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QUYET PINH

vé viéc ban hanh danh muyc 29 thudc san xuit trong nudgc
dwoc cap giay dang ky luwu hanh tai Viét Nam - Dot 174 bo sung

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Dwoc 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 vi¢c 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;

Xét dé nghi ciia Triwong phong Pang ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 29 thudc san xuat trong
nuéce duge cap gidy dang ky luu hanh tai Viét Nam - Pot 174 b sung, cu thé:

1. Danh muc 27 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 02 thubc 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 cua co s¢ dap tng quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 cia 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. Cap nhat nhin thudc, to hudng dan sir dung thude theo ‘quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té quy dinh ghi nhin
thudc, nguyén liéu 1am thude va to hudng dan sir dung thube trong thot han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung gidy ding
ky lru hanh thudc quy dinh tai Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 cta
B trudng Bo Y té quy dinh viéc ding ky lvu hanh thude, nguyén lidu 1am thudc va
Théng tu sb 29/2020/TT-BYT ngay 31/12/2020 cia Bo truong Bo Y té sira doi, bd
sung va bii bé mot sb vin ban quy pham phap luat do Bo trudng Bo Y té ban hanh,
lién tich ban hanh.

5. Phéi hop vdi cac co so diéu tri dé thuc hién theo dung cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai Diéu 5 Théng tu
s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo truong Bo Y té quy dinh viée dang ky
lwu hanh thude, nguyén liéu lam thude d6i vé6i cac thude thudc Phu luc II ban hanh
kém theo Quyét dinh nay (glay dang ky luu hanh c6 ky hiéu VD3-.. .-22).

6. Co so 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
thuc hién thay doi co s& dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngdy 12/11/2018 cta Bo truong B Y té quy dinh viéc ddng ky luu hanh thudc,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co sé dang ky khong con
du diéu kién hoat dong.

7. Co sé san xuét thube phai bao dam cac diéu kién hoat dong cua co s¢ san
xuat trong thoi han hiéu lyc cta gidy dang ky luu hanh thude, nguyén liéu lam 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 truc thudc Trung uong va Giam
ddc co s& san xuit va co s& dang ky co thude tai Piéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: _____ CUC TRUONG
- Nhu Diéu 4; PAGIIPAN
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(Ban hanh kém theo Quyét dinh sé:

Phu luc |
DANH MUC 27 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 174 BO SUNG
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cua Cuc Qudn ly Duoc)

/OP-QLD ngay 28 thang 04 nam 2022

1. Cong ty ding ky: Cong ty c6 phan dwoc Apimed. (B/c: 263/9 Ly Thuong Kiét, phuong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)
1.1 Nha san xuét: Cong ty ¢ phan dwec Apimed (P/c: Puong N1, cum cong nghiép Phli Thanh -
Vinh Thanh;xa Vinh Thanh, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

. < Hoat chat chinh - | Dang bao Tuoi| Tiéu Quy cach sé da ,
A < © . . d k
STT Tén thuac Ham lwong ché the [chuan|  déng goi 0 dans &y
1 |Lyapi 75 Pregabalin 75mg [Vién nang 24 |TCCS [Hop 3vix 10 VD-35618-22
cang thang vién
2. Cong ty ding ky: Cong ty co phan Dwoc Pai Nam (P/c: 2704 Ly Thuong Kiét, phuong 14,
qudn 10, TP. Ho Chi Minh - Viét Nam)
2.1 Nha san xuit: Cong ty c6 phan dwoc Enlie (B/c: Puong NA6, KCN My Phuée 2, phwong My
Phuoc, thi xa Ben Cat, Binh Duong - Vigt Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Ao 1
STT Tén thuac Ham lwong ché the [chuan|  déng goi S0 diing ky
2 |Golmined Dequalinium clorid |Vién nén dat| 36 |TCCS |Hop 01 vi, 02 VD-35619-22
10 mg am dao thang vi x 10 vién;
Hop 01 vi, 02
Vi X 6 vién

3. Cong ty ding ky: Cong ty c6 phan dwec Pong Nai (D/c: 221B Pham Vin Thudn, p. Tan Tién,
Tp. Bién Hoa, Pong Nai - Viét Nam)

3.1 Nha san xuat: Cong ty ¢ phan duge Pong Nai (B/c: 221B Pham Van Thugn, p. Tan Tién,
Tp. Bién Hoa, bong Nai - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tuoi| Tiéu Quy céach S di ,
. <2 2 d k
STT Tén thuac Ham lwong che the [chuin doéng goi 0 cang &y
3 |Ostedocald Calci carbonat Vién nén bao[ 36 |TCCS [Hop 3vi, 10vi | VD-35620-22
1250mg; Vitamin  |phim thang x 10 vién

D3 200Ul

Trang 1




4. Cong ty ding ky: Cong ty co phan dwec my pham Bao An (P/c: S6 2/115, ngé 2, dwong Pinh
Cong Thuong, P. Binh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)
4.1 Nha san xuit: Cong ty dwoc pham va thwong mai Phuwong Dong - (TNHH) (B/c: TS 509, to
ban do so 01, cum CN Hap Link, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

. < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ oas 1
2 d Y] h k
STT Tén thudc Ham lwgng ché the |chuan|  déng goi S0 ding ky
4 |Anba-QE Ubidecarenon Vién nén bao[ 36 [TCCS |Hop 3vi,5vix| VD-35621-22
100mg; Vitamin E  [phim thang 10 vién

(D-alpha-tocopheryl
acetate) 12,31mg

5. Cong ty ding ky: Cong ty co phan dwoc pham Am Vi (B/c: L6 B14-3,4, dwong N13, KCN

DPéng Nam, xid Hoa Phii, huyén Cui Chi, TP. Ho Chi Minh - Viét Nam)

5.1 Nha sén xuat: Cong ty o phan dwgc pham Am Vi (D/c: Lé B14-3,4, duong N13, KCN Péng
Nam, xa Hoa Phu, huyén Cu Chi, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach £ ,
. . . ,, k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 diing ky
5 |Cefpodoxime 100 Cefpodoxim (dudi  |Vién nang 24 |TCCS [Hop 02 vix 10 | VD-35622-22
dang Cefpodoxim  [cung thang vién
proxetil) 100 mg
6 [Cefpodoxime 200 Cefpodoxim (dudi [Vién nang 24 |TCCS [Hop 02 vix 10 | VD-35623-22
dang Cefpodoxim  [cing thang vién
proxetil) 200 mg

6. Cong ty ding ky: Cong ty C6 phan Dwoc pham An Thién (B/c: 314 Béng Sao, Phirong 5,
Qudn 8, TP. Hé6 Chi Minh - Viét Nam)
6.1 Nha san xuat: Cong ty Co phan Duwgc pham An Thién (B/c: Lé C16, dwong so 9, KCN Higp
Phuéc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Ten thudc Ham lwong ché the |chuan|  déng goi S0 diing ky
7 |Aeneas 5 Natri aescinat 5mg Thudc tiém | 36 |TCCS |Hop1lo+1 VD-35624-22
doéng kho  |thang 6ng dung moi
5ml; Hop 1 lo +
3 6ng dung moi
5ml; Hop 5 lo +

5 6ng dung moi
5ml

Trang 2




7. Cong ty ding ky: Cong ty Cé phan Dwoc pham Can Gio (P/c: Lau 2, Khu 2F-C1, toa nha
Mirae Bussiness Center, 268 Td Hién Thanh, P15, Q10, Tp.HCM - Viét Nam)

7.1 Nha sén xuat: Cong ty ¢o phan US Pharma USA (B/c: L6 BI-10, Puong D2, KCN Tay Bac
Cu Chi, Tp.Ho Chi Minh - Vigt Nam)

. < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ oas 1
2 d Y] h k
STT Tén thudc Ham lwgng ché the |chuan|  déng géi S0 ding ky
8 [Diacerein 50 Diacerein 50mg Vién nang 36 |TCCS [HOop 03 vix 10 | VD-35625-22
cang thang vién

8. Cong ty ding ky: Cong ty c6 phan dwgc pham CPC1 Ha Ndi (P/c: Cum cong nghiép Ha Binh
Phuong, xa ¥an Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)

8.1 Nha san xuit: Cong ty c6 phan Dwgc pham CPC1 Ha Ndi (P/c: Cum cong nghiép Ha Binh
Phuong; xa Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)

Tubd

R P Hoat chét chinh - [ Dang bao i| Tieu | Quy cach Ao 1
. . , iy k
ST Tén thuoc Ham lwong ché | tho |chudn| donggei | 0 dAnekY
9 [Azelastin eye drop Azelastin Dung dich 36 |TCCS [Hop 1vi, 2vi, | VD-35626-22
hydroclorid nho mat thang 4 vi, 5 vi, 10 vi,
0,5mg/mi 20 vi, 40 vix 5

ong x 0,4ml;
0,5ml; 0,6ml;
0,8ml; 1,0ml.
Hop 1 6ng 3ml,
5ml, 6ml, 8ml,
10ml

9. Cong ty ding ky: Cong ty c6 phan dwoc pham Ha Noi (B/c: 170 dwong La Thanh, Péong Pa,

Ha Ngi - Viét Nam)

9.1 Nha san xuit: Cong ty cé6 phan dwec pham Ha Nai (P/c: Ld 15, Khu cong nghiép Quang
Minh, Mé Linh, Ha Ngi - Viét Nam)

. £ Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach £ s ,
. © Y 2 Sod k
STT Tén thuac Ham lwgng che tho [chuan dong goi 0 ¢ang Ky
10 [Bibonlax 59 Sorbitol 50%; Natri |Gel dung 24 |TCCS [Hop 10 tuyp 59| VD-35627-22
citrat 7,2% duong truc  [thang
trang

10. Céng ty ding ky: Cong ty cé phan dwgc pham Imexpharm (B/c: S6 04, dwong 30/4, Phirong
1, Tp. Cao Lanh, Tink Pong Thap - Viét Nam)

Trang 3




10.1 Nha san xuat: Chi nhanh cong ty c6 phan dwoc pham Imexpharm Nha may khang sinh
cong ngh¢ cao Vinh Lgc (D/c: Lo B15/1-B16/I dwong 2A, khu cong nghiép Vinh Léc, phuong Binh
hung Hoa B, qudn Binh Tan, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy cach £ 2o ,
STT Tén thuoc Ham luong ché tho | chuan dong goi S0 ding ky
11 (Clotral Cloxacilin (dudi Vién nang 24 |USP [Hop 01 tai VD-35628-22
dang Cloxacilin cang (tim - |thang[hién  [nhdm x 3 vi X
natri) 500mg trang) hanh |10 vién; Hop 02
thi nhdm x 05
vi x 10 vién

11. Cong ty diing ky: Cong ty cé phan dwoc pham Trung wong I - Pharbaco (B/c: 160 Tén Pirc
Thang - Ha Ngi - Viét Nam)
11.1 Nha san xuét: Cong ty c6 phin dwgc pham Trung wong I - Pharbaco (B/c: Thén Thach
Lol; xa Thanh Xuan, huyén Séc Son, TP. Ha N¢i - Viét Nam)

L-leucin 1904 mg;
L-valin 1144 mg

. < Hoat chat chinh - | Dangbao |Tudi| Tiu | Quy cach £ 2 ,
. . , iy k
STT Tén thuoc Ham lwong ché | tho |chudn| donggei | 0 danekY
12 |Darleucin MGi g6i 4,679 chira: |Com thuéc | 36 |TCCS |Hop 30 g6ix | VD-35629-22
L-Isoleucin 952 mg; |bao phim  |thang 4,679

12. Cong ty diing ky: Cong ty cé phan dwoc pham trung wong VIDIPHA (P/c: 184/2 Lé Vin
Sy, Phuong 10, Q. Phi Nhugn, TP. Hé Chi Minh - Viét Nam)
12.1 Nha san ’Xu?it: Chi nhanh céng ty c6 phan dwgc phim Trung wong Vidipha Binh Dwong
(P/c: Khu pho Tan Binh, phuwong Tan Higp, thi xa Tan Uyén, tinh Binh Duong - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ oo ,
. Y 2 Sod k
STT Ten thudc Ham lwong ché the |chuan|  déng géi o cdang ky
13 |Hightflu-N Paracetamol 500mg; |Vién nén bao| 36 |TCCS [Hop 3 vi, 10 vi, | VD-35630-22
Caffeine 65mg phim thang 20 vi x 10 vién;
Chai 100 vién

13. Cong ty ding ky: Cong ty cé phan dwgc pham VCP (B/c: xd Thanh Xudn- Séc Son- Ha Ni -

Viét Nam)

13.1 Nha san xuat: Cong ty cé phan dwec pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Ngi -

Viét Nam)

Trang 4




Hoat chét chinh -

Dang bao

Tubi

Tiéu

Quy cach

STT Tén thuoc Ham lwgng ché the [chuian| doéng géi S0 ding ky
14 |Cefodizim 1g Cefodizim (duéi  |[Thudcbot | 24 |TCCS |Hop 01 lo, 10 | VD-35631-22
dang Cefodizim pha tiém thang lo, 50 lo, 100
natri) 1g lo; Hop 01 lo +
01 dng nudc cat
pha tiém 5ml
(SbK:

\VD-22389-15)

14. Cong ty ding ky: Cong ty cé phan dwoc pham Vimedimex 2 (B/c: Lé ddt N2, dwong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

14.1 Nha san xuat: Cong ty cé phan dwgc pham Vimedimex 2 (B/c: Lé dat N2, dwong TS 6,

KCN Tién Son, xd Ngi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

. < Hoat chat chinh - | Dangbao |Tudi| Tiu | Quy cach £ 2 ,
. . , iy k
STT Tén thuoc Ham lwong ché | tho |chudn| donggei | 0 danekY
15 [LevoBenserazid-VMG |Levodopa 200mg; |Vién nén 36 |TCCS [Hop 1 1o 30 VD-35632-22
200/50 Benserazid (dudi thang vién, Hop 1 lo
dang Benserazid 100 vién

hydroclorid

57,09mg) 50mg

15. Céng ty ding ky: Cong ty cé6 phan dwec pham Vinh Phic (B/c: S6 777 dwong M@ Linh,
Phuong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)

15.1 Nha san xuat: Cong ty c6 phan dwoc pham Vinh Phuc (B/c: Thén Mau Thong-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ oas 1
STT Tén thuoc Ham lwong ché the [chuan| doéng géi S0 diing ky
16 |Vintanil 1g Acetylleucin Thubc tiém | 36 [TCCS |Hop1lo+1 VD-35633-22
(N-Acetyl-DL-leuci |déng khé  [thang ong nudéce cat
n) 1000mg tiém 10ml; Hop
510 + 5 éng
nuGe cat tiem
10ml; Hop 10
lo + 10 6ng
nuGce cat tiem
10ml; Hop 1 lo,
510,10 lo
17 |Vintanil 500 Acetylleucin Thubc tiém | 36 |TCCS Hopllo+1 VD-35634-22
(N-Acetyl-DL-leuci [dong khé  [thang dng nudc cat
n) 500mg tiém 5ml; Hop

Trang 5




510+ 5 0ng
nudéc cat tiém
5ml; Hop 10 lo
+ 10 dng nudc
cét tiém 5ml;
Hop 1 lo, 5 lo,
10 lo

16. Cong ty diang ky: Cong ty cé6 phan dwoc pham Wealphar (B/c: Lé CN5, Khu céng nghiép

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

16.1 Nha sin xuét: Cong ty co phan dwec pham Wealphar (B/c: Lé CNS5, Khu cong nghiép Thuy
Van, xa Thuy Van, thanh pho Viét Tri, tinh Pha Tho - Viét Nam)

\ < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ oas 1
2 9 h k
STT Lon thudc Ham lwgng ché the |chuan|  déng goi S0 ding ky
18 |Ebastin OD DWP 10mg |Ebastin 10mg Vién nén 36 |TCCS [Hop6Vvix10 | VD-35635-22
phén tan thang vién
trong miéng

17. Céng ty diing ky: Cong ty cé phan dwoc vt tw y té Ha Nam (B/c: Cum cdng nghiép Hoang
Dong, xa Hoang Dong, huyén Duy Tién, Tinh Ha Nam - Viét Nam)
17.1 Nha san xuat: Cong ty c6 phan dwoc vat tw y té Ha Nam (P/c: Cum cong nghiép Hoang
Dong, xa Hoang Dong, huyén Duy Tién, Tinh Ha Nam - Viét Nam)

. £ Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach £ ,
STT Tén thuac Ham lwong ché the [chuan| doéng géi S0 diing ky
19 |Carsakid Carbocistein 20mg; |Siro 24 |TCCS |Hop 20 éng, 25| VD-35636-22
Promethazin HCI thang ong, 30 6ng , 40
0,5mg/ml ong x 5ml; Hop
1 chai 125ml
20 |Lingasol Drop Ambroxol Dyng dich 24 |TCCS [Hop 1 lo 20ml, | VD-35637-22
hydrochlorid uong thang 30ml, 50ml,
7,5mg/ml 100ml

18. Cong ty ding ky: Cong ty cé phan lién doanh dwoc pham Eloge France Viét Nam (P/ec:

Khu cong nghiép Qué V5, xd Phirong Liéu, huyén Qué V8, tinh Bdc Ninh - Viét Nam)

18.1 Nha sin xuét: Cong ty ¢ phan lién doanh dwgc pham Eloge France Vigt Nam (B/c: Khu
cdng nghiép Que Vo, xa Phuong Lieu, huyén Qué VO, tinh Bac Ninh - Vigt Nam)

STT

Tén thudc

Hoat chét chinh -
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 diang ky

Trang 6




21

Francefdi 125

Mai goi chira
Cefdinir 125mg

Thubcbot | 36 [TCCS [Hop 6 goi, 12
pha hon dich [thang goi, 24 goi
uong

VD-35638-22

19. Cong ty diang ky: Cong ty.¢é6 phan SPM (P/c: L6 51- Puong s6 2- KCN Tan Tgo- P. Tan Tao
A, Q. Binh Tan- TP. Hé Chi-‘Minh - Viét Nam)

19.1 Nha sin xuét: Cong'ty c6 phan SPM (D/c: L6 51- Puong so 2- KCN Tan Tgo- P. Tan Tao A,
Q. Binh Tan- TP. Ho Chi Minh - Viét Nam)

N Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach £oae
STT Tén thusc Ham hrgng ché tho |chuin|  déng goi S0 ding ky
22 |Desqutos Desloratadin Dung dich 24 [TCCS [Hop 20 6ng VD-35639-22
2,5mg/5ml uéng thang nhua x 5ml;
Hop 20 gbix 5
ml; Hop 1 chai
30m, 60ml
23 |Spalaxin Alverin (dui dang  |Vién nén 36 |TCCS |Hop3vix10 | VD-35640-22
Alverin citrat thang vién; Hop 1
67,3mg) 40mg chai 200 vién,
500 vién

20. Cong ty ding ky: Cong ty co phan tap doan Merap (B/c: Thén Bd Khé, xd Tan Tién, huyén
Van Giang, Hung Yén - Vigt Nam)

20.1 Nha san xuat: Cong ty co phan tap doan Merap (P/c: Thén Ba Khé, xi Tan Tién, huyén
Van Giang, Hung Yén - Vi¢t Nam)

. . Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Sé d ,
A < 4 . . d k
STT Tén thuac Ham lwgng che the [chuan dong goi 0 dans &y
24 |Vadikiddy Miconazole 2% Gel ro miéng| 36 [TCCS |Hop 01 tuyp VD-35641-22
hong thang 10g

21. Cong ty ding ky: Cong ty co6 phan US Pharma USA (P/c: L6 B1-10, Puong D2, KCN Tay
Bdc Cu Chi, Tp.Ho Chi Minh - Viét Nam)

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

Tubi

. £ Hoat chit chinh - | Dang bao Tieu | Quy cach Sé diine ky
. Ay 2 d k
STT Tén thuac Ham lwong che tho [chuan doéng goi o ¢ang Ky
25 |Cadidexmin Betamethason Vién nén 36 |TCCS [Chai 100 vién, | VD-35642-22
0,25mg; thang 500 vién
Dexclorpheniramin
maleat 2mg

Trang 7




22. Cong ty ding ky: Cong ty TNHH Dwoc pham Thién An (B/c: M1-17, dé thi Trung Hoa -
Nhan Chinh, phuong Trung Hoa, qugn Cau Giay, Tp. Ha Néi - Viét Nam)

22.1 Nha sin xuat: Nha may san xuat Cong ty TNHH Dwoc pham Thién An (B/c: L6 11 - 8.3,
KCN Qué V0 2, xa Ngoc X4, huyén Que Vo, tinh Bac Ninh - Vigt Nam)

. < Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ oas 1.
2 e h k
STT Tén thudc Ham lwgng ché the |chuan|  déng goi S0 ding ky
26 |Ecosip Emulsion Gel MJi 45 g nhii twong |Nhii twong | 36 |TCCS |Hop 1 tuyp 45g | VD-35643-22
gel chira Diclofenac |gel thang
natri 0,45 g

23. Cong ty ding ky: Cong ty TNHH dwoc pham Viét Phic (B/c: 1554 Tran Hung Pao, P. An
Phd, Q. Ninh Kiéu, Can Tho. - Viét Nam)

23.1 Nha san xuat: Cong ty TNHH dwgc pham Viét Phic (P/c: 1554 Tran Hung Pgo, P. An
Phu, Q. Ninh Kiéu, Can Tho. - Viét Nam)

. p Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach O ,
0 . , iy k
STT Tén thuoc Ham lrgng ché | the |chudn| donggei | 0 daneky
27 |Dung dich dung ngoai  [M&i 30ml chira Dung dich 24 |[TCCS [HOop20vix1 | VD-35644-22
Clinderm Clindamycin dung ngoai |thang chai x 30ml (vi
hydroclorid 0,3g 1 chai)

Trang 8




(Ban hanh kém theo Quyét dinh so:

Phu luc 11
DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET-NAM HIEU LUC 03 NAM - PQT 174 BO SUNG

227

cua Cuc Quan Iy Duoc)

...... /OP-QLD ngay28 thang 04 nam 2022

1. Cong ty ding ky: Cong ty c6 phan xuat nhap khau y té Domesco (B/c: S6 66, Quac 16 30,

Phirong My Phi; Thanh phé Cao Lanh, Tinh Pong Thap - Viét Nam)

1.1 Nha san xuét: Cong ty c6 phan xuat nhap khau y té Domesco (P/c: So 66, Quac Ig 30,
Phuong My-Phd, Thanh pho Cao Lanh, Tinh Pong Thap - Viét Nam)

A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céach £ as ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng géi 50 ding ky
1 |Dopolys Cao khé la bach qua |Vién nang 36 |TCCS [Hop 1 vi, 3 vi, VD3-172-22
(ham luwong Ginkgo [cung thang 10 vi x 10 vién
flavonoid toan phan
1,54mg) 7mg;
Heptaminol

hydroclorid 150mg;

Troxerutin 150mg

2. Cong ty ding ky: Cong ty TNHH BRV Healthcare (P/c: Khu A, s6 18, dwong sé6 09, ap 2A, x4

Tan Thanh Tay, huyén Cu Chi, Tp. Hé Chi Minh - Viét Nam)

2.1 Nha san xuat: Cong ty TNHH BRYV Healthcare (B/c: Khu 4, s6 18, duong s 09, ap 2A, Xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

Hoat chét chinh -

Dang bao

Tubi

Tiéu

Quy céch

: § h h Sb ding ky

STT Tén thuac Ham lwgng che tho [chuan dong goi o cdang ky

2 |Bivicanib 150 Erlotinib (dudi dang |Vién nén bao| 36 [TCCS [Hop 3 vi x 10 VD3-173-22
Erlotinib phim thang vién

hydrochloride)
150mg

Trang 1
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