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4 ) @TJC QUAN LY DUQC Péc Iap - Tu do - Hanh phiic
S6: 527 / QD-QLD Ha Noi, ngay 09 thang g9 nam 2022
QUYET PINH

vé viéc ban hanh danh muyc 53 thudc san xuit trong nudc
dwoc cap giay dang ky luwu hanh tai Viét Nam - Dot 178 bo sung

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh sé 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia BoY té;

Can cir Théong tw s6 32/12018/TT-BYT ngay 12/11/2018 ciia Bé trueéng Bo Y té
quy dinh viéc dang ky luu hanh thuée, nguyén lidu lam thuoc;

Can cu Thong tw so 29/2020/TT-BYT ngay 31/12/2020 cia Bé trucng B Yz‘e
sira doi, bo sung va bai bo mot 6 van ban quy pham phap ludt do B¢ truong Bo Y té
ban hanh, lién tich ban hanh;

Can cit Quyét dinh s6 7868/QP-BYT ngay 28/12/2018 ciia B trucng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc clia Cuc Quan ly Duoc
thuéc BY Y té;

Can cit két lugn ciia Hoi dong tw van cdp gidy dang ky hew hanh thuée, nguyén
liéu lam thudc - BO Y té;

Theo dé nghi ciia Truwéng phong Pang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 53 thudc san xuat trong
nude duge cap gidy ding ky Iuu hanh tai Viét Nam - Dot 178 bo sung, cu thé:

1. Danh muc 52 thudc san xuét trong nude duoc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay co sb
dang ky véi ky hiéu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 01 thudc san xuat trong nudc duge cap gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam (Phu luc II kém theo). Cac thudc tai Danh muc nay c6 sb
dang ky véi ky hiéu VD3-...-22 va hiéu lyc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

Piéu 2. Co sé san xuét va co s¢ ding ky thudc c6 trach nhiém:

1. San xuat thudc theo dung cac hd so, tai liéu da dang ky voi Bo Y té va phai
in sb dang ky dugc BO Y té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thube kiém soat dac biét khi c6 Gidy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop voi pham vi hoat dong cia co s¢ dap ing quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét
mot s6 diéu va bién phéap thi hanh Luat Duoc.

3. Thyc hi¢n viéc cap nhat ti€u chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thudc.



4. Thyc hién, phéi hop voi co s¢ nhap khau thyc 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 lam thudc nhom sartan ddi v6i cac thude thuée danh myc tai
Diéu 1 ¢6 chira dugc chét thuoc nhom sartan.

5. Cap nhat nhan thudc, to huéng dan str dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té quy dinh ghi nhin
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd sung gidy dang
ky lru hanh thudc quy dinh tai Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 cua
Bo truong BO Y té quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thude va
Thong tu sb 29/2020/TT-BYT ngay 31/12/2020 cia Bo truong Bo Y té sira doi, bd
sung va bai bé mot sb vin ban quy pham phap luat do Bo trudng Bo Y té ban hanh,
lién tich ban hanh.

6. Phdi hop vdi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thuoc trén ngudi Viét Nam va tong hop, bao cio theo quy dinh tai Diéu 5 Thong tu
56 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong BO Y té quy dinh viée ding ky
luu hanh thude, nguyén liéu 1am thude ddi voi cac thude thude Phu luc II ban hanh
kém theo Quyét dinh nay (glay dang ky luu hanh c6 ky hi¢u VD3-...-22).

7. Co s dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi€u lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong
hop khong con dap tmg du diéu kién hoat dong, co so ding ky phai c6 trach nhiém
thic hién thay doi co sé diang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cta Bo truong B Y té quy dinh viéc dang ky luu hanh thude,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co so ding ky khong con
du diéu kién hoat dong.

8. Co s& san xuit thudce phai bao dam cac diéu kién hoat dong cua co s¢ san
xuat trong thoi han hiéu lyc cia gidy dang ky luu hanh thude, nguyén liéu 1lam thude.

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

Picu 4. Giam doc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
ddc co s& san xuit va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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(Ban hanh kém theo Quyét dinh sé:

Phu luc | ) )
DANH MUC 52 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 178 BO SUNG

327.../0OD-OLD ngay09 thdng 09 nam 2022

cua Cuc Quan Iy Duoc)

1. Cong ty dang ky: Chi nhanh céng ty TNHH San Z(Ua?it - Kinh doanh dwgc pham Pam San
(D/c: Gian E22-E23, Trung tam Thuong mai dwoc pham va Trang thiet bi Y te, 134/1 T6 Hien
Thanh, Phuwong 15, Qugn 10, TP. Ho Chi Minh - Viét Nam)

1.1 Nha sin xuat: Céng ty TNHH dwgc pham USA - NIC (USA - NIC Pharma) (P/c: L6 11D
dwong C - KCN Tan Tgo - Phuwong Tan Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
4 ahg t h d k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
1 |Vién nang mém vitamin |Vitamin B1 Vién nang 36 |TCCS [Hop 06 vi x 10 | VD-35721-22
B1-B6-B12 (Thiamin nitrat) mém thang vién; Hop 10 vi
115mg; Vitamin B6 x 10 vién
(Pyridoxin
hydroclorid) 115mg;
Vitamin B12
(Cyanocobalamin)
50mcg
2. Cong ty ding ky: Cong ty cé phan dwoc Apimed. (B/c: 263/9 Ly Thwong Kiét, phirong 15,
qugn 11, thanh pho Ho Chi Minh - Viét Nam)
2.1 Nha sin xuat: Cong ty co phan dwgc Apimed (B/c: Puong N1, cum cong nghiép Phi Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Bong Nai - Viét Nam)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 Y - k
STT Tén thuoc Ham lwong ché tho |chuan|  déng géi S0 diing ky
2 |Apidimin 600 Diosmin (tuwong Vién nén bao[ 36 |TCCS [Hop 3 vix 10 VD-35722-22
duong v6i 666mg  |phim thang Vvién
diosmin trén ché
pham nguyén trang)
600mg
3 |Ecipa 20 Aescin 20mg Vién nén bao| 36 [TCCS |HOop 3vi, hop5| VD-35723-22
phim tan thang vi, hop 10 vi x
trong rudt 10 vién. Hop 1

chai x 100 vién,
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hop 1 chai x
200 vién
4 |Ecipa 50 Aescin 50mg Vién nén bao| 36 [TCCS [Hop 3,5,10vi | VD-35724-22
phim tan thang x 10 vién; hop 1
trong rudt chai 100, 200
vién
5 [Fenolib 160 Fenofibrat 160mg  |Vién nang 36 |TCCS [Hop 3vi, 5vi, | VD-35725-22
cang thang 10 vi x 10 vién
3. Cong ty ding ky: Cong ty c6 phan Dwoc Ha Tinh (Plc: S6 167, dwong Ha Huy Tdp, phwong
Nam Ha, Thanh pho Ha Tinh, tinh Ha Tinhh - Viét Nam)
3.1 Nha sén xuat: Cong ty co phan Dwec Ha Tinh (B/c: 6 167, dwong Ha Huy Tdp, phuong
Nam Ha, Thanh pho Ha Tinh, tinh Ha Tinh - Viét Nam)
N Hoat chit chinh - | Dang bao |Tuéi| Tiéu | Quy cach Lo
¢ v 2 Sod k
STT Tén thuoc Ham lwong ché | the |chuin|  déng géi 0 dang Ly
6 |Methylprednisolon 16  [Methylprednisolon |Vién nén 36 [TCCS [Hop 1,3,5,10vi| VD-35726-22
16 mg thang x 10 vién; Hop
1 1o x 100, 200
vién
4. Cong ty diang ky: Cong ty Co6 phan Dwgc pham An Thién (B/c: 314 Béng Sao, Phuong 5,
Qugdn 8, TP. Ho Chi Minh - Viét Nam)
4.1 Nha san xuat: Cong ty Cé phan Dwoc pham An Thién (P/c: Lé C16, dwong sé 9, Khu Cong
nghiép Hiép Phuéc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)
. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ 2o ,
2 g h k
STT Tén thudc Ham lwgng che the |chuan|  déng géi S0 ding ky
7 |A.T Ketoconazole 2%  |Mdi 5 g chira: Kem bbdida | 36 |TCCS |[Hop1ltuyp5g,| VD-35727-22
Ketoconazol 100mg thang 109, 15¢g, 20g
8 |Atisolu 500 Methylprednisolon |Thudctiém | 36 |TCCS Hop 1 1o + VD-35728-22
(dudi dang dong khé  |thang 16ng dung moi
Methylprednisolon 4ml ; Hop 3 lo
natri succinat) + 3 0ng dung
500mg moi 4ml; Hop 5
lo + 5 6ng dung
moi 4 ml

5. Cong ty ding ky: Cong ty Co phan Dwoc pham Boston Viét Nam (P/c: S6 43, Puong sé 8,
KCN Vig¢t Nam - Singapore, Thudn An, Binh Duong - Viét Nam)
5.1 Nha san xuat: Cong ty Co phan Dwec pham Boston Viét Nam (B/c: Sé 43, Pwong sé 8,
KCN Vigt Nam - Singapore, Thudn An, Binh Duwong - Vigt Nam)

Trang 2




. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu Quy céch S di ,
. Ry 2 d k
STT Ten thudc Ham lwong ché tho |chuan|  déng géi 0 dans Xy
9 [Meloxboston 15 Meloxicam 15mg | Vién nén 36 |TCCS [Hop 03 vi, 05 VD-35729-22
phén tan thang vi, 10 vi x 10
vién

6. Céng ty ding ky: Cong ty co phan Dugc pham Ciru Long (B/c: S6 150 dwong 14 thang 9,
phuong 5, thanh pho Vinh Long, Tinh Vinh Long - Viét Nam)

6.1 Nha sin xuat: Cong ty ¢co phan Dwgc pham Ciru Long (D/c: S 150 dwong 14 thang 9,
phuong 5, thanh pho Vihh Long, Tihh Vihh Long - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céach £ as ,
. ey 2 So diang k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 cans Xy
10 |Terpin codein 10 Terpin hydrat 100  [Vién nén 36 [TCCS |Hop 8 vix 10 VD-35730-22
mg; Codein thang Vvién; Hop 1
phosphat 10 mg chai x 80 vién

7. Cong ty diing ky: Cong ty cé6 phan dwec pham Imexpharm (P/c: S6 04, dwong 30/4, Phwong
1, Tp. Cao Léanh, Tinh Dong Thap - Viét Nam)

7.1 Nha san xuat: Cong ty co phan dwgc pham Imexpharm (B/c: S6 04, diong 30/4, Phuong 1,
Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy céch

: § . b S6 ding ky
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
11 |Guaifenesin - Codein Codein phosphat Vién nang 36 |TCCS [Hop 01 tui VD-35731-22
hemihydrat 10mg; |mém thang nhém x 05 vi X

Guaifenesin 100mg

10 vién, Hop 02
tdi nhdm x 4 vi
x 10 vién

8. Cong ty ding ky: Cong ty co phan dwugc pham Khang Lam (P/c: S6 11, phé Nha Tho,
phirong Hang Trang, qudn Hoan Kiém, thanh phé Ha Ngi, Viét Nam. - Viét Nam)

8.1 Nha san xuét: Cong ty c6 phan dwgc vat tu y té Ha Nam (P/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Vigt Nam)

- P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
4 <Y h dang k;
STT Ten thuac Ham lwong che tho [chuan dong géi ¢ dang &y
12 |Ceftofive 40mg/5ml MJdi 5ml hdn dich  |Cém pha 36 |[TCCS |Hop 1 1o 50ml, | VD-35732-22
sau hoan nguyén hén dich thang 100ml

chua: Famotidin
40mg
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9. Cong ty ding ky: Cong ty c6 phan dwgc pham Khanh Hoa (P/c: S6 74 Pwong Thong Nhat,
Phuong Van Thang, Thanh pho Nha Trang, Tinh Khanh Hoa - Viét Nam)

9.1 Nha san xuit: Cong ty c6 phan dwec pham Khanh Hoa (P/c: Puong 2 thang 4, khém Déng

Bdc, phwong Vinh Hoa, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o2 ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng géi S0 ding ky
13 |PRUNITIL Telmisartan 40 mg; [Vién nén. 36 |USP [Hop 3vix 10 VD-35733-22
Hydrochlorothiazide thang|41 vién, hop 10 vi
12,5 mg x 10 vién, hop
20 vi x 10 vién,
chai 100 vién,
chai 200 vién,
chai 500 vién.

10. Cong ty diang ky: Cong ty cé phan dwgc pham Me Di Sun (B/c: S6 521, khu phé An Loi,

phirong Hod Loi, thi x8 Bén Cat, tinh Binh Duong - Viét Nam)

10.1 Nha sin xuat: Cong ty ¢6 phan dwgc pham Me Di Sun (B/c: S6 521, khu phé An Loi,
phuong Hoa Loi, thi x& Ben Cat, tinh Binh Duong - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 LY h d k
STT Ten thuac Ham lwgng ché tho [chuan| déng goi 0 dang &y
14 |Linezolid Linezolid 600 mg |Vién nén bao| 36 |TCCS |Hop 03 vi, 10 VD-35734-22
phim thang vi X 10 vién
15 [Oyes Cao Vaccinium Vién nén bao| 36 |TCCS [Hop3vix10 [ VD-35735-22
myrtillus (twong phim thang Vvién
duong 36%

anthocyanoside va
1% anthocynidin)
50mg; Bot Vitamin
E (twong duong
50mg DL
alphatocopherol)
100mg

11. Céng ty ding ky: Cong ty cé6 phan Dwoc pham Phong Phi (B/c: Lo sé 12 Puong sé 8, khu
cong nghiép Tan Tao, phwong Tan Tgo A, quan Binh Tan, TP. Ho Chi Minh - Viét Nam)

11.1 Nha san xuét: Cong ty cé phan Dugc phim Phong Phu - Chi nhanh nha may
Usarichpharm (d/c: Lo so 12 Buong so 8, khu cong nghi¢p Tan Tao, phuong Tan Tao A, quan
Binh Tan, TP. Ho Chi Minh - Viét Nam)
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. P Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ 1 ,
STT Ten thudc Ham lwong ché the [chuan|  doéng goi S0 diing ky
16 |Usarace M3i g6i 1g chra  |[Thudc cébm | 24 |TCCS |Hop 20 g6i x 1 | VD-35736-22
Racecadotril 10 mg thang gam; Hop 30
goi x 1 gam;
Hop 50 goi x 1
gam

12. Céng ty ding ky: Cong ty cé phan dwoc pham quén 3. (B/c: 243 Hai ba Trung, phuong 6,
qudn 3, Tp. Ho Chi Minh - Viét Nam)
12.1 Nha sin xuat: Cong ty co phan dwgc va vat tuy té Binh Thuan (B/c: 192 Nguyén Hgi,
phwong Pha Trinh, TP. Phan Thiet, tinh Binh Thudn - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
2 Y - k
STT Tén thuoc Ham lwong ché the [chuan|  déng goi S0 diing ky
17 |Winda Mbi 1g gel chua: Gel bdi da 36 [TCCS [Hop 1tuyp5g, | VD-35737-22
Adapalene 1mg; thang 10g, 15¢g, 20g
Benzoyl Peroxide
(dudi dang Hydrous
Benzoyl Peroxide)
25mg
13. Cong ty diang ky: Cong ty cé phan dwgc pham Trung wong I - Pharbaco (B/c: sé 160 Ton
buc Thang, phwong Hang Bot, Qudn Pong Pa, Thanh pho Ha Ngi - Viét Nam)
13.1 Nha sin xuat: Cong ty ¢6 phan dwgc pham Trung wong I - Pharbaco (B/c: Thén Thach
Lo, xa Thanh Xuan, huyén Soc Son, Thanh pho Ha Ngi - Viét Nam)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 Y - k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi S0 diing ky
18 |Trikadinir 250 Cefdinir 250mg Thudc bot 24 |TCCS [Hop 10 g6i, 20 | VD-35738-22
pha hon dich |thang goi
14. Céng ty ding ky: Cong ty cé phan dwoc pham trung wong VIDIPHA (P/c: 184/2 Lé Vin
Sy, Phuong 10, Q. Pha Nhudn, TP. Hé Chi Minh - Viét Nam)
14.1 Nha san ,Xué"tt: Chi nhanh cong ty co6 phan dwgc pham Trung wong Vidipha Binh Dwong
(D/c: Khu pho Tan Binh, phuwong Tan Hiép, thi x Tan Uyén, tinh Binh Duong - Vigt Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach £ 1 .
STT Ten thuoc Ham lugng ché the [chuan doéng goi S0 ding ky
19 |Amoxicillin + Amoxicillin (duéi  [Thubc bot 24 [TCCS [Hop 10 gdi x VD-35739-22
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Clavulanic acid
250mg/31,25mg

dang Amoxicillin
trihydrate) 250mg;
Clavulanic acid
(dudi dang
Potassium
clavulanate két hop
véi silicon dioxide)
31,25mg

pha hon dich
udng

thang

0,89

15. Cong ty ding ky: Cong ty c6 phan Dwoc pham TW 25 (D/c: 448B, Nguyén Tdt Thanh,
Phuwong 18, Qudn 4, TP. Ho Chi Minh - Viét Nam)

15.1 Nha san xuat: Cong ty ¢6 phan Dwgc pham TW 25 (B/c: 448B, Nguyén Tat Thanh, Phuong
18, Qudn 4, TP. Ho Chi Minh - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwong ché the [chuan|  déng goi S0 diing ky
20 |Samtrum 20 mg Esomeprazol (dudi | Vién nang 24 |TCCS |Hop 3vi,5vi, | VD-35740-22
dang Esomeprazol |cting chitra  [thang 10 vi x 10 vién
magnesi trinydrat vi |pellet bao
hat 22,5%) 20 mg  [tan trong
rudt

16. Cong ty diang ky: Cong ty c6 phan dwgc pham VCP (B/c: xd Thanh Xuan- Séc Son- Ha Ngi -

Viét Nam)
16.1 Nha san xuét: Cong ty c6 phan dwec pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Ngi -
Vigt Nam)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 LY h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
21 |Cefuroxim 1g Cefuroxim (dudi Thudc bot 24 |USP41[Hop 01 lo, 10 VD-35741-22
dang Cefuroxim pha tiém thang lo, 50 lo, 100
natri) 1g lo; Hép 01 lo +
02 6ng nudc cat
pha tiém 5ml

17. Céng ty ding ky: Cong ty cé phan dwoc pham Vian (P/c: S6 4 B3, tdp thé 2179, xa T Hiép,
huyén Thanh Tri, Ha Néi - Viét Nam)

17.1 Nha sin xuat: Cong ty co phan dwgc pham Tipharco (P/c: 15 Poc Binh Kiéu, phwrong 2,
thanh pho My Tho, tinh Tién Giang - Viét Nam)

STT

Tén thuéc

Hoat chit chinh -
Ham lwgng

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky
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22

Zebalos 400/57

MJi goi 1,5g chua:
Amoxicilin (dudi
dang amoxicilin
trihydrat compacted
459,2mg) 400mg;
Acid clavulanic
(dudi dang kali
clavulanat/syloid
135,66mg) 57mg

Thubc bot
pha hon dich
udng

36
thang

TCCS

Hop 14 goi x
1,59

VD-35742-22

18. Céng ty ding ky: Cong ty cé phan dwoc pham Wealphar (B/c: Lé CN5, Khu céng nghiép

Thuy Van, x& Thuy Van, thanh phé Viét Tri, tinh Pha Tho - Viét Nam)

18.1 Nha sin xuat: Cong ty co phan dwgc pham Wealphar (B/c: Lé CN5, Khu cong nghiép Thuy
Van, xa Thuy Van, thanh pho Viét Tri, tinh Phu Tho - Viét Nam)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

STT Tén thuoc Ham lwong ché the [chuin| déng goi >0 ding ky

23 |Carbocistein tab DWP  |Carbocistein 250mg [Vién nén bao| 36 |TCCS |Hop 6 vi x 10 VD-35743-22
250mg phim thang vién

24 |Lovastatin DWP 10mg |Lovastatin 10 mg  [Vién nén 36 |TCCS [Hop 06 vi x 10 | VD-35744-22
thang vién

25 |Ramipril DWP 2.5 mg |Ramipril 2,5 mg Vién nén 36 [TCCS [hop 6 vix 10 VD-35745-22
thang vién

26 |Telmisartan OD DWP  [Telmisartan 40mg |Vién nén 24 |TCCS [Hop6vix10 | VD-35746-22
40 phén tan thang vién

27 |Valsartan OD DWP Valsartan 80 mg Vién nén 36 |TCCS [Hop 6 vi x 10 VD-35747-22
80mg phén tan thang vién

19. Céng ty ding ky: Cong ty cé phan dwoc trung wong Mediplantex (P/c: 358 Gidi Phong,
Phuong Liét, Thanh Xuén, Ha Ngi - Viét Nam)
19.1 Nha san XUut: Cong ty c6 phan dwoc trung wong Mediplantex (B/c: Nha mdy dwoc pham
so 2 - Trung Hdu, Tién Phong, Mé Linh, Ha Ngi - Viét Nam)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang I h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
28 |Lepasto Betamethason (dang |Kem bbida [ 36 [TCCS |HOop 1tuypx 6 | VD-35748-22
betamethason thang gam
valerat) 0,1%;
Neomycin sulfat
0,5%
29 |Mediralgan Extra Paracetamol 500 Vién nén 36 |TCCS [Hop 10vix 10 | VD-35749-22
mg; Cafein 65 mg thang vién
30 [Seazimin Omega-3-acid ethyl Vi‘én nang 36 [TCCS [Hop 3 vi, 6vix| VD-35750-22
esters 1000mg mém thang 10 vién; Hop 1

Trang 7




[lo x 30, 60 vién |

20. Cong ty ding ky: Cong ty c6 phan dwoc vt tw y té Ha Nam (D/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)
20.1 Nha san xuit: Cong ty cé phan dwoc vat tw y té Ha Nam (D/c: Cum cong nghiép Hoang
Dong, Duy Tién, Ha Nam - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch S d ,
2 LY h d k
STT Ten thudc Ham lwong ché tho |chuan|  déng géi 0 dansg Xy
31 |Lingasol lozenges Ambroxol Viénngam | 36 |TCCS [Hop 2,5,10vi | VD-35751-22
hydroclorid 20mg thang X 6 vién; Hop 2,

5, 10 vi x 8 vién

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

21.1 Nha san xuat: Nha may Stada Viét Nam (B/c: 189 Hoang Vin Thu, phwong 9, Tp. Tuy Hoa

tinh Phu Yén - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy céch

8 5 . h Sb ding ky
STT Tén thuoc Ham lueng ché | the |chuin|  déng goi 0 ding ky
32 |Amlodipin 5mg cap Amlodipin (dudi Vién nang 36 [TCCS |Hop 03 vi, 10 VD-35752-22
dang Amlodipin cang thang vi x 10 vién
besilat) 5mg
33 |Piracetam 1200mg Piracetam 1200mg |Vién nén bao| 36 |TCCS |Hop 2 vi, 3vi, | VD-35753-22
phim thang 5vi, 6 vi, 10 vi
x 10 vién
34 |Piracetam Stada 1200mg |Piracetam 1200mg |Vién nén bao| 36 |TCCS |[HOp 2 vi, 3vi, | VD-35754-22
phim thang 5vi, 6 vi, 10 vi
x 10 vién

22. Cong ty ding ky: Cong ty co phan thiét bi T&T (P/c: L6 13 Khu tdp thé cong nghé pham,
Phuwong Van Quan, Q. Ha Pong, Tp. Ha Noi - Viét Nam)

22.1 Nha san xuat: Cong ty coé phan dwec pham Ha Tay (P/c: T6 dan phé sé 4 - La Khé - Ha
Déng - Tp. Ha Ngi - Viét Nam)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé d ,
2 <Y h d k
STT Ten thuoc Ham luwgng che the |chuan|  doéng goi 0 qans &y
35 |Totchogans Cao khd milk thistle [Vién nang 24 |TCCS |Hop 6 vi x 10 VD-35755-22
(Silybum marianum [cing thang Vvién

extractum siccum)
tuong tng voi

Trang 8




silymarin 70mg;
Vitamin
B1(Thiamin
mononitrat) 4mg;
Vitamin B2
(Riboflavin) 4mg;
Vitamin B6
(Pyridoxin
hydroclorid) 4mg;
Vitamin B5 (Calci
pantothenat) 8mg;
Vitamin PP
(Nicotinamid)
12mg; Vitamin B12
(Cyanocobalamin)
1,2mcg

23. Cong ty ding ky: Cong ty Cé phan Thwong mai & Dich vu Hali Viét Nam (B/c: S6 45, ng
376 Ngb Gia Tu, Phuong Durc Giang, Qudn Long Bién, TP. Ha Ngi - Viét Nam)

23.1 Nha san xuat: Cong ty TNHH MTV 120 Armephaco (P/c: 118 Vii Xuan Thiéu, P. Phlc

Loi, Q. Long Bién, TP. Ha N¢i - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
0 0 , i k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi >0 ding ky
36 |Ornithin 3000 L-Ornithin - Thudc bot | 24 |TCCS [hop 14 goi, hop| VD-35756-22
L-Aspartat 3000mg |uong thang 20 goi x 5g

24. Cong ty dang ky: Cong ty 6 phan thwong mai Dwgc pham Sao Mai (P/c: Khu cin bé,
diwrong Néi Thi, Thj trdn Gia Binh, Huyén Gia Binh, tinh Bdc Ninh - Viét Nam)

24.1 Nha san xuit: Cong ty cé phan dwec pham Ha Tay (P/c: T6 dan pho s6 4 - P.La Khé -
Q.Ha Pong - Tp. Ha Ngi - Viét Nam)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy céch

A 5 . h S6 ding ky
STT Tén thuac Ham lwgng cheé tho |chuan dong goi 0 dang ky
37 |Predva Prednisolon 5mg Vién nén 36 |TCCS [Hop 10 vix 10 | VD-35757-22
phén tan thang Vién nén

25. Cong ty ding ky: Cong ty c6 phan Traphaco (P/c: 75 Yén Ninh, Ba Dinh, Ha Néi - Viét

Nam)

25.1 Nha san xuat: Cong ty TNHH Traphaco Hung Yén (B/c: Thén Binh Licong, xd Tan Quang,

huyén Van Lam, tinh Hung Yén - Viét Nam)

Trang 9




Hoat chat chinh -

Tubi

phosphat (dudi dang
Dexamethason natri

phosphat) 0,1%

. £ Dang bao Tiéu Quy céch Sé dine kv
STT Tén thuoc Ham lwong ché the [chuan|  doéng goi 0 dang xy
38 [Tovidex Tobramycin (duéi  [Dung Qjch 24 [TCCS [Hop 1 lo 2ml, VD-35758-22
dang Tobramycin  [nho mat thang 3ml, 5ml, 6,ml,
sulfat) 0,3%; 7ml, 8ml, 10ml
Dexamethason

26. Cong ty ding ky: Cong ty c6 phan US Pharma USA (B/c: Lé BI-10, Puong D2, KCN Tay

Bcc Cu Chi, Tp.Ho Chi Minh - Viét Nam)

26.1 Nha san xuat: Cong ty co phan US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Tay Bac
Cu Chi, Tp.Ho Chi Minh - Viét Nam)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang I h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
39 |Cedokids MJi goi 1g chira Thuéci bot 36 [TCCS [Hop 10 gdi x 1g| VD-35759-22
Racecadotril 10mg |pha hon dich [thang
uong

27. Cong ty dang ky: Cong ty duec phim va thwong mai Phuong Dong - (TNHH) (b/c: TS
5009, to ban do so 01, cum CN Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét

Nam)

27.1 Nha san xuit: Cong ty dwoc pham va thwong mai Phuong Dong - (TNHH) (b/c: TS 509,
to ban do so 01, cum CN Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé da g
: Sy h d k
STT Tén thudc Ham lwong ché | the [chuin|  déng géi 0 dang &y
40 |Robceti Cetirizin Vién nén bao| 36 [TCCS |HOop 3vi, 10vi | VD-35760-22
dihydrochlorid phim thang x 10 vién
10mg

28. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (B/c: Khu A, s6 18, dwong s6 09, dp 2A,
x& Tan Thgnh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Vigt Nam)

28.1 Nha sén xuat: Cong ty TNHH BRYV Healthcare (D/c: Khu 4, so 18, dwong so 09, ap 2A, x&
Tan Thgnh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

Trang 10




Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy céch

: 5 b h S6 ding ky
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
41 |lbucetamo Fort Paracetamol 500mg; | Vién nén 36 [TCCS |Hop6vi,10vi | VD-35761-22
Ibuprofen 200mg; thang x 10 vién; Hop

1 chai 100 vién

29. Céng ty ding ky: Cong ty TNHH dwgc my pham Ngoc Lan (P/c: CLB Dinh cong, L6 4, pho
Tran Dien, phuwong Dinh Cong, quan Hoang Mai, Ha Ngi - Viét Nam)

29.1 Nha san xuat: Cong ty TNHH MTV 120 Armephaco (P/c: 118 Vii Xuan Thiéu, P. Phlc

Loi, Q. Long Bién, TP. Ha N¢i - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céach £ as ,
2 Y] h k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi >0 ding ky
42 |NLP-Ambro Mbi gdi 1,5g chua Thuéc bot 36 [TCCS [Hop 30 goi x VD-35762-22
Ambroxol uong thang 1,59
hydrochloride 30mg
43 |NLP-Cetam 1200 MJi goi 3g chira: Thudc bot 36 [TCCS [Hop 30 gdi x 3g| VD-35763-22
Piracetam 1200mg |pha dung thang
dich uong

30. Céng ty ding ky: Cong ty TNHH Dwogc pham Vinh Twong Phat (B/c: 28 dwong 266,
phwong 6, qudn 8, TP. HCM - Viét Nam)
30.1 Nha san xuat: Cong ty c6 phan Dwgc pham Phong Ph - Chi nhanh nha may

Usarichpharm (d/c: Lé so 12 Buong so 8, khu cong nghi¢p Tan Tao, phuong Tan Tao A, qudn
Binh Tan, TP. Ho Chi Minh - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
44 |Laked 500 Levofloxacin 500  |Vién nén bao| 36 [TCCS |HOop 02 vix 07 | VD-35764-22
mg phim thang vién
45 |Laked 750 Levofloxacin 750  [Vién nén bao| 36 |TCCS |Hop 02 vix 07 | VD-35765-22
mg phim thang vién

31. Cong ty diang ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: Lé B -
Puong so 2 - Khu Cong nghiép Dong An - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

31.1 Nha san xuat: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (b/c: Lo B -
Duong so 2 - Khu Céng nghiép Dong An - Thi xa Thugn An - Tinh Binh Duong - Viét Nam)

- P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ as ,
: < o 2 So dang k
STT Tén thuoc Ham lugng che tho [chuan| déng goi 0 dang &y
46 [Patycrem MJi tuyp 10g chtra: [Thudc kem | 36 |TCCS |Hop 01 tuyp x | VD-35766-22

Trang 11




[Clotrimazol 100mg

[thang|

|10g

32. Cong ty ding ky: Cong ty TNHH Phil Inter Pharma (B/c: Sé6 20, dai 16 Hiru Ngh;, Khu CN
Viét Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

32.1 Nha san xuat: Cong ty TNHH Phil Inter Pharma (B/c: Sé 20, dai 16 Hiru Nghi, Khu CN
Vigt Nam-Singapore, Thudn An, Binh Duong - Vigt Nam)

. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
2 1Y h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
47 |Alfacalcidol 0,25ug Alfacalcidol 0,25 pg [Vién nang 36 |TCCS [Hop 10vix 10 | VD-35767-22
meém thang Vvién
48 |Newbactam Cefoperazone 500 [Bot phatiém| 24 [TCCS [Hop 10 lo bot VD-35769-22
mg; Sulbactam 500 thang pha tiém
mg

32.2 Nha san xuat: Cong ty TNHH Phil Inter Pharma (P/c: S6 25, Puong so 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

Tubi

\ £ Hoat chit chinh - | Dang bao Tieu | Quy cach Ao
2 LY - k
STT Tén thuoc Ham lwgng che the |chuan dong géi S0 diing ky
49 |Hiteengel Erythomycin 40 mg; |Gel boi 36 |TCCS [Hop 1tuyp x 10[ VD-35768-22
Tretinoin 0,25 mg  |ngoai da thang g; Hop 1 tuyp x
209
50 |Silyvercell Cao bot qua Vién nang 36 |TCCS [Hop 20 vi x 5 VD-35770-22
Carduus marianus  [mém thang Vvién

(Extractum Fructus
Cardui mariae
siccum) (tuong
duong 100 mg
Silymarin) 200 mg

33. Céng ty ding ky: Cong ty TNHH san xuit duoc pham Medlac Pharma ltaly (B/c: Khu
cong nghiép cong ngh¢ cao | - Khu cong ngh¢ cao Hoa Lac, KM29, Dai |6 Thang Long, xd Ha
Bang, Huyén Thach That, Ha Néi - Viét Nam)

33.1 Nha sin xuat: Cong ty TNHH san xuét dwec pham Medlac Pharma Italy (B/c: Khu céng
nghiép cong ngh¢ cao | - Khu cbng nghé cao Hoa Lac, KM?29, Dai |6 Thang Long, xd Ha Bang,
Huyén Thach That, Ha Ngi - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach s di ,
2 S h d k
STT Tén thuac Ham lrong ché | the |chuin| déng goi 0 dang Ky
51 |Tobramedlac 150 Tobramycin (dudi  |Dung dich 24 |USP  |Hop 5 6ng x VD-35771-22
dang Tobramycin  [tiém thanglhién gml, hop 10
sulfat) 150 mg/2 ml hanh [ong x 2ml

Trang 12




34. Cong ty ding ky: Cong ty TNHH Y Dwoc Quang Minh (P/c: S6 nha 3, ngach 26/1 Phan
Dinh Giot, P. Phuong Liét, Q. Thanh Xuan, Tp. Ha N¢i - Viét Nam)
34.1 Nha san xuit: Cong ty c6 phan dwgc pham Ha Tay (P/c: Té dan phé sé 4 - P.La Khé -
Q.Ha Dong - Tp. Ha Ngi - Viét Nam)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy céch

A A ! h A - k ,
STT Ten thudc Ham lwgng ché tho [chuan| déng goi S0 ding ky
52 |SM.Ticalor Ticagrelor90 mg | Vién nén 24 |TCCS [Hop 3vix 10 VD-35772-22
phan tan thang vién

Trang 13




Phu luc Il
DANH MUC 01 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 178 BO SUNG

(Ban hanh kém theo Quyét dinh so: 327..../0D-OLD ngay09 thdng 09 nam 2022
cua Cuc Quan ly Duoc)

1. Cong ty dang ky: Cong ty TNHH BRV Healthcare (B/c: Khu A, so 18, dwong s6 09, ap 2A, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

1.1 Nha sin xuat: Cong ty TNHH BRYV Healthcare (B/c: Khu A, 56 18, dirong so 09, ap 2A, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. <9 2 Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 qans Xy
1 |Bivicanib 100 Erlotinib Vién nén bao| 36 [TCCS [Hop03vix 10 | VD3-180-22
hydroclorid twong  |phim thang vién
duong Erlotinib
100mg

Trang 1
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