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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Ty do - Hanh phic
S6: 275 /QP-QLD Ha Néi, ngay 4 cthdng ¢ ndm 2020
QUYET })INH

Ve v1ec ban hanh danh muc thudc san xuat trong nu'0’c
dwoge cAp gidy ding ky luu hanh tai Viét Nam - Dot 166 b6 sung 2

CUC TRUONG CUC QUAN LY DUQC

Cén cir Lugt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cwr Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cau té chirc ciia B Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cua B¢ truong Bo Y té
quy dinh viéc dang ky luu hanh thuée, nguyén liéu lam thubc;

Can cit Quyét dinh sé 7868/QD-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chic nang, nhiém vu, quyén han va co cdu t6 chitc ctia Cuc Quan lyy Duoc
thuéc B Y té;

Céin cir két ludn cia Héi déng tw van cdp gidy ding ky luu hanh thudc, nguyén
liéu lam thuéc - B6 Y té;

Xét dé nghi cuia Trudng phong Pdng ky thuée, Cuc Qudn Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 83 thudc san xuat trong
nudc duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 166 bd sung 2, cu thé:

1. Danh muc 77 thubc san xuat trong nudc duge cap gidy ding ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Céc thuéc tai Danh muc nay c6 sb
dang ky véi ky hiéu VD-...-20 va hiéu luc 05 nim ké tir ngdy ky ban hanh Quyét
dinh nay.

2. Danh muc 02 thubc san xuét trong nudc duogc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Céc thubc tai Danh muc ndy c6 sb
dang ky v6i ky hiéu VD3-...-20 va hiéu luc 03 nim ké tir ngay ky ban hanh Quyét
dinh nay.

3. Danh muc 02 thubc déng goi thir cap trong nuée duoc cip glay dang ky luu
hanh tai Viét Nam hiéu luc 03 nam (Phu luc Il kem theo). Cac thubc tai Danh muc
nay c6 s6 dang ky véi ky hiéu DG3-...-20 va hiéu luc 03 nam ké tir ngay ky ban hanh
Quyét dinh nay.

4. Danh muc 02 thudc san xuét gia cong trong nudc dugc cip gidy ding ky luu
hanh tai Viét Nam hiéu lyc 05 nam (Phu luc 1V kem theo). Cac thuéc tai Danh muc
nay c6 s ding ky véi ky hiéu GC-...-20 va hiéu luc 05 nim ké tir ngay ky ban hanh
Quyét dinh nay.

Pidu 2. Co s& san xuit va co s& ding ky thube c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai lidu da ding ky véi Bo Y té va phai
in s6 dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi c6 Gidy
ching nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hgp véi pham vi hoat dong cia co s dap ing quy dinh tai khoan 5 Piéu




143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét
mdt s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cap nhat tiéu chudn chat lugng cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong B Y té quy dinh vé
chét lugng thubc, nguyén liéu lam thude.

4. Cap nhat nhan thuc, t& huéng dan sir dung thudc theo ‘quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong Bo ¥ té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va to huéng dan sir dung thudc trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay dbi, bd sung gidy ding
ky luu hanh thuoc quy dinh tai Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cua
B truong Bo Y té quy dinh viéc dang ky luu hanh thubc, nguyén liéu 1am thuée.

5. Ph01 hop vdi cac co s didu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mudn cua
thubc trén ngudi Viét Nam va tdng hop, bao céo theo quy dinh tai Piéu 5 Thong tu sb
32/2018/TT-BYT ngay 12/11/2018 ciia B trudng Bo Y té quy dinh viéc dang ky luu
hanh thudc, nguyén liéu lam thubc dbi véi cac thube thude Phu luc II ban hanh kém
theo Quyét dinh nay (sb gidy ding ky luu hanh c6 ky hiéu VD3-.....-20).

6. Co s& diang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cia gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong truong
hop khong con dap tmg du diéu kién hoat dong, co s& ding ky phai c6 trach-nhiém
thuc hién thay ddi co s& ding ky theo quy dinh tai Thong tu s& 32/2018/TT- BYT\
ngay 12/11/2018 cua Bo truong B Y té quy dinh viéc dang ky luu han}Cthnoc"‘-‘-\
nguyén liéu 1am thudc trong thoi han 30 ngay ké tir ngdy co sé ding ky khongkﬂru‘il
diéu kién hoat dong. buoc

7. Co sé san xuit phai bao dam céc didu kién hoat dong cua co s
trong thUl han hiéu luc ctia gidy dang ky luu hanh thudc, nguyén lidu lam thu

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

Diéu 4. Giam doc S& Y té cac tinh, thanh phd trye thuge Trung wong va gidm
doc co s& san xuét va co s& ding ky c6 thudc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Diéu 4;

- PTTg. Vii Ditrc Dam — Bi thu BCSP (dé ble);
- TT. Truong Qubc Cucmg (dé blc);

- Cuc Quan y-Bo§ Quoc phong, Cuc Y té - Bo Cong an;
-CucY té GTVT - Bb Giao thong van tai; Q
- Téng Cuc Hai quan - B Tai chinh;

- Béo hiém xa hoi Viét Nam;

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

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 giwdng bénh truc thuje Bo Y té;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;

- Luu: VT, PKT(15b).

Tuin Cudng




BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lap - Tw do - Hanh phic

PHU LUC LDANH MUC 77 THUOC SAN XUAT TRONG NUGC PUQGC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - BQT 166 BO SUNG 2

Ban hanh kém theo Quyét dinh s6:273./QD-QLD, ngay 48./.6./..2R0

1. Cong ty ding ky: Chi nhanh cong ty TNHH sidn xuét - kinh doanh dwgc phim Pam San
(D/c: Gian E22-E23 - Trung tam thwong mai dugc phdm va trang thiét bi y té - 134/1 Té Hién
Thanh - Phuong 15 - Qudn 10 - TP. H6 Chi Minh - Viét Nam)

1.1 Nha san xuéit: Céng ty TNHH dwgc phdm USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C - KCN Téan Tgo - Phuong Tan Tao A - Qudn Binh Tdn - TP. H6 Chi Minh - Viét Nam)

A £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cich Sé ax
L Teutemos Ham luwgng ché tho |chuén| déng goi ddlag
1 [Simguline 10 caps Montelukast (duéi | Vién nang 36 [TCCS |Hop 02 vix 10 | VD-33982-20 14
dang montelukast |cimg thang vién; Hop 03 vi [
natri) 10mg (D6-Trang) x 10 vién; Hop \
10 vi x 10 vién ‘

2. Cong ty diing ky: Cong ty c6 phan dwgc Apimed. (D/c: 263/9 Ly Thuong Kiét, phuong 15,
qudn 11, thanh pho Hé6 Chi Minh - Viét Nam)

2.1 Nha séin xuét: Céng ty cd phan dwgc Apimed (D/c: Puong N1, cum cong nghiép Phi Thanh -
Vinh Thanh, xd Vinh Thanh, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

L S Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ :
LT Tem/hvoc Ham lugng ché tho |chuén| déng goi Sodang ky
2 |Apigel-Plus M&ai ml chira: Nhém |Hdn dich 36 [TCCS |Hop 20 goi, 30 | VD-33983-20
hydroxyd 80mg;  |ubng théng g6i, 50 goi x
Magnesi hydroxyd 10ml
80mg ; Simethicon
8mg
3 |Ursopa M&di ml chira: Hon dich 36 |USP |Hop 10 goéi, 20 | VD-33984-20
Ursodeoxycholic  |udng thang|41 + |goi x Sml; Hop
acid 50mg/ml TCCS |10 géi, 20 gbi x
10ml; Hop 1
chai 60ml,
100ml

Trang 1



3. Cong ty ding ky: Cong ty ¢b phén dwgc Danapha (D/c: 253 - Diing Si Thanh Khé - Qudn
Thanh Khé - Tp. Da Nang - Viét Nam)

3.1 Nha sin xuit: Céng ty c6 phin dwgc Danapha (D/c: 253 - Diing St Thanh Khé - Qudn Thanh
Khé - Tp. Da Nang - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £l ;
BT Tonithate Ham lugng ché tho |chuén dong goi Shdsng ey
4 |Danavin M3di 2ml chira: Dung dich 36 |TCCS |Hop 10 éng x VD-33985-20
Vinpocetin 10mg  |tiém thang 2ml

4. Cong ty ding ky: Cong ty c6 phan Dugc Khoa (P/c: S6 9 Nguyén Céng Trir, Pham Pinh Hé,
Hai Ba Trung, Ha N¢i - Viét Nam)

4.1 Nha sin xuét: Céng ty c6 phin Dwgc Khoa (B/c: L6 dat III-1.3, duong D3, KCN Qué V5 2,
xd Ngoc Xa, huyén Qué Vo, tinh Bac Ninh - Viét Nam)

phosphat 15 mg;
Neomycin (dudi
dang Neomycin

sulfat) 52.500 TU

thude xit miii[thédng

ml

o P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ;
. 0 5
BEE Cn thpte Ham lwgng ché tho [chuén| déng géi Oding by
5 |Aladka-beta Betamethason natri |Dung dich 24 |TCCS |Hop 1 lo xit 15 | VD-33986-20

5. Céng ty ding ky: Cong ty c6 phan duwgc m§y phadm Bao An (P/c: S6 2/115, ngé 2, duong Dinh
Cong Thuong, P. Dinh Céng, Q. Hoang Mai, Ha Néi —Viét Nam)

5.1 Nha san xuét: Cong ty dwgc phidm va thwong mai Phwong Dong - (TNHH) (D/c: TS 509, to
ban dé sé6 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bdc Ninh - Viét Nam)

A
A p Hoat chit chinh - | Dang bao |Tu0i| Tiéu | Quy cach S ding kv
B Ll Ham lwgng ché | tho |chudn| déng goi S anagle
6 |Abamotic Mai g6i 0,5g chira [Bot pha hdn | 36 |JP 17 |Hop 30 géi x VD-33987-20
Mosaprid citrat dich uéng [théng 0,5g

citrat hydrat) Smg

(duéi dang mosaprid

6. Cong ty diing ky: Cong ty ¢ phan dwgc my phidm Béo An (P/c: S6 2/115, ngd 2, dwong Pinh
Céng Thuong, P. Dinh Cong, Q. Hoang Mai, Ha N¢i - Viét Nam)

Trang 2




6.1 Nha sin xudt: Céng ty dwgc phim va thwong mai Phwong Pong - (TNHH) (P/c: TS 509, to

ban dé s6 01, cum CN Hap Linh, phwong Hap Linh, Tp. Béc Ninh, tinh Bdc Ninh - Viét Nam)

o Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quycdch | ggqu0) o
ek Temthuoe Ham lwgng ché tho [chuén| déng géi O dhpgky
7 |Anbaliv Silymarin 400mg | Vién nén bao| 36 [TCCS [Hop 03 vi, 06 VD-33988-20
phim thang vi, 09 vix 10
vién

7. Cong ty diing ky: Céng ty cb phin dugc Nature Vigt Nam (D/c: S6 19, duwong 18, Khu phd 3,
P. Linh Chiéu, Q. Thii Pirc, TP. H6 Chi Minh - Viét Nam)

7.1 Nha san xuét: Cong ty cb Rhﬁn dwgc Nature Viét Nam (B/c: S6 19, duong 18, Khu phé 3, P.
Linh Chiéu, Q. Thu Dirc, TP. Ho Chi Minh - Vié¢t Nam)

Tubi

tuong véi cac duge
liéu: Thuc dia 1,778
g; Puong quy 1,333
g; Xuyén khung
0,889 g; Bach thugc
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

" £ Hoat chét chinh - | Dang bao Tiéu | Quy cich sé d ;
s Ten thuoe Ham lugng ché tho [chuén| déng géi JARERY
8 |NP Meninlove Cao kho hénhgp | Vién nang 36 |TCCS |Hop 3 vi, 6 vi, | VD-33989-20
duogc liéu 630 mg  |mém thang 10 vi x 10 vién

8. Cong ty diing ky: Cong ty cé phin dwgc phdm CPC1 Ha Nji (P/c: Cum cong nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha N¢i - Viét Nam)

8.1 Nha san xuit: Cong ty ¢ phian Dwgc phim CPC1 Ha Ngi (D/c: Cum cong nghiép Ha Binh
Phuwong, xa Van Binh, huyén Thuong Tin, Tp. Ha N¢i - Viét Nam)

" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch p
ST ek Ham lugng ché tho |chuén dong goi So:dhng ks
9 |Caditon Mbdi Iml chira: Dung dich 24 |TCCS |Ong Sml, 10ml.| VD-33990-20
Atenolol 5mg uc‘mg thang Hop 10 6ng, 20

dng, 30 6ng, 40
dng, 50

Trang 3

Ve va



10

Detoxiron

M3i 1 ml chira:
Deferipron 100mg

A
uong

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

TCCS

5ml/6ng nhuya,
5 ng nhua/vi.
Hop 2 vi, 4 vi,
6 vi, 8 vi.
10ml/éng nhya,
5 6ng nhuya/vi.
Hop 2 vi, 4 vi,
8 vi. Sml/géi.
Hop 5, 10. 20,
30, 40, 50 goi.
10ml/g6i. Hop
5, 10, 20, 30,
40, 50 géi. Hop
1 lo 30ml. Hop
1 lo 60ml. Hop
1 lo 250ml

VD-33991-20

11

Kalira

M3ai gbi 5g chira:
Calci polystyren

sulfonat 5000mg

Bot pha hdn
dich

48
thang

Hop 10, 20, 50
goi x 5g

VD-33992-20

9. Cong ty ding ky: Cong ty c6 phan dwgc phim Ha Tay (P/c: 104 - Quang Trung - Ha Dong -

TP. Ha Ngi - Viét Nam)

9.1 Nha sin xuit: Cong ty c6 phan dwgc phdm Ha Tay (P/c: T6 déan phé s6 4 - La Khé - Ha
Dong - Tp. Ha Ngi - Viét Nam)

5 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich S aa =
L Epathnoe Ham lugng ché tho |chudn| déng goi b
12 |Livernin-DH M3di 5ml chira: Dung dich 24 [TCCS |Hop 20 éng x VD-33993-20
Arginin hydroclorid |uéng thang 5ml
500 mg

10. Céng ty diing ky: Cong ty c6 phin dwgc pham Imexpharm (D/c: S6 04, duong 30/4, Phucng
1, Tp. Cao Lanh, Tinh Dong Thap - Viét Nam)
10.1 Nha san xuét: Chi nhanh cong ty cb phin dwgc phim Imexpharm Nha may khang sinh

cdng nghé cao Vinh Ljc (D/c: Lo B15/1-B16/I duong 24, khu cong nghiép Vinh Loc, phuong Binh
hung Hoa B, qudn Binh Tan, Tp. Ho Chi Minh - Viét Nam)

L £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach Sé da ;
Bk Temithuoe Ham lrgng ché | tho |chudn| déng g6 e L
13 |Pharmox IMP 500mg  |Amoxicilin (dudi Vién nén 24 |USP |Hop2vix7 VD-33994-20

Trang 4




dang Amoxicilin

500mg

trihydrat compacted)

phén tan

thang

41

vién

11. Cong ty diang ky: Cong ty ¢b phén dugc phdm Khénh Hoa (B/c: 74 Puong Théng Nhat, P.
Van Thdng, TP. Nha Trang, Tinh Khdnh Hoa - Viét Nam)

11.1 Nha sén xuét: Cong ty ¢ phin dwgc phidm Khanh Hoa (B/c: Puong 2 thang 4, Khom
Déng Bac, P. Vinh Hoa, TP. Nha Trang, Khdanh Hoa - Viét Nam)

100 vién, 200
vién, 500 vién,
1.000 vién

L £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé dine kv
i Tem thoe Ham lwong ché tho |chudn| déng goi g &y
14 |Dexclorpheniramin Blue [Dexchlorpheniramin [ Vién nén 36 |TCCS |Hop 2 vi, 10 vi | VD-33995-20
e maleate 2mg thang x 15 vién; Chai

12. Cong ty diang ky: Cong ty ¢b phan Duoc phim Phong Phii - Chi nhinh nha miy

Usarichpharm (D/c: L6 s6 12 BDuong so 8, khu cong nghiép Tan Tao, phuong Tdan Tao A, qudn
Binh Tén, TP. H6 Chi Minh. - Viét Nam)

12.1 Nha san xuét: Cong ty ¢b phén Dugc phim Phong Phii - Chi nhinh nha may

Usarichpharm (D/c: L6 s0 12 Duong s6 8, khu cong nghiép Tdan Tao, phuong Tan Tao A, qudn
Binh Tan, TP. H6 Chi Minh. - Viét Nam)

\
=
9]}

i £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S d 2
; : i
B Tesithnde Ham lrong ché | tho [chudn| déng goi Giding i
15 |Usarcobal Mecobalamin 500 |Vién nang 36 |TCCS |Hop 3 vi, 5vi, | VD-33996-20
mcg cliing thang 10 vi x 10 vién

13. Cong ty ding ky: Céng ty c6 phan Dwgc phim Phwong Dong (D/c: L6 7, Puong 2, KCN.
Tén Tao, P. Tdn Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

13.1 Nha sdn xuat: Cong ty c6 phin Dwgc phim Phwong Péng (D/c: L6 7, duong s6 2, KCN.
Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

2 £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach % .
T s o Ham luong olib.. . | tho |chmba| Hoaggai, | PO
16 [Phudskin 10 mg Domperidon (dudi | Vién nén 36 |DDVNIHOp 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. Céng ty diing ky: Céng ty c6 phan dwgc phim PQA (B/c: Thira 99, Khu Péng Quan, Puong
10, Xa Tan Thanh, Huyén Vu Ban, Tinh Nam Dinh - Viét Nam)

14.1 Nha sin xuit: Cong ty cé phin dwgc phim PQA (P/c: Thita 99, Khu Péng Quan, Puong
10, Xa Tan Thanh, Huyén Vu Ban, Tinh Nam Dinh - Viét Nam)

Hoat chit chinh -

Tubi

Tiéu

a £ Dang bao Quy cach £ p
L Teaitknte Ham lugng ché tho |chudn| déng goi S0/8kng ky
17 |PQA tré sira M3i Sml siro chira |Siro 36 |TCCS |Hop 1 chai 30 | VD-33998-20
2,5g cao hén hop thang ml, 60 ml, 90
dugc liéu tuong ml, 125 ml;

duong: Dinh huong
1,0 g; Tai hdng 3,0
g; Pang sam 3,0 g;
Gimng cu tuoi 3,0 g

Hop 10 6ng, 15
6ng, 20 ong, 25
ong, 50 dng x
S5ml; Hop 10
6ng, 15 ong, 20
6ng, 25 6ng, 50
A

ong x 10 ml

15. Céng ty ding ky: Cong ty cé phian dwgc phdm SaVi (B/c: L6 Z.01-02-03a KCN trong KCX
Tan Thugn, phuong Tan Thudn Dong, qudn 7, Tp. HCM - Viét Nam)

15.1 Nha sin xuét: Cong ty cb phin dwge phdm SaVi (B/c: Lé Z.01-02-03a KCN trong KCX Tén
Thudn, phuong Tdn Thudn Déng, quan 7, Tp. HCM - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu [ Quy céch X :
. . i
L XEm Himoe Ham lugng ché tho [chudn| déng goi SoGKRE
18 |Imruvat 5 Imidapril Vién nén bao| 36 |JP Hop3vix 10 VD-33999-20
hydroclorid S5Smg phim thang{XVII |vién

16. Cong ty diing ky: Cong ty cb phin dwge phim Thanh Phat (B/c: Lé CN-1, Khu céng nghiép
Phii Nghia, xa Phii Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)
16.1 Nha san xuét: Cong ty ¢ phin dwgc pham Thanh Phat (P/c: Lé CN-1, Khu céng nghiép
Phu Nghia, xa Phu Nghia, Huyén Chuong My, Tp. Ha N¢éi - Viét Nam)

& £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach sé a ;
. . ﬁ
X Teathnoe Ham lrgng ché | tho |chudn| déng g6 0 Okggky
19 |B6 trung ich khi M&i vién hoan mém |Hoan mém | 24 [DBDVN[Hop 10 hoan | VD-34000-20
Vinaplant 8g chira: Hoang ky thang|lV mém x 8g

1,21g; Pang sam
0,36g; Cam thao
0,36g; Bach truat
0,24g; Puong quy
0,24¢;

Trang 6




Thang ma 0,36g; Sai
hd 0,36g; Tran bi
0,36g; Girng tuoi
0,15g; Dai tao 1,24g

20

Hoan quy ty Vinapla_l;t

21

Vinaplant

Thap toan dai bd

M&i hoan mém 8g
chira: Pang sdm
0,31g; 230 mg cao
dac tuong duong
vdi: 432 mg Bach
linh va 432 mg Bach
truat 0,62g; Bot
dugc liéu: Hoang ky
0,62g; Cam thao
0,16g; Bach linh
0,62g; Vién chi
0,06g; Toan tao
nhén 0,62g; Long
nhan 0,62g; Puong
quy 0,06g; Moc
huong 0,31g; Dai
tdo 0,16g

M3di géi 3g hoan
cirng chira: Pang
sam 0,31g; Bach
truat 0,21g; Bach
phuc linh 0,17g;
Cam thao 0,17g;
Puong quy 0,21g;
Xuyén khung 0,17g;
Bach thuoc 0,21g;
Thuc dia 0,31g;
Hoang ky 0,31g;
Qué nhuc 0,21 g

Hoan mém | 24 |DPVN|Hop 10 hoan x| VD-34001-20
thang|V 8g
Viénhoan | 36 |DDVN|Hop 10 géi, 20 | VD-34002-20 |
cing thang|V g6i, 30 gbi x
3g, 6g, 9g

17. Cong ty ding ky: Cong ty ¢b phan dwgc phim Trung wong 2 (P/c: S6 9 - Tran Thanh Téng
- Phuong Bach Dang - Qudn Hai Ba Trung - Ha Ngi - Viét Nam)
17.1 Nha san xuflt:'Cﬁng ty ¢6 phin dwgc phim Trung wong 2 (P/c: L6 27 Khu cong nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha N¢i - Viét Nam)

Hoat chét chinh -

Tubi

5 £ Dang bao Tiéu Quy cach s aa ’
PER e Ham lwgng ché | tho |chuin| déng goi iflng ey
22 |Bromhexin 12 mg Bromhexin Vién nén 36 |[TCCS |Hop2vix 10 VD-34003-20
hydroclorid 12 mg thang vién

Trang 7
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23

Enhydra 10/12.5

Enalapril maleat
10mg ;
Hydroclorothiazid
12,5mg

Vién nén

36
than

USP

gl40

Hop 10 vix 10
vién

VD-34004-20

18. Cong ty diing ky: Cong ty c6 phan dwgc phim Trung wong 3 (P/c: S6 16 - Lé Pai Hanh -
P.Minh Khai - Q.Hong Bang - Tp. Hai Phong - Viét Nam)

18.1 Nha sin xudt: Cong ty cb phin dwgc phdm Trung wong 3 (P/c: S6 28 - Duong 351 - Xa
Nam Son - Huyén An Duong - Tp. Hai Phong - Viét Nam)

tuong duong: Kim
ngan 1,5g; B cong
anh 1,0g; Lién kiéu
0,44g) 400mg

e Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich x :
STT Tén thudc Hikm Tindng g tho |chuin|  dénggéi So6 ding ky
24 |Ngan kiéu giai doc TW3 [Lién kiéu 280mg; |Viénnang | 24 |TCCS |Hop 02 vix 10 | VD-34005-20
Cao déc dugc ligu  |ciing thang vién; Hop 05 vi

x 10 vién

19. ’Cﬁng ty ding ky: Cong ty c6 phan dwgc phim Trung wong I - Pharbaco (P/c: 160 Tén Piic
Thang - Ha N¢i - Viét Nam)

19.1 Nha san xuét: Cong ty ¢b phin dwgc phAm Trung wong I - Pharbaco (P/c: Thanh Xudn,

Soc Son, TP. Ha N¢i - Viét Nam)
' " 4 Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Séa -
. . 5
SIT T thuge Ham hrong ché | tho [chudn| déng géi kg8
25 |Pharbamin 1500 Mecobalamin Vién nén bao| 36 [TCCS |Hop 3 vi, 5vi, | VD-34010-20
1500mcg phim thang 10 vi x 10 vién

20. Cong ty diing ky: Cong ty c6 phin dwge phdm Trung wong I - Pharbaco (B/c: 160 Tén Pirc
Thing - Ha Néi - Viét Nam)

20.1 Nha san xuét: Cong ty cé phan dwgec pham Trung wong I - Pharbaco (B/c: Thanh Xudn,
Séc Son, TP. Ha Néi - Viét Nam)

A p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ .
5k L Ham lwong ché tho |chudn| déng géi SOaSag
26 |B4 trung ich khi Trung [M3i géi 4g chira:  |Thubc cdm | 24 |[TCCS [Hop 10 goi x 4g| VD-34006-20
uong 1 (NSX cao khé  |Cao khd hén hgp thang

dugc liéu: Cong ty cd
phan BV Pharma; Dia
chi: Ap 2, x4 Tan Thanh
Tay, huyén Cu Chi, TP.
Hbd Chi Minh)

duogc li€u 559mg
gbm: Hoang ky
900mg; Pang sam
270mg; Cam thao

Trang 8




270mg; Bach truat
270mg; Duong quy
180mg; Thiang ma
270mg; Tran bi
270mg; Girng tuoi
108mg; Dai tdo
918mg

27

28

Fabafixim 100

29

Dongdo Newgynan e

Fabapoxim ]_6(—)“"” el

Neomycin sulfat
65.000 IU; Nystatin
100.000 IU;
Metronidazol
500mg

Vién nén dat
am dao

36
thang

TCCS

Hop 1 vix 5
vién; Hop 2 vi x
5 vién

VD-34007-20

Mbi g6i 2¢g chira:
Cefixim (dudi dang
Cefixim trihydrat)
100mg

Bot pha hon
dich udng

24
thang

USP41|

M3di g6i 3g chira:
Cefpodoxim (dudi
dang Cefpodoxim
proxetil) 100mg

Thubc bot
pha hén dich
udng

24
thang

TCCS

VD-34008-20

Hop 10 géi x 3g

VD-34009-20

21. Cong ty ding ky: Cong ty cé phin dwgc phim VCP (B/c: xa Thanh Xudn- Séc Son- Ha Ngi -

Viét Nam)

21.1 Nha san xuét: Cong ty cb phan dwgc phdm VCP (P/c: xd Thanh Xudn- Séc Son- Ha Ni -

duong silymarin
200mg) 400mg

Viét Nam)
A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cich
BER Tom: e Ham luwgng ché tho |chuén| doéng goi
30 |Cam xuyén huong VCP |Bt dugce liu Xuyén|Vién nang 24 |TCCS |Hop 10vix 10

khung 132mg; Bach |cimg thang vién
chi 165mg; Huong
phu 132mg; Qué chi
6mg; Girng 15mg;
Cam thao Smg

31 Silymarin 200mg Cao kho Carduus | Vién nang 36 |[TCCS |Hop 10 vi, 6 vi | VD-34012-20
marianus (tuong cirng thang x 10 vién

22. Cong ty diing ky: Céong ty c6 phan dwoc phim Vian (B/c: S6 4 B3, tdp thé Z179, xd Tir Hiép,
huyén Thanh Tri, Ha N¢i - Viét Nam)

22.1 Nha san Xuét: Cong ty ¢b phin dwgec vit tw y té Hai Dwong (D/c: S6 102 Chi Ling, phuwong
Nguyén Trai, thanh phé Hai Duwong, tinh Hai Dwong - Viét Nam)

Trang 9



duong véi 150mg la
Thudng xuén) 30mg

vi x 10 vién

10 vién, hop 10

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ,
BEE Femithuile Ham lugng ché tho |chudn| déng géi aC s
32 |Haspan Cao kho la Thuong |Viénngdm | 36 |TCCS |Hop 3 vix 10 VD-34013-20
xuén 5:1 (tuong thang vién, hop 5 vi x

23. Cong ty ding ky: Cong ty c6 phin dwgc Phic Vinh (P/c: Lé CN 4-6.2 Khu Cong nghiép
Thach That, Quéc Oai, xd Phing Xa, huyén Thach That, Ha Néi - Viét Nam)

23.1 Nha san xuit: Cong ty cb phin dwge Phic Vinh (B/c: Lé CN 4-6.2 Khu Cong nghiép Thach
That, Quéc Oai, xa Phiing Xa, huyén Thach That, Ha Néi - Viét Nam)

= 5 Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach p ,
: : So da
s ¥ thabe Ham lrgng ché tho (chuén| déng géi e
33 |Diacerein 50 mg Diacerein 50 mg Vién nang 36 |TCCS |Hop 3 vi,5vi, | VD-34014-20
cirng thang 10 vi x 10 vién

24. Cong ty ding ky: Cong ty cb phan dwgce S.Pharm (P/c: Lé G, KCN An Nghiép, xa An Hiép,
huyén Chau Thanh, tinh Séc Trang - Viét Nam)

24.1 Nha san xuét: Cong ty ¢b phan dwgc S.Pharm (P/c: L6 G, KCN An Nghiép, xd An Hiép,
huyén Chdu Thanh, tinh Séc Trang - Viét Nam)

X £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S& diine ky
T Tenthinge Ham lwgng ché tho [chuin| déng géi O GIRES
34 |Vitamin B6 250 mg Pyridoxin Vién nén bao| 36 [TCCS [Hop 10 vi, 50 | VD-34015-20
hydroclorid 250 mg |phim thang vi x 10 vién;

Chai 100 vién,
200 vién, 500
vién

25. Céng ty diing ky: Céng ty cb phan dwgc TW Mediplantex (P/c: 358 Gidi phéng, P. Phuong
Liét, Thanh xudn, Ha N¢i - Viét Nam)

25.1 Nha sin xuit: Cong ty cé phan dwgc TW Mediplantex (B/c: Thén Trung Hdu, xd Tién
Phong, huyén Mé Linh, Ha N¢i - Viét nam)

N £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ :
SEL et Ham lugng ché tho |chudn| dong goi S alng
35 |Paracetamol 650mg Paracetamol 650mg |Vién nén bao| 60 [DDVN|Hop 10 vix 10 | VD-34016-20
phim thang|IV vién; lo 200
vién

Trang 10




26. Cong ty dang ky: Cong ty ’cé phan dwge vit tuy té Hai Dwong (P/c: S6 102 Chi Ldng,
phuwong Nguyén Trdi, thanh phé Hai Duong, tinh Hai Duong - Viét Nam)

26.1 Nha san xuét: Nha midy HDPHARMA EU-Céng ty ¢b phan dwgc VTYT Hai Dwong (D/c:

Thira dat s6 307, cum Céng nghiép Cam Thuong, phwong Cdm Thuong, Tp. Hai Duong, tinh Hai

Duong - Viét Nam)

= £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ z
pa EEASaGE Ham lrong ché | tho |chudn| donggei | “°dAne N
36 |Codeho Ong 10ml chira: Siro 36 |TCCS |Hop 10 éngx | VD-34017-20
Dich chiét Bach bd théng 10ml, hop 15
1:1 (twong duong 5g 6ng x 10ml,
ré ct Bach bg) Sml hop 20 dng x
10ml

27. Céng ty diing ky: Cong ty cb phan dwgc-vit tw y té Thanh Hoa (B/c: 232 Tran Phii, Thanh

Hoa - Viét Nam)

27.1 Nha sin xuit: Nha may sén xuit thudc Pong dwge Cong ty cb phin Duwge - VTYT Thanh
Hoéa (D/c: L6 4-5-6, KCN Tay Bac Ga, phuwong Dong Tho, Tp. Thanh Hoa - Viét Nam)

1.500mg ré dinh
lang) 150mg; Cao
kho bach qua 10mg

20 vién

& £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy céich 5a :
. . ﬁ
Py T e Ham lwgng ché tho [chudn| doéng géi B0 divg s
37 |Hoat huyét dudng ndo  |Cao dic dinh ling [Vién nén bao| 24 [TCCS |Hop 5vix20 | VD-34018-20
(twong duong duong thang vién, hop 2 vi x

28. Cong ty diing ky: Cong ty ¢ phan Héa dwgc Viét Nam (B/c: 273 phé Tay Son, Qudn Pong
Da, Ha Noi - Viét Nam)

28.1 Nha sin xuét: Cong ty ¢é phan Héa dwgc Viét Nam (D/c: 192 Phé Pire Giang, qudn Long
Bién, Ha N¢i - Viét Nam)

. p Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch 5a .
RLE Touthube Ham lugng ché tho |chuén| déng goi Shdinghy
38 |[Bari sulfat pha hon dich [Mdt g6i 110g chira: Thubc bot 36 |DDVN|Goi 110g; goi VD-34019-20
Bari sulfat 92,7mg thang|4 140g. T1i 8 goi,
thung 20 tai

29. Cong ty diing ky: Cong ty cd phan hoa-dugc phdm Mekophar (B/c: 297/5 Ly Thuong Kiét,
quégn 11, Tp. H6 Chi Minh - Viét Nam)

Trang 11
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29.1 Nha séin xuét: Cong ty cb phin hod-dwgc phim Mekophar (D/c: 297/5 Ly Thuong Kiét,
Phuong 15, Qudn 11, Tp. Ho Chi Minh - Viét Nam)

Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich %
TT A A % . Yy Y
S Tén thuoc Hiio hoyxg ché tho |chuin| dong goi So ding ky
39 |Aspirin pH8 Acid acetylsalicylic [Vién nén bao| 24 |[TCCS [Hop 5 vix 10 VD-34020-20
500mg phim tan thang vién; hop 20 vi
trong rudt x 10 vién
40 |Mekoperin 4 Perindopril erbumin |Viénnén | 36 |TCCS [Hop 1 vix30 | VD-34021-20
4mg _ thang L o T ISR, i €
41 [Vitamin B6 250mg Pyridoxin Vién nén bao| 36 |TCCS [Hop 10 vix 10 | VD-34022-20
hydrochlorid 250mg |dudng thang vién

30. Cong ty diing ky: Céong ty cb phan O2Pharm (/c: 39/39 Nguyén Ciru Pam, phwong Tan Son
Nhi, quén Tén Phii, TP. Hé Chi Minh - Viét Nam)

30.1 Nha sin xuét: Cong ty cb phian Héa dwoc Viét Nam (D/c: 192 Phé Dirc Giang, qudn Long
Bién, Ha Ni - Viét Nam)

4 " Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ -
el Eew Ganoc Ham lwgng ché tho |chudn| déng géi Sodinpky
42 |Ocehitin 10 Loratadin 10mg Vién nén 24 |TCCS [Hop 10 vix 10 | VD-34023-20
phén tan thang vién, hop 5 vix
10 vién

31. Cong ty diing ky: Cong ty c6 phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phii

Yén - Viét Nam)

31.1 Nha sin xuit: Cong ty cb phin Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phii

Yén - Viét Nam)

i I8 Hoat chéit chinh - | Dangbao |Tudif Tiéu | Quyecich | 54 4
. . é
STT Trenithuse Ham lugng ché tho |chuén| doéng goi O GAngEy
43 |Glipeform 500/5 Metformin Vién nén bao| 36 [TCCS |[Hop3vix 10 | VD-34024-20
hydroclorid 500mg ; |phim thang vién, hop 2 vi x
Glibenclamid 5mg 15 vién

32. Cong ty diing ky: Cong ty C6 phan sian phim thién nhién VINACOM (D/c: 86 20, 1/34/7
Phan Dinh Giét, Thanh Xuan, Ha Ngi - Viét Nam)

32.1 Nha sin xuit: Cong ty c6 phan dugc vt tw y té Hai Dwong (D/c: S6 102 Chi Ling, phuong
Nguyén Trai, thanh pho Hai Duong, tinh Hai Duong - Viét Nam)

Trang 12



STT

Tén thude

Hoat chét chinh -

Dang bao

Re
Tuoi

Tiéu

Quy cach

liéu bao gdbm: Da
cAm 1,7g; L4 khoi
1,1g) 238mg;

duong véi 2,8g dugce

S6 ding ky
Ham lwong ché tho |chuén| déng goéi Ang Ay
44 |HPMAX Cao kho Ché ddy | Vién nang 36 |TCCS |Hop2 vi, hop 5| VD-34025-20
280mg; Cao khé cirng thang vi x 12 vién
hdn hop (tuong

33. Cong ty ding ky: Cong ty C6 phin Sanofi Viét Nam (B/c: Lo I-8-2, Puong D8, Khu cong
nghé cao, P. Long Thanh My, Q.9, TPHCM - Viét Nam)

33.1 Nha sin xuét: Cong ty Co phén Sanofi Viét Nam (P/c: L6 I-8-2, Puong D8, Khu cong nghé
cao, P. Long Thanh My, Q.9, TPHCM - Viét Nam)

L £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S& diine kv
AT, Tomigbe Ham hrong ché | tho |chudn| déng goi 0 ddog ky
45 |No-spa Drotaverine Vién nén 24 |TCCS [HopS5vix 10 | VD-34026-20
hydrochloride 40mg thang vién

34. Céng ty diing ky: Cong ty c6 phan SX - TM dugc phim Déng Nam (B/c: L6 24, Puong 14,
KCN Tén Tao, Qudn Binh Tén, Tp. H6 Chi Minh - Viét Nam)

34.1 Nha sin xuét: Cong ty cd phan SX - TM dugc phidm Péng Nam (D/c: L6 24, Puong 1A,
KCN Tan Tao, Qudn Binh Tan, Tp. Ho Chi Minh - Viét Nam)

& p Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach £ ;
oFE T shuatic Ham lwgng ché | thy [ehun| doagger | T ONEN
46 |Batitop Clarithromycin Vién nén bao| 36 |USP |Hop 1 vi,3vi, | VD-34027-20
500mg phim thang|37 6vi, 10 vix 10
vién; Chai 20
vién, 60 vién,
100 vién

35. Cong ty ding ky: Cong ty Cb ph?ir! Thwong mai Dwgc phim Quang Minh (P/c: S6 44 - Lo
Lu - P. Truong Thanh - Qudn 9 - TP. Ho Chi Minh - Viét Nam)

35.1 Nha sin xuét: Cong ty Cd phén Thwong mai Dugc phim Quang Minh (P/c: S6 44 - Lo
Lu - P. Truong Thanh - Qudn 9 - TP. Ho6 Chi Minh - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tudi

tho

Tiéu
chuén

Quy cach
dong goi

S6 ding ky

Trang 13




Pheniramin maleat
3,151mg

47 |Shimax-F M3i 1 ml chira: Dung dich 36 |TCCS [Hop 01 lo 15ml| VD-34028-20
Naphazolin nho mit thang
hydroclorid
0,2675mg;

36. Cong ty ding ky: Cong ty ¢6 phan thwong mai dwge VTYT Khai Ha (D/c: S6 24, phé Iy
bon, phwong Tién Phong, Tp. Thai Binh - Viét nam)

36.1 Nha sin xuit: Céng ty c6 phin thwong mai dwge VITYT Khai Ha (B/c: S6 24, phd Iy bon,
phuong Tién Phong, Tp. Thai Binh - Viét Nam)

xuong hdn hop
(tuong duong véi
xuong dong vat
7,5g) 0,75g; Hoang
ba 2,4g; Tri miu
0,3g; Tran bi 0,6g;
Bach thugc

0,6g; Can khuong
0,15g; Thuc dia 0,6g

R Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ,
L A e Ham lwgng ché tho |chuin| déng goi B0/ORERY
48 |Dudng cbt Khai Ha Mai g6i 5g vién Vién hoan 36 [TCCS |Hop 20 goi, 30 | VD-34029-20
hoan cirng chira cao |cimng thang goi x 5g

37. Cong ty diing ky: Cdng ty c6 phin US Pharma USA (D/c: L6 BI-10, Puong D2, KCN Tdy
Bac Cu Chi, Tp.Ho6 Chi Minh - Viét Nam)

37.1 Nha sin xuét: Céng ty cb phian US Pharma USA (P/c: Lé Bi-10, Puong D2, KCN Tay Bic
Ct Chi, Tp.Hé Chi Minh - Viét Nam)

2 £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé as :
RUX Ten thuoe Ham lugng ché tho |chudn| déng goi O ARGy
49 |Topfixim 200 Cefixim (duéi dang |Vién nang 36 |TCCS |Hop 02 vi, 03 VD-34030-20
cefixim trihydrat) [cing thang vi x 10 vién
200mg

38. Cong ty diing ky: Cong ty c phin xuit nhip khiu y té Domesco (D/c: 66-Quéc I 30-P. My
Phu-TP. Cao Lanh-Tinh Dong Thap - Viét Nam)

38.1 Nha sin xuit: Cong ty c6 phan xuit nhip khiu y té Domesco (D/c: 66-Quéc 15 30-P. My
Phu-TP. Cao Lanh-Tinh Dong Thap - Viét Nam)

Tr
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a £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé da :
GEE Henithuge Ham lwgng ché tho |chudn| déng goi bighoghy
50 |Amoxicillin 500mg Amoxicillin (duéi | Vién nang 36 |TCCS |Hop 10vi, 20 | VD-34031-20
dang Amoxcillin cing (ndu - |thang vi x 10 vién;
trihydrate) 500mg  |hdng) Chai 100
vién,300 vién,
500 vién; Hop 1
chai 200 vién
51 |Cefadroxil 500mg Cefadroxil (dui  |Viénnang | 36 |[TCCS |Hop02vi,10 | VD-34032-20
dang Cefadroxil cing thang vi, 20 vix 10
monohydrat (vang-nau) vién; Chai 100
compacted) 500mg vién
52 |Cefalexin 250mg Cefalexm (duéi Vién nang 36 |TCCS |Hop 01 vi, 10 | VD-34033-20
dang Cefalexin cimg (xanh |thdng vi, 20 vix 10
monohydrat) 250mg |ddm-xanh vién; Chai 100
nhat) vién
39. Cong ty dang ky: Cong ty dugc phim va thwong mai Phwong Péong - (TNHH) D/c: TS
509, t¢ ban dé sé 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bdc Ninh, tinh Béic Ninh - Viét
Nam)
39.1 Nha séin xuét: Cong ty dwge phim va thwong mai Phwong Pong - (TNHH) (D/c: TS 509,
to ban do s6 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)
. £ Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cach S d -
. . i
S R thuoe Ham lugng ché tho [chudn| doéng géi diiihng by
53 |Dofergan Paracetamol 500mg |Vién nén bao| 36 |TCCS |Hop 10 vix 10 | VD-34034-20
phim thang vién; Lo 200
vién, 500 vién
40. Cong ty diing ky: Cong ty lién doanh Meyer-BPC (P/c: 643, quoc 1 60, phuong Phii Tén,
thanh pho Bén Tre, tinh Bén tre - Viét Nam)
40.1 Nha sén xuét: Cong ty lién doanh Meyer-BPC (D/c: 643, quéc 16 60, phwong Phii Tan,
thanh pho Bén Tre, tinh Bén tre - Viét Nam)
5 p Hoat chét chinh - | Dang bao |[Tudi| Tiéu | Quy cach Sé a :
. . i
Rt Teathuoe Ham lwong ché tho [chuén| déng géi O 0Rnehy
54 |Am-broxol Ambroxol Vién nén 36 |TCCS |Hop 03 vi, 10 | VD-34035-20
hydrochlorid 30mg |phén tan thang vix 10 vién
______________ trong nudc
55 [Meyerapagil Magnes: aspartat Vién nén bao| 36 [TCCS |Hop 03 vi, 10 | VD-34036-20
tetrahydrate (tuong |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

Meyercetam

M3i 1ml dung dich
chira Piracetam
333,3mg

Meyernife SR

M&i 60ml dung dich
chira Piracetam
6000mg

58

M;:yemoté

M3i 5ml dung dich
chira Piracetam
800mg

59

Myfoscin

Fosfomycin calci
(dudi dang
fosfomycin calci
monohydrat) 500mg

Dung dich
udng

Dung dich
udng

Dung dich
udng

Vién nang
cirng

24 [TCCS [Hop 20 6ngx | VD-34037-20
thang Sml; Hop 20
A
~ [ong x 10ml
24 |TCCS |Hop 01 chai VD-34038-20
thang 60ml, 120ml
24 |TCCS [Hop 20 éngx | VD-34039-20
thang 5ml; 30 6ng x
5ml; Hop 1 chai
120ml
36 |TCCS |Hop 03 vi, 10 | VD-34040-20
thang vix 10 vién

41. Céng ty ding ky: Cdng ty TNHH BRYV Healthcare (D/c: Khu 4, 56 18, dwong 56 09, dp 24,
Xa Tan Thanh Tay, Huyén Cu Chi,Thanh pho Ho Chi Minh - Viét Nam)

41.1 Nha sin xuit: Cong ty TNHH BRV Healthcare (D/c: Khu A, s6 18, duong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Hé6 Chi Minh - Viét Nam)

" £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich % :
SEX Ten thnoe Ham lwgng ché | tho |cnndn| domggai | STIREW
60 |Bividiac Diacerein 50mg Vién nang 36 [TCCS |Hop 3 vi VD-34041-20
cirng thang (nhdm-nhém) x

10 vién, 3 vi
(nhém-PVC) x
10 vién

42. Cong ty ding ky: Cong ty TNHH BRYV Healthcare (D/c: Khu 4, 56 18, dwong s6 09, dp 24,
xd Tdan Thanh Tady, huyén Cu Chi, Tp. Hé6 Chi Minh - Viét Nam)

42.1 Nha sén xuit: Cong ty TNHH BRYV Healthcare (D/c: Khu A, s6 18, duong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. H6 Chi Minh - Viét Nam)

Tubi

A £ Hoat chit chinh - Dang bao Tiéu Quy cach 5d =
By Tem thuoc Ham lwgng ché tho |chudn| déng goi S0 dAng by
61 |[Bivige Gemfibrozil 600mg |Vién nén 36 |TCCS |Hop 3 vi, 6 vi VD-34042-20
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bao phim

thang

(nhém-PVC
hodc
nhom-nhom) x
10 vién

62 |Levoleo 750 Levofloxacin (dudi |Vién nén bao| 48 [TCCS |Hop 01 vix 10 | VD-34043-20
dang Levofloxacin |phim thang vién
hemihydrat 768,7
mg) 750mg
63 |Livermarin 140 Silymarin (duéi Vién nang 36 |TCCS |Hop 03 vi 10 VD-34044-20
dang cao kho cing thang vién (vi
Silybum marianum nhém-PVC
311,Img) 140mg ho#c vi
nhom-nhém)
64 |Milvit 5/50 Amilorid Vién nén 36 |TCCS |Hop3vix 10 | VD-34045-20
hydroclorid 5,0mg; thang vién; Hop 1
Hydroclorothiazid chai x 30 vién
50mg

43. Cong ty diing ky: Cong ty TNHH dwgc phim Anh Thy (P/c: D7 - té din phé Dinh Thén -
Phuong My Dinh 1 - Qudan Nam Tu Liém - TP. Ha N¢i - Viét Nam)
43.1 Nha san xuét: Cong ty dwgc phim va thwong mai Phuwong Péng - (TNHH) (D/c: TS 509,
to ban dé sé 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bdc Ninh, tinh Bdc Ninh - Viét Nam)

i p Hoat chét chinh - | Dang bao |Tudi| Tiéu [ Quy céch sS4 :
. - di
5ET Tem thude Ham lwgng ché | tho |chudn| dong géi L
65 |Siro Pltkid M3i 7,5ml chira  |Siro 36 |TCCS [Hop 20 bngx | VD-34046-20
Calci (dudi dang thang 7,5ml

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)
200IU; Alpha
tocopheryl acetat
7,5mg; Lysin
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44. Céng ty diing ky: Cong ty TNHH Dwgc phim Glomed (P/c: S6 35 Pai L Tu Do, KCN Viét
Nam-Singapore, phuong An Phu, thi xa Thudn An, tinh Binh Duwong - Viét Nam)

44.1 Nha san xuit: Céng ty TNHH Dugc phim Glomed (P/c: S6 35 Pai L Tw Do, KCN Viét
Nam-Singapore, phuong An Phu, thi xa Thudn An, tinh Binh Duong - Viét Nam)

s £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich % E
Bl Teaithnie Ham lwong ché tho |chuén| déng goi Stdieg ey
66 |Glopotin 10 Vinpocetin 10 mg | Vién nén bao| 36 |TCCS [Hop2vix 15 VD-34047-20
phim thang vién; Hop 3 vi,
10 vi x 10 vién
45. Cong ty diang ky: Cong ty TNHH dwoc phﬁm Ha Thanh (P/c: S6 158, dwong Tuu Liét, Xa
Tam Hiép, Huyén Thanh tri, TP. Ha N¢éi - Viét Nam)
45.1 Nha sin xuit: Céng ty TNHH dwgc phim Ha Thanh (B/c: S6 158, dwong Tuu Liét, Xa
Tam Hiép, Huyén Thanh tri, TP. Ha N¢i - Viét Nam)
= £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ :
BES EER Ckune Ham lugng ché tho |chuén doéng goéi Sodingky
67 [Heantos 4 0,5g 500mg cao kho hdn |Vién nang 48 |TCCS |Hop 7 vix 10 VD-34048-20
hgp dugc liu tuong |cimg thang vién

rng véi cac duge
liéu: Phong dang
sam 1,0 g; A giao
0,133 g; Mach mén
0,333 g; Hoang ky
0,333 g; Cam thao
0,333 g; Puong quy
0,250 g; Sinh dia
0,250 g; Binh voi
0,250 g; Girng 0,250
g; Qué chi 0,250 g;
Pai tdo 0,250 g; Téo
nhan 0,166 g; Vién
chi 0,166 g

46. Cong ty diing ky: Cong ty TNHH duwgc pham Nhit Nhit (D/c: Cum cong nghiép Lién Hung,
ap Binh Tién 2, xa Durc Hoa Ha, huyén Puc Hoa, tinh Long An - Viét Nam)

46.1 Nha siin xuit: Cong ty TNHH Dwgc pham Nhit Nhét (B/c: Cum cong nghiép Lién Hung,
ap Binh Tién 2, xa Burc Hoa Ha, huyén Dirc Hoa, tinh Long An - Viét Nam)
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e £ Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy céch £ :
BEL Ten tnie Ham lugng ché tho |chuén doéng goéi e
68 [Nhét nhét xoang M&i 600ng cao hdn |Vién nén bao| 36 [TCCS [Hop 02 vi, 03 VD-34049-20
hgp dugc li¢u tuong |phim thang vi x 10 vién;
dwong véi Huyén Hop 01 lo x 30,
sam 450ng; Thuong 60, 100 vién
nhi tir 450mg; Sinh
dia 450mg; Moc tic
450mg; Co nho ndi
420mg; Cam thao
420mg
69 |Tri Nhat Nhit M3i 500mg cao khd |Vién nén bao| 36 [TCCS [Hop 02 vi,03 | VD-34050-20
hdn hgp dugc ligu  |phim thang vi x 10 vién;
tuong duong Pang Hop 1 19 x 30
Sam 700mg; Hoang vién, 60 vién,
ky 700mg; Puong 100 vién
quy 400mg; Bach
truat 400mg; Thang
ma 400mg; Sai hd
400mg; Tran bi
400mg; Cam thao
200mg; Lién nhyc
400mg; Y di 400mg
47. Cong ty diing ky: Cong ty TNHH duwgc phim USA - NIC (USA - NIC Pharma) (P/c: L6
11D duong C - KCN Tan Tao - Phuong Tan Tao A - Qudn Binh Tan - TP. Hé Chi Minh - Viét Nam)
47.1 Nha san xuét: Cong ty TNHH dwoc phim USA - NIC (USA - NIC Pharma) (P/c: L6 11D
duong C - KCN Tdn Tao - Phuong Tén Tao A - Qudn Binh Tén - TP. Hé Chi Minh - Viét Nam)
S Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch £ .
=E Ten thuoe Ham lugng ché tho |chudn| déng goi SO aangky
70 [Vitamin C 500mg Acid ascobic Vién nén bao| 36 |TCCS |Hop 10vix 10 | VD-34051-20
(Vitamin C) 500mg |phim thang vién; Chai 100

vién; Chai 500
vién

48. Cong ty ding ky: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (D/c: L6 B -
Duong so 2 - Khu Cong nghiép Dong An - Thi xa Thudn An - Tinh Binh Dwong - Viét Nam)

Trang 19
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48.1 Nha sén xuit: C

ong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: Lé B -
Puong sé6 2 - Khu Céng nghiép Dong An - Thi xa Thugn An - Tinh Binh Duong - Viét Nam)

« £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich % >
e b e Ham lugng ché tho |chuin| déng goi SoakRg Ry
71 |Fixnat 100 Cefpodoxim (dudi  |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 vix 10 vién
72 |Fixnat 200 Cefpodoxim (dudi | 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 Mdi Sml hdn dich  |Hdn dich 36 |TCCS |Hop 10 géi VD-34054-20
udng chira: Nhém  |udng thang Sml; Hop 20
hydroxyd gel kho g6i Sml; Hop
230mg; Magnesi 30 gbi Sml;
hydroxyd 200mg; Hop 10 gobi

Simethicon (dudi
dang Simethicon
nhii twrong 30%)
25mg

10ml; Hop 20
go6i 10ml; Hop
30 go6i 10ml

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

49.1 Nha sian xufa’t: Cong ty ¢b phan dwgc phim Me Di Sun (P/c: 521 khu phé An Loi, phwong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

A P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé diine Kk
STT B Ham lugng ché tho chudn| déng goi Sdingly
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 diang ky Cong ty*TNHH sinh dwgc phim Hera (P/c: L6 A17 KCN Tir Ha, P. Ti
Ha, TX. Hwang Tra, Thlfa T?nen Hué - Viét Nam)

50.1 Nha sin xuit: Cong ty TNHH sinh dugc pham Hera (D/c: L6 A17 KCN Tw Ha, P. Tir Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

o8 Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cich ek
STT Tén thuoc Him lwyag ché tho |chuZn dbng goi So ding ky
75 [Platetica ODT Ticagrelor 90 mg | Vién nén 36 |TCCS |Hop3vix 10 VD-34056-20
phén tin thang vién

Trang 20




-

~

|

[trong miéng | |

I

51. Céng ty ding ky: Cong ty TNHH Sun Garden Viét Nam (D/c: L6 A-1H-CN, KCN My Phudc
3, Phuong Chdnh Phu Hoa, thi xd Bén Cat, Binh Dwong - Viét Nam)

51.1 Nha sén xuét: Cong ty TNHH Sun Garden Viét Nam (D/c: L6 A-1H-CN, KCN My Phuoc
3, Phuong Chdnh Phii Hoa, thi xa Bén Cat, Binh Duong - Viét Nam)

” £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach 54 :
BEE Ten tios Ham lugng ché tho |chuén| déng goi S0 0hng ky
76 |Metronidazole Metronidazole Dung dich 36 |TCCS |Hop 1 tui VD-34057-20
0,5g/100ml 500mg/100ml tiém truyén |thang 100ml; Hop 1
tinh mach chai 100 ml

52. Cong ty ding ky: Cong ty TNHH SX-TM dugc phﬁ’m N.L.C (N.L.C Pharma) (D/c:
P8-Trung tam thuong mai dwgc pham va trang thiét bj y té - S0 13 4/1 dwong T6 Hién Thanh -
Phuong 15 - Quan 10 - Tp. Ho Chi Minh - Viét Nam)

52.1 Nha san xuét: Cong ty TNHH dwgc phim USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C - KCN Tan Tao - Phuong Tdn Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

hydrobromid 15mg

& £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich £ -
BEL Tomtuuie Ham lwong ché tho |chudn| déng goi Roddng Ky
77 |Coldnic Guaifenesin 100mg; |Vién nang 36 [TCCS [Hop 03 vix 10 | VD-34058-20
Cetirizin mém théng vién; Hop 05 vi Y
dihydrochlorid 5Smg; x 10 vién; Hop \
Dextromethorphan 10 vi x 10 vién;

Chai 100 vién
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BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Pic lap - Tu do - Hanh phic

PHU LUC ILDANH MUC 02 THUOC SAN XUAT TRONG NUGC DUGC CAP GIAY PANGKY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - BQT 166 BO SUNG 2

Ban hanh kém theo quyét dinh s6:2#3../QD-QLD, ngay25./. 4./ 2420

1. Cong ty ding ky: Céng ty cb phin dwgc - Vit twy té Thanh Héa (B/c: 232 Trdn Phi, Thanh
Hoa - Viét Nam)

1.1 Nha san xuét: Céng ty ¢ phin dwgc - Vat twy té Thanh Héa (P/c: S6 04 Quang Trung, Tp.
Thanh Hoa, tinh Thanh Hoa - Viét Nam)

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich gl :
e el Ham lwgng ché tho |chudn| doéng géi S0 dhng ks
1 |PRO-ARV Tenofovir disoprosil | Vién nén bao| 24 [TCCS [Hop 1 chai x 30| VD3-34-20
fumarat 300mg; phim thang vién
Lamivudin 300mg;
Efavirenz 600mg

2. Cong ty diing ky: Céng ty ¢é phin dwgc pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Ngi -
Viét Nam)

2.1 Nha san xuét: Cong ty ¢d phin dwoc phim VCP (P/c: xa Thanh Xudn- Séc Son- Ha Ngi -

Viét Nam)
x P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach % ;
< < da
B L Ham lwgng ché tho [chuédn| dong géi S0 B K
2 [Fluracil 5% M3i 1ml dung dich |Dung dich 36 [TCCS [Hop O1 lp 10ml| VD3-35-20
chira Fluorouracil  |dung ngoai |thang
50mg

CUC TRUONG

Trang 1




CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc lap - Tu do - Hanh phic

PHU LUC IILDANH MUC 02 THUOC PONG GOI THU CAP TRONG NUGC PUGC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - BQT 166 BO SUNG 2

Ban hanh kém theo Quyét dinh s6:027.3./QD-QLD, ngay/£./.b../.»2020

1. Céng ty ding ky: Cong ty c6 phin dwgc phim Am Vi (P/c: L6 Bi14-3,4, duong N13, KCN
Déng Nam, Cii Chi, TP. Ho Chi Minh - Viét Nam)

1.1 Co s& san xuét va déng géi so' cip: CCL Pharmaceuticals (Pvt) Ltd.; (P/c: 62 Industrial
Estate, Kot Lakhpat, Lohore, Pakistan)
1.2 Co s& déng géi cap 2: Cong ty cb phin dwgc phdm Am Vi; (B/c: L6 Bl14-3,4, duong NI3,
KCN Péng Nam, Cii Chi, TP. Ho Chi Minh - Viét Nam)

. p Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ :
bl T fiione Ham luwgng ché tho |chuén dong goi S0 MANE Ky
1 |Pit-Stat Tablet 1 mg Pitavastatin (dudi | Vién nén bao| 24 [TCCS [Hop 1 vix 10 DG3-1-20
dang Pitavastatin  |phim thang vién
calcium 1,04 mg)
Img
" 2 |Pit-Stat Tablet2mg  [Pitavastatin (du¢i |Vién nén bao| 24 [TCCS [Hop1vix10 | DG3-2-20
Pakistan) dang Pitavastatin  |phim thang vién

calcium ) 2mg
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic

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

Ban hanh kém theo Quyét dinh s6::093./QD-QLD, ngay 4£./.4../. A G20

1. Cong ty ding ky: Cong ty TNHH Reliv Pharma (D/c: S6 22H1, Puong sé 40, Khu ddn cu Tén

Quy Déng, phuong Tan Phong, Qudn 7, Tp. Ho chi Minh - Viét Nam)
1.1 Co s¢ dit gia cong: Cong ty TNHH Reliv Pharma (D/c: 86 22H1, Puong s6 40, Khu dén cu

Tan Quy Dong, phuong Tan Phong, Qudn 7, Tp. Hé chi Minh - Viét Nam)

1.2 Co s nhin gia cong: Cong ty TNHH BRYV Healthcare (D/c: Khu 4, 56 18, duong s6 9, dp
24, xa@ Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

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

A A
B kER CsRoc Ham lugng ché tho [chudn| doéng géi
1 |Natumed M3i gbi 5g chira: | Thude bot 36 |TCCS |Hop 20 g6i, 50 | GC-333-20
Ispaghula Husk (vo thang goi x 5g

hat kho cua cay
Plantago ovata,
plantaginaceae)
3,25¢g

2. Cong ty diing ky: Cong ty ¢b phan dwgce phdm Imexpharm (D/c: S6 04 duong 30/4, phwong
1, TP. Cao Lanh, Tinh Pong Thap - Viét Nam)

2.1 Co s& diit gia cong: Cong ty cé phin dwgc phim Imexpharm (D/c: S6 04 dwong 30/4,
phuong 1, TP. Cao Lanh, Tinh Pong Thdp - Viét Nam)

2.2 Co sé nhin gia cong: Cong ty cé phan dwgc phim Agimexpharm (B/c: Puong Vii Trong
Phung, khém Thanh An, phuong My Thoi, TP. Long Xuyén, tinh An Giang - Viét Nam)

< ha Hoat chét chinh - | Dangbao |Tudil Tiéu | Quyeich | gg4u o)
< < a
Rk Tea'thnoe Ham lugng ché tho [chudn| déng géi O:diing s
2 |Imetamin Betamethason 0,25 |Vién nang 24 |TCCS |Chai 200 vién; GC-334-20
mg; cirng thang Chai 500 vién
Dexclorpheniramin
maleat 2 mg

CUC TRUONG

Tuén Cudng

Trang 1



