Bo YTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic
S6: /QD-QLD Ha Noi, ngayyjg-thang £ nam 2020
QUYET PINH

vé viéc ban hanh danh muc thudc sin xuit trong nuéc
dwoc cAp gidy diang ky lwu hanh tai Viét Nam - Pot 166 bo sung 2

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc sé 105/2016/QHI13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 cia Chinh phit quy dinh
chitc nang, nhiém vu, quyén han va co cau t6 chivc ciia B Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cia B truéng Bo YV 1é
quy dinh viéc dang ky lvu hanh thudc, nguyén liéu lam thudc;

Can cit Quyét dinh s6 7868/QP-BYT ngay 28/12/2018 ciia B truong Bo Y 1é
quy dinh chitc ndng, nhiém vu, quyén han va co cdu to chirc ciia Cuc Qudn Iy Diroc
thugc B¢ Y té;

Can cit két lugn cia Hoi dong tw vin cdp gidy ding ky heu hanh thube, nguyén
lidu lam thuéc - BS Y té;

Xét dé nghi cia Truongphong Pang ky thuée, Cuc Qudn 1y Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 83 thubc san xuét trong
nudc duoc cip gidy dang ky lwu hanh tai Viét Nam - Dot 166 bd sung 2, cu thé:

1. Danh muc 77 thubc san xuat trong nudc duge cip gidy dang ky luu hanh tai
Vi¢t Nam hiéu luc 05 ndm {Phu luc I kem theo). Céc thudc tai Danh muc nay co $6
ding ky v6i ky hiéu VD-...-20 va hiéu lyc 05 nim ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 02 thudc san xuét trong nudc duge cap gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam {Phu luc II kém theo). Céac thudc tai Danh muc nay cé sé
dang ky voi ky hiéu VD3-...-20 va hiéu lyc 03 nim ké tir ngay ky ban hanh Quyét
dinh nay.

3. Danh muc 02 thubc déng goi thir cap trong nudc dugc cap gidy dang ky luu
hanh tai Viét Nam hiéu luc 03 nam {Phu luc III kém theo). Cac thudc tai Danh muc
nay co6 s6 dang ky voi ky hiéu DG3-...-20 va hiéu lyc 03 nim ké tir ngay ky ban hanh
Quyét dinh nay.

4. Danh muc 02 thudc san xudt gia cong trong nudc dugce cip gidy dang ky luu
hanh tai Viét Nam hiéu luc 05 nam {Phu luc IV kém theo). Cac thudc tai Danh muc
nay c6 sé dang ky véi ky hiéu GC-...-20 va hiéu lyc 05 nam ké tir ngay ky ban hanh
Quyét dinh nay.

Diéu 2. Co sé san xuét va co sé ding ky thude ¢é trach nhiém:

1. San xuat thudc theo dung cac ho so, tai lidu da dang ky véi Bo Y té va phai
in s6 dang ky dugc Bo Y té Viét Nam céap 1én nhén thude.

2. Chi dugc san xuat, dua ra luu hanh cac thubc kiém soat dic biét khi co Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong ctia co s& dap tng quy dinh tai khoan 5 Piéu
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143 Nghi dinh sd 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cdp nhat tiéu chuan chét luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia B9 truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu 1am thude.

4. Cap nhat nhan thudc, to huéng din st dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh ghi nhan
thubc, nguyén liéu 1am thubc va to hudng din st dung thudc trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung gidy dang
ky lwu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua
Bo truong Bo Y té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu 1am thude.

5 Phéi hop véi cac co s& diéu tri dé thuc hién theo ding cac quy dlnh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong muon cua
thubc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Diéu 5 Thong tu s6
32/2018/TT-BYT ngay 12/11/2018 ciia B9 truong Bo Y té quy dinh viéc dang ky luu
hanh thudc, nguyén li€u lam thudc ddi véi cac thude thudc Phu luc II ban hanh kém
theo Quyét dinh nay (sé gidy dang ky luu hanh c¢6 ky hiéu VD3-..... -20).

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong truong
hop khong con dap ung du didu kién hoat dong, co so dang ky phai cé trach nhiém
thyc hién thay d6i co so ding ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT =

ngay 12/11/2018 ctua Bo truong Bo Y té quy dinh viéc dang ky luu hanh- thuoc\

nguyén liéu 1am thudc trong thoi han 30 ngay ké tir ngay co sé dang ky khonjg4oinu’i i
diéu kién hoat dong.

7. Co s& san xuit phai bao dam cac diéu kién hoat dong cua co si
trong thoi han hiéu lyc cia gidy dang ky Iwu hanh thudc, nguyén liéu lam thu?

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

Piéu 4. Giam doc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va giam
doc co s san xuat va co so dang ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noinhdn: CUC TRUONG
- Nhu Diéu 4;

-PTTg. Vii Bitc Pam - Bi thu BCSP (dé b/c);

- TT. Truong Qudc Cuong (dé blc);

- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an;

- Cuc Y t& GTVT - B Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hoi Viét Nam; )

~B3 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Tuén Cwong
- Vién KN thudc TU, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoc Bo Y té;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;

-Luwu: VT, BDKT(15b).
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

PHU LUC IL.DANH MUC 77 THUOC SAN XUAT TRONG NUGC PUQC cAp GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUc 08 NAM - DOT 166 B6 SUNG 2

Ban hanh kém theo Quyét dinh S67id./QD-QLD, ngay/i.A.1..&/& 0

1. Cong ty ding ky: Chi nhanh cong ty TNHH san )fuét - kinh doanh dwgc phim Pam San
(D/c: Gian E22-E23 - Trung tam thwong mai dwoc pham va trang thiét biy te - 134/1 16 Hien

Thanh - Phuong 15 - Qudn 10 - TP. Ho Chi Minh - Viét Nam) e
=
1.1 Nha san xuit: Cong ty TNHH dwec phdm USA - NIC (USA - NIC Pharma) (P/c: Lo 1119:;.
duong C - KCN Tan Tao - Phuong Tan Tao A - Quan Binh Tan - TP. Ho Chi Minh - Viét Nam) %
S
E
, =
R £ Hoat chit chinh - Dang bao Tudi Tiéu Quy cach S6 diin k’E
. . , Py ‘
STT Ten thuoe Ham lugng che tho chuan dong goi 5
=
1 Simguline 10 caps Montelukast (dudi  Vién nang 36 TCCS Hop 02 vix 10 VD-33982-2@
dang montelukast cung thang vién; Hop 03 vi P
natri) 10Omg (Do6-Tring) x 10 vién; Hop

10 vi x 10 vién

2. Cong ty ding ky: Cong ty co6 phan dwoc Apimed. (B/c: 263/9 Ly Thuong Kiét, phwong 15,
qudn 11, thanh phé Hé Chi Minh - Viét Nam)

Tel: +84-5-3930

2.1 Nha san xuéit: Cong ty c6 phan dwoe Apimed (B/c: Puong N i, cum céng nghiép Phii Thanl
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

1

S

=
=
, s =
n £ Hoat chat chinh - Dang bao Tudi Tieu Quy cach X s o
STT Ten thuoe Ham lugng ché tho chuin dézg goi 50 dang ky
2 Apigel-Plus Mobi ml chira: Nhom Hon dich 36 TCCS Hop 20 goi, 30 VD-33983-20
hydroxyd 80mg; ubng thang g0i, 50 goi x
Magnesi hydroxyd 10ml
80mg; Simethicon
8mg
3 Ursopa Modi ml chira: Hbn dich 36 USP Hop 10g6i, 20 VD-33984-20
Ursodeoxycholic udng thang 41 +  g6i x Sml; Hop
acid 50mg/ml TCCS 10 gobi, 20 goi x
10ml; Hop 1
chai 60ml,
100ml

Trang 1



3. Cong ty ding ky: Cong ty cb phan dwge Danapha (D/c: 253 - Diing ST Thanh Khé - Qudn
Thanh Khé - Tp. Pa Nang - Viét Nam)

3.1 Nha san xuét: Cong ty c¢6 phan dwoc Danapha (P/c: 253 - Diing ST Thanh Khé - Qudn Thanh
Khé - Tp. Da Nang - Viét Nam)

Hoat chit chinh -  Dang bao Tudi Tiéu Quy cach

STT Tén thud . % x O S6 ding ky
en thuoc Ham lugng ché tho chuan  dong géi gky
4 Danavin Moi 2ml chira: Dung dich 36 TCCS Hop 10 dng x VD-33985-20
Vinpocetin 10mg tiém thang 2ml

4. Cong ty ding ky: Cong ty c6 phan Dwoc Khoa (P/c: s6 9 Nguyén Céng Trit, Pham Pinh Ho,
Hai Ba Trung, Ha Noi - Viét Nam)

4.1 Nha san xuit: Céng ty ¢6 phan Dwoc Khoa (B/c: Lé ddtI1I-1.3, dwong D3, KCN Qué 15 2,
xd Ngoc Xa, huyén Que Vo, tinh Bdac Ninh - Viét Nam)
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o £ Hoat chit chinh - Dang bao Tudi Tigu  Quy cich J ]
. <5 2 So dang ky
STT Ten thuoc Ham lugng che tho chuin dong goi e
5 Aladka-beta Betamethason natri  Dung dich 24 TCCS Hop 11oxit 15 VD-33986-20F;
phosphat 15 mg; thudc xit miii thang mi 3L,
Neomycin (dudi ﬁ
dang Neomycin r'JI-.
sulfat) 52.500 TU 5
o
2 1 2 4 +
5. Cong ty dang ky: Cong ty co phan dwgc my pham Bao An (D/c: so 2/115, ngé 2, dwong Dinhz
Cong Thuong, p. Pinh Cong, Q. Hoang Mai, Ha Ngi-Viét Nam) =
&
5.1 Nha san xuit: Cong ty dwoc phim va thwoiig mai Phwong Pong - (TNHH) (B/c: TS 509, Flacd
ban do so 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bdac Ninh - Viét Nam) o
=
=
. < Hoat cht chinh - Dangbao Tudi Tieu  Quy cich S diine kv
STT Tén thube Ham luong ché tho chuan  dong goi g ky
6 Abamotic Mbi g6i 0,5g chita  Botphahdn 36 JP 17 Hop 30 goi x VD-33987-20

Mosaprid citrat dich ubng  thang 0,5¢g
(dudi dang mosaprid
citrat hydrat) Smg

6. Cong ty ding ky: Cong ty c6 phan dwoc my pham Bio An (P/c: sé 2/115, ngé 2, dwong Pinh
Cong Thuong, p. Dinh Cong, Q. Hoang Mai, Ha Noi - Viét Nam)

Trang 2



6.1 Nha san xuit: Cong ty duwge phim va thwong mai Phwong Pong - (TNHH) (P/c: TS 509, to

ban do sé 01, cum CN Hap Linh, phweong Hap Linh, Tp. Bdc Ninh, tinh Bac Ninh - Viét Nam)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach S5 diing ky

STT Ten thuoc Ham lugng ché tho chuin  déng géi
7 Anbaliv Silymarin 400mg Vién nén bao 36 TCCS Hop 03 vi, 06 VD-33988-20
phim thang vi, 09 vi X 10
vién
7. Cong ty ding ky: Cong ty c6 phan dwoc Nature Viét Nam (D/c: s6 19, dwong 18, Khupho 3.5
p. Linh Chiéu, O. Thii Pirc, TP. H6 Chi Minh - Viét Nam) ;1
z 2 2 ’ ’ -]
7.1 Nha san xuat: Cong ty co6 phan dwgc Nature Viét Nam (D/c: so 19, duwong 18, Khupho 3, p=
Linh Chiéu, Q. Thu Duc, TP. Ho Chi Minh - Viét Nam) %
z
-]
2 =
. < Hoat chit chinh - Dang bao Tudi Titu  Quy cich S6 di E
4 s b 0 dang ky
STT Ten thuoe Ham luwong ché tho chuan  déng géi 5
L
8 NP Meninlove Cao kho hon hop Vién nang 36 TCCS Hop 3vi, 6vi, VD-33989-26
dugc lidu 630 mg  mém thang 10 vi X 10 vién b,

twong véi cac dugce
liéu: Thuc dia 1,778
g; Duong quy 1,333
g; Xuyén khung
0,889 g; Bach thuogc
1,333 g; Hoang ky
1.778 g; Dang sam
1.778 g; Phuc linh
1.778 g; Bach truat
1.778 g; Cam thao
0,667 g; Qué nhuc
0,444 g
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8. Cong ty ding ky: Cong ty c6 phian dwoc phdm CPC1 Ha Noi (B/c: Cum cong nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha Noi - Viét Nam)

8.1 Nha san xuit: Cong ty c6 phan Dwoc pham CPC1 Ha Noi (D/c: Cum céng nghiép Ha Binh
Phwong, xa Van Binh, huyén Thuong Tin, Tp. Ha Noi - Viét Nam)

Hoat chit chinh -  Dang bao Tudi Tieu Quy cach

én thud . b S6 diing ky
STT Ten thuoe Ham lugng che tho chuan  dong goi g ky
9 Caditon Mbi Iml chira: Dung dich 24 TCCS Ong 5ml, 10ml. VD-33990-20
Atenolol 5mg udng thang Hop 10 ("éng, 20
(}ng, 30 ong, 40
ong, 50

Trang 3
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ong. Lo 100ml,
150ml, 300ml.

Hop 11o
10 Detoxiron Mbi 1 ml chira: Dung dich 30 TCCS 5ml/6ng nhya, VD-33991-20
Deferipron 100mg  udng thang 5 dng nhua/vi.
Hop 2 vi, 4 vi,
6 vi, 8 vi.
10ml/6ng nhya,
5 6ng nhya/vi.
Hop 2 vi, 4 vi,
8 vi. Sml/goi.
Hop 5, 10120, =
30, 40, 50 goi. =
10ml/géi. Hop Z
5, 10, 20, 'E..
40, 50 goi. Hop =
1 1o 30ml. Hop r
11o 60ml. Hop =
1 1o 250ml E
=
11 Kalira Moi goi 5g chua: Bot phahdn 48 TCCS Hop 10, 20, 50 VD-33992—20:5=E
Calci polystyren dich thang g6i x 5g 2
sulfonat 5000mg -
3
9. Cong ty ding ky: Céong ty ¢6 phan dwge pham Ha Tay (B/c: 104 - Quang Trung - Ha Dong -
TP. Ha N§i-Viét Nam) 5
o
9.1 Nha sin xuét: Cong ty cb phan dwoc phim Ha Tay (B/c: T6 dinphé sé 4 - La Khé - Ho 7.
Dong - Tp. Ha Noi - Viét Nam) E
&
» 5
. X Hoat chit chinh - Dangbao Tudi Tiéu  Quy cach £ :
STT Ten thuoc Ham luong ché tho chuin  déng géi 50 dang ky =
12 Livemin-DH Mbi 5ml chira: Dung dich 24 TCCS Hop 20 bng x VD—33993-20cg
Arginin hydroclorid ubng thang Sml
500 mg

10. Cong ty ding ky: Cong ty ¢6 phan dwge pham Imexpharm (P/c: s6 04, dwong 30/4, Phuwong
1, Tp. Cao Lanh, Tinh Pong Thép - Viét Nam)

10.1 Nha san xuit: Chi nhanh cong ty ¢6 phin dwge phim Imexpharm Nha may khang sinh

cong nghé cao Vinh Loc (D/c: Lo B15/I-B16/I dwong 24, khu cong nghiép Vinh Loc, phwong Binh
hung Hoa B, qudan Binh Tdn, Tp. Ho Chi Minh - Viét Nam)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach S6 ding ky

STT Tén thuoc Ham luong ché tho chuin  déng goi

13 Pharmox IMP 500mg  Amoxicilin (dudi Vién nén 24 USP Hop2vix7 VD-33994-20

Trang 4



dang Amoxicilin phan tan thang 41 vién
trihydrat compacted)
500mg

11. Cong ty ding ky: Cong ty c6 phan dwgc phdm Khanh Hoa (P/c: 74 Puong Thong Nhat, p.
Van Thing, TP. Nha Trang, Tinh Khanh Hoa - Viét Nam)

11.1 Nha san xuét: Cong ty c6 phan dwge phim Khanh Hoa (P/c: Pwong 2 thang 4, Khom
Dong Bac, p. Vinh Hoa, TP. Nha Trang, Khanh Hoa - Viét Nam)

; Hoat chit chinh - Dang bao Tudi Tieu  Quy cich S6 di =
A A : s f i . 0 dang ky~.
STT Ten thuoe Ham luong che tho chuan  dong goi £
14 Dexclorpheniramin Blue Dexchlorpheniramin Vién nén 36 TCCS Hop2vi, 10vi VD-33995-2
e maleate 2mg thang x 15 vién; Chai

100 vién, 200
vién, 500 vién,
1.000 vién

12. Cong ty ding ky: Cong ty co phan Duge pham Phong Phii - Chi nhianh nha may
Usarichpharm (D/c: Lo so 12 Puong so 8, khu cong nghiép Tan Tao, phuong Tan Tao A, quan
Binh Tan, TP. Ho Chi Minh. - Viét Nam)

12.1 Nha sin xuét: Cong ty c6 phin Dwgce pham Phong Phii - Chi nhanh nha may
Usarichpharm (D/c: Lo so 12 Puong so 8, khu cong nghiép Tan Tao, phwong Tan Tao A, quan
Binh Tan, TP. Ho Chi Minh. - Viét Nam)

Tel: +84-8-3930 3279 * www.ThuVienPhap¥ nat

Hoat chét chinh - Dang bao Tudi Tiéu Quy cach S6 ding ky

STT Tén thuoe Ham luong ché tho chuin  déng géi -
15 Usarcobal Mecobalamin 500  Vién nang 36 TCCS Hop 3 vi, 5vi, VD—3399()-2=E:
mcg cing thang 10 vi X 10 vién =

=

13. Cong ty ding ky: Cong ty c6 phan Dwgc pham Phwong Pong (P/c: Lé 7, Puwong 2, KCN
Tan Tao, p. Tdan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

13.1 Nha san xuit: Cong ty c6 phan Dwoc pham Phwong Pong (B/c: Lé 7, dwongsé 2, KCN
Tan Tao, p. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

Hoat chit chinh - Dang bao Tuoi Tiéu  Quy cach

STT Tén thuoe Ham lugng ché tho chuin  dong géi 50 ding ky
16 Phudskin 10 mg Domperidon (du6¢i  Vién nén 36 DDVN Hop 3 vi, 6 vi, VD-33997-20
dang Domperidon thang IV 10 vi x 10 vién;
maleat) 10mg Chai 30 vién,
60 vién, 100
vién

Trang 5



14. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm PQA (P/c: Thita 99, Khu Pong Quan, Puong
10, Xa Tan Thanh, Huyén Vu Ban, Tinh Nam Dinh - Viét Nam)

14.1 Nha san xuét: Cong ty ¢6 phan dwoc phdm PQA (P/c: Thira 99, Khu Pong Quan, Puwong
10, Xa Tan Thanh, Huyén Vu Ban, Tinh Nam Dinh - Viét Nam)

STT Tén thube

17 PQA tr¢ sira

15. Céong ty ding ky: Céong ty ¢6 phin dwoc phidm SaVi (P/c: Lé Z.01-02-03a KCN trong KCX

Hoat chit chinh - Dang bao Tudi Titu  Quy cach

Ham luong ché tho chuin  déng goi
Mobi Sml siro chtta  Siro 36 TCCS Hop 1 chai 30
2,5g cao hon hop thang ml, 60 ml, 90
duoc li€u tuong ml, 125 ml;
duong: Dinh huong Hop 10 6ng, 15
1,0 g; Tai héng 3,0 ong, 20 ong, 25
g; Pang sdm 3,0 g; ong, 50 dng x
Gung cu tuoi 3,0 g Sml; Hop 10

6ng, 15 ong, 20
ong, 25 ong, 50
6ng x 10 ml

Tan Thugn, phwong Tan Thudn Pong, quan 7, Tp. HCM - Viét Nam)

15.1 Nha san xuét: Cong ty ¢d phian dwoc pham SaVi (B/c: Lé Z.01-02-03a KCN trong K CX Ta;z:
Thudgn, phuwong Tan Thudn Pong, quan 7, Tp. HCM- Viét Nam)

STT Tén thude

18 Imruvat 5

Hoat chit chinh - Dang bao Tudi Tiéu  Quy cach

Ham hrong ché thg chuin  dong géi
Imidapril Vién nén bao 36 JP Hop 3 vix 10
hydroclorid 5mg phim thang XVII vién

S6 ding ky

VD-33998-20
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16. Cong ty ding ky: Cong ty ¢6 phan dwge phdm Thanh Phat (P/c: L6 CN-1, Khu céng /fyghi_ézi
Phu Nghia, xa Phu Nghia, Huyén Chuwong My, Tp. Ha N¢gi - Viét Nam) 5
16.1 Nha san xuét: Cong ty ¢6 phian dwoe phim Thanh Phat (D/c: L6 CN-1, Khu céng nghiép
Phu Nghia, xa Phu Nghia, Huyén Chuwong My, Tp. Ha Noi - Viét Nam)

STT Tén thube

19 BO trung ich khi
Vinaplant

Hoat chét chinh - Dang bio Tudi Titu  Quy cich
Ham luong ché tho chuan  dong goi

MGdi vién hoan mém Hoan mém 24 DDVN Hop 10 hoan
8g chura: Hoang ky thang IV mem x 8g
1,21g; Dang sam

0,36g; Cam thao

0,36g; Bach truét

0,24g; Puong quy

0,24g;

Trang 6

S6 ding ky

VD-34000-20



20

21

STT

22

Hoan quy ty Vinaplant

Thap toan dai bd
Vinaplant

Thang ma 0,36g; Sai
hé 0,36g; Tran bi
0,3 6g; Gung tuoi
0,15g; Dai tao 1,24¢g

Mbi hoan mém 8g  Hoan mém
chtra: Bang sam
0,31g; 230 mg cao
dac tuong duong
véi: 432 mg Bach
linh va 432 mg Bach
truat 0,62g; Bot
duogc li¢u: Hoang ky
0,62g; Cam thao
0,16g; Bach linh
0,62g; Vién chi
0,06g; Toan tao
nhan 0,62g; Long
nhan 0,62g; Puong
quy 0,06g; Moc
huong 0,3 1g; Pai
tdo 0,16g

thang V 8g

Moi géi 3g hoan Vién hoan 36 DDBVN Hop 10 goi, 20
cung chtra: Pang cung thang V 261, 30 gobi x
sam 0,3 Ig; Bach 3g, 6g, 9¢g

truét 0,2 1g; Bach
phuc linh 0,17g;
Cam thao 0,17g;
Duong quy 0,21g;
Xuyén khung 0,17g;
Bach thugc 0,2 1g;
Thuc dia 0,31g;
Hoang ky 0,31g;
Qué nhuc 0,21g

24 DDVN H¢p 10 hoan x

VD-34001-20

VD-34002-2
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awSoft

17. Coéng ty ding ky: Cong ty ¢6 phin dwoc phim Trung wong 2 (B/c: s6 9 - Tran Thanh Tong
- Phuong Bach Dcfng - Qudn Hai Ba Trung - Ha Noi - Viét Nam)

17.1 Nha sin xuit: Cong ty ¢6 phian dwoc pham Trung wong 2 (D/c: Lé 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

Tén thude

Bromhexin 12 mg

Hoat chét chinh - Dangbao Tudi Tieu  Quy cich
Ham luong ché tho chuan  dong géi
Bromhexin Vién nén 36 TCCS Hop 2 vix 10

hydroclorid 12 mg thang vién

Trang 7

S6 ding ky

VD-34003-20
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23  Enhydra 10/12.5 Enalapril maleat Vién nén 36 USP Hop 10viX10 VD-34004-20
10mg; thang 40 vién
Hydroclorothiazid
12,5mg

18. Cong ty dang ky Cong ty cb6 phan dwge pham Trung wong 3 (P/c: s6 16 - Lé Pai Hanh -

P.MiInh Khai - Q.Hong Bang - Tp. Hai Phong - Viét Nam)

18.1 Nha san xuét: Cong ty c6 phan dwoc phdm Trung wong 3 (P/c: sé 28 - Puwong 351 - Xa
Nam Son - Huyén An Dwong - Tp. Hai Phong - Viét Nam)

STT Tén thube Hoz.lt‘chét chinh - Dang bao Tudi Tigu  Quy cich S6 diing ky 1;-;'
Ham lugng che tho chuan  déng goi =

24 Ngan kiéu giai doc TW3 Lién kiéu 280mg; Vién nang 24 TCCS Hop 02 vi x 10 VD—34()()5—2()E
Cao dac dugc liéu  cung thang vién; Hop 05 vi &

twong duong: Kim x 10 vién é

ngan 1,5g; B cépg =

anh 1,0g; Lién kiéu H

0,44¢) 400mg E

19. Coéng ty ding ky: Cong ty c6 phan dwge pham Trung wong I - Pharbaco (D/c: 160 Ton Bzfi“
Thing - Ha Ngi - Viét Nam)

19.1 Nha san xuét: Coéng ty ¢d phin dwoe phim Trung wong I - Pharbaco (P/c: Thanh Xudn, 0

Séc Son, TP. Ha Néi - Viét Nam) 4%

-r

0

_l_

i A S 3 Tubi & P . ) =

STT Tén thube Hoz.lt‘chat chinh Dang;bao Tle;l erly cac’l.l sé ding ky F
: Ham lugng ché tho chuan  déng goi 5
25 Pharbamin 1500 Mecobalamin Vién nén bao 36 TCCS Hop 3 vi, Svi, VD-34010-28=

1500mcg phim thang 10 vi x 10 vién <

20. Céng ty ding ky: Cong ty co6 phan dwoc pham Trung wong I - Pharbaco (B/c: 160 Ton Diff
Théng - Ha N§i - Viét Nam)

20.1 Nha sin xuit: Cong ty co6 phin dwoc pham Trung wong I - Pharbaco (B/c: Thanh Xudn,
Soc Son, TP. Ha N¢i - Viét Nam)

Hoat chéit chinh - Dang bao Tudi Tieu  Quy cach

A A , . S6 ding ky
STT Ten thuoc Ham lugng ché tho chuan  dong géi g ky
26 B0 trung ich khi Trung  MOdi goi 4g chira:  Thubc com 24 TCCS Hop 10 gbi x 4g  VD-34006-20
wong 1 (NSX cao khé  Cao kho hén hop thang

dugc ligu: Cong ty cd dugc liéu 559mg
phan BV Pharma; Pia  gém: Hoang ky
chi: Ap 2, x4 Tan Thanh 900mg; Pang sim
Tay, huyén Cu Chi, TP. 270mg; Cam thao
Ho6 Chi Minh)
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270mg; Bach truat
270mg; Buong quy
180mg; Thang ma
270mg; Tran bi
270mg; Gung tuoi
108mg; Dai tao

918mg
27 Dongdo Newgynan Neomycin sulfat Vién nén dit 36 TCCS Hop 1vix 5 VD-34007-20
65.000 IU; Nystatin  am dao thang vién; Hop 2 vi x
100.000 1U; 5 vién
Metronidazol o
500mg =
Sl
28 Fabafixim 100 Mobi géi 2g chira: Bot pha hdn 24 USP41 Hop 10 géi x 2g VD—S4008—2(§1
Ceiixim (du6i dang dich uéng  thang E.
Cefixim trihydrat) %
100mg z
29 Fabapoxim 100 Mbi gbi 3g chira: Thudc bot 24 TCCS Hop 10 goix 3g VD—340()9-2%
Cefpodoxim (dudi  pha hon dich thang ﬁ
dang Cefpodoxim  ubng :
proxetil) 100mg
L
21. Cong ty ding ky: Céng ty cb phin dwge pham VCP (B/c: xd Thanh Xudn- Séc Son- Ha NG5
~”
Viéet Nam) 2
~”
21.1 Nha sén xuéat: Cong ty c6 phan duwgc pham VCP (D/c: xa Thanh Xudn- Séc Son- Ha Noi -
Viét Nam) ®
-+
==}
+
; &
i A , _ N Tuéi oA r A 3
STT Tén thube Hoz.lt‘chat chinh Dang(bao T1e}1 erly cac’l.l S6 dangWi,
Ham luwong ché tho chuan  dong goi o
o
30 Cam xuyén huong VCP Bot duoc liéu Xuyén Vién nang 24 TCCS Hop 10vi X10 VD-340FU2¢E
khung 132mg; Bach cung thang vién
chi 165mg; Huong E
phu 132mg; Qué chi
6mg; Gung 15mg;
Cam thao 5mg
31 Silymarin 200mg Cao kho Carduus Vién nang 36 TCCS Hop 10vi, 6 vi VD-34012-20

marianus (tuong cung thang X 10 vién
duong silymarin
200mg) 400mg

22. Cong ty ding ky: Cong ty ¢b phan dwoe phim Vian (B/c: s6 4 B3, tdp thé Z179, xa Tir Hiép,
huyén Thanh Tri, Ha Noi - Viét Nam)

22.1 Nha sian xudt: Cong ty c6 phan dwoc vat tuy té Hai Dwong (P/c: s6 102 Chi Lang, phwong
Nguyén Trai, thanh pho Hai Duong, tinh Hai Dwong - Viét Nam)

Trans 9



Hoat chit chinh -  Dang bao liwll(% Tiéu Quy cach

STT Tén thude . % x T S6 ding ky
Ham lwgng ché tho chuan  dong goi g ky
32 Haspan Cao kho 14 Thuong Vién ngam 36 TCCS Hop3viX10 VD-34013-20
xuan 5:1 (twong thang vién, hop 5 vi X
duong voi 150mg la 10 vién, hop 10
Thuong xudn) 30mg vi X 10 vién

23. Cong ty ding ky: Cong ty ¢é phan dwoc Phic Vinh (B/c: L6 CN 4-6.2 Khu Céng nghiép
Thach That, Quéc Oai, xa Phung Xa, huyén Thach That, Ha Ngi - Viet Nam)

vl

23.1 Nha san xuét: Cong ty ¢6 phan dwge Phic Vinh (B/c: L6 CN 4-6.2 Khu Céng nghiép Thachs
That, Quoc Oai, xa Phung Xa, huyén Thach That, Ha Noi - Viét Nam) 3
5
Hoat chit chinh - Dangbao Tudl Tig ich %
STT Tén thube o3 oA SIS DN 530 teu  Quyeach  gf g0 1y =
Ham lugng che tho chuan  déng géi =
33 Diacerein 50 mg Diacerein 50 mg Vién nang 36 TCCS Hop 3 vi, 5 vi, VD-34014-20E
cung thang 10 vi X 10 vién
L
24. Cong ty ding ky: Cong ty c6 phan dwoc S.Pharm (P/c: Lé G, KCN An Nghiép, xd An Hiép, f:.
huyén Chdu Thanh, tinh Soc Trang - Viét Nam) 2
24.1 Nha san xuét: Cong ty ¢6 phan dwoc S.Pharm (P/c: L6 G, KCN An Nghiép, xa An Hiép, &
huyén Chdau Thanh, tinh Soc Trang - Viét Nam) %
3
+
Hoat chit chinh - Dang bao Pud Tieu  Quy cach ; =
STT Tén thube 2 BN e Yt Sbding ky
Ham lugng ché tho chuan  dong goi .
34 Vitamin B6 250 mg Pyridoxin Vién nén bao 36 TCCS Hop 10 vi, 50 VD—34()15—2='0E~,l
hydroclorid 250 mg phim thang vi X 10 vién;
Chai 100 vién, E
200 vién, 500 i
vién
25. Cong ty ding ky: Cong ty ¢6 phan dwge TW Mediplantex (P/c: 358 Gidaiphong, p. Phuwong
Liét, Thanh xuan, Ha Noi - Viét Nam)
25.1 Nha san xuét: Cong ty ¢6 phan dwoe TW Mediplantex (B/c: Thén Trung Hdu, xd Tién
Phong, huyén Mé Linh, Ha Noi - Viét nam)
A £ Hoat chit chinh - Dang bao Fudy Tiéu Quy cach A 3s ,
STT Ten thube Ham luong ché thg chuan  dong goi 50 ding ky
35 Paracetamol 650mg Paracetamol 650mg Vién nén bao 60 DDVN Hop 10vi X 10 VD-34016-20
phim thang IV vién; 1o 200
vién

Trang 10



26. Cong ty ding ky: Cong ty cb phan dwoc vt twy té Hai Dwong (P/c: s6 102 Chi Lang,
phwong Nguyén Trai, thanhpho Hai Dwong, tinh Hai Dwong - Viét Nam)

26.1 Nha sin xudt: Nha may HDPHARMA EU-Coéng ty co phin dwge VTYT Hai Duwong (P/c:
Thira ddt s6 307, cum Cong nghiép cam Thuwong, phwong cam Thwong, Tp. Hai Dwong, tinh Hai
Duwong - Viét Nam)

Hoat chét chinh - Dang bao Tudi Tieu  Quy cich S6 ding Ky

STT Tén thuoe Ham lugng ché  tho chuin  déng géi
36 Codeho Ong 10ml chua: Siro 36 TCCS Hop 10 6ng x VD-34017-26-
Dich chiét Bach bo thang 10ml, hop 15
I:1 (twong duong 5g ong x 10ml,
ré cii Bach bo) Sml hop 20 dng x
16ml

27. Cong ty ding ky: Cong ty c6 phan dwoc-vit twy té Thanh Hoa (P/c: 232 Tran Phu, T/mn/z
Hoa - Viet Nam)

27.1 Nha san xuit: Nha may san xuit thudc Pong dwoc Cong ty ¢é phan Dwgc - VIYT Tha
Héa (D/c: Lo 4-5-6, KCN Tay Bac Ga, phwong Pong Tho, Tp. Thanh Hoa - Viét Nam)

3930 3279 * guﬂv.l"huVienPhapLuat @II

n £ Hoat chét chinh - Dang bao Tudi Tiéu Quy cach ;'3'-"'

STT Ten thube Ham lugng ché tho chuin  déng géi 86 daing ky %
-+

37 Hoat huyét dudng ndio  Cao dic dinh ling  Vién nén bao 24 TCCS Hop 5 vi x 20 VD-34018-28
(twong duong duong thang vién, hop 2 vi x =

1.500mg ré dinh 20 vién =

lang) 150mg;Cao =

kho bach qua 10mg &=

o

28. Cong ty ding ky: Cong ty co6 phin Héa dwoe Viét Nam (D/c: 273 phé Tay Son, Qudin Pong
Da, Ha Noi - Viét Nam)

‘ch

28.1 Nha san xuit: Cong ty co6 phan Héa dwoe Viét Nam (D/c: 192 Phé Pire Giang, qudn Long
Bién, Ha Noi - Viét Nam)

, X ’ _ N Tuéi oA , ‘oo ]
STT Tén thube Hoat chat chinh Dang bao Tiéu Quy cach Sé diing ky

Ham luong ché tho chuin  déng géi
38 Bari sulfat pha hon dich Mot géi 110g chira: Thubc bot 36 DDVN Goi 110g; goi VD-34019-20
Bari sulfat 92,7mg thang 4 140g. Ti 8 goi,
thung 20 tai

29. Céng ty ding ky: Cong ty co phan hoi-dwge phim Mekophar (D/c: 297/5 Ly Thuong Kiét,
quan 11, Tp. Ho Chi Minh - Viét Nam)

Trang 11



29.1 Nha sin xuit: Cong ty ¢6 phan hoa-dwge phidm Mekophar (P/c: 297/5 Ly Thirong Kiét,
Phuwong 15, Quan 11, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - Dang bao Tudi Tiéu Quy cach £ 2 ,
STT Tén th ‘. ey P , . So dan
en thuoe Ham luong ché tho chuan  dong gbi g ky
39 Aspirin pHS8 Acid acetylsalicylic Vién nén bao 24 TCCS Hép 5 vi x 10 VD-34020-20
500mg phim tan thang vién; hop 20 vi
trong rudt x 10 vién
40 Mekoperin 4 Perindopril erbumin Vién nén 36 TCCS Hop 1vix 30 VD-3402]-2OE
4mg thang vién *5
41 Vitamin B6 250mg Pyridoxin Vién nén bao 36 TCCS Hop 10 vi X 10 VD—34022-20§!
hydrochlorid 250mg duong thang vién =
:
30. Cong ty ding ky: Cong ty ¢6 phan 02Pharm (D/c: 39/39 Nguyén Ciru Pam, phwong Tin Song
Nhi, qudn Tan Phi, TP. H6 Chi Minh - Viét Nam) =
30.1 Nha san xuét: Coéng ty cd phin Héa dwgc Viét Nam (P/c: 192 Phé Pirc Giang, quin Long E
Bién, Ha Noi - Viét Nam) =
—
~l
A £ Hoat chit chinh - Dang bao Tudi Tiéu Quy cach A 4o @
. 5 p So dang ky
STT Ten thube Ham lugng ché tho chuan  dong goi 5 %
-+
42 Ocehitin 10 Loratadin 10mg Vién nén 24 TCCS Hop 10vix 10 VD-34023-20%
phan tan thang vién, hop 5 vi x =
10 vién =
&

31. Cong ty ding ky: Cong ty ¢6 phin Pymepharco (P/c: 166 -170 Nguyén Hué, TuyHoad, Phid=
Yen - Viet Nam) <

31.1 Nha san xuét: Cong ty ¢6 phin Pymepharco (B/c: 166 -170 Nguyén Hué, TuyHod, Phil =
Yén - Viét Nam)

Hoat chit chinh - Dang bao Tudi Tieu  Quy cich

A £ ) b S6 ding ky
STT Ten thuoe Ham luong chée tho chuan  dong goi gky
43  Glipeform 500/5 Metformin Vién nén bao 36 TCCS Hop 3 vix 10 VD-34024-20
hydroclorid 500mg; phim thang vién, hop 2 vi x
Glibenclamid 5mg 15 vién

32. Cong ty ding ky: Cong ty ¢6 phin sin phidm thién nhién VINACOM (P/c: s6 20, 1/34/7
Phan Dinh Giat, Thanh Xudn, Ha N¢i - Viét Nam)

32.1 Nha san Xuit: Cong ty ¢6 phan dwoc vat twy té Hai Dwong (P/c: s6 102 Chi Ling, phuong
Nguyén Trai, thanhpho Hai Duwong, tinh Hai Dwong - Viét Nam)
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STT Tén thube Hoat chat chinh - Dang bao Tuoi Tiéu Quy cich S6 diing ky

Ham luwong ché tho chuin  déng géi
44 HPMAX Cao kho Che day Vién nang 36 TCCS Hop2vi,hop 5 VD-34025-20
280mg; Cao kho cing thang vi X 12 vién

hdn hop (twong
duong véi 2,8g duoc
liéu bao gém: Da
cdm 1,7g; La khoi

1,Ig) 238mg;
33. Cong ty ding ky: Cong ty ¢d phin Sanoii Viét Nam (D/c: L6 1-8-2, Puong D8, Khu cong %
nghé cao, p. Long Thanh My, Q.9, TPHCM- Viét Nam) E‘:
-
33.1 Nha san xuit: Cong ty c6 phan Sanoii Viét Nam (P/c: Lé 1-8-2, Pwong D8, Khu cong /70/_75'
cao, p. Long Thanh My, Q.9, TPHCM - Viét Nam) &
-5
=
» z
STT Tén thube Hoat‘chat chinh - Dang{bao Tudi T1e;1 erly cac,l.l S6 diing ky
Ham lwgng ché tho chuan  dong goi
45 No-spa Drotaverine Vién nén 24 TCCS Hop Svix 10 VD-34026- 2@
hydrochloride 40mg thang vién .

34. Cong ty ding ky: Cong ty cb phan sx - TM dwge pham Pong Nam (P/c: Lo 24, Duong 14 R

KCN Tén Tao, Quén Binh Tan, Tp. H6 Chi Minh - Viét Nam) ;;
34.1 Nha san xuit: Cong ty cb phan sx - TM dwoc phiam Pong Nam (P/c: L6 24, Puong IAE
KCN Tan Tao, Qudn Binh Tan, Tp. Hé Chi Minh - Viét Nam) =

&

s

. £ Hoat cht chinh - Dangbao Tudi Tieu  Quy cich S
2 s p 0 dang k¥
STT Ten thuoe Ham luong ché tho chuin  déng géi 5 y?
46 Batitop Clarithromycin Vién nén bao 36 USP Hop 1vi, 3 vi, VD-34027- 2()
500mg phim thang 37 6vi, 10 vix 10

vién; Chai 20
vién, 60 vién,
100 vién

35. Cong ty ding ky: Cong ty ¢6 phian Thwong mai Dwgc phdm Quang Minh (B/c: 56 44 - Lo
Lu - p. Truong Thanh - Qudn 9 - TP. Ho Chi Minh - Viét Nam)

35.1 Nha san xuit: Cong ty ¢6 phin Thwong mai Dwgc phim Quang Minh (D/c: 56 44 - Lo
Lu - p. Truong Thanh - Qudn 9 - TP. Ho Chi Minh - Viét Nam)

Hoat chét chinh - Dang bao Tudi Tiéu Quy cach

SA dv ,
Ham lugng ché tho chuén dong goi 0 dang ky

STT Tén thude
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47 Shimax-F Mdi 1 ml chua: Dung dich 36 TCCS Hop 01 lo 15ml  VD-34028-20

Naphazolin nho mit thang
hydroclorid

0,2675mg;

Pheniramin maleat

3,15Img

36. Cong ty ding ky: Cong ty c6 phan thwong mai dwoe VIYT Khai Ha (P/c: sé 24, phé Iy

bon, phwong Tién Phong, Tp. Thai Binh - Viét nam)

36.1 Nha san xuit: Cong ty ¢6 phan thwong mai dwoe VIYT Khai Ha (B/c: s§ 24, pho 1y bon,

phwong Tién Phong, Tp. Thai Binh - Viét Nam)

£ 4 inh - 5 Tudi Tia
STT Tén thube Hoat chat chinh Dang bao Tu0l Tiéu

48 Dudng cbt Khai Ha Mbi goi 5g vién Vién hoan 36 TCCS Hop 20 goi, 30

hoan cung chira cao clng thang
xuong hon hgp

(twong duong voi

xuong dong vat

7,5¢) 0,75g; Hoang

ba 2,4g; Tri mau

0,3g; Trén bi 0,6g;

Bach thuoc

0,6g; Can khuong

0,15g; Thuc dia 0,6g

37. Céong ty ding ky: Cong ty ¢6 phan US Pharma USA (D/c: Lé BI-10, Puong D2, KCN Tiy

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

37.1 Nha san xuét: Cong ty ¢6 phan US Pharma USA (P/c: Lé BI-10, Puong D2, KCN Tdiy Bd

Cii Chi, Tp.Hé Chi Minh - Viét Nam)

. At chinh - a0 Tudi Tie
STT Tén thube Hoat chat chinh Dang bao Tiéu

Ham hrong ché tho chuén
49 Topfixim 200 Cefixim (duéi dang Vién nang 36 TCCS Hop 02 vi, 03
celixim trihydrat) cing thang
200mg

Ham lwong ché tho chuin S0 ding ky

VD-34029-2(

vi X 10vién

-8-3930 3279 * www.ThuVienPhapLuat.vn

awSoft = Tel: +84

S6 ding ky

VD-34030-20

38. Cong ty ding ky: Cong ty c6 phin xuit nhip khiu y té Domesco (P/c: 66-Quoc 19 30-P. My

Phu-TP. Cao Lanh-Tinh Pong Thép - Viét Nam)

38.1 Nha san xuit: Cong ty co6 phan xuit nhap khiu y té Domesco (D/c: 66-Quoc I 30-P. My

Phu-TP. Cao Lanh-Tinh Pong Thap - Viét Nam)
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Hoat chit chinh - Dang bao Tudi Tiéu Quy cach S diing ky

STT Ten thuoe Ham lugng ché tho chuén dong goi
50 Amoxicillin 500mg Amoxicillin (duéi  Vién nang 36 TCCS Hop 10 vi, 20 VD-34031-20
dang Amoxcillin cung(nau - thang vi x 10 vién;
trihydrate) 500mg  hong) Chai 100

vién,300 vién,
500 vién; Hop 1
chai 200 vién

51 Cefadroxil 500mg Cefadroxil (dudi Vién nang 36 TCCS Hop 02 vi, 10 VD-34032-20
dang Cefadroxil cung thang vi, 20 vix 10 -
monohydrat (vang-nau) vién; Chai 100 =
compacted) 500mg vién 51

52 Cefalexin 250mg Cefalexin (dudi Vién nang 36 TCCS Hop 01 vi, 10 VD—34()33—2E"
dang Cefalexin cing (xanh  thang vi, 20 vix 10 g
monohydrat) 250mg dam-xanh vién; Chai 100 3

nhat) vién %

5

39. Cong ty ding ky: Cong ty dwge pham va thwong mai Phwong Pong - (TNHH) (B/c: TS E
509, to ban do sé 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bdac Ninh - Viét

Nam) -a;

39.1 Nha san xuit: Céng ty dwoc phim va thwong mai Phlr(rng Pong - (TNHH) (D/c: TS 5()&l

10 ban do so 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bdc Ninh - Viét Nam) :;:1

o

-

= =l

_l_

: 4t chinh - a0 Tudi Tie ; P

STT Ten thube Hoat‘chat chinh Dangl\bao Tle;l erly cac’l.l S6 diing kyE
Ham lugng ché tho chuan  dong goi .

53 Dofergan Paracetamol 500mg Vién nén bao 36 TCCS Hop 10vix 10 VD-34034-2€
phim thang vién; Lo 200 =

vién, 500 vién B:

=

40. Cong ty dang ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quéc 16 60, phwong Phii Tan,
thanhphé Ben Tre, tinh Ben tre - Viét Nam)

40.1 Nha san xuit: Cong ty lién doanh Meyer-BPC (P/c: 643, quéc 16 60, phwong Phii Tén,
thanhpho Ben Tre, tinh Ben tre - Viét Nam)

Hoat chét chinh - Dang bao Tudi Tiéu Quy cach Sé diing ky

STT Tén thuoe Ham lugng ché thg chuin dong goi
54 Am-broxol Ambroxol Vién nén 36 TCCS Hop 03 vi, 10 VD-34035-20
hydrochlorid 30mg phan tan thang vi X 10 vién
trong nudc
55 Meyerapagil Magnesi aspartat Vién nén bao 36 TCCS Hop 03 vi, 10 VD-34036-20
tetrahydrate (tucemg phim thang vi X 10 vién

duong Magnesi
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aspartat khan
140mg) 174,97mg;
Potassium aspartate
hemihydrate (twong
duong kali aspartat
khan 158mg)

166,3mg
56 Meyercetam Mbi Iml dung dich Dung dich 24 TCCS Hop 20 éng x VD-34037-20
chtra Piracetam ubng thang Sml; Hop 20
333,3mg 6ng x 10ml
57 Meyemife SR Mbi 60ml dung dich Dung dich 24 TCCS Hop 01 chai VD-34038-20_
chtra Piracetam ubng thang 60ml, 120ml =
6000mg E
58 Meyemota Mdi 5ml dung dich Dungdich 24 TCCS Hop 20 dngx  VD-34039-20%,
chira Piracetam ubng thang 5ml; 30 6ng x =
800mg 5ml; Hop 1 chai -
120ml ° =
59 Myfoscin Fosfomycin calci Vién nang 36 TCCS Hop 03 vi, 10 VD—34040-2(§=
(dudi dang cung thang vi x 10 vién :
fosfomycin calci E
monohydrat) 500mg =
A
41. Céng ty ding ky: Cong ty TNHH BRYV Healthcare (D/c: Khu A, 56 18, dwong s6 09, dp 24, =
Xa Tan Thanh Tdy, Huyén Cu Chi, Thanhpho Ho Chi Minh - Viét Nam) ;
41.1 Nha san xuit: Cong ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, dwong sé 09, ap 24, ,\'(75.!'
Tan Thanh Téy, huyén Cii Chi, Tp. H6 Chi Minh - Viét Nam) *
=
&
. £ Hoat chit chinh - Dangbao Tudi Tieu  Quy cich PRI —
‘ ey 2 S0 dang ky
STT Tén thuoc Ham luong che tho chuan  dong goi eamsy o
60 Bividiac Diacerein 50mg Vién nang 36 TCCS Hop 3 vi VD—34041-2(§
cing thang (nhém-nhoém) x =
10 vién, 3 vi
(nhé6m-PVC) x
10 vién
42. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (P/c: Khu A, 56 18, dwong s6 09, dp 24,
xd Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
42.1 Nha san xuét: Cong ty TNHH BRYV Healthcare (B/c: Khu A, s6 18, dwong sé 09, dp 24, xd
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
" £ Hoat chit chinh - Dang bao Tudi Tieu  Quy cch Sé diing kv
2 ang | ! d
STT Ten thube Ham lugng ché tho chuan  dong goi 0 dang ky
61 Bivige Gemfibrozil 600mg Vién nén 36 TCCS Hop 3 vi, 6 vi VD-34042-20

Trang 16



62 Levoleo 750

63 Livermarin 140

64 Milvit 5/50

43. Cong ty ding ky: Cong ty TNHH dwgc pham Anh Thy (P/c: D7 - t6 ddn phé Dinh Thon -

Levofloxacin (duoi
dang Levoiloxacin
hemihydrat 768,7
mg) 750mg

Silymarin (dudi
dang cao kho
Silybum marianum
311,Img) 140mg

Amilorid
hydroclorid 5,0mg;
Hydroclorothiazid
50mg

bao phim

thang

Vién nén bao 48 TCCS

phim

Vién nang
cung

Vién nén

thang

36 TCCS
thang

36 TCCS
thang

Phuong My Pinh 1 - Quan Nam Tw Liém - TP. Ha Noi - Viét Nam)

43.1 Nha san xuit: Cong ty dwge phim va thwong mai Phwong Pong - (TNHH) (P/c: 7S 50
to ban do so 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bac Ninh - Vi¢t Nam)

STT

65 Siro Pltkid

Tén thude

Hoat chit chinh -
Ham lugng

Mbéi 7,5ml chira
Calci (duéi dang
Calci lactat
pentahydrat
499,95mg) 65mg;
Thiamin hydroclorid
1,5mg; Riboflavin
natri phosphat
1,75ng; Nicotinamid
10mg; Pyridoxin
hydrochlorid 3mg;
Vitamin B5
(Dexpanthenol)
Smg;
Cholecalciferol
(Vitamin D3)
2001U; Alpha
tocopheryl acetat
7,5mg; Lysin

Dang bao Tudi Tiéu

che

Siro

Trang 17

tho chuin

(nhém-PVC
hodc
nhém-nhom) X
10 vién

Hop 01 vix 10
vién

Hop 03 vi 10
vién (vi
nhém-PVC
hodac vi
nhom-nhom)
Hop 3 vix 10
vién; Hop 1
chai x 30 vién

Quy cach
dong goi

36 TCCS Hop 20 ong x

thang

7,5ml

VD-34043-20

VD-34044-20

VD-34045-2

* www. ThuVienPhagl uat.vn
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-
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S6 diing ky !,

Te

VD-34046-20

awSoft



hydroclorid 150mg

44. Cong ty ding ky: Cong ty TNHH Dwoc pham Glomed (P/c: 56 35 Pai L TwDo, KCN Viét
Nam-Singapore, phwong An Phu, thixda Thudn An, tinh Binh Duwong - Viét Nam)

44.1 Nha san xuét: Cong ty TNHH Dwoc phim Glomed (P/c: s6 35 Pai L6 Tw Do, KCN Viét
Nam-Singapore, phwong An Phu, thi xa Thudn An, tinh Binh Dwong - Viét Nam)

Hoat chit chinh - Dangbao Tudi Tieu  Quy cich

A I . ) . ) - S6 diing ky

STT Ten thuoc Ham luwong ché tho chuin  dong goi gky
66 Glopotin 10 Vinpocetin 10mg  Viénnén bao 36 TCCS Hop 2 vi X 15 VD-34047-20=
phim thang vién; Hop 3 vi, 5

10 vi X 10 vién

45. Cong ty ding ky: Cong ty TNHH dwoc pham Ha Thanh (B/c: s6 158, dwong Twu Liét, Xi
Tam Hiép, Huyén Thanh tri, TP. Ha Ngi - Viét Nam)

45.1 Nha san xuéat: Cong ty TNHH dwoc phdm Ha Thanh (B/c: so 158, dwong Tuu Liét, Xi
Tam Hiép, Huyén Thanh tri, TP. Ha Ngi - Viét Nam)

Hoat chit chinh - Dang bao Tudi Tieu  Quy cich

0 3§ 79 * www. ThuVienPhapLuat.v

A £ ) h So dang k

STT Ten thuoc Ham lugng ché tho chuin  dong goi gxy
67 Heantos 4 0,5g 500mg cao kho hon Vién nang 48 TCCS Hop 7vix 10 VD-34048-208%
hop duoc liéu twong clng thang vién :

ung voi cac dugc
li€u: Phong dang
sam 1,0 g; A giao
0,133 g; Mach mon
0,333 g; Hoang ky
0,333 g; Cam thao
0,333 g; buong quy
0,250 g; Sinh dia
0,250 g; Binh vobi
0,250 g; Gung 0,250
g Qué chi 0,250 g;
Pai tao 0,250 g; Tao
nhan 0,166 g; Vién
chi 0,166 g

46. Cong ty ding ky: Cong ty TNHH dwoc phidm Nhat Nhit (B/c: Cum céng nghiép Lién Himg,
dp Binh Tién 2, xd Pirc Hoa Ha, huyén Pirc Hoa, tinh Long An - Viét Nam)

46.1 Nha san xuét: Cong ty TNHH Dwoc pham Nhét Nhat (B/c: Cum cong nghiép Lién Hung,
ap Binh Tién 2, xa Puc Hoa Ha, huyén Dirc Hoa, tinh Long An - Viét Nam)

Trang 18
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: Hoat chit chinh - Dangbao Tudi Tiew  Quycich g gxio 1o
A s 4 s ] b 0 dan
STT Ten thuoc Ham lugng ché  tho chuin  déng gi g ky
68 Nhat nhat xoang Mbi 600ng cao hén Vién nén bao 36 TCCS Hop 02 vi, 03 VD-34049-20

vi x 10 vién;
Hop 01 Io x 30,
60, 100 vién

hop dugc liéu tuemg phim thang
duong v6i Huyén

sam 450ng; Thuong

nhi tr 450mg; Sinh

dia 450mg; Moc tac

450mg; < s nho ndi

420mg; Cam thao

420mg

Mbi 500mg cao khé Vién nén bao 36 TCCS Hop 02 vi, 03 VD-34050-

\®]

69 Tri Nhit Nhat

hon hop duge lieu  phim thang vi x 10 vién;
tuong duong Pang Hop 1lox 30
Sam 700mg; Hoang vién, 60 vién,
ky 700mg; Duong 100 vién

quy 400mg; Bach
truat 400mg; Thang
ma 400mg; Sai ho
400mg; Tran bi
400mg; Cam thao
200mg; Lién nhuc
400mg; Y di 400mg

47. Cong ty ding ky: Cong ty TNHH dwoc phim USA - NIC (USA - NIC Pharma) (D/c: Lo
11D duwong C - KCN Tan Tgo - Phuong Tan Tao A - Qudn Binh Tan - TP. Hoé Chi Minh - Viét Nan

47.1 Nha san xuit: Céng ty TNHH dwogc pham USA - NIC (USA - NIC Pharma) (B/c: Lo |
duong C - KCN Tan Tao - Phuwong Tan Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

STT Tén thude

70 Vitamin C 500mg

Hoat chit chinh -
Ham lugng

Acid ascobic

(Vitamin C) 500mg phim

Dang bao

thang

T101 Tiéu
ché tho chuan

Vién nén bao 36 TCCS Hop 10vix 10

# Tel: +84-8-3930 3279 * www.ThuVienPhapLuat.vn

awSoft

Quy cach S da ,
0 dan

dong goi g ky

VD-34051-20

vién; Chai 100

vién; Chai 500

vién

48. Cong ty dang ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: L6 B -
Duong so 2 - Khu Cong nghiép Pong An - Thixa Thudn An - Tinh Binh Dwong - Viét Nam)

Trang 19
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48.1 Nha san xuét: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: L6 B -
Puong sé 2 - Khu Céng nghiép Dong An - Thixd Thudn An - Tinh Binh Dwong - Viét Nam)

Hoat chét chinh -  Dang bao "Tudi Tiéu Quy cach

STT Tén thuoe Ham luwgng ché tho chuén dong goi S0 ding ky
71 Fixnat 100 Cefpodoxim (duéi  Vién nén bao 36 TCCS Hop 01 vix 10 VD-34052-20
dang Cefpodoxim  phim thang vién; Hop 03 vi
proxetil) 100mg x 10 vién; Hop
10 vi x 10 vién
72 Fixnat 200 Cefpodoxim (du6éi  Vién nén bao 36 TCCS Hop 01 vix 10  VD-34053-20=
dang Cefpodoxim  phim thang vién; Hop 03 vi
proxetil) 200mg x 10 vién; Hop
10 vi x 10 vién
73  Mathomax gel plus Mobi Sml hén dich ~ Hdn dich 36 TCCS Hop 10 goi VD-34054-2
ubng chira: Nhom  udng thang Sml; Hop 20
hydroxyd gel kho g6i Sml; Hop
230mg; Magnesi 30 gobi Sml;
hydroxyd 200mg; Hop 10 goi
Simethicon (dudi 10ml; Hop 20
dang Simethicon goi 10ml; Hop
nhil twong 30%) 30 goi 10ml
25mg

49. Cong ty dang ky: Cong ty TNHH Shine Pharma (D/c: 3/38/40 Thanh Thdi, p. 14, Quan 10,
TP. H6 Chi Minh - viét nam)

49.1 Nha san xuét: Céng ty cd phan dwoc phim Me Di Sun (D/c: 521 khuphé An Loi, phirong
Hoa Loi, thi xa Ben Cat, tinh Binh Dwong - Viét Nam)

oft = Tel: +84-8-3930 3279 = W.Thu‘.fienﬁlapLuat.\

, A z _ Y Tuél‘ % 4 X . i
STT Tén thube Hoat chat chinh Dang bao Tieu Quy cach Sé ding ky

Ham lwong ché tho chuin  déng géi E
74 Invinorax 300 Tenofovir disoproxil Vién nén bao 36 TCCS Hop 3 vix 10 VD—34055-20'
fumarat 300mg phim thang vién

50. Cong ty ding ky: Cong ty TNHH sinh dwoc pham Hera (P/c: Lé A17 KCN Tir Ha, p. Tir
Ha, TX. Hwong Tra, Thua Thién Hué - Viét Nam)

50.1 Nha san xuéat: Cong ty TNHH sinh dwoc pham Hera (D/c: L6 A17 KCN Tir Ha, p. Tir Ha,
IX. Huong Tra, Thuira Thién Hué - Viét Nam)

Hoat chit chinh - Dang bao Tudi Tiéu Quy cach S diing ky

STT Ten thube Ham lwong ché thg chuin  déng géi
75 Platetica ODT Ticagrelor 90 mg Vién nén 36 TCCS Hop 3vix 10 VD-34056-20
phan tan thang vién

Trang 20



trongm ié¢n g

51. Cong ty diang ky: Cong ty TNHH Sun Garden Viét Nam (D/c: Lo A-1H-CN, KCNM7p Phuoc
3, Phwong Chdanh Phii Hoa, thi xd Bén Cdt, Binh Dwrong - Viét Nam)

51.1 Nha san xuit: Cong ty TNHH Sun Garden Viét Nam (D/c: L6 A-1H-CN, KCN My Phuéc
3, Phuwong Chanh Phu Hoa, thi xd Ben Cat, Binh Dwong - Viét Nam)

B X ’ _ < Tu 6i oA P . )
STT Tén thube Hoat chat chinh Dang bao Tiéu Quy cach S ding ky

Ham luong ché tho chuin  dong géi
76 Metronidazole Metronidazole Dung dich 36 TCCS Hop 1tai VD-3405 7—25_
0,5g/100ml 500mg/100ml tiém truyén thang iooml; Hop 1
tinh mach chai 100 ml

52. Cong ty ding ky: Cong ty TNHH SX-TM dwoc phim N.I.C (N.I.C Pharma) (P/c:
P8-Trung tam thuwong mai dwoc pham va trang thiét biy te - so 134/1 dwong Té Hien Thanh -
Phuwong 15 - Qudn 10 - Tp. Ho Chi Minh - Viét Nam)

52.1 Nha san xuit: Céng ty TNHH dwoc phdm USA - NIC (USA - NIC Pharma) (P/c: Lo |
dwong C - KCN Tan Tao - Phwong Tan Tao A - Quédn Binh Tan - TP. Ho Chi Minh - Viét Nam)

)30 3279 * wwl. ThuVienPhapLuat

(

Hoat chit chinh - Dang bao Tudi Tieu  Quy cich

én thub X ) S6 ding ky»

STT Tén thuoe Ham lugng che tho chuan  dong goi 5 "%
e

77 Coldnic Guaifenesin 100mg; Vién nang 36 TCCS Hop 03 vix 10 VD-34058-28
Cetirizin mém thang vién; Hop 05 vi =

dihydrochlorid Smg; x 10 vién; Hop L

Dextromethorphan 10 vi x 10 vién; ®

hydrobromid 15mg Chai 100 vién =

=

=
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Bo YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péoc lap - Ty do - Hanh phic

PHU LUC ILDANH MUC 02 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY DPANG KY
LUU HANH TAI VIET NAM HIEU LU'c 03 NAM - BGT 166 BO SUNG 2

Ban hanh kém theo quyét dinh s67A./QD-QLD, ngayx & [.6..1.M2020

1. Cong ty ding ky: Cong ty ¢b phan dwoc - Vat twy té Thanh Héa (P/c: 232 Tran Phii, Thanh
Hoa - Viet Nam)

1.1 Nha san xuit: Cong ty c6 phan dwoc - Vat twy té Thanh Héa (P/c: s6 04 Quang Trung, 7]
Thanh Hoa, tinh Thanh Hoa - Viét Nam)

VI

Hoat chit chinh -  Dang bao Tudi Tiéu Quy cach sé ding ky

STT Tén thude Ham lwong ché  tho chudn  dong g6i
1 PRO-ARV Tenofovir disoprosil Vién nén bao 24 TCCS Hop lchaix 30  VD3-34-20 -
fumarat 300mg; phim thang vién

Lamivudin 300mg;
Efavirenz 600mg

2. Cong ty ding ky: Céng ty cb phan dwge phadm VCP (B/c: xd Thanh Xudn- Séc Son- Ha Noi -

# Tel: +84-8-3930 3279 * www.ThuVienPhapLii

Viet Nam)
2.1 Nha san xuét: Céng ty c¢6 phan dwgc pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Noi -
Viét Nam)
=
e i Re
n £ Hoat chat chinh - Dang bao Tudi Tiéu Quy cach Sé ds J
. 5, h 0 dang k
STT Tén thuoe Ham hrong ché tho chuan  dong goi . yg
2 Fluracil 5% Mobi Iml dung dich Dung dich 36 TCCS Hop 01 lo 10ml  VD3-35-20
chta Fluorouracil ~ dung ngoai  thang
50mg

CUC TRUONG

Trang 1



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Ty do - Hanh phiic

PHU LUC III.DANH MUC 02 THUOC PONG GOI THU CAP TRONG NUOC Pugc CAP GIAY
DANG KY LUU HANH TAI VIET NAM HIEU Luc 03 NAM - DPOT 166 BO SUNG 2

Ban hanh kém theo Quyét dinh sé:0if3./QD-QLD, ngay/}£.!,b...L. & 0dD

1. Cong ty ding ky: Coéng ty co phan dwge pham Am Vi (P/c: L6 BI4-3,4, duong NI3, KCN
Péng Nam, Ci Chi, TP. H6 Chi Minh - Viét Nam)

1.1 Co s& san xuit va déng géi so cAp: CCL Pharmaceuticals (Pvt) Ltd.; (P/c: 62 Industrial
Estate, Kot Lakhpat, Lohore, Pakistan)

1.2 Co sé dong gbi cip 2: Cong ty ¢b phan dwoc phdm Am Vi; (B/c: Lé B14-3,4, dwong N3,
KCN Déng Nam, Cii Chi, TP. H6 Chi Minh - Viét Nam)

i A ’ _ 3 Tll(/ii oA e o ]
STT Tén thube Hoat chat chinh Dang bao Tiéu Quy cach Sé ding ky

Ham lwong ché tho chuin  dong goi
1 Pit-Stat Tablet 1 mg Pitavastatin (dudi Vién nén bao 24 TCCS Hop 1vi X 10 DG3-1-20
dang Pitavastatin phim thang vién
calcium 1,04 mg)
Img
2 Pit-Stat Tablet 2 mg Pitavastatin (dudi Vién nén bao 24 TCCS Hop 1vi X 10 DG3-2-20
Pakistan) dang Pitavastatin phim thang vién

calcium) 2mg

awSoft = Tel: +84

Trang 1
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Bo YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic

PHU LUC IV.DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUGC DUO’C CAP GIAY
DANG KY LUU HANH TAI VIET NAM HIEU LIIC 05 NAM -DQT 166 BO SUNG 2

Ban hanh kém theo Quyét dinh s6:02A3./QD-QLD, n g 4 y &..OLO&O

1. Cong ty ding ky: Cong ty TNHH Reliv Pharma (D/c: 56 22HI, Puong s6 40, Khu din cu Tin
Quy Péng, phweong Tan Phong, Qudn 7, Tp. Ho chi Minh - Viét Nam)

1.1 Co sir dit gia cong: Cong ty TNHH Reliv Pharma (P/c: s6 22HI, Puong so 40, Khu din ¢ z}é
Tan Quy Péng, phwong Tan Phong, Qudn 7, Tp. Ho chi Minh - Viét Nam) =
[
) , , =
1.2 Co SOnhén gia cong: Cong ty TNHH BRV Healthcare (P/c: Khu A, s6 18, dwong 56 9, ap =
24, xa Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam) %
, 2
R A Hoat chit chinh - Dang bao Tudi Tiéu Quy cach S di =
. <5 h 0 dang ka
STT Ten thube Ham lugng ché tho chuan  déng goi g ko
1 Natumed Mbi géi S5g chira: Thudc bot 36 TCCS Hop 20 goi, 50 GC-333- 2(E
Ispaghula Husk (vo thang g0i x 5¢g f_;
hat kho cia ciy ~
Plantago ovata, g
plantaginaceae) 54,
3,25¢ o
-
= =l
-

2. Cong ty dang ky: Cong ty ¢6 phan dwoc pham Imexpharm (P/c: sé 04 dwong 30/4, phuwong™

1, TP. Cao Lanh, Tinh Pong Thdp - VzetNam) E
2.1 Co sé dit gia cong: Cong ty ¢6 phan dwoc pham Imexpharm (P/c: So 04 dwong 30/4, 5
phuong I, TP. Cao Lanh, Tinh Pong Thdp - Viét Nam) =
2.2 Co sé nhan gia cong: Cong ty cb phan dwoc phim Agimexpharm (B/c: Pwong Vi Trong 3
Phung, khom Thanh An, phwong My Thoi, TP. Long Xuyén, tinh An Giang - Viét Nam) =
=
n £ Hoat chit chinh -  Dang bao Tudi Tiéu Quy cach Sé di ,
STT Tén thube Ham lugng ché tho chuén dong goi 0 dang ky
2 Imetamin Betamethason 0,25 Vién nang 24 TCCS Chai 200 vién; GC-334-20

mg; cung thang Chai 500 vién

Dexclorpheniramin

maleat 2 mg

CUC TRUONG

Tuin Cudng

Trang 1



