BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc
$6:383  /QD-QLD Ha Noi, ngay 23 thang o6 nam 2021
QUYET PINH

Vé viéc ban hanh danh muc 99 thudc héa dwoc san xuit trong nwéc
dugc cap giay dang ky luu hanh tai Viét Nam - D¢t 169 (b0 sung)

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludt 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 B Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé triwedng B Y té
quy dinh viéc dang ky lhweu hanh thuéc, nguyén liéu lam thuoc;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B¢ truong Bo Yté
quy dinh chitc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn 1y Dige
thuéc B Y té;

Can cir két ludn cia Hoi dong tw van cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuéc - Bo Y té;

Xét d@é nghi ciia Trudng phong Pang ky thudc, Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 99 thudc san xuit trong
nuée duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 169 bo sung, cu thé:

1. Danh myc 95 thudc san xuét trong nudc duogc cap gidy dang ky Iuu hanh tai
Viét Nam hiéu luc 05 ndm (Phu luc I kém theo). Céc thudce tai Danh muc nay c6 sd
dang ky véi ky hiéu VD-...-21 va hiéu luc 05 ndm ké tir ngay ky ban hanh Quyét dinh
nay.

2. Danh myc 02 thudc san xuét trong nude duoc cip gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 ndm (Phu luc II kém theo). Cac thudc tai Danh muyc nay c6 sb
dang ky voi ky hidu VD3-...-21 va hiéu lwc 03 nam ké tir ngay ky ban hanh Quyét dinh
nay.

3. Danh muc 02 thudc san xuat gia cong trong nude duge cip gidy dang ky
lru hanh tai Viét Nam hiéu luc 05 nam (Phu luc III kém theo). Céc thudc tai Danh
muc nay c6 s6 dang ky v6i ky hiéu GC-...-21 va hiéu luc 05 ndm ké tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co s¢'san Xuit va co s dang ky thube o trach nhiém:

1. San xuat thude theo dung cac ho so, tai liéu di dang ky v6i BO Y té va phai
in s6 ding ky duge Bo Y te Viét Nam cap 1én nhan thude.

2. Chi duoc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi ¢ Giéy
chtng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cdp nhat ti€u chuin chét lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctiia BO truong Bo Y té quy dinh vé chat
lugng thude, nguyén liéu 1am thude.



4. Thyc hién, phéi hop véi co s& nhap khau thuc hién theo dung quy dinh tai
Cong vén s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Duoc vé viée kiém tra
chat lwong nguyén liéu 1am thudc nhom sartan d6i véi cac thude thudce danh muc tai
Piéu 1 ¢ chira duge chit thudc nhom sartan.

5. Cap nhat nhan thudc, to huéng dan sir dung thude theo quy dinh tai Thong tu
s601/2018/TT-BYT ngay 18/01/2018 ciia Bo truong BO Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thude va to hudng dan sir dung thude trong thot han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, bd sung gidy dang ky luu
hanh thuoc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bo truong
Bo Y té quy dinh viéc dang k¥ luu hanh thudce, nguyén liéu 1am thude va Thong tu s6
29/2020/TT-BYT ngay 31/12/2020 cua Bo truong Bo Y té sitra d6i, bo sung va bii bo
mot s6 van ban quy pham phap luat do Bo truong BOY té ban hanh, lién tich ban hanh.

6. Phdi hop véi cac co so diéu tri dé thyc hién theo ding cac quy dinh hién hanh
vé thudc ké don, theo ddi an toan, hiu qua, tac dung khong mong mudn cua thudc trén
ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 ctia Bo trudng Bo Y té quy dinh viée ding ky lwu hanh thude,
nguyén li¢u lam thudc dbi vai cac thude thude Phu luc II ban hanh kém theo Quyét
dinh nay (gidy dang ky Iuu hanh c6 ky hiéu VD3-.....-21).

7. Co s& dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cta gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co so dang ky phai c¢é trach nhiém thuc
hién thay ddi co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 cuia B truong B Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu
1am thudc trong thdi han 30 ngay ké tir ngdy co so ding ky khong con du diéu kién
hoat dong.

8. Co s& san xuét thude phai bado dam céc diéu kién hoat dong cua co sé san XUAt
trong thoi han hiéu luc cta gidy dang ky luu hanh thudc, nguyén liéu 1am thudc.

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

Piéu 4. Giam dbc S6 Y € cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s¢ san xudt va co so dang ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phiic

PHU LUC L. DANH MUC 95 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 169 (b6 sung)

Ban hanh kém theo Quyét dinh s6: 383../QD-QLD, ngay 23.06..2021.

1. Cong ty ding ky: Cong ty c6 phian dwoc Apimed. (D/c: 263/9 Ly Thirong Kiét, phuong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)

1.1 Nha sén xuét: Cong ty co phan dwoc Apimed (D/c: Duong N1, cum cong nghiép Phu Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lugng ché tho | chuén déng géi 0 dang ky
1 |Apisolic 100 Ursodeoxycholic Vién nén bao| 36 [JP Hop 3 vi, 10vi | VD-35166-21
acid 100mg phim thang|XVII |x 10 vién
2 |Apisolic 300 Ursodeoxycholic Vién nén bao| 36 |JP Hop 3 vi, 10vi | VD-35167-21
acid 300mg phim thang|XVII |x 10 vién
3 |Domperidone Mbi 5Sml chira: Hén dich 36 |TCCS [Hop 30 goi, 20 | VD-35168-21
Domperidon 5Smg  [udng thang goi x Sml; Hop
20 goi, 30 gobi x
10ml; Hop 1
chai 45ml,
100ml, 120ml
4 [Hysapi 20 Hyoscin Vién nén bao| 36 |BP Hop S vix 10 VD-35169-21
butylbromid 20mg |phim thang|2016 |vién, Hop 10 vi
x 10 vién
5 |Vién dat am dao Miconazol nitrat Vién nén dat| 24 |TCCS [Hop 2 vi, 4 vix| VD-35170-21
GYMORE 400 400mg am dao thang 5 vién

2. Cong ty diing Ky: Cong ty co phan dwoc Pong Nai (D/c: 221B Pham Van Thudn, p. Tan Tién,
Tp. Bién Hoa, Pong Nai - Viét Nam)
2.1 Nha san xuét: Cong ty c6 phin dwoc Pong Nai (B/c: 221B Pham Van Thudn, p. Tan Tién,
Tp. Bién Hoa, Pong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach Sé diing kv
STT Tén thuoe Ham luwgng ché tho |chuin| dong géi o gang &y
6 |Donalium 10mg Domperidon (dudi | Vién nén 36 [TCCS |Hop 10 vi, 50 VD-35171-21
dang Domperidon thang vi x 10 vién;

maleat) 10mg

Chai 180 vién,
300 vién
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3. Cong ty ding ky: Cong ty ¢6 phan Dwgce Ha Tinh (B/c: 167 Ha Huy Tdp, Tp. Ha Tinh - Viét

Nam)
3.1 Nha sén xuét: Cong ty c¢6 phan Dwoc Ha Tinh (P/c: 167 Ha Huy Tép, Tp. Ha Tinh - Viét
Nam)
o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv
STT Tén thude Ham lugng ché tho | chudn|  dong goi o dans iy
7 |Ibuhadi 600 Mdi goi 3g chita: | Thube cém | 36 [TCCS [Hop 5 goi, 10 | VD-35172-21
Ibuprofen 600mg sui bot thang goi, 15 goi, 20
g0i x 3g
4. Cong ty ding ky: Cong ty C6 phan Duwoc phidm Boston Viét Nam (B/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)
4.1 Nha san xuét: Cong ty Co phan Dwoc pham Boston Viét Nam (P/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thuan An, Binh Duong - Viét Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho | chuin| déng goi 0 dang ky
8 [Meloxboston 7.5 Meloxicam 7,5mg | Vién nén 36 |TCCS |Hop 03 vi, 05 VD-35173-21
phén tan thang vi, 10 vix 10
vién
5. Cong ty ding Ky: Cong ty C6 phan Dwge pham Céan Gio (D/c: Lau 2, Khu 2F-C1, toa nha
Mirae Bussiness Centrer, 268 To Hien Thanh, P.15, Q.10, Tp.Ho6 Chi Minh - Viét Nam)
5.1 Nha san xuét: Cong ty ¢6 phan US Pharma USA (P/c: Lé BI-10, Puong D2, Khu cong
nghiép Tay Bac Cu Chi, Tp.Ho Chi Minh - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach Sé diine kv
STT Tén thuoe Ham lwgng ché tho |chuin| dong géi o gang &y
9 |[Cefditoren 200 Cefditoren (dudi Vién nén bao| 36 |TCCS |Hop 1 vix 10 VD-35174-21
dang Cefditoren phimmau  |thang vién
Pivoxil) 200 mg trang
10 [Cefditoren 400 Cefditoren (dudi Vién nén bao| 36 |TCCS |Hop 1 vix 10 VD-35175-21
dang Cefditoren phimmau [thang vién
Pivoxil) 400 mg trang

6. Cong ty diing Ky: Cong ty co phan dwgc pham CPC1 Ha Noi (P/c: Cum céng nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha N¢i - Viét Nam)

6.1 Nha san xuét: Cong ty ¢b phan Dugc phdm CPC1 Ha Noi (P/c: Cum cong nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)
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. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ as ,
STT Tén thuoe Ham luwgng ché tho |chuin| dong géi S0 dang ky
11 [Fluco-SB Fluconazol 2mg/ml |Dung dich 30 [TCCS [Thi 25ml, 50ml,| VD-35176-21
truyén thang 100ml
12 [Hexami Mobi ml chira: Dung dich 24 [TCCS |Hop 5 6ng, 10 | VD-35177-21
Tetryzolin nhoé mét thang ong, 20 6ng x
hydrochlorid 0,4ml; Hop 5
(Tetrahydrozolin ong, 10 dng, 20
hydroclorid) 0.1 mg; ong x 0,8ml;
Neostigmin Hop 5 6ng, 10
metylsulfat 0.05mg; dng, 20 dng x
Clorphemiramin 1ml; Hop 1 6ng
maleat 0.3mg; 2ml, 3ml, S5ml,
Retinol palmitat 300 8ml, 10ml
IU; Vitamin B6
(Pyridoxin
hydroclorid) 0.4mg;
D-alpha tocopheryl
acetat 0.5mg; Kali
L-Aspartat 10mg
13 [Pyridol M0bi 10ml chira: Dung dich 36 |TCCS |[Hop 10, 20,50 | VD-35178-21
Magnesium lactat  [udng thang ong x 10ml;
dihydrat 186mg; Hop 10, 20, 50
Magnesium pidolat g0oi x 10ml;
936mg; Pyridoxin Hop 1 lo (chai)
hydroclorid 10mg 30ml, 60ml,
120ml

7. Cong ty ding Ky: Cong ty ¢ phan dwoe pham Ha Tay (P/c: 104 - Quang Trung - Ha Péng -

TP. Ha N¢i - Viét Nam)

7.1 Nha san xuét: Cong ty c6 phan dwoc pham Ha Tay (D/c: T6 din phé s6 4 - La Khé - Ha
Dong - Tp. Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thuoc Ham lugng ché tho | chuin| doéng goi 0 dans &y
14 |Acetylcysteine 200mg  [Acetylcystein Vién nang 24 |DBVNHGp 1 tai chtra | VD-35179-21
200mg clirng thang|V 10 vi x 10 vién
(vang-nau)
15 |[Dixirein Tab 500 Carbocistein 500mg | Vién nén bao| 36 |TCCS |Hop 10 vix 10 [ VD-35180-21
phim thang vién
16 [Hapoxan Cefpodoxime (dudi | Thude bot 24 [TCCS [Hop 1 chai 12g/[ VD-35181-21
dang Cefpodoxime |pha hon dich |thang 30 ml, 24g/ 60
Proxetil) 100mg/ 5 ml, 36g/ 90 ml
ml
17 |Hypevas 5 Pravastatin natri Vién nén 36 |TCCS |Hop 6 vix 10 VD-35182-21
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|5mg

|thang]

|Vién

8. Cong ty diing Ky: Cong ty co phan dwoc pham Imexpharm (B/c: S6 04, dieong 30/4, Phirong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

8.1 Nha san Xuit: Chi nhanh 3 - Cong ty cd phﬁin dwoc pham Imexpharm tai Binh Duong.
(D/c: So 22, dwong so 2, KCN Viét Nam-Singapore II, Phuong Hoa Phu, TP Thu Dau Mot, tinh
Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 di ,
: 75 P 0 dan
STT Tén thuoe Ham lugng ché tho | chuan| déng goi g ky
18 [Cefotaxim 1 g Cefotaxim (dudi Thubc bot 24 [TCCS [Hop 119, 1019 [ VD-35183-21
dang Cefotaxim pha tiém thang xlg

natri) 1g

8.2 Nha san Xuit: Chi nhanh Cong ty CPDP Imexpharm-Nha may cong ngh¢ cao Binh Dwong
(D/c: 8o 21, duwong so 4, khu cong nghiép Viét Nam-Singapore I, phwong Hoa Phu, Tp. Thu Dau
Mot, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé diing kv
STT Tén thuoe Ham lwong ché tho | chuidn| déng goi o dans iy
19 |[Ciprofloxacin Ciprofloxacin Dung dich 24 [USP41(Hop 5 tui, 10 VD-35184-21
200mg/100ml 200mg/100ml tiém truyén [thang tui nhom x 01
chai 100ml
20 [Ciprofloxacin Ciprofloxacin Dung dich 24 [USP41({Hop 05 tti VD-35185-21
200mg/20ml 200mg/20ml dam dac pha thang nhém, 10 tai
tiém truyen nhém x 1 chai
20ml
21 |Ciprofloxacin Ciprofloxacin Dung dich 24 |USP41|Hop 5 tui, 10 VD-35186-21
400mg/200ml 400mg/200ml tiém truyén [thang tui nhom x 01
chai 200ml
22 |[Ciprofloxacin IMP M®bi 20ml chira Dung dich 24 (USP |Hop 01 lo, 10 VD-35187-21
200mg/20ml Ciprofloxacin dam dac pha |thang|hién |lo, 20 19 x 20ml
200mg tiém truyén hanh
23 |[Colistin 1 MIU Colistimethat natri  [B&t dong 24 [USP [Hop 01 lo, 05 VD-35188-21
(twong duong vo1  |khd pha tiém|thang|hién |lo, 1019
Colistin base hanh
33,33mg) 1.000.000
U
24 |[Colistin 2 MIU Colistimethat natri  [Bot dong 24 [USP |Hop 01 log, 05 VD-35189-21
(twong duong vdi  |kho pha tiém|thang|hién |lo, 1019
Colistin base hanh
66,67mg)
2.000.0001U
25 |Levofloxacin Levofloxacin (dudi |Dung dich 24 (JP Hop 5 tui, 10 VD-35190-21
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26

27

28

29

30

250mg/50ml

Levofloxacin
500mg/100ml

Levofloxacin
750mg/150ml

NaCl 0,9% 10ml

Nuéc cét pha tiém Sml

Pantoprazole 40mg

dang Levofloxacin
hemihydrat)
250mg/50ml

Levofloxacin (dudi
dang Levofloxacin
hemihydrat)
500mg/100ml

Levofloxacin (dudi
dang Levofloxacin
hemihydrat)
750mg/150ml

Natri clorid
90mg/10ml

Nudc cit pha tiém
Sml

Pantoprazol (duéi
dang Pantoprazol
natri sesquihydrat)
40mg

tiém truyén

Dung dich
tiém truyén

Dung dich
tiém truyén

Dung méi
pha tiém

Dung méi
pha tiém

Bot dong
kho pha tiém

thang

24
thang

24
thang

24
thang

24
thang
24
thang

XVII

XVII

XVII

BP201
8

EP9.2

BP201

t0i nhém x 01
chai 50ml

Hop 5 tui, 10
t0i nhém x 01
chai 100ml

Hop 5 tui, 10
tai nhom x 01
chai 150ml

Hop 10 vi, 20
vix 5 ong 10ml

Hop 10 vi, 20
vi x 5 0ng Sml
Hop 01 1o, 05
lo, 1010

VD-35191-21

VD-35192-21

VD-35193-21

VD-35194-21

VD-35195-21

8.3 Nha sin xuét: Cong ty c6 phin dugc pham Imexpharm (B/c: S6 04, diong 30/4, Phirong 1,
Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
STT Tén thuoe Ham lugng ché tho | chuidn| déng goi 0 dang ky
31 |Claminat 500mg/62,5mg|Mbi gbi 1,5 g chira: Thué(i bot 24 [USP [Hop 01 tui VD-35196-21
Amoxicilin (duwéi  |pha hon dich [thang|41 nhom x 12 gobi
dang Amoxicilin ubng 1,5g

trihydrate) 500mg;
Acid clavulanic
(dudi dang
clavulanat kali :
syloid 1:1) 62,5mg

Van Thang, TP. Nha Trang, Tinh Khanh Hoad - Viét Nam)

9.1 Nha san xuét: Cong ty cd phian dwoe phadm Khanh Hoa (P/c: Puong 2 thing 4, Khém Péng
Bac, P. Vinh Hoa, TP. Nha Trang, Khanh Hoa - Viét Nam)

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

o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv
STT Tén thude Ham luwgng ché tho |chuén| dong géi o gang &y
32 |Telmisartan Telmisartan 40mg | Vién nén 36 |DBVNHGp 3 vi, 10vi | VD-35197-21
thang|V x 10 vién; Chai
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100 vién, 200
vién, 500 vién,
1000 vién

10. Cong ty ding ky: Cong ty c6 phan dwoe pham Me Di Sun (P/c: 521 khu phé An Loi, phuong
Hoa Loi, thi xa Béen Cat, tinh Binh Duong - Viét Nam)

10.1 Nha san xu?i;: Cong ty c6 phan dwoc pham Me Di Sun (B/c: 521 khu phé An Loi, phuong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham hrgng ché tho chuin| déng géi 0 dang ky
33 [Calswin 80 Ziprasidone 80mg | Vién nang 36 ([USP |Hop3vix10 VD-35198-21
cing thang|41 vién. Chai 60
vién. Chai 100
vién
34 |Ceftitoz Mbi géi 3g chira: Cf)m pha 36 [TCCS |Hop 10 gbi, 20 | VD-35199-21
Ceftibuten (dudi hon dich thang g0i x 3g
dang Ceftibuten uong
dihydrat) 90mg
35 |Escin Escin (dudi dang Vién nén bao| 36 [TCCS |Hop 3 vix 10 VD-35200-21
Escinat natri) 40 mg |phim thang vién
36 |Eufexim 200 Cefixim 200 mg Vién nén bao| 36 |TCCS [Hop 3 vi, 10vi | VD-35201-21
phim thang x 10 vién
37 [Maypind 300 Cefdinir 300 mg Vién nén bao| 36 |TCCS [Hop 3 vi, 10 vi | VD-35202-21
phim thang x 10 vién
38 [Rupatadin Rupatadin (duai Vién nén 36 |TCCS |[Hop3vix 10 VD-35203-21
dang Rupatadin thang vién; Chai 100
fumarat 12,8 mg) vién
10mg

11. Cong ty ding ky: Cong ty ¢é phan dwoc phdm Minh Dan (B/c: Lé E2, dwong N4, KCN Hoa
Xa, xa Loc Hoa, TP Nam Dinh, tinh Nam Dinh - Viét Nam)
11.1 Nha san xuét: Cong ty c6 phian dwoc phim Minh Déan (B/c: Lé E2, duwong N4, KCN Hoa
Xa, xa Loc Hoa, TP Nam Dinh, tinh Nam Dinh - Viet Nam)

. x Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 di .
. Sy h 0 dang k
STT Tén thuoe Ham lugng ché tho | chuan| déng géi &Y
39 |Midantin 400/57 Mbi g6i 2,1 g chira  [Bot phahon | 24 |TCCS [Hop 12 goi x VD-35204-21
Amoxicilin (duéi  |dich uong  [thang 2,1g

dang Amoxicilin
trihydrat) 400 mg;
Acid Clavulanic
(dudi dang Kali
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clavulanat + avicel
(1:1)) 57 mg

12. Cong ty ding ky: Cong ty Co phan Dwoc pham OPV (B/c: S6 27, Puong 34, Khu cong
nghiép Bién Hoa II, Phuong An Binh, thanh pho Bién Hoa, tinh Bong Nai. - Viét Nam)

12.1 Nha sén xuét: Cong ty Co phin Dwgc pham OPV (D/c: S6 27, Puong 34, Khu cong nghiép
Bién Hoa I, Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
40 |Ameflu Expectorant Mbi Sml chtra: Si 16 24 [TCCS |Hop 1 chai x VD-35205-21
Guaifenesin 100mg; thang 30ml; hop 1
Phenylephrine chai x 60ml
hydrochloride Smg

13. Cong ty ding ky: Cong ty c6 phan Dwoc pham Phong Phi (P/c: L6 s6 12 Puwong sé6 8, khu
cong nghiép Tan Tao, qudn Binh Tan, TP. Ho Chi Minh. - Viét Nam)

13.1 Nha sén xuét: Cong ty ¢ phan Dugc pham Phong Phu - Chi nhanh nha may
Usarichpharm (D/c: L6 so 12 Buong s6 8, khu cong nghiép Tan Tao, phwong Tan Tao A, quédn
Binh Tdan, TP. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
STT Tén thuoe Ham lugng ché tho | chuén| dong géi 0 ding ky
41 |Usaresfil 20 Escin 20 mg Vién nén bao| 36 |TCCS [Hop 3 vi,5vi, | VD-35206-21
phim thang 10 vix 10 vién
42 |Usaresfil 40 Escin 40 mg Vién nén bao| 36 [TCCS |[Hop 3 vi, 5vi, | VD-35207-21
phim thang 10 vi x 10 vién

14. Cong ty dang ky: Cong ty co phan dwgc phim qudc t& CTT Viét Nam (B/c: L6 38 - NOI
khu tdi dinh cw tdp trung, t6 ddn phé Kiéu Mai, phirong Phiic Dién, qudn Bdc Tir Liém, Tp.Ha Néi -

Viéet Nam)

14.1 Nha san g(ué"lt: Cong ty cfi phan US Pharma USA (B/c: L6 BI-10, Puong D2, Khu céng
nghiép Tay Bac Cu Chi, Tp.H6 Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
STT Tén thuoc Ham luwgng ché tho |chuin| dong géi 0 ding ky
43 |CTToren 50 Mbi goi 1,8 g chira: Thuéc~ bot 36 [TCCS |Hép 10 gbi, 14 | VD-35208-21
Cefditoren (dudi pha hon dich |thang g0i, 20 goi, 21
dang Cefditoren udng goi 1,8¢g
Pivoxil) 50mg

T
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15. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm SaVi (P/c: Lé Z.01-02-03a KCN trong KCX
Tan Thudn, phuong Tan Thugn Pong, quan 7, Tp. HCM - Viét Nam)

15.1 Nha sén xuét: Cong ty c6 phan dwoe phim SaVi (B/c: L6 Z.01-02-03a KCN trong KCX Tén
Thudn, phwong Tan Thudgn Pong, quan 7, Tp. HCM - Viét Nam)

o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv
STT Tén thude Ham lugng ché tho | chudn|  dong goi 0 dans &y
44 [Diosmin Savi 300 Diosmin 300 mg Vién nén bao| 36 |TCCS |Hop 3 vix 10 VD-35209-21
phim thang vién

45 |[Tabised 110 Dabigatran (dudi Vién nang 36 [TCCS |Hop3vix 10 VD-35210-21
dang Dabigatran cung thang vién
etexilate mesilate
317.1mg) 110mg

46 |[Tabised 150 Dabigatran (dudi Vién nang 36 [TCCS |Hop 3 vix 10 VD-35211-21
dang Dabigatran cung thang vién
etexilate mesilate
432.4mg) 150mg

47 |Tabised 75 Dabigatran (dudi Vién nang 36 |TCCS |Hop 3 vix 10 VD-35212-21
dang Dabigatran cing thang vién
etexilate mesilate
216.2mg) 75mg

48 |[Thiocolchicoside Savi  |Thiocolchicoside 4 |Vién nén bao| 36 |TCCS [Hop 3 vix 10 VD-35213-21
mg; phim thang vién

16. Cong ty ding ky: Cong ty c6 phan dwgc pham Tipharco (B/c: L6 08, 09 cum cong nghiép va

tiéu thii cong nghiép Tan My Chanh, Phwong 9, TP M7 Tho, Tién Giang - Viét Nam)

16.1 Nha sén xuét: Cong ty ¢ phan dwoc phidm Tipharco (B/c: 15 Péoc Binh Kiéu, phiong 2,
thanh pho My Tho, tinh Tién Giang - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
STT Tén thuoe Ham lugng ché tho | chuin| dong géi 0 ding ky

49 |Cefixim 50mg Moi goi 1g chira: Thuég bot 36 [TCCS |Hop 20, 50 g6i | VD-35214-21
Cefixim (dudi dang |pha hon dich [thang xlg
Cefixim trihydrat) |udng
50mg

50 |Tiphapred E Prednisolon (dudi |Viénnénsui| 36 [TCCS |Hop 10 vix 10 | VD-35215-21
dang Prednisolon bot thang vién, Hop 1

sodium
metasulfobenzoat)
Smg

chai x 30 vién

17. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm Trung wong 3 (P/c: S6 16 - Lé Pai Hanh -
P.Minh Khai - Q.Hong Bang - Tp. Hai Phong - Viét Nam)

Trang 8




17.1 Nha san xuét: Cong ty co phﬁn duwgc pham Trung wong 3 (P/c: S6 28 - Duong 351 - Xa
Nam Son - Huyén An Duong - Tp. Hai Phong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ as ,
STT Tén thuoc Ham lwong ché tho | chuidn| déng goi 50 dang ky
51 |B6 than thay TW3 Moi 100ml cao 16ng [Cao long 36 |TCCS |Hop 01 chai VD-35216-21
chtra: Thuc dia 15g; thang 200ml; Hop 01
Hoai son 5,73g; Tao chai 125ml
chua 8,8g; Thach
hoc 8,87g; Khiém
thuc 3,4g; Ty giai
8,8¢g
52 |Kimraso Cao dic Kimtién |Vién nén bao| 36 [TCCS Hop 04 vix 15 | VD-35217-21
thao (tuong duong |phim thang vién; Hop 01

1,5g Kim tién thao)
142,8mg; Cao dac
Réau méo (tuong
duong 0,28g Rau
meo) 46,6mg

chai 60 vién;
Hop 01 chai
100 vién

18. Cong ty ding ky: Cong ty c6 phan dwoc phdm Truomg Tho (P/c: 93 Linh Lang, Ba Dinh,

Ha Noi - Viét Nam)

18.1 Nha san xuét: Chi nhanh Céng ty c6 phan dwoc pham Truong Tho (B/c: Lé M1, duwong
N3, KCN Hoa Xa, xda Loc Hoa, tp. Nam Dinh, tinh Nam Dinh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach £ ax .
STT Tén thude Ham lugng ché tho | chuin déng géi 50 ding ky
53 |Omizole 20mg Omeprazole 20mg [ Vién nang 36 [TCCS |Hop2vix7 VD-35218-21
(dudi dang cing chira  |thang vién
Omeprazole pellet |pellet bao
bao tan trong rugt  [tan trong
8,5%) 20mg rudt

19. Céong ty ding ky: Cong ty ¢6 phan dwoc phdm TV. Pharm (P/c: 27 Nguyén Chi Thanh,
khom 2, phwong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

19.1 Nha san xuét: Cong ty c6 phan dwoc pham TV. Pharm (P/c: 27 Nguyén Chi Thanh, khém
2, phuwong 9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy ciach Sé di .
: L p 0 dang k
STT Tén thuoe Ham lwong ché tho | chuan| déng géi gy
54 |Alzole 40mg Omeprazol (dudi Vién nang 36 [TCCS |Hop2vix7 VD-35219-21
dang hat bao tan cung chira [thang vién; Hop 3 vi,

Trang 9




trong rudt chira
Omeprazol 30%))
40mg

pellet bao
tan trong
rudt

10 vi x 10 vién

20. Cong ty diang ky: Cong ty c6 phan dwoc pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Nji -

Viét Nam)
20.1 Nha san xuit: Cong ty c6 phan duge phadm VCP (D/c: xd Thanh Xudn- Séc Son- Ha Ngi -
Viét Nam)
n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
STT Tén thuoe Ham lwong ché tho | chuidn| déng goi 0 ding ky
55 |Shampoo Clobetasol Mbi 1g dau g0i chtra| Dung dich 36 [TCCS |Hop 01 lo VD-35220-21
Clobetasol propionat thang 100ml
0,5mg

21. Cong ty ding ky: Cong ty c6 phian dwoc phim Vimedimex 2 (P/c: Lé ddt N2, duwong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)
21.1 Nha san xuit: Cong ty ¢6 phan dwoc phim Vimedimex 2 (D/c: Lo ddt N2, dwong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv

STT Tén thube Ham lugng ché tho | chuin| doéng goi 0 dans &y

56 |Perindapamid-VMG Perindopril erbumin | Vién nén 36 [TCCS |Hop 03 vix 10 | VD-35221-21
4/1.25 4mg; Indapamid thang vién

1,25mg

22. Cong ty ding ky: Cong ty c6 phan dwge phim Wealphar (P/c: L6 CN5, Khu cong nghiép

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

22.1 Nha san xuit: Cong ty’cé phéan dugec pham Wealphar (B/c: Lé CN5, Khu cong nghiép Thuy
Van, xa Thuy Van, thanh pho Viét Tri, tinh Phu Tho - Viét Nam)

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,

STT Tén thude Ham lugng ché tho chuin| déng géi 0 ding ky

57 |Cetirizin DWP 20mg Cetirizin Vién nén bao| 36 |TCCS [Hop 6 vix 10 VD-35222-21
dihydroclorid 20mg |phim thang vién

58 |Irbesartan OD DWP Irbesartan 100 mg | Vién nén 36 [TCCS |Hop 6 vix 10 VD-35223-21
100mg phén tan thang vién

59 [Ketoprofen EC DWP Ketoprofen 100 mg |Vién nén bao[ 36 |TCCS |Hop 6 vix 10 VD-35224-21
tan trong thang vién

ruot

60 [Pravastatin DWP 30mg |Pravastatin natri 30 |Vién nén 36 [TCCS |Hop 6 vix 10 VD-35225-21

mg thang vién
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61

Sulpirid DWP 100mg

Sulpirid 100mg

Vién nén

36
thang

TCCS

Hop 6 vix 10
vién

VD-35226-21

23. Cong ty dang ky: Cong ty ¢ phén dwoc Phiic Vinh (P/c: Lé CN 4-6.2 Khu Cong nghiép
Thach Thdt, Quéc Oai, xd Phing Xa, huyén Thach That, Ha Néi - Viét Nam)

23.1 Nha san xuét: Cong ty co phan dwoc Phic Vinh (D/c: L6 CN 4-6.2 Khu Cong nghiép Thach
That, Quoc Oai, xa Phung Xa, huyén Thach That, Ha Noi - Viét Nam)

A I Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé diine kv
STT Tén thuoe Ham lwgng ché tho | chuin| doéng géi o gang &y
62 |Phazandol cam cum Paracetamol 500 Vién nén bao| 36 [TCCS [Hop 1 vi, 10 vi | VD-35227-21
mg; Cafein 25 mg; |phim thang x 12 vién
Phenylephrin HCI 5
mg

24. Cong ty dang ky: Cong ty 95 phan dwge vat twy té Hai Dwong (P/c: S6 102 Chi Ling,
phuong Nguyén Trai, thanh pho Hai Dwong, tinh Hai Duwong - Viét Nam)
24.1 Nha san xuat: Nha may HDPHARMA EU-Céng ty c6 phan duge VIYT Hai Dwong (P/c:
Thira dat s6 307, cum Cong nghiép Cam Thirong, phirong Cam Thwong, Tp. Hai Dwong, tinh Hai

Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S& ding kv
STT Tén thuoe Ham lugng ché tho | chuén| dong géi o gang &y

63 [Haduquin 250 Levofloxacin (dudi [Vién nén bao| 36 [TCCS |Hop 01 vi, 02 VD-35228-21
dang Levofloxacin |phim thang vi x 10 vién
hemihydrat) 250mg

64 [Haduquin 500 Levofloxacin (dudi |Vién nén bao| 36 |TCCS |Hop 01 vi, 02 VD-35229-21
dang Levofloxacin |phim thang vi x 10 vién
hemihydrat) 500mg

25. Cong ty ding ky: Cong ty c6 phian Korea United Pharm. Int 1 (B/c: S6 24, Pai 16 Ti Do,

KCN Viét Nam- Singapore, thi xa Thuan An, tinh Binh Duong - Viét Nam)

25.1 Nha san xuit: Cong ty c6 phin Korea United Pharm. Int 1 (B/c: S6 24, Pai I6 T Do, KCN
Viét Nam- Singapore, thi xa Thudn An, tinh Binh Duong - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sh d ,
4 s ] p d
STT Tén thude Ham lugng ché tho | chuan| dong géi 0 dang ky
65 [Calmnight Cao kho ré Valerian |Vién nang 24 [TCCS |Hop 10 vix 10 | VD-35230-21
445mg mém thang vién

Trang 11

26. Cong ty dang ky Cong ty co phan lién doanh dwgc phim Eloge France Viét Nam (D/c:
Khu céng nghiép Qué Vé, xd Phirong Liéu, huyén Qué Vo, tinh Bdc Ninh - Viét Nam)




26.1 Nha san Xll’f,lt: Cong ty co phz‘iNn lién doanh dwoc phﬁm Eloge France Viét Nam (D/c: Khu
cong nghiép Qué Vo, xa Phuong Liéu, huyén Qué Vo, tinh Bac Ninh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
. Ry P 0 dan
STT Tén thube Ham hrgng ché tho chuan| déng goi g ky
66 |[Deferasirox-5a Farma  |Deferasirox 250mg |Vién nén 36 |TCCS |Hop4 vix 7 VD-35231-21
250mg phan tan thang vién; Hop 3 vi x
10 vién

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

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

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lugng ché tho | chuin doéng géi 0 dans &y
67 |Croncin Kid - 50 Moi goi 1,5 g chua: Thuéc bot 36 |TCCS |Hop 12 gbi, 25 | VD-35232-21
Cefixim (dudi dang |udng thang goix 1,5g
Cefixim trihydrat)
50mg

28. Cong ty ding ky: Cong ty c6 phan SX - TM dugc pham Pong Nam (B/c: Lo 24, Puong 1A,
KCN Tan Tao, Quan Binh Tan, Tp. Ho Chi Minh - Viét Nam)

28.1 Nha san xuit: Cong ty co phﬁn SX - TM duge pham Pong Nam (P/c: Lé 24, Duong 14,
KCN Tan Tao, Quan Binh Tan, Tp. Ho Chi Minh - Viét Nam)

o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv
STT Tén thude Ham luwgng ché tho |chuén| dong géi o gang &y
68 |[Ciprofloxacin 500mg Ciprofloxacin (du¢i [Vién nén bao| 36 [DDVNHOp 03 vi, 06 VD-35233-21
dang Ciprofloxacin |phim thang|V vi, 10 vién x 10

hydrochlorid)
500mg

vién; Chai 100
vién, 200 vién,
500 vién

29. Cong ty ding ky: Cong ty c6 phan thiét bi T&T (B/c: Lé 13 Khu tdp thé cong nghé pham,
Phuong Van Quan, Q. Ha Bong, Tp. Ha Noi - Viét Nam)

29.1 Nha san xuit: Cong ty ¢6 phan dwoc phadm Ha Tay (P/c: T6 ddn phé s6 4 - La Khé - Ha
Dong - Tp. Ha Noi - Viét Nam)

STT

Tén thudc

Hoat chit chinh -

Ham lugng

Dang bao
ché

Tuéi| Tiéu

tho | chuén

Quy cach
dong goi

S6 ding ky
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69 |Atsypax 600 Mbi goi 2,2g chira: [ Thude bot 24 |TCCS |Hop 1 tuix 14 | VD-35234-21
Amoxicillin (duéi  [pha hon dich [thang g0ix 2,2¢
dang Amoxicillin  |ubng
trihydrat) 600mg;
Acid Clavulanic
(dudi dang Kali
clavulanat két hop
véi silicon dioxid
1:1) 42,9mg
70 |Simykyn Cholin alfoscerat Vién nang 24 [TCCS |Hop 1 tai nhom | VD-35235-21
600 mém thang x2 vix 10
vién, Hop 1
tai nhom x 3 vi
x 10 vién

30. Cong ty ding ky: Cong ty C6 phan Trust Farma Quéc té (P/c: 36 Pai ¢ Hitu Nghi, KCN
Viét Nam - Singapore, P. Binh Hoa, TX Thudn An, Binh Duong - Viét Nam)

30.1 Nha san xuét: Cong ty C6 phin Trust Farma Qudc té (B/c: 36 Pai I¢ Hitu Nghi, KCN Viét
Nam - Singapore, P. Binh Hoa, TX Thudan An, Binh Duong - Viét Nam)

N X Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 diine kv
STT Tén thude Ham hrgng ché tho | chuidn| déng goi gky

71 |Ceftriaxon TFI 1G Ceftriaxon (duéi Bot phatiéem| 36 [BP Hop 1 1o, hop VD-35236-21
dang Ceftriaxon thang|2018 |101ox 1g
natri) 1g

72 |Emixorat 1.5 g Cefuroxim (dudi Bot phatiém| 36 |USP |Hop 1 lo, hop VD-35237-21
dang Cefuroxim thang|40 101lox 1,5¢
natri) 1,5 g

73 |Emixorat 750 mg Cefuroxim (dudi Bot phatiém| 36 |USP |Hop 1 lo, hop VD-35238-21
dang Cefuroxim thang(40 10 lo x 750mg
natri) 750 mg

74 |Emotaxin 1 g Cefotaxim (dudi Bot phatiém| 36 |USP |Hop 1 lo, hop VD-35239-21
dang Cefotaxim thang(40 10lox 1g
natri) 1g

75 |Tizosac 1 G Ceftizoxim (dudi Bot phatiém| 36 |USP |Hop 1 lo, hop VD-35240-21
dang Ceftizoxim thang|(40 10lox 1g
natri) 1000 mg

76 |Unsefera 2g Cefoperazon (dudi |B6t phatiém| 24 |[USP |Hop 1lo, 1010 [ VD-35241-21
dang Cefoperazon thang|40 x2g
natri) 2g

31. Cong ty diing ky: Céng ty co phan US Pharma USA (B/c: L6 BI-10, Duong D2, KCN Tay
Bac Cu Chi, Tp.Ho Chi Minh - Viét Nam)

Trang 13



31.1 Nha séin xuét: Cong ty cd phin US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Téy Bac
Cu Chi, Tp.H6 Chi Minh - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S& ding kv
STT Tén thude Ham lwgng ché tho | chuin| déng goi 0 dans &y
77 |Cadiroxol Ambroxol Vién nang 36 [TCCS |Hop 10 vix 10 | VD-35242-21
hydrochlorid 30mg |cung thang vién
78 |Cefpodoxim 100 Cefpodoxim (dudi |Vién nén bao| 36 |TCCS |Hop 1 vi,2 vi, | VD-35243-21
dang Cefpodoxim |phim thang 3vi, 10vix 10

proxetil) 100mg

vién; Chai 50
vién, 100 vién,
200 vién

32. Cong ty ding ky: Cong ty co phan xuét nhap khau y té Domesco (D/c: 66-Qubc 16 30-P. My
Phu-TP. Cao Lanh-Tinh Bong Thap - Viét Nam)
32.1 Nha san xuét: Cong ty ¢ phan xuit nhap khau y té Domesco (D/c: 66-Quoc 16 30-P. My
Phu-TP. Cao Lanh-Tinh Bong Thap - Viét Nam)

o £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 dine kv
STT Tén thude Ham lugng ché tho | chudn|  dong goi o dang iy
79 [Molitoux 50mg Eprazinon Vién nén bao| 36 |TCCS |Hop 02 vi, 10 VD-35244-21
dihydroclorid 50mg |phim thang vix 15 vién;

Chai 100 vién

33. Cong ty ding ky: Cong ty co phan Y Dwoc Thia Pd (P/c: S6 5, nghdch 6 ngé 181 Tén Pirc
Thang, phuwong Hang Bot, Quan Dong Pa, Thanh pho Ha Noi - Viét Nam)

33.1 Nha san xufit:’Cﬁng ty ¢6 phan dwoc pham Trung wong 2 (P/c: Lé 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach J ,
STT Tén thude Ham lugng cﬁé' tho | chuin d(’)l};g goi 50 dang ky
80 |Azosulta 250mg/5Sml Sultamicillin (du6i |Cém pha 24 |TCCS |Hop 1 1o 60ml, | VD-35245-21
dang Sultamicillin  |hdn dich thang Hop 1 1o 70 ml
tosilate dihydrate  |udng
337,57mg) 250mg/
5ml

34. Cong ty diing ky: Cong ty TNHH BRV Healthcare (D/c: Khu A, 56 18, dwong s6 09, dp 24,
xa Tan Thanh Tdy, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

34.1 Nha san xuét: Cong ty TNHH BRYV Healthcare (D/c: Khu 4, s6 18, dwong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
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. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
: B P 0 dan
STT Tén thuoe Ham lugng ché tho | chuan| doéng géi g ky
81 |Bivitanpo 50 Losartan kali 50mg |Vién nén bao| 36 |TCCS |Hop 03 vix 10 [ VD-35246-21
phim thang vién (vi nhom -

nhom hodc vi
nhom -

PVC/PVdC)

35. Cong ty ding ky: Cong ty TNHH Cong nghé Dwoc Minh An (P/c: S6 19D-TT5, KPT Tdy
Nam Linh Dam, Hoang Liét, Hoang Mai, Ha Noi - Viét Nam)
35.1 Nha san xufit:’Cﬁng ty ¢6 phan dwoc pham Trung wong 2 (P/c: Lé 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

. x Hoat chét chinh - | Dang bao |Tudi| Tigu Quy ciach Sé di ,
: Ll z 0 dang k
STT Tén thuoe Ham lugng ché tho | chuan| déng géi gy
82 |Prednisolon Smg Prednisolon 5,0mg | Vién nén 36 [TCCS |Hop 1 1o 200 VD-35247-21
phén tan thang vién, 500 vién,
1000 vién

36. Cong ty ding ky: Cong ty TNHH Dwoc phim Alaska Pharma U.S.A (P/c: 62/5 Son Ky,
Phuong Son Ky, Quan Tan Phu, Tp.Ho Chi Minh - Viét Nam)

36.1 Nha san g(ué"lt: Cong ty cfi phan US Pharma USA (B/c: L6 BI-10, Puong D2, Khu céng
nghiép Tday Bac Cu Chi, Tp.Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
: e 2 0 dan
STT Tén thude Ham lwong ché tho | chuan| déng géi g ky
83 |[Cefdinir 300 Cefdinir 300 mg Vién nang 36 |TCCS [Hop 1 vi, 2 vi, | VD-35248-21
cung thang 3 i, 5vi, 10 vi

x 10 vién

37. Cong ty ding ky: Cong ty TNHH Dugc pham Aslaka Pharma U.S.A (P/c: 62/5 Son Ky,
Phwong Son Ky, Quan Tan Phu, Tp.Ho Chi Minh - Viét Nam)

37.1 Nha séin xuét: Cong ty cd phin US Pharma USA (D/c: L6 BI-10, Duong D2, KCN Téy Bac
Cu Chi, Tp.H6 Chi Minh - Viét Nam)

A £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding kv
STT Tén thude Ham lugng ché tho | chuin doéng géi 0 dans &y
84 |Cefprozil 250 Cefprozil (dudi dang| Vién nén bao| 36 |TCCS [Hop 01 vi, 03 VD-35249-21
Cefprozil phim thang vi x 10 vién;
monohydrat) 250mg Chai 50 vién,
100 vién
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38. Cong ty ding ky: Cong ty TNHH Dugc pham Glomed (D/c: S6 35 Dai L Tw Do, KCN Viét
Nam-Singapore, phwong An Phu, thi xa Thudn An, tinh Binh Duong - Viét Nam)

38.1 Nha san xuit: Cong ty TNHH Dwoc pham Glomed (P/c: S6 35 Pai Lé T Do, KCN Viét
Nam-Singapore, phwong An Phu, thi xa Thudn An, tinh Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach S8 di .
. =y h 0 dang k
STT Tén thuoc Ham lugng ché tho | chuan| déng géi &Y
85 |Domperidon Glomed Domperidon 10 mg |Vién nén bao| 36 [BP Hop 10 vix 10 | VD-35250-21
phim thang|2017 |vién; Hop 5 vi
x¢ x 10 vién

39. Cong ty diing ky: Cong ty TNHH Dwoc pham Huy Vin (P/c: 511/15 Huynh Vin Bdnh,
Phuong 14, Qudn Phu Nhudn, Tp. Ho Chi Minh - Viét Nam)

39.1 Nha san Xllf,l’t: Céng ty c6 phan duwgc phim Me Di Sun (B/c: 521 khu phd An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
: e P 0 dan
STT Tén thuoc Ham lwong ché tho | chuan| déng géi g ky
86 |Celecoxib 200 mg Celecoxib 200 mg | Vién nang 36 [TCCS |Hop 3 vix 10 VD-35251-21
c&pg ) thang vién; Chai 200
(trang-trang) vién

40. Cong ty diang ky: Cong ty TNHH dwoc pham Sen Viét Nam (D/c: NOOS - LK48 khu LK16,
LK17, LK18a, LK 18b, Duvong Noi, Ha Bong, Ha Noi - Viét Nam)

40.1 Nha san xuit: Cong ty ¢ phin dugc trung wong Mediplantex (D/c: Nha mdy dwoc pham

$6 2 - Trung Hau, Tién Phong, Mé Linh, Ha N¢i - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Ti¢u Quy cach Sé ,
: e P 0 dan
STT Tén thude Ham lugng ché tho (chuan| dong géi gky
87 |Deslorafast Desloratadin 5 mg | Vién nén 36 [TCCS |Hop 1 vi,3vix| VD-35252-21
phén tan thang 10 vién, Hop 1

vi,3vix 1 thi
metalize x 10
vién

41. Cong ty diang ky: Cong ty TNHH sinh dwoc pham Hera (D/c: L6 A17 KCN Ti Ha, P. Ti
Ha, TX. Huong Tra, Thira Thién Hué - Viét Nam)

41.1 Nha sén xuét: Cong ty TNHH sinh dwgc pham Hera (D/c: L6 A17 KCN Tir Ha, P. Tit Ha,
TX. Huong Tra, Thua Thién Hué - Viét Nam)
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. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
STT Tén thuoe Ham luwgng ché tho |chuin| dong géi 0 ding ky
88 |Balisal Baclofen 10mg Vién nén 36 [TCCS |Hop 02 vix 10 | VD-35253-21
thang vién
89 |Balisal Baclofen 20mg Vién nén 36 [TCCS |Hop 01 vix 08 | VD-35254-21
thang vién
90 [Balisal Baclofen 5mg Vién nén 36 [TCCS |Hop 03 vix 10 [ VD-35255-21
thang vién
91 |Balisal ODT Baclofen 10mg Vién nén 36 |TCCS |[Hop 02 vix 10 | VD-35256-21
phén tan thang vién
trong miéng
92 [Heraprostol Misoprostol (du6i  [Vién nén 36 |TCCS |[Hop3vix 10 VD-35257-21
dang Misoprostol thang vién
HPMC 1%
dispersion 60 mg)
100 mcg
93 |Rivarelta Rivaroxaban 10mg |Vién nén bao[ 36 |TCCS |[Hop 03 vix 10 | VD-35258-21
phim thang vién
94 |Rivarelta Rivaroxaban 15mg |Vién nén bao| 36 |TCCS |Hop 03 vix 10 [ VD-35259-21
phim thang vién

42. Cong ty ding ky: Cong ty TNHH Thwong mai Dwgc pham Minh Tin (B/c: 925 Liiy Bin
Bich, Phuwong Tan Thanh, Qudan Tan Phu, Tp.Ho Chi Minh - Viét Nam)
42.1 Nha san xuét: Cong ty cb p!lﬁin dwoc va vat tu y té Binh Thuén (B/c: 192 Nguyén Hgi,
phuong Phu Trinh, TP. Phan Thiét, tinh Binh Thuan - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ,
: B 2 0 dan
STT Tén thube Ham lugng ché tho | chuan| doéng géi g ky
95 |Miticiprat Ciprofibrat 100mg |Vién nang 36 [TCCS |Hop 03 vi, 05 VD-35260-21
cung thang vi, 10 vix 10
vién

Trang 17
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phic

PHU LUC II. DANH MUC 02 THUOC SAN XUAT TRONG NUGC DUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 169 (b6 sung)

Ban hanh kém theo Quyét dinh sb: 383../QD-QLD, ngay 23..06../202.1.

1. Cong ty ding ky: Cong ty cb phan dwgc pham Me Di Sun (B/c: 521 khu phé An Loi, phiong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

1.1 Nha san xuz"lt:’ Cong ty ¢ phan dwoc phdm Me Di Sun (B/c: 521 khu phé An Loi, phwong
Hoa Loi, thi xa Ben Cat, 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| dong goi 0 dang ky
1 [Maypind 100 Cefdinir 100 mg Vién nén bao| 36 [TCCS [Hop 2 vi, 3 vi, VD3-127-21
phim thang 10 vix 10 vién

2. Cong ty diing ky: Cong ty TNHH Dwoc pham Vinh Twong Phat (P/c: 28 dwong 266, phiwong
6, quan 8, TP. HCM - Viét Nam)

2.1 Nha san xuét: Chi nhanh Céng ty ,Cé phén Dugec phim Phong Phii - Nha mdy san xuit
dwgc pham Usarichpharm (D/c: Lo so 12 Buong s6 8, khu cong nghiép Tdan Tao, qudn Binh Tan,
TP. Ho Chi Minh. - Viét Nam)

R P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. e 2 0 dan
STT Tén thude Ham lwgng ché tho (chuan| dong géi g ky
2 |Telamiked Tenofovir disoproxil [ Vién nang 36 [TCCS |Hop 3 vi, 5 vi, VD3-128-21
fumarate 300mg; cung thang 10 vi x 10 vién
Lamivudine 300mg
/77 LHC N CUC TRUONG
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic

PHU LUC III. DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUOC
PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM -
POT 169 (b6 sung)

Ban hanh kém theo Quyét dinh s6:383../QD-QLD, ngay 23../06./202

1. Cong ty ding ky: Cong ty Medochemie Ltd (D/c: 1-10 Constantinoupoleos street, 3011
Limassol - Cong hoa Sip)

1.1. Co s& dat gia cong: Cong ty Medochemie Ltd (D/c: 1-10 Constantinoupoleos street, 3011
Limassol - Cong hoa Sip)

1.2 Co sé nhin gia cong: Cong ty TNHH Medochemie (Vién Dong) (D/c: 40 VSIP II dwong sé
6, KCN Viét Nam - Singapore I, Khu lién hop Cong nghiép - dich vu - dé thi Binh Duong, P. Hoa
Phii, TP.Thii Dau Mét, Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sh d ,

STT Tén thude Ham hrgng ché tho | chuidn| déng goi 0 dang ky

1 [Angioblock 160mg Valsartan 160mg Vién nén 24 |TCCS |Hop 3 vix 10 GC-340-21
bao phim thang vién

2 |Angioblock 80mg Valsartan 80mg Vién nén bao| 24 |TCCS [Hop 3 vix 10 GC-341-21
phim thang vién

Trang 1



