BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 793/ QP-QLD Ha Noi, ngay 09 thang12 ndam 2022
QUYET PINH

vé \iiéc ban hanh danh muc 47 thudc san xuit trong nuéc
dwgce cap giay diang ky luwu hanh tai Viét Nam - Dot 179 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc cia Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B truong Bo Y 1
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quadn 1y Durge
thuéc B3 Y té;

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

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

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 47 thudc san xuat trong
nuée duge cap gidy ding ky luu hanh tai Viét Nam - Bot 179 bd sung, cu thé:

1. Danh muc 45 thubc san xuét trong nudc dugc cap gidy dang ky Iru hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thudc tai Danh muc ndy c6 sd
dang ky v6i ky hiéu VD-...-22 va hiéu lyc 05 nam ké tir ngdy ky ban hanh Quyét
dinh nay.

2. Danh muc 02 thudc san xuat trong nude duogc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Cac thudc tai Danh muc nay c6 sb
dang ky v6i ky hiéu VD3-...-22 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

Piéu 2. Co sd san xuét va co s¢ dang ky thude co trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu da ding ky voi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cap 1én nhén thude.

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

3. Thyc hién viéc cap nhét tiéu chuan chat luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctua Bo truong Bo Y té quy dinh vé
chat lugng thude, nguyén liéu lam thudc.

4. Thyc hién, phdi hop véi co s nhap khau thuc hién theo dung quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan 1y Dugc vé viée kiém tra



chat lvong nguyén liéu lam thudc nhom sartan ddi véi cac thude thudc danh muc tai
Diéu 1 co chira duge chat thudc nhoém sartan.

5. Cap nhat nhén thudc, t& huéng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngdy 18/01/2018 cua B truong BO Y té quy dinh ghi nhén
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding
ky lwu hanh thudc quy dinh tai Thong tur s6 08/2022/TT-BYT.

6. Phdi hop vdi cac co s¢ diéu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cta
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Théng tu
s6 08/2022/TT-BYT ddi véi cac thude thudc Phu luc II ban hanh kém theo Quyét
dinh nay (gidy dang ky luu hanh c6 ky hiéu VD3-...-22).

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ung du diéu kién hoat dong, co s¢ dang ky phai co trach nhiém
thuc hién thay doi co so 'dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

8. Co s6 san xudt thude phal bao dam cac diéu kién hoat dong cia co so san
xuét trong thoi han hiéu lyc cua gidy dang ky Iuu hanh thude, nguyén liéu lam thude.

Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.

Piéu 4. Giam dc S¢ Y té céc tinh, thanh phd tryc thudc Trung wong va Giam
dbc co so san xuat va co s¢ dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I

DANH MUC 45 THUOC SAN XUAT TRONG NUGC PUGC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - BQT 179 BO SUNG

(Kém theo Quyét dinh s6:

793

../OP-QLD ngay09thang12nam 2022
cua Cuc Quan ly Duoc)

1. Co s6 dang ky: Cong ty CPDP Trung wong Vidipha (Dia chi: 184/2 L& Van Sy, Phuong
10, Q. Phu Nhuan, TP. H6 Chi Minh, Viét Nam)
1.1. Co s6 sin xuit: Chi nhanh Cong ty ¢6 phian dwgc pham Trung wong Vidipha Binh
Dwong (Pia chi: Khu phd Tan Binh, phuong Tan Hiép, thi xa Tan Uyén, tinh Binh Duong,

Viét Nam)
STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 diing ky
Ham lugng bao (thang) chuin dong géi
ché
1 Enalapril Enalapril maleate Vién 24 DDVN | Hop3vix | VD-35924-22
maleate Smg | Smg nén v 10 vién;

Hop 10 vi
x 10 vién

2. Co sé diing ky: Cong ty co phan dugc Apimed (Dia chi: 263/9 Ly Thuong Kiét, phuong
15, quan 11, thanh pho H6 Chi Minh, Viét Nam)
2.1. Co sé san xuat: Cong ty c6 phin dwoc Apimed (Pia chi: DBuong N1, cum cong nghiép
Pht Thanh - Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu | Quy cach So ding ky
Ham lugng bao (thang) chuin | déng goi
ché
2 | Sufocrate P | Mdi géi 2g chira Thube 36 TCCS | Hop 20 g6i | VD-35925-22
Sucralfat 1000mg cdm x 2g; Hop
30 gdi x 2g

3. Co s6 ding ky: Cong ty ¢6 phan Duoc Khoa (bia chi: S6 9 Nguyén Cong Trilr, phuong
Pham DPinh Ho6, quan Hai Ba Trung, thanh pho Ha N1, Viét Nam)
3.1. Co sé san g(uét: Cong ty co phan Dugc Khoa (Dia chi: Nha may Dugc pham DKPharma
- Chi nhanh Bac Ninh cong ty C6 phan Dugce Khoa: Lo dat I11-1.3, Buong D3, Khu cong
nghiép Que Vo 2, xa Ngoc X4, huyén Qué V9, tinh Bac Ninh, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu | Quy cach S6 ding ky
Ham lugng bao (thang) chuin | déng goi
ché
3 Tavulop Olopatadin (duai Dung 24 TCCS | Hopllo VD-35926-22
dang olopatadin dich nho giot
hydroclorid) 0,2% thudc 5ml
nho
mat

4. Co sé ding ky: Cong ty co phan dugc phim Am Vi (DPia chi: L6 B14-3,4, duong N13,
KCN bong Nam, huyén Cu Chi, TP. H6 Chi Minh, Viét Nam)




4.1. Co sé san xuat: Cong ty c6 phan dwoc pham Am Vi (Dia chi: Lo B14-3,4, duong N13,
KCN bong Nam, huyén Cu Chi, TP. H6 Chi Minh, Viét Nam)

STT Tén thudc Hoat chét chinh - Dang | Tuditho | Tiéu | Quy cach S6 ding ky
Ham lwgng bao ché | (thang) | chuin | déng géi
4 | Blizadon 400 | Fluconazol Thude 24 TCCS | Hop 1thix | VD-35927-22
400mg/200ml tiém 200ml;
truyén Hop 5 tai x
200ml

5. Co sé ding ky: Cong ty c6 phan Dwoc pham An Thién (Dia chi: 314 Bong Sao, phuong

5, quan 8, Tp.H6 Chi Minh, Viét Nam)

5.1. Co sé san xuét: Cong ty c6 phan Dwoc pham An Thién (Dia chi: L6 C16, Puong sb 9,

khu cong nghiép Hiép Phudc, Huyén Nha Bé, Thanh phd Hd Chi Minh, Viét Nam)

STT Tén thudc Hoat chit chinh - Dang Tudi thg | Tiéu Quy cach S6 dang ky
Ham lwong bao ché | (thang) | chuin | déng goi
5 A.T Linezolid Mbi lo 100ml Dung 36 TCCS | Hop 1lox | VD-35928-22
200mg/100ml chura: Linezolid dich 100 ml;
200mg tiém Hop 10 1o
truyén x 100 ml
6 | A.T Linezolid | Mi lo 200ml Dung 36 TCCS | Hop 1lox | VD-35929-22
400mg/200ml chtra: Linezolid dich 200 ml;
400mg tiém Hop 10 1o
truyén x 200 ml
7 | Colisodi 3,0 Mai lo thude tiém | Thude 36 TCCS | Hopllo | VD-35930-22
MIU dong kho chura tiém thudc tiém
Colistimethate dong dong kho +
natri 3.000.000 IU | kho 1 6ng dung
(twong duong moi 10 ml;
Colistin base 100 Hop 3 lo
mg) thudc tiém
dong kho +
3 6ng dung
moi 10 ml;
Hop S 1o
thudc tiém
dong kho +
5 6ng dung
moi 10 ml
8 Levanti Mobi 20ml dung Dung 36 TCCS | Hop 1 lox | VD-35931-22
500mg/20ml dich dam dac chira dich 20ml; Hop
Levofloxacin dam dac 3lox
(dudi dang dé pha 20ml; Hop
Levofloxacin dung S5lox
hemihydrate) dich 20ml; Hop
500mg tiém 10 1o x
truyén 20ml

6. Co s¢ ding ky:

. Cong ty C6 phan Dwoc pham Boston Viét Nam (Dia chi: S6 43 dudng
s0 8, KCN Viét Nam - Singapore, phuong Binh Hoa, TP. Thuan An, Binh Duong, Viét Nam)

6.1. Co s6 san xuat: Cong ty C6 phan Dwoc pham Boston Viét Nam (Pia chi: S6 43 duong
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s6 8, KCN Viét Nam - Singapore, phuong Binh Hoa, TP. Thuan An, Binh Duong, Viét Nam)

Tén thudc

STT Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham luwgng bao (thang) chuin dong goi
ché
9 | Bedexon Betamethason (dudi | Kem 36 TCCS | Hop 1 tuyp | VD-35932-22
dang Betamethason | boi da x 10g; Hop
dipropionat) 1 tuyp x
0,5mg/g 15g; Hop 1
tuyp x 30g
10 | Meloxicam Meloxicam 7,5mg Vién 36 TCCS | Hop05vi | VD-35933-22
7.5mg nén x 10 vién;
Hop 10 vi
x 10 vién
11 | Sulpirid 50mg | Sulpirid 50mg Vién 36 TCCS Hop 03 vi | VD-35934-22
nang x 10 vién;
cung Hop 05 vi
x 10 vién;
Hop 10 vi
x 10 vién,
vi AI/Al vi
Al/PVDC

7. Co sé diang ky: Cong ty C6 phan Duwgec pham CPC1 Ha Ngi (Pia chi: Cum Cong nghiép

Ha Binh Phwong, xd Vin Binh, huyén Thuong Tin, thanh phd Ha Noi, Viét Nam)

7.1. Co sé san xuit: Cong ty Co phan Dwoc pham CPC1 Ha Noi (Pia chi: Cum Cong

nghiép Ha Binh Phuong, xa Van Binh, huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)
STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy céch S6 ding ky
Ham luwgng bao (thang) chuin dong goi
ché
12 | Flixone MBOi liéu chta 50 Thudc 24 TCCS Hop 11lox | VD-35935-22
mcg Fluticason xit 60 lidu;
propionat mii Hop 1 lo x
dinh 120 lidu
licu

8. Co so ding ky: Cong ty ¢6 phan dwge pham Generic (Dia chi: S6 62 Chién Thing,

Phuong Van Quan, Quan Ha Bong, Tp. Ha Noi, Viét Nam)

8.1. Co sé san xudt: Cong ty co phan dwoc vét tw y té Nghé An (Dia chi: 68 - Nguyén Sy
Sach - TP. Vinh - Tinh Nghé An, Viét Nam)

Tén thubc

STT Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lugng bao (thang) chuin dong goi
ché
13 | Escine 40 Aescin (dudi dang Vién 36 TCCS Hop 03 vi | VD-35936-22
Aescinat natri ) nén x 10 vién;
40mg bao hop 10 vix
phim 10 vién

9. Co s& ding ky: Cong ty co phan dwoe pham Ha Tay (Dia chi: S6 10A, Phd Quang Trung,
P. Quang Trung, Q. Ha Bong, TP. Ha Noi, Vi¢t Nam)

9.1. Co s6 san xuat: Cong ty co phan dwoc pham Ha Tay (Pia chi: T6 dan phd s6 4, P.La
Khé, Q.Ha Bong, Tp. Ha Noi, Viét Nam)
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STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin doéng géi
ché
14 | Fulemia Sét (du6i dang sat I | Vién 24 TCCS | Hop6vix | VD-35937-22
182mg/330 | sulfat kho) 182 mg; nang 10 vién
mcg Acid Folic 330 mcg | cling
15 | Mecatam Amoxicilin (dudi Vién 24 TCCS | Hop 1 taix | VD-35938-22
400/57 dang Amoxicilin nén 2vix 10
trihydrat) 400mg; nhai vién. Hop
Acid clavulanic 1tai x3vi
x 10 vién

(dudi dang Kali

clavulanat ) 57 mg

10. Co sé diing ky: Cong ty co phﬁn dwgc phim Imexpharm (Pia chi: S6 04, duong 30/4,
Phuong 1, Tp. Cao Lanh, Tinh Bong Thap, Viét Nam)

10.1. Co s6 san Xu,f'lt: Chi nhanh 3 - Cong ty ¢6 phan dwoc pham Imexpharm tai Binh
Dwong. (Pia chi: S6 22, duong so 2, KCN Viét Nam-Singapore II, Phuong Hoa Pht, TP Thu

Dau Mat, tinh Binh Duong, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lugng bao (thang) chuin dong goi
ché
16 | Cefixime Cefixim (dudi dang Vién 24 TCCS | Hop 1vix | VD-35939-22
200mg Cefixim trihydrat) nén 10 vién
200mg bao
phim

10.2. Co 6 san xuét: Chi nhanh cong ty c6 phian dwoc phim Imexpharm Nha may khang
sinh cong nghé cao Vinh Lc (Dia chi: L6 BI15/I-B16/I duong 2A, khu cong nghiép Vinh
Loc, phuong Binh hung Hoa B, quan Binh Téan, Tp. H6 Chi Minh, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu | Quy cach So ding ky
Ham lugng bao (thang) chuin | déng goi
ché
17 | Cloxacillin Cloxacilin (duéi Vién 24 USP | Hop Ol tui | VD-35940-22
IMP 250mg | dang Cloxacilin nang hién | nhom x 03
natri compacted) cung hanh vix 10
250mg vién; Hop
02 tai
nhém x 05
vix 10
vién
18 | Momencef Sultamicilin 250mg | Vién 24 TCCS | Hop 01 thi | VD-35941-22
DT 250mg nén nhém x 02
phan vi, 03 vi,
tan 04 vix 07
vién

11. Co s6 dang ky: Cong ty ¢6 phan dwoc pham Me Di Sun (Dia chi: 521, khu phé An Loi,
phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong, Viét Nam)
11.1. Co sé san xuét: Cong ty ¢6 phin dwge phAm Me Di Sun (Dia chi: 521, khu phé An
Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong, Viét Nam)




STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu | Quy cach S6 ding ky
Ham lugng bao (thang) chuin | déng goi
ché
19 | Forflucal Calci carbonat Vién 36 TCCS | Hop 10vi | VD-35942-22
1250mg; nén x 10 vién;
Cholecalciferol 200 nhai Hop 05 vi
IU x 12 vién

12. Co s¢ diing ky: Céong ty Co Phin Dwgc Pham Otsuka Viét Nam (Dia chi: L6 512,
Puong 13, Khu cong nghiép Long Binh (Amata), phuong Long Binh, TP. Bién Hoa, tinh Dong

Nai, Viét Nam)

12.1. Co s& san xuét: Cong ty C6 Phan Dwgec Phim Otsuka Viét Nam (Dia chi: Lo 512,
Puong 13, Khu cong nghié€p Long Binh (Amata), phudong Long Binh, TP. Bién Hoa, tinh Bong

Nai, Viét Nam)

STT | Tén thuoc Hoat chit chinh - Dang | Tuditho | Tiéu | Quy cich So ding ky
Ham lugng bao ché | (thing) | chuidn | déng goi
20 | Kidmin Mbi 200 ml dung Dung 24 TCCS | Thung20 | VD-35943-22

dich chira: L- dich tai x 200

Tyrosine 0,1 g; L- tiém ml

Aspartic Acid 0,2 g; | truyén

L-Glutamic tinh

Acid 0,2 g; L- mach

Cysteine 0,2 g; L-
Methionine 0,6 g;
L-Serine 0,6 g; L-
Histidine 0,7 g; L-
Proline 0,6 g; L-
Threonine 0,7 g; L-
Phenylalanine 1g;
L-Isoleucine 1,8 g;
L-Valine 2 g; L-
Alanine 0,5 g; L-
Arginine 0,9 g; L-
Leucine 2,8 g; L-
Lysine Acetate 1,42
g (twong duong L-
Lysine 1,01 g); L-
Tryptophan 0,5 g

13. Co sé ding ky: Cong ty c6 phin Dwge pham Quéan 3 (Dia chi: 243 Hai Ba Trung,

phuong 6, quan 3, TP. HO Chi Minh, Viét Nam)

13.1. Co s& san xuit: Cong ty c6 phan Dwoc Ha Tinh (Dja chi: 167 Ha Huy Tap, TP. Ha
Tinh, Viét Nam, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lugng bao (thang) chuin dong goi
ché
21 | Actre Moi gam gel chira Gel 24 TCCS | Hop 1 tuyp | VD-35944-22
Isotretinoin 0,5mg; boi x 5g; Hop
Erythromycin 20mg | ngoai 1 tuyp x




da

10g; Hop 1
tuyp x 12g;
Hop 1 tuyp
x 15g; Hop
1 tuyp x
18¢g

14. Co'sé diang ky: Cong ty co phan dwge pham Trung weng I - Pharbaco (Dia chi: s6 160
Ton Duc Thang, phuong Hang Bot, Quan Pong Da, Thanh phd Ha Noi, Viét Nam)

14.1. Co sé sian xuat: Cong ty c6 phin dwoc pham Trung wong I - Pharbaco (Dia chi:

Thoén Thach Lbi, xa Thanh Xuan, huyén Séc Son, Thanh phé HaNoi, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy céch So ding ky
Ham lugng bao (thang) chuin dong goi
ché
22 | Fabadola Glutathion (dudi Thuoc 24 TCCS | HopOllo | VD-35945-22
1200 dang bot dong kho bot va 01 ong
Glutathion natri) pha nuée cit
1200mg tiém 10ml; hop
10 lo
23 | Imazicol 20 | Pantoprazol 20mg Vién 36 TCCS Hop 02 vi | VD-35946-22
nén x 07 vién;
bao Hop 04 vi
tan x 07 vién
trong
rudt

15. Co sé ding ky: Cong ty ¢d phan dwge pham VCP (Dia chi: xa Thanh Xuan - Soc Son -
Ha Noi, Viét Nam)
15.1. Co sé san xuat: Cong ty co phan duwoc pham VCP (Pia chi: xd Thanh Xuan - Séc Son
- Ha Néi, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 diing ky
Ham lugng bao (thang) chuin doéng géi
ché
24 | Vicimadol Cefamandol (duéi Bot 36 USP Hop 1 lo, VD-35947-22
0,75¢g dang Cefamandol pha phién 10 lo, 50
nafat phdi hop véi tiém ban hién | lo, 100 lo;
natri carbonat) hanh Hop 1 1o
0,75¢ 12 éng
nudc cat
pha tiém
Sml.
25 | Zeskin Acid azelaic 20% Kem 36 TCCS | Hop 1 tuyp | VD-35948-22
(k1/k1) bdi da x 20g

16. Co sé ding Ky: Cong ty c6 phian dwoc pham vimedimex 2 (bia chi: Lo dat N2, dudng
TS 6, khu cong nghiép Tién Son, xa Noi Dug, huyén Tién Du, tinh Bac Ninh, Vi¢t Nam)

16.1. Co s san xuit: Cong ty c6 phan dwgc phdm vimedimex 2 (Piachi: L6 dat N2, duong
TS 6, khu cong nghiép Tién Son, xa Noi Dug, huyén Tién Du, tinh Bac Ninh, Vi¢t Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lwong bao (thang) chuan dong géi
che




26 | Irbesartan- Irbesartan 150 mg Vién 36 TCCS | Hop3vix | VD-35949-22
VMG 150 nén 10 vién,
hop 10 vi x
10 vién

17. Co sé diang ky: Cong ty ¢6 phan dwoc pham Wealphar (Pia chi: L6 CN5, Khu cong

nghiép Thuy Van, xa Thuy Van, thanh phé Viét Tri, tinh Pha Tho)

17.1. Co s& san xuit: Cong ty c6 phan dwoc pham Wealphar (Pia chi: L6 CN5, Khu cong

nghiép Thuy Van, xa Thuy Van, thanh phé Viét Tri, tinh Pha Tho)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin doéng géi
ché

27 | Haloperidol | Haloperidol 3mg Vién 36 DDVN | Hop 6 vix | VD-35950-22
DWP 3mg nén \Y 10 vién
Mequitazin | Mequitazin 3mg Vién 36 TCCS | Hop6vix | VD-35951-22

28 | DWP 3mg nén 10 vién

18. Co sé ding ky: Cong ty c6 phan Dwgc pham Yén Bai (Dia chi: 725 - Puong Yén Ninh

- TP Yén bai - Tinh Yén Bai, Viét Nam)

18.1. Co sé san xuit: Cong ty ¢6 phian Duwgc pham Yén Bai (Pia chi: 725 - Puong Yén
Ninh - TP Yén bai - Tinh Yén Bai, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy céch So ding ky
Ham lugng bao (thang) chuin dong goi
ché
29 | Acocina Mbi ml con thude Con 36 TCCS | Hop 1lox | VD-35952-22
chira O dau 8mg; thude 30 ml; Hop
Mi tién 16mg; dung 110 x40
Thién nién kién ngoai ml; Hop 1
16mg; Qué nhuc lo x 80 ml

8mg; Dai hoi 8mg;
Huyét giac 8mg;
Tinh dau long nio
0,01ml; Methyl
salicylat 50mg

19. Co sé ding ky: Cong ty Co phan IVC (Dja chi: 102/26 duong 100 Binh Théi, phuong
14, quan 11, TP. H6 Chi Minh, Viét Nam)
19.1. Co sé san xuit: Cong ty C6 phan IVC (Dija chi: L6 G10-2, duong D16, Khu Cong
nghiép Pong Nam, xa Binh My, huyén Cu Chi, TP. H6 Chi Minh, Viét Nam)

STT | Tén thuoc Hoat chit chinh - Dang | Tuditho | Tiéu | Quy cich S6 ding ky
Ham lugng bao ché | (thang) | chuidn | déng goi
30 | Glucose Mobi 500 ml dung Dung 36 BP Chai 500 VD-35953-22
10% dich chira: Glucose dich 2019 ml, thung
(dudi dang Glucose tiém 20 chai
monohydrat) 50 g truyén
tinh
mach




31 | Glucose 5% | Mbi 500 ml dung Dung 36 BP Chai 500 VD-35954-22
dich chira: Glucose dich 2019 ml, thung
(dudi dang Glucose tiém 20 chai
monohydrat) 25 g truyén
tinh
mach
32 | Lactated Mobi 500 ml dung Dung 36 USP Chai 500 | VD-35955-22
Ringer's dich chira: Natri dich 41 ml, thung
clorid 3 g; Kali tiém 20 chai
clorid 0,15 g; Calci | truyén
clorid dihydrat 0,1 tinh
g; Natri lactat khan mach
1,55 g (dudi dang
dung dich natri
lactat 60% 2,58 g)
33 | Natri Clorid | Mbi 500 ml dung Dung 36 BP Chai 500 | VD-35956-22
0,9% dich chra: Natri dich 2019 ml, thung
clorid 4500 mg tiém 20 chai
tmyén
tinh
mach

20. Co s¢ ding ky: Cong ty dugc phim va thwong mai Phuong bong - (TNHH) (bia chi:
TS 509, to ban d6 s6 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh,

Viét Nam)

20.1. Co s6 san xuﬁt; Cong ty dwoc phiam va thwong mai Phwong bong - (TNHH) (bia
chi: TS 509, to ban d6 s6 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac

Ninh, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lugng bao (thang) chuin dong goi
ché
34 | Nitidine Nizatidin 15mg Dung 24 TCCS | Hop 1 chai | VD-35957-22
dich x 100ml,
ubng Hop 10
ong x 10ml

21. Co sé diing ky: Cong ty TNHH Céong nghé Dwoc Minh An (Dja chi: S6 19D-TT5, KDT
Tay Nam Linh Pam, Hoang Li¢t, Hoang Mai, Ha N¢i, Viét Nam)

21.1. Co sé sén xuét: Cong ty co6 phan dwgc phdm Trung wong 2 (Pia chi: L6 27 Khu cong

nghiép Quang Minh, thi trin Quang Minh, huyén Mé Linh, Tp. Ha N¢i, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin dong goi
ché
35 | Mibiotin Biotin 10 mg Vién 36 TCCS | Hop 03 vi | VD-35958-22
nang x 10 vién,
mém 06 vix 10
vién, 10 vi
x 10 vién.

22. Co sé¢ dang ky: Cong ty TNHH du’(_)'c’phém Allomed (Pia chi: L6 A-1H-CN, KCN M¥
Phudce 3, phuong Chanh Phu Hoa, thi xa Bén Cat, tinh Binh Duong, Viét Nam)




22.1. Co sé san xuat: Cong ty TNHH dwgc pham Allomed (Pia chi: Lo A-1H-CN, KCN
M¥ Phuéce 3, phuong Chanh Phit Hoa, thi xa Bén Cét, tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 diing ky
Ham lugng bao (thang) chuin dong géi
ché
36 | Buggol BO Mobi 1000ml dung Dung 24 TCCS | Taigom?2 | VD-35959-22
dich ngan A: Calci dich ngdan, ngan
clorid dihydrat thim A (250 ml)
5,145g; Magnesi phén vangan B
clorid hexahydrat mau (4750ml).
2,033g; Acid lactic Thé tich
54g sau khi
Mbi 1000ml dung tron 2 ngan
dich ngan B: Natri AvaBla
bicarbonat 3,09g; 5000 ml;
Natri clorid 6,45¢g Thung 1
tai; Thung
2 tui

23.Co'sé dang ky: Cong ty TNHH Lién doanh Hasan Dermapharm (Dia chi: L6 B. Puong

s6 2, KCN D@)ng An, Binh Hoa, Thudn An, Binh Duong, Viét Nam)

24.1. Co sé san xufit: Cong ty TNHH Lién doanh Hasan Dermapharm (Dia chi: L6 B.
Puong s6 2, KCN Bong An, Binh Hoa, Thuan An, Binh Duong, Viét Nam)

STT | Tén thudc | Hoat chit chinh - | Dang | Tudi Tiéu | Quy cach | S6 ding ky
Ham lugng bao tho chuin | déng goi
ché | (thang)
37 | Smutigel Hoén dich Hoén 36 TCCS | Hop 10 | VD-35960-22

magaldrat 20% dich g01 X
(magaldrate paste) | udng 10ml;

4,0000 (tuong Hop 20
duong magaldrat g61 x
khan 0,80 g) gam 10ml;

Hop 30
g61 x
10ml

25. Co s¢ dang ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, Pai 16 Hitu Nghi,
KCN Viét Nam-Singapore, Thuan An, Binh Duong, Viét Nam)
25.1. Co s6' san xuit: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, Dai 16 Hitu Nghi,
KCN Viét Nam-Singapore, Thudn An, Binh Duong, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin dong goi
ché
38 | Alfacalcidol | Alfacalcidol 0,5png Vién 36 TCCS Hop 10 vi | VD-35961-22
0,5ug nang x 10 vién
mém
39 | Tafocasa Alfacalcidol 1pg Vién 36 TCCS Hop 10 vi | VD-35962-22
nang x 10 vién
mém




40 | Ajuakinol Isotretinoin 10mg Vién 36 TCCS | Hop3vix | VD-35963-22
nang 10 vién
mém

25.2. Co sé san xuit: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 25, duong s6 8, KCN
Viét Nam - Singapore, Thuan An, Binh Duong)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin dong géi
ché
41 | Uthazone Mobi gam kem chtra: | Kem 36 TCCS | Hop 1 tuyp | VD-35964-22

Ketoconazole 20mg | bdi da x 10g; Hop
1 tuyp x

15g; Hop 1

tuyp x 20g.

26. Co so diang ky: Cong ty TNHH san xuit dwgc pham Medlac Pharma Italy (Dia chi:
Khu Cong nghié¢p Cong nghé cao I, Khu cong nghé Cao Hoa Lac, KM29, Pai 10 Thang Long,
xa Ha Béng, Huyén Thach That, Ha Noi)
26.1. Co s6 san xuit: Cong ty TNHH san xuit dugc pham Medlac Pharma Italy (Dia chi:
Khu Coéng nghi¢p Cong ngh¢ cao I, Khu cong nghé Cao Hoa Lac, KM29, Dai 16 Thiang Long,
xa Ha Béng, Huyén Thach That, Ha No6i)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach So ding ky
Ham lugng bao (thang) chuin dong goi
ché
42 | Voldenfort Diclofenac natri Dung 24 TCCS | Hop5déng | VD-35965-22
plus 75mg/2ml; Lidocain | dich x 2ml; Hop
hydroclorid tiém 10 6ng x
20mg/2ml 2ml

27. Co s6¢ dang ky: Cong ty TNHH Thwong mai Dwgc Phi Lim Trang (Dia chi: S6 36,
Ngach 93/20, pho Hoang Van Thai, P. Khuong Trung, Q. Thanh Xuan, Ha N¢i, Viét Nam)
27.1. Co sé san xuat: Cong ty c6 phan Hoa dwogc Viét Nam (Pia chi: 192 Phd Pic Giang,
quan Long Bién, Ha N¢i, Viét Nam)

STT | Tén thuoc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin dong goi
ché
43 | Meqtaz Moi 1ml chira Si o6 24 TCCS | Hop 1 chai | VD-35966-22
Mequitazine 0,5mg x 60ml

28. Co s0' dang ky: Co s¢ san xuét thuéc YHCT Bio Phwong (Pia chi: Thon Thing Pau,
xa Hoa Thach, huyén Quoc Oai, TP. Ha N§i, Viét Nam)

28.1. Co sé san xuat: Co's0'san xuét thuéec YHCT Bao Phwong (Dia chi: Thon Thing Dau,
xa Hoa Thach, huyén Quoc Oai, TP. Ha Noi, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) chuin dong goi
ché
44 | Botam B/P | Cao dic tong hop Vién 36 TCCS | Hop 1lox | VD-35967-22
300mg twong duwong | hoan 30 vién;
v6i duge liéu Pang cung Hop 1 lg x
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sam 0,25g, Pan sam
0,25¢, Huyén sam
0,25g, Cat canh
0,25g, Sinh dia
0,5g, Ba tr nhan
0,5g, Thién mon
0,5g, Mach mén
0,5g, Ngii vi tir
0,5g, Duong quy
0,5g, Vién tri 0,25g,
Toan tao nhan 0,5g,

60 vién

Bach linh 0,25¢g
Hoan thap Hy thiém (Herba Vién 36 TCCS | Hopllox | VD-35968-22
45 | khop B/P Siegesbeckiae) hoan 30 vién;
1,5g; Nguu tat cing Hop 1 lo x
(Radix Achyranthis 60 vién
bidentatae) 1,5g;
Thé phuc linh

(Rhizoma Smilacis
glabrae) 1,5g; La 1ot
(Herba Piperis lolot)
lg
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Phu luc II

DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUGC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 179 BO SUNG

(Kém theo Quyét dinh s6: 193

....;OD-QLD ngay09thang 12nam 2022
cua Cuc Quan Iy Duoc)

1. Co 56 dang ky: Cong ty Co phén Duoc p!lﬁm Duoc liéu Pharmedic (Dia chi: S6 367 Nguyén
Trai, phuong Nguyen Cu Trinh, Quén 1, TP. HO6 Chi Minh)

1.1. Co s6 san xuét: Cong ty C6 phan Duwgc phAm Dwge liéu Pharmedic (Pia chi: 1/67 Nguyén

Vin Qua, phudng Dong Hung Thuan, quan 12, TP. HO6 Chi Minh)

STT Tén thudc Hoat chat chinh - | Dang | Tudi tho Tiéu Quy cach S6 ding ky
Ham lugng bao (thang) | chuin déng géi
ché
1 Tribedoz Thiamin mononitrat | Vién 36 TCCS | Hop3vix | VD3-190-22
250mg; Pyridoxin nén 10 vién;
hydroclorid 250mg; bao Hop 10 vi
Cyanocobalamin phim x 10 vién
0,25mg (tuong
duong Vitamin B12
1% SD 25mg)

2. Co'sér diing ky: Céng ty C6 phan Dugc phdm & Dich vu Y & Khanh Hgi (Dia chi: 01 Lé Thach,
Phuong 12, Quén 4, TP.H6 Chi Minh)
2.1. Co sé san xuat: Chi nhanh Céng ty TNHH San xuit Thwong mai Duwgc phdm Thanh Nam
(bia chi: 60 bai 1o Boc Lap, Khu Cong nghiép Viét Nam Singapore, Phuong An Phua, Thi xa Thuan
An, Tinh Binh Duong)

x 15 vién

STT Tén thudc Hoat chit chinh - | Dang | Tudi tho Tiéu Quy cach | S6 ding ky
Ham luwgng bao (thang) chuén dong goi
ché
2 Spasmonavin Alverin citrat Vién 36 TCCS | Hop2vix | VD3-191-22
40mg nén 15 vién;
Hop 10 vi
X 15 vién;
Hop 20 vi




