo (Pia chi: S6 13, duong 9A,
KCN. Bién Hoa II, TP. Bién Hoa, Pong Nai, Viét Nam)

44.1. Co sé san xuit: Cong ty TNHH dugc phim Shinpoong Daewoo (Dia chi: S6 13, dudng 9A,
KCN. Bién Hoa II, TP. Bién Hoa, BDong Nai, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tubi Tiéu Quy cach S6 diing ky Lan
chinh - Ham ché tho chuén dong goi gia
lwgng (thang) han
149 | Alzental Albendazol Vién nén 60 USP 41 | Hop 1 vix | VD-18522-13 01
400mg bao phim 1 vién;
Hop 1 chai
x 100 vién;
Hop 1 vix
2 vién;
Hop 1 vix
4 vién;
Hop 2 vix
2 vién;
Hop 5 vix
1 vién;
Hop 10 vi
x 1 vién
150 | Shinpoong | Ofloxacin Vién nén 36 USP 32 | Hop 10vi | VD-21079-14 01
Fugacin 200mg bao phim x 10 vién
151 | Splostal Cilostazol Vién nén 36 USP 43 | Hop 3 vix | VD-20367-13 01
100mg 10 vién

45. Co sé ding ky: Cong ty TNHH Dwgc phdm USA-NIC (Pia chi: L6 11D, duong C, Khu cong
nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, TPHCM, Viét Nam)

45.1. Co sé san xuit: Cong ty TNHH Dwogc pham USA-NIC (Dia chi: Lo 11D, dudng C, Khu cong
nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, TPHCM, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tubi Tieu | Quy cach S6 dang ky Lan
chinh - Ham ché tho chuén dong goi gia
lugng (thang) han
152 | Idilax Extra | Acid Vién nén 36 TCCS | Hop 10vi | VD-21087-14 01
mefenamic bao phim x 10 vién;
500mg Hop 20 vi
x 10 vién;
Chai 100
vién; Chai
200 vién;
Chai 500
vién
153 | Vitamin C | Vitamin C Vién nén 24 TCCS | Hop 1 tuyp | VD-23323-15 01
1000mg 1000mg sui bot x 10 vién

46. Co sé ding ky: Cong ty TNHH Hasan - Dermapharm (Pia chi: Puong s6 2, KCN Dong An,
Binh Hoa, Thuan An, Binh Duong, Viét Nam)

46.1. Co sé san xuit: Cong ty TNHH Hasan - Dermapharm (Dia chi: Puong sé 2, KCN Ddng An,




Binh Hoa, Thuan An, Binh Duong, Viét Nam)

STT | Tén thuoc Hoat chit Dang bao Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goéi gia
lwgng (thang) han
154 | DH-Metglu | Metformin Vién nén 36 BP 2019 | Hop 05vi | VD-27507-17 01
XR 1000 hydroclorid phong x 10 vién;
1000mg thich kéo Hop 10 vi
dai x 10 vién
155 | Atorhasan | Atorvastatin Vién nén 36 TCCS Hop 03 vi | VD-23327-15 01
10 (dudi dang bao phim x 10
Atorvastatin vién;Hop
calci trihydrat) 10 vix 10
10mg vién

47. Co sé diang ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap

My Hoa 2, X3 Xuan Théi Bong, Huyén Hoc Mon, Tp.H6 Chi Minh, Viét Nam)

47.1. Co s6 sén xuéit: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc,
Ap MY Hoa 2, Xa Xuan Thai Pong, Huyén Hoc Moén, Tp.H6 Chi Minh, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goi gia
lwgng (thang) han
156 | Novofungin | Metronidazole Vién nén 36 DDVN YV | Hop2vix | VD-23989-15 01
500 500mg bao phim 10 vién
157 | Stadmazol | Clotrimazole Vién nén 24 BP 2020 | Hop 1 vix | VD-24576-16 01
100 100mg dat am dao 6 vién
47.2. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dia chi: S5 40 dai
10 Ty Do, Khu cong nghi¢p Viét Nam - Singapore, Phuong An Pht,Thi xa Thuan An, Tinh Binh
Duong, Viét Nam, Viét Nam)
STT | Tén thudc Hoat chat chinh - Dang Tudi Tiéu Quy cach So dang ky Lan
Ham lwgng bao ché tho chuin dong goi gia
(thang) han
158 | Asthmatin | Montelukast (dudi | Vién nén 24 TCCS | Hop 1vix | VD-26555-17 01
10 dang montelukast bao phim 7 vién;
sodium 10,4mg) Hop 2 vix
10mg 7 vién;
Hop 3 vi x
10 vién;
Hop 1
Chai x 28
vién
159 | Gemfibstad | Gemfibrozil 300mg Vién 24 USP 42 | Hop 6 vix | VD-24561-16 01
300 nang 10 vién;
cung Hop 10 vi
x 10 vién
160 | Glimepiride | Glimepiride 2mg Vién nén 24 TCCS | Hop3vix | VD-24575-16 01
STELLA 10 vién;
2mg Hop 6 vi x
10 vién
161 | Ibuprofen | Ibuprofen 400mg Vién nén 36 TCCS | Hop2vix | VD-22681-15 01
STELLA bao phim 10 vién;
400 mg Hop 10 vi
x 10 vién;
Hop 1
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Chai x 100
vién
162 | Lostad Losartan potassium | Vién nén 36 TCCS | Hop3vix | VD-24567-16 01
HCT 50mg; bao phim 10 vién;
50/12.5 Hydrochlorothiazide Hop 6 vi x
12,5mg 10 vién;
Hop 1 chai
x 100 vién
163 | Lostad Losartan potassium | Vién nén 36 TCCS | Hop3vix | VD-23973-15 01
T100 100mg bao phim 10 vién;
Hop 2 vi x
15 vién
164 | Lostad Losartan potassium | Vién nén 36 TCCS | Hop3vix | VD-23974-15 01
T12.5 12,5mg bao phim 10 vién;
Hop 10 vi
x 10 vién
165 | Metformin | Metformin Vién nén 36 TCCS | Hop4vix | VD-26565-17 01
STELLA hydrochloride bao phim 15 vién;
850 mg 850mg Hop 6 vi x
15 vién
166 | Myopain Tolperisone Vién nén 36 TCCS | Hop3vix | VD-20084-13 01
150 hydrochloride bao phim 10 vién;
150mg Hop Svix
10 vién
167 | Partamol Paracetamol 80mg Thudc 24 TCCS | Hop 10 goéi | VD-23977-15 01
80 com sui x 1g; Hop
bot 20 goix 1g
48. Co sé dang ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Tan Phu, Khu My Gia 1, phuong
Tan Phu, Quan 7, TP.HCM, Viét Nam)
48.1. Co sé san xuit: Cong ty c6 phian dirge pham Trung wong 2 (Pia chi: L6 27 Khu cong nghiép
Quang Minh, TT Quang Minh, huyén Mé Linh, TP. Ha N¢i, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tubi Tiéu | Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin | déng goi gia
lwgng (thang) han
168 | Victoz 0.5g | Hon hop vo Thudc bot 36 TCCS | Hop 1lo; | VD-24030-15 01
khuén cua pha tiém Hop 10 1o
Meropenem
trihydrat va
natri carbonat
(685,9mg)
tuong
duongvadi
Meropenem
500mg

49. Co s6 dang ky: Cong ty TNHH Sén xuit Thwong mai Dwgc phdm Thanh Nam (Bia chi: 3A
bang Tat, Phuong Tan Dinh, Quén 1, Tp.HCM, Viét Nam)

49.1. Co s6 san xuat: Chi nhanh Céng ty TNHH San xuéit Thwrong mai Dwgce phim Thanh Nam
tai Binh Dwong (Pia chi: 60 Pai 10 Poc Lap, KCN Viét Nam-Singapore, Thi xa Thuan An, Tinh Binh
Duong, Viét Nam)
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STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy cach S6 dang ky Lan
chinh - Ham ché tho chuin dong goéi gia
lwgng (thang) han
169 | Ambroxol | Ambroxol HCl | Vién nang 36 TCCS | Hop 10vi | VD-24040-15 01
30mg cung x 10 vién;
Lo 100
vién
170 | Vaslaselli Trimetazidin Vién nén 36 TCCS | Hop2vix | VD-23412-15 01
dihydroclorid bao phim 30 vién
20mg

50. Co sé diang ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Dia chi: 636 Nguyén Tt
Thanh, Phuong 9, TP Tuy Hoa, Tinh Pha Yén, Viét Nam)

50.1. Co sé san xuiat: Cong ty TNHH Thai Nakorn Patana Viét Nam (Dia chi: 636 Nguyén Tét
Thanh, Phuong 9, TP Tuy Hoa, Tinh Pha Yén, Viét Nam)

STT | Tén thudc | Hoat chit chinh Dang Tubi Tiéu | Quy cach S6 ding ky Lan
- Ham lwgng bao ché tho chuin | déng goi gia
(thang) han
171 | Tiffy Dey | Paracetamol Vién nén 60 TCCS | Hop25vi | VD-19229-13 01
500mg; x 4 vién
Chlorpheniramin
maleat 2mg;
Phenylephrin
HCI 10mg

51. Co s¢ ding ky: Cong ty TNHH United International Pharma (bia chi: S6 16 VSIP 1II, duong
s0 7, khu cong nghiép Viét Nam - Singapore II, khu lién hop cong nghiép - dich vy - d6 thi Binh
Duong, phuong Hoa Phu, thanh pho Thu Dau Mét, tinh Binh Duong, Viét Nam)

51.1. Co 6 san xuét: Cong ty TNHH United International Pharma (Dia chi: S6 16 VSIP II, dudng
s0 7, khu cong nghiép Viét Nam - Singapore II, khu lién hop cong nghi€p - dich vu - d6 thi Binh
Duong, phuong Hoa Phu, thanh pho Thua Dau Mét, tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 ding ky Lan
chinh - Him ché tho chuén dong goi gia
lugng (thang) han
172 | Fenoflex Fenofibrate Vién nén 24 TCCS | Hop 1vix | VD-21574-14 01
160mg bao phim 10 vién;
Hop 3 vix
10 vién
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Phu luc I1

DANH MUC 07 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POQT 182

(Ban hanh kém theo Quyét dinh s6: 854..../0P-OLD ngay3othdng12nam 2022
cua Cuc Quan ly Duoc)

1. Co sé ding ky: Cong ty Co phan Dugc phim Ampharco U.S.A (Dia chi: Khu cong nghi¢p Nhon
Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

1.1. Co s6 san xuat: Cong ty Cé phin Dwgec phim Ampharco U.S.A (DPia chi: Khu cong nghiép
Nhon Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

STT | Tén thubc Hoat chat Dang bao | Tudi Tiéu | Quy cach S6 diing ky Lan
chinh - Ham ché tho chuin | déng géi gia
lwgng (thang) han
1 Maxxtrude | Tenofovir Vién nén 24 TCCS | Hop1vi, | QLDBB-597-17 01
disoproxil bao phim Hop 3 vi,
fumarat 300mg; Hop 10 vi,
Emtricitabin vi 10 vién
200mg

2. Co s¢ dang ky: Cong ty Co phan Dwoc phdm Me Di Sun (Dia chi: S6 521, Khu phb An Loi,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)
2.1. Co sé san xudt: Cong ty Co phin Dwgc pham Me Di Sun (Dia chi: S6 521, Khu phd An Loi,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chat Dang bao Tudi Tiéu Quy céch S6 ding ky Lan
chinh - Ham ché tho chuin dong goi gia
lwong (thang) han
2 | Vinpocetin | Vinpocetin Vién nang 36 USP40 | Hop 3 vix | VD-22486-15 01
10mg mém 10 vién

3. Co sé¢ diing ky: Cong ty C6 phan Dwgc pham Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi
Xuyén, TP. Nam Dinh, Tinh Nam Dinh, Viét Nam)

3.1. Co sé san xuét: Cong ty cd6 phan Dwge phim Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi
Xuyén,TP. Nam Dinh, Tinh Nam Dinh), Viét Nam

STT | Tén thudc Hoat chat Dang bao | Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goi gia
lwong (thang) han
3 | Nemydexan | Mdi Smlchira: | Dung dich 24 TCCS | Hop 1 Lox | VD-23609-15 01
Neomycin nho mit, 8ml;
sulfat 170001U; milii, tai Hop 1 Lo
Dexamethason x Sml
natri phosphat
Smg

4. Co s6 dang ky: Cong ty co ph?m Dugc pham Trung wong I - Pharbaco (Pia chi: 160 Ton Birc
Thang, phuong Hang Bot, quan Dong DPa, thanh pho Ha N¢i, Viét Nam)

4.1. Co s6'san xuét: Cong ty c6 phin Duoc phé“im Trung wong I - Pharbaco (Pia chi: Thon Thach
Loi, xa Thanh Xuan, huyén S6c Son, thanh pho Ha No6i, Viét Nam)




STT | Tén thudc Hoat chat Dang bao Tubi Tiéu Quy cach S6 dang ky Lan
chinh - Ham ché tho chuin dong goi gia
lwgng (thang) han
4 | Giovali Bivalirudin Thudc bot 24 TCCS Hop 110 | QLBB-627-17 01
250mg dong kho
pha tiém
4.2. Co sé san xuat: Cong ty c6 phan Dwoc pham Trung wong I - Pharbaco (Pia chi: 160 Tén Puc
Thing, phuong Hang Bot, quan Pbng Pa, thanh phd Ha Noi, Viét Nam)
STT | Tén thudce Hoat chit Dang bao | Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goéi gia
lwgng (thang) han
5 Vigentin Amoxicilin Thudc bot 24 TCCS | Hop 12 géi | VD-22223-15 01
500 (duéi dang pha hén x2g
mg/62,5 Amoxicilin dich uéng
mg trihydrat)
500mg;
Acid
Clavulanic
(dudi dang Kali
clavulanat)
62,5mg
5. Co s& diang ky: Cong ty C6 phan Traphaco (Dia chi: S5 75 Phd Yén Ninh, P. Quan Thanh, Q. Ba
Dinh, TP. Ha Noi, Viét Nam)
5.1. Co sé san xuat: Cong ty TNHH Traphaco Hung Yén (Dia chi: Thon Binh Luong, xi Tan
Quang, huyén Van Lam, tinh Hung Yén, Viét Nam)
STT | Tén thudce Hoat chat Dang bao | Tudi Tiéu Quy cach S6 ding ky Lan
chinh - Ham ché tho chuin dong goéi gia
lugng (thang) han
6 Stilux - 60 | Rotundin (L- vién nén 36 TCCS | Hop3vix | VD-20340-13 01
tetrahydropalma 10 vién,
tin) 60mg Hop 5 vix
10 vién;
Hop 10 vi
x 10 vién
6. Co sé ding ky: Cong ty CPDP Vinh Phic (Dia chi: S6 777, dudng Mé Linh, phuong Khai Quang,
thanh phd Vinh Yén, tinh Vinh Phuc, Viét Nam)
6.1. Co sé san xudt: Cong ty CPDP Vinh Phiic (Dia chi: Thén Mau Thong, phuong Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phuc, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tubi Tiéu Quy cach S6 dang ky Lan
chinh - Ham ché tho chuén dong goi gia
lugng (thang) han
7 | Vingen Paracetamol Vién nén 36 TCCS | Hop 10vi | VD-18007-12 01
500mg; x 10 vién
Clorpheniramin
maleat 2mg




