BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
Sb: 384 /QP-QLD Ha Ngi, ngay23  thdng 06 nam 2021
QUYET PINH

V& viéc ban hanh danh muc 40 thudc héa dwgc san xuit trong nwéc
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 169.2

CUC TRUONG CUC QUAN LY DUQC

uat.\'ll

Can cu Ludt Duoc SO 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh SO 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy d‘mh =-
chirc nang, nhiém vu, quyen han va co cdu té chirc ciia B Y té;
Can cir Thong tw so 32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y tcf:"
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thuoc;

nP

il

Can cu Quyet dinh s6 7868/0D-BYT ngay 28/12/2018 cua B9 truong Bo Y té §
quy dinh chitc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Qudn 1y Duoc_,
thudc B Y té; ﬁ

Can cir két ludn ciia Héi dong tw van cdp gidy dang ky lwu hanh thude, nguyén==
lieu lam thuéc -Bo Y té; ) E

Xet dé nghi cua Truong phong Pang ky thuoc, Cuc Quan Iy Duoc, Eﬁ

; =
QUYET DINH: -a=

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 40 thudc san xuat trong
nude duge cap gidy dang ky luu hanh tai Viét Nam - Dot 169.2, cu thé:

1. Danh muc 21 thudc san xuat trong nude duoc cap gidy ding ky luu hanh tdi
Vi¢t Nam hi¢u luc 05 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay co 36
dang ky v6i ky hiéu VD-...-21 va hiéu luc 05 nim ké tir ngay ky ban hanh Quyét dirik
nay.

2. Danh muc 19 thudc san xuét trong nudc duge cap gidy dang ky luu hanh ti
Viét Nam hiéu luc 03 nam (Phu luc II kém theo). Céc thudc tai Danh muc nay co S0
dang ky voi ky hiéu VD3-...-21 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh
nay.

Piéu 2. Co so san xudt va co sd dang ky thude c6 trach nhiém:

1. San xuat thudc theo ding cac ho so, tai liéu di ding ky voi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cip 1én nhan thudc.

2. Chi dugc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chtng nhan dua diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong ctia co so dap tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mot
sO diéu va bién phap thi hanh Luat Duoc.

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

4. Thuc hién, phdi hop v6i co s¢ nhap khau thyc hién theo dung quy dinh tai
Coéng van s6 5853/QLD-CL ngay 19/4/2019 cta Cyc Quan 1y Dugc ve€ viée kiém tra
chét luong nguyén licu lam thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ¢6 chira dugc chat thudc nhom sartan.



5. Cap nhat nhan thudc, to hudng dan sir dung thudc theo quy dinh tai Thong tu
s601/2018/TT-BYT ngay 18/01/2018 cua Bo truong BO Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va to hudng dan sir dung thude trong thot han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, bo sung gidy ding ky luu
hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BY T ngay 12/11/2018 ciia Bo truong
B0 Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thudc va Thong tu s6
29/2020/TT-BYT ngay 31/12/2020 ctia Bo truong Bo Y té sira doi, bd sung va bii bo
mot s vin ban quy pham phap luat do Bo truong BOY té ban hanh, lién tich ban hanh.

6. Phdi hop véi cac co s diéu tri dé thuc hién theo dung cac quy dinh hién hanh
vé thude ké don, theo ddi an toan, hi¢u qua, tac dung khong mong muén cua thudc trén
nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu s6 32/2018/TT- -
BYT ngay 12/11/2018 cta B truong Bo Y té quy dinh viée dang ky luu hanh thuoc, =
nguyén liéu 1am thudc ddi véi cac thude thudc Phu luc II ban hanh kém theo Quyet-—“'
dinh nay (gidy dang ky luu hanh c¢6 ky hiéu VD3-.. .-21). %

7. Co so dang ky thudc phai bao dam duy tri dleu ki€n hoat dong trong thoi glanb_
hiéu lyc cua giay dang ky luu hanh thudc, nguyén liéu 1lam thudc. Trong trudng hopﬁ
khéng con dap tmg du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tu s0 32/2018/TT-BYT ngay..-
12/11/2018 ctia BO truong BO Y té quy dinh viéc dang ky luu hanh thubc, nguyén licu=
1am thudc trong thoi han 30 ngay ké tir ngay co so dang ky khong con du diéu l<1enﬁ
hoat dong.

8. Co so san xuat thude phai bao dam cac didu kién hoat dong ciia co s& san xuit=z-
trong thoi han hiéu luc cta gidy ding ky luu hanh thube, nguyén liéu lam thude.

Dwu3QmmﬂmhmywhmnmmeMnyy@bwhmh

Picu 4. Giam d6c SO Y té cac tinh, thanh phd truc thudc Trung wong va GiarF—
dbc co so san xuat va co so ding ky co thude tai Diéu 1 chiu trach nhiém thi hank
Quyét dinh nay./.
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Noi nhgn: 3 CUC TRUONG
- Nhu Diéu 4; T o

- B truéng BYT (dé blc):; VaS
- TT. Truong Qudc Cuong (dé b/c); (/S

- Cuc Quany - Bo Quéc phong, Cuc Y té - B6 Cong a{

- Cuc Y té GTVT - B9 Giao thong van tai; \
- Téng Cuc Hai quan - Bo Tai chinh;
- Bao hiém x4 hoi Viét Nam; N2 v A

"B4 Y té: Vu PC, Cuc QLYDCT, Cuc OLKCB, Thanhtra —— Vil Tuén Cudng
B9, Vin phong HDTV cidp GPKLH thudc, NLLT;

- Vién KN thude TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 givong bénh truc thudéc Bo Y té;

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

Website;

- Luu: VT, BDKT(15b).




CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PHU LUC I. DANH MUC 21 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 169.2

Ban hanh kém theo Quyét dinh s6:384../QD-QLD, ngay 23..06..2021..

1. Cong ty ding ky: Cong ty c6 phan Dwec Ha Tinh (D/c: 167 Ha Huy Tap, Tp. Ha Tinh - Viét

Nam) —
=
1.1 Nha san xuit: Cong ty cé6 phan Dwoc Ha Tinh (P/c: 167 Ha Huy Tap, Tp. Ha Tinh - Viétf;
=S
Nam) =
=
=
; —_ —
. £ Hoat chat chinh - | Dang bao |Tudi| Tiéu | Quy cach J.
2 k= p d
STT Ten thudc Ham lwgng che tho |chuan| déng géi S0 ang_;:E
1 |Infa-ralgan Paracetamol 80 mg |Vién nén 36 |TCCS [Hop2vi, 3vi, | VD-35262%
phan tan thang 5vi, 10 vi, 20 E
vi X 10 vién. =
Hop 2 vi, 3 vi, ==
5 vi, 10_Yi, 20 =
vi X 4 vién. Hop ===
1 1o 30 vién. =
Hop 1 lo 100
vién.

2. Cong ty ding ky: Cong ty c6 phan dwoc pham 3/2 (P/c: 601 Cich Mang Thang Tam, Phirong
15, Qudn 10, TP. Ho Chi Minh - Viét Nam)

2.1 Nha sén xuat: Cong ty Cé phan Dwgc pham 3/2 (b/c: S6 930 C2, Puong C, KCN Cat Lal=
Cum II, Phuong Thanh My Loi, Qudn 2, TP. Ho Chi Minh - Vigt Nam)

) £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo 1
. <9 p Sod k
STT Tén thuoc Ham luong ché tho [chuan| déng goi o dang &y
2 |Carbocistein 2% I\/If)i 5 ml dung dich [Dung dich 24 [TCCS [Hop 1 chai VD-35262-21
uéng chira: udng thang 30ml, Hop 1
Carbocistein 100 mg chai 60ml, Hop
1 chai 90ml

Hiép Phuréc, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

3.1 Nha sin xuat: Cong ty co phan dwgc pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, Xa
Hiép Phuoc, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

Trang 1

3. Cong ty ding ky: Cong ty co phan dwoc pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, x&



. Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach S§ diine kv
. 9 2 d k
STT Tén thuoc Ham luong ché tho [chuan| déng goi 0 dang xy
3 [VvaltimAPC 320 Valsartan 320,00 mg|Vién nén bao[ 24 |USP [Hop1vi,3vi, | VD-35263-21
phim thang|41 10 vi x 10 vién

4. Céng ty ding Ky: Cong ty cé6 phan dwoc pham Ciru Long (B/c: Sé 150 dwong 14 thang 9,
phwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)
4.1 Nha san xuat: Cong ty cé phan dwoc pham Ciru Long (B/c: S6 150 dwong 14 thang 9,
phuong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)

=
—
7 - =
. X Hoat chat chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di f@
STT Tén thuoc Ham lwgng ché the [chuin| déng goi ¢ dan =
4 [Nootripam Extra Piracetam Dung dich 36 |TCCS [Hop 20 gdi, VD-35264=23
333,3mg/ml uong thang 30 goi 7ml
5. Cong ty diing ky: Cong ty c6 phan dwgc pham Ha Tay (P/c: Sé 10A - phé Quang Trung - =~
Phurong Quang Trung- O.Ha Péng - TP. Ha Ngi - Viét Nam) g
5.1 Nha san xuat: Cong ty cé phan dwec phim Ha Tay (P/c: T6 dan phd sé 4 - P.La Khé - Fi#
Dong - Tp. Ha Ngi - Viét Nam) —
==
e
. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch s ds >
. L p d k
STT Tén thudc Ham lugng ché | tho |chuin|  déng goi =
5 |Vitamin B6 100mg Vitamin B6 (dudi | Vién nén 24 [TCCS [Hop 10vi, 20 | VD-35265-24
dang Pyridoxin HCI)|phan tan thang vi x 10 vién

100 mg

6. Cong ty dang ky: Cong ty co phan dwoc pham Khang Lam (P/c: S6 11, pho Nha Tho,
phirong Hang Tréng, qudn Hoan Kiém, thanh phé Ha Ngi, Viét Nam. - Viét Nam)

6.1 Nha san xuat: Cong ty CP dwoc Vit tw y té Ha Nam (B/c: Cum cong nghiép Hodng Ddwo,
Duy Tién, Ha Nam - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
. Ry P d k
STT Ten thudc Ham luwgng che the |chuan| doéng goi 0 qans &y
6 [Bostekid 30mg granules |Mbi goi 1g chira: Cf')m pha 24 [TCCS [Hop 12,24,30 VD-35266-21
Fexofenadin hon dich thang goi x 1g
hydroclorid 30mg  [uong

7. Cong ty ding ky: Cong ty c6 phan dwoc pham Liviat (B/c: Tang 46, toa nha Bitexco, s6 2 Hdi

Triéu, Phuong Bén Nghé, Quan 1, TP. HCM - Viét Nam)

Trang 2




7.1 Nha san xuat: Cong ty cé phan dwoc pham Me Di Sun (B/c: S6 521, khu phé An Loi,

phirong Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

. X Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach Ao 1
STT Tén thudc Ham lwgng C%é tho |chuin d()l):g goi S0 ding ky
7 |Flibga 12,5 Meclizin Vién nén 36 [TCCS [Hop 3 vix 10 VD-35267-21
hydroclorid (dudi thang vién
dang Meclizin
hydroclorid
monohydrat) =
12,5mg *g—j"
8 |Flibga 50 Meclizin Vién nén 36 [TCCS|Hop3vix10 | VD-352685%
hydroclorid (du6i thang vién =
dang Meclizin E
hydroclorid —
monohydrat) 50mg S

8. Cong ty ding ky: Cong ty c6 phan dwgc pham Medbolide (B/c: Phong 09, lau 10, tda nhaE=
The EverRich 1, s¢ 968 Puwong 3/2, P.15, Qudn 11, Tp. Hé Chi Minh - Viét Nam)

e
8.1 Nha san xuat: Céng ty co phan dwgc pham dwgc pham Phong Phu- chi nhanh nha még

Binh Tan, TP. Hé Chi Minh. - Viét Nam)

03

Usarichpharm (P/c: Lé sé 12 Puong sé 8, khu cong nghiép Tan Tao, phuong Tan Tao A, quisEs
o]

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch s as .
4 <1 p damreky
STT Tén thuoc Ham lwgng ché the |chuan| doéng goi 0 e
9 |Gligca 25 Milnacipran Vién nén bao| 36 [TCCS [Hop 3vi, 6 vix| VD-35269:2%
hydroclorid 25 mg |phim thang 10 vién

9. Cong ty ding ky: Cong ty c6 phan Dwoc pham Phwong Pong (D/c: Lo 7, Puong 2, KCN=FAn

Tqo, P. Tan Tao A, Q. Binh Tan, TP. Hé Chi Minh - Viét Nam)

9.1 Nha sén xuat: Cong ty ¢o phan Dwgc pham Phwong Dong (D/c: Lé 7, Puong 2, KCN. Tan
Tao, P. Tan Tgo A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy céch A 2o ,
STT Ten thude Ham lwgng ché the [chuan doéng goi S0 ding ky
10 |Mequizin 10 Mequitazin 10mg | Vién nén 36 |TCCS [Hop 3vi, 6vi, | VD-35270-21
thang 10 vi x 10 vién;
Chai 30 vién,
60 vién, 100
vién

10. Céng ty diing ky: Cong ty cé phan dwec pham Trung wong I - Pharbaco (B/c: 160 Tén Pic
Thang - Ha Ngi - Viét Nam)

Trang 3



10.1 Nha san xuét: Cong ty cé phan dugc pham Trung wong I - Pharbaco (D/c: Thén Thach
Loi, x& Thanh Xuan, huyén Soc Son, TP. Ha N¢i - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy cach

& 5 . h S6 ding ky
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
11 |Salbutamol 4 mg Salbutamol (duéi  |Vién nén 36 [DBVN[Hop 10vix 10 | VD-35271-21
dang Salbutamol thang|V vién; Lo 100
sulfat) 4 mg vién

11. Cong ty diang ky: Cong ty cé phan dwgc pham Vinh Phic (B/c: S6 777 dwong Mé Linh, ==
Phuwong Khai Quang, TP. Vinh Yén, tinh Vinhh Phuc - Viét Nam)

11.1 Nha san xuit: Cong ty co6 phan dwoc pham Vinh Phic (B/c: Thén Mdu Thong-P.Khai %

pLu

Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam) ==
-—
=
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach s d :
‘! 4 b > ding
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 an%
12 [Rocuronium 25mg Rocuronium bromid |Dung dich 36 |TCCS H@p 2 vi, 5vix VD-3527§
25mg/2,5ml tiém thang 10 ong x 2,5ml =
-1
i
13 [Rocuronium 50mg Rocuronium bromid |Dung dich 36 |TCCS [Hop 4vi, 10vi| VD- 3527E
50mg/5ml tiém thang x5 0ong x 5ml ::—-
12. Cong ty ding ky: Cong ty cé phan dwgc Vacopharm (H/c: S6 59 Nguyén Hué, Phuong 't
Thanh pho Tan An, Tinh Long An - Viét Nam)
12.1 Nha san xuit: Cong ty c6 phan dwec Vacopharm (P/c: Km 1954, Quéc 16 1A, P. Tan
Khénh, TP. Tan An, Tinh Long An - Viét Nam)
) £ Hoat chit chinh - | Dang bao |Tuéi| Tieu | Quy cach o
< < ; > ding kv
STT Tén thuoc Ham luong ché tho [chuan| déng goi ¢ angty
14 [Vaco-piracetam 400 Piracetam 400mg  [Vién nang 36 |TCCS [Hop 03 vi, 05 VD-35274-21
cang thang vi, 10 vi, 20 vi,

50 vi, 100 vi X
10 vién; Hop 05
vi, 10 vi, 20 vi,
25 vi, 50 vi X
15 vién; Chai
100 vién, 200
vién

13. Cong ty diing ky: Cong ty cé phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phu

Yén - Vi¢t Nam)

Trang 4




13.1 Nha san xuét: Cong ty cé6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phi

Yén - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy cach

: 5 b b Sb ding ky
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
15 |Nebistol 10mg Nebivolol (dudi Vién nén 36 [TCCS |Hop 1vix 14 VD-35275-21
dang Nebivolol thang vién; Hop 3 vi,
hydroclorid 10,9mg) 5vi x 10 vién

10mg

14. Céng ty ding ky: Cong ty c6 phan Samedco (B/c: 666/10/1 dwong 3/2, phwong 14, qum@
TP. Hé Chi Minh - Viét Nam)

%

14.1 Nha san xuat: Cong ty c6 phan dwec pham 2/9 (B/c: 930 C4, Puong C, Khu cong nghuzﬁ:

Cét L&i, Cum 2, phuong Thanh My Loi, Qudn 2, TP HCM. - Viét Nam) —

R < Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach PO =

STT Tén thudc Ham lrong ché tho |chuin|  déng goi 50 din g
16 |Kefaven Calci-3-methyl-2-ox | Vién nén bao| 36 |TCCS |Hop 3vi, 10vi | VD-3527852%
ovalerat phim thang x 10 vién -

(alpha-ketoisoleucin ==

, muoi calci) 67mg ; e

Calci-4-methyl-2-o0x
ovalerat
(alpha-ketoleucin,
mudi calci) 101mg;
Calci-2-0x0-3-pheny
Ipropionat
(alpha-ketophenylal
anin, mudi calci)
68mg;
Calci-3-methyl-2-o0x
obutyrat
(alpha-ketovalin,
mudi calci) 86mg;
Calci-DL-2-hydroxy
-4-(methylthio)butyr
at
(DL-alpha-hydroxy
methionin, mudi
calci) 59mg;
L-Lysin acetat
105mg; L-Threonin
53mg;
L-Tryptophan

Trang 5




23mg; L-Histidin
38mg ; L-Tyrosin
30mg

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

Nam)

15.1 Nha san Xuat: Cong ty dwoc phiam va thwong mai Phuong Dong - (TNHH) (D/c: TS 509,
to bdn do so 01, cum CN Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

=
Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach ==

4 a a - a A 3w

o ) 2 angy ! - Sod
STT Tén thuoc Ham lwgng ché the |chuan| dong goi 0 an%
17 |Lodegald-Dicl Diclofenac (dusi  |Vién nén bao| 36 |TCCS [Hop03vi, 05 | VD-3527/2%
. , | ]
dang Diclofenac tan trong thang vi, 10 vi x 10 =

natri) 50mg rudt vién

16. Cong ty ding ky: Céng ty TNHH dwoc pham HQ (B/c: S6 229 C5, Khu dé thi méi Dai Kams
Phuong Pai Kim, Qugn Hoang Mai, Ha Ngi - Viét Nam)

Quang Minh, th; tran Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam)

=
16.1 Nha san xuat: Cong ty c6 phan dwec pham Trung wong 2 (P/c: L6 27 Khu céng ng/qié%
=
T

. P Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé di ;
< < , - d v
STT Tén thuoc Ham luwgng ché the |chuan| doéng goi o —
18 |Halowel Haloperidol 5mg Vién nén 36 |DBVN[HOp 3 vi, 6 vi x| VD-35278-2%
thang|hién |10 vién
hanh

17. Cong ty ding ky: Cong ty TNHH Shine Pharma (B/c: 781/C2, Puong Lé Hong Phong;
Phuong 12, Qudn 10, TP. Hé Chi Minh - Viét Nam)

17.1 Nha sén xuat: Cong ty c6 phan dwgc pham Me Di Sun (B/c: S6 521, khu phé An Loi,
phuong Hoa Loi, thi x& Ben Cat, tinh Binh Duong - Vigt Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy céch S d ,
. < I, o d k
STT Tén thuoc Ham lrong ché | the |chuin| déng goi 0 dang Ky
19 |Cantatrax 250 Calci dobesilat (duéi|Vién nén 36 |TCCS [Hop 3 vix 10 VD-35279-21
dang calci dobesilat thang Vién

monohydrat) 250
mg

Trang 6



18. Céng ty ding ky: Cong ty TNHH thwong mai dwec pham Quang Anh (P/c: 69/4/41 Puong
Truc, phuong 13, qudn Binh Thgnh, Tp. Ho Chi Minh - Viét Nam)
18.1 Nha san xuit: Cong ty CP dwoc Vit tw y té Ha Nam (P/c: Cum cong nghiép Hoang Péng,
Duy Tién, Ha Nam - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céach S d ,
2 alg ! A diang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dansg Xy
20 |Naroxyn eff 250 Naproxen 250mg | Vién sui 24 |TCCS [Hop1,5,15vi | VD-35280-21
thang X 4 vién

19. Céng ty diing ky: Cong ty TNHH thwong mai va dwoc pham Hoang Gia (B/c: A23, no

khu dé thi méi Binh Cong, qudn Hoang Mai, thanh phé Ha Ngi - Viét Nam)

19.1 Nha san xuit: Cong ty c6 phan dwec pham Me Di Sun (B/c: S6 521, khu phé An Lo,

phirong Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

5279 o il

e 2 Hoat chit chinh - | Dangbao |Tuéi| Tieu | Quy cach S§ da
2 Y p i
STT Ten thuoc Ham luwgng ché the [chuan|  déng géi 0 anbﬁ
L =
21 [Decogamin Cholin alfoscerat Dung dich 36 [TCCS |[Hop306ngx 7| VD- 3528528
600 mg/7 ml thudc udng  |than ml
9 o uéng_[théng == |
E—a
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PHU LUC Il. DANH MUC 19 THUOC SAN XUAT TRONG NUGC PUQC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - QT 169.2

Ban hanh kém theo Quyét dinh s6:384../QD-QLD, ngay23../06..2021.

1. Cong ty dang ky: Cong ty c6 phan dwoc Apimed. (B/c: 263/9 Ly Thuong Kiét, phuwong 15
qudn 11, thanh phé Ho Chi Minh - Viét Nam)

1.1 Nha san xuit: Cong ty cé phan dwoc Apimed (D/c: Duong N1, cum cong nghiép Phu Th-aﬂ_
Vinh Thanh, x& Vinh Thanh, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

sl

=
=
=
- Tubi =5
. £ Hoat chat chinh - | Dang bao | Tuoi| Tiéu Quy céach 5 s
STT Ten thudc Ham luong ché the [chuian|  déng goi S0 ang_;:E
1 |Fortapi 500 L-Ornithin Vién nén 36 |TCCS [Hop2vi, 3vi, | VD3-128Z%
L-Aspartat 500mg thang 5vi, 10 vi x 10 E
vién =
-
2. Cong ty diing ky: Cong ty c6 phan dwoc Hau Giang (B/c: 288 Bis Nguyén Van Cir, p. An 1452,
Q. Ninh Kiéu, Cdn Tho - Viét Nam) ==

2.1 Nha sén xuat: Cong ty c6 phin dwgc Hau Giang (P/c: 288 Bis Nguyén Vin Cir, p. An Hoa;
Q. Ninh Kiéu, Can Tho - Viét Nam)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

STT Tén thuoc Ham lwong ché tho [chuin| doéng géi S0 dingdy
2 |Eyelight cool Mbi 10 ml chira Dung dich 24 [TCCS [Hop 1 chai 10 VD3-136-2%
Natri chondroitin  [nho mit thang ml
sulfat 25 mg;
Vitamin B6 10 mg;
Borneol 2 mg

3. Cong ty ding ky: Cong ty c6 phan dwoc pham Ciru Long (B/c: 6 150 dwong 14 thang 9,

phwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)

3.1 Nha san xuat: Cong ty c6 phan dwec pham Ciru Long (P/c: S6 150 duong 14 thang 9,
phuwong 5, TP. Vinh Long, tinh Vinh Long - Viét Nam)

. 2 Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach S dine kv

2 ang ! h ding k

STT Teén thuoc Ham lwong ché tho |chuan| déng géi 0 dang &y

3 |Terpin Codein 15 Terpin hydrat Vién nang 36 [TCCS [Hop 3vix 10 VD3-131-21
100mg; Codein cang thang Vién

Trang 1



15mg

4 |[Topralsin Oxomemazin (dudi |Vién nang 36 [TCCS [Hop 1tuyp, 10 | VD3-132-21
dang Oxomemazin |cing thang tuyp X 24 vién
hydroclorid) 1,65
mg; Guaifenesin
33,3 mg;
Paracetamol 33,3
mg; Natri benzoat
33,3 mg
4. Cong ty dang ky: Cong ty c6 phan dwoc pham dwoc ligu Pharmedic (P/c: 367 Nguyen Trat=
Qudn 1, Tp. H6 Chi Minh - Viét Nam) E
—
4.1 Nha san xuat: Cong ty c6 phan dwoc pham dwoc liéu Pharmedic (B/c: 1/67 Neuyén Vi —p
Qua, Qudn 12, TP. Ho Chi Minh - Viét Nam) E
=
-—
[=—=
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S di §
STT Tén thuoc Ham lwong ché the [chuin| doéng goi Ml
ey,
5 [Farzincol Mai 5 ml chtra: Kém|Sird 24 |TCCS [Hop 1 chai VD3-13@
sulfat monohydrat thang 90ml =
(twong duong 10 mg =
k&m) 27,5 mg —
==
e—

5. Cong ty ding ky: Cong ty c6 phan dwoc pham Ha Tay (P/c: Sé 10A - phé Quang Trung &
Phuong Quang Trung- Q.Ha Dong - TP. Ha Ngi - Viét Nam)

5.1 Nha san xuat: Cong ty cé6 phan dwgc pham Ha Tay (P/c: Té dan phé sé 4 - P.La Khé -©Ha
Dong - Tp. Ha Ngi - Viét Nam)

.k Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach o dnm

2 <) P d k

STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 CamR=t

6 |Franvit B1-B6-B12 Thiamin nitrat Vién nang 24 |TCCS [Hop10vi x VD3-134-21
(vitamin B1) mém thang 10 vién

125mg; Pyridoxin
HCI (Vitamin B6)
125mg ;
Cyanocobalamin
(Vitamin B12) 50
mcg

6. Cong ty diang ky: Cong ty c6 phan dwoc pham Me Di Sun (B/c: S6 521, khu phéd An Li,
phuwong Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)
6.1 Nha sén xuat: Cong ty co phan dwgc pham Me Di Sun (B/c: S6 521, khu pho An Loi,
phuwong Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

Trang 2




. Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach S§ diine kv
. 9 2 d k
STT Tén thuoc Ham luong ché tho [chuan| déng goi 0 dang xy
7 |Culspo Tiropramid HCI Vién nén bao[ 36 |TCCS [Hop 3vix 10 VD3-135-21
100mg phim thang vién, Hop 1 lo
100 vién
8 |Zadpin Cefdinir 100 mg Vién nang 36 |TCCS [Hop 1vi, 2 vi, VD3-136-21
cung thang 3vi, 10vi x
10 vién

7. Cong ty diang ky: Cong ty c6 phan Dwgc pham Phwong Pong (P/c: Lé 7, Puong 2, KCN. m

Tqo, P. Tan Tgo A, Q. Binh Tan, TP. Hé Chi Minh - Viét Nam) =
7.1 Nha san xuat: Cong ty cé phan Dugc pham Phwong Pong (P/c: Lé 7, dwong sé 2, KCNFah
Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam) E
=

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach & di E
STT Teén thuoc Ham lwong ché the [chuan| doéng goi S0 din E‘
9 |Fudophar 400 mg M3i 6ng 8 ml chtra: [Dung dich 36 [TCCS [Hop 12 éng, 24| VD3- 1372
Arginin hydroclorid [uéng thang ong, 36 ong, 48 =
400 mg ong x 8 ml ==

-
A 2 LA 2 ==
8. Cong ty dang ky: COng ty co phan dwec phiam trung wong Mediplantex (D/c: 358 Gial ==

Phéng, phuong Phuong Liét, qugn Thanh Xuan, Ha Ngi - Viét Nam) -a=

8.1 Nha sin Xuat: Cong ty co phﬁp dwoc pham trung wong Mediplantex (P/c: Nha mdy duwot
pham so 2, Thén Trung Hdu, xa Tién Phong, huyén Mé Linh, Ha Ngi - Viét Nam)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach sé d :
. “ P d: i
STT Tén thuoc Ham lwgng che the [chuan dong goi R —
10 [Medieucalyptol Eucalyptol 100 mg; Vi‘én nang 36 |TCCS [HOop 10vix 10 | VD3-138-2%
Menthol 0,5 mg; mém thang vién

Tinh dau tram 0,5
mg; Tinh dau tan
0,18 mg

9. Cong ty dang ky:

Phuwong Khai Quang, TP. Vinh Yén, tinh Vinh Phuc - Viét Nam)

9.1 Nha sén xuat: Cong ty ¢o phan dwgc pham Vinh Phc (B/c: Thon Mdu Théng, phirong Khai
Quang, thanh pho Vinh Yén, tinh Vinh Phdc - Viét Nam)

Cong ty co6 phan dwec pham Vinh Phic (B/c: S6 777 dwong M@ Linh,

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds .

< “Y p d k
STT Ten thuoc Ham lugng ché tho |chuan| déng géi ¢ gang ky
11 |Lucikvin 500 Meclofenoxat Thubc tiém | 36 |TCCS |Hop1llo+1 VD3-139-21

Trang 3



hydroclorid 500mg

dong kho

thang

ong nudc cat
tiém 10ml
(SbK:
VD-20273-13);
Hop5lo+5
6ng nuéc cat
tiém 10ml
(SbK:
VD-20273-13);
Hop 10 lo

10. Céng ty diing ky: Cong ty cé phan dwoc va vat tw y té Binh Thuan (B/c: 192 Nguyen ng‘,?==

phirong Pha Trinh, TP. Phan Thiét, tinh Binh Thudn - Viét Nam) —
=
10.1 Nha san xuit: Cong ty c6 phan dwec va vat tw y té Binh Thuan (P/c: 192 Nguyén HoiFa=
phwong Pha Trinh, TP. Phan Thiét, tinh Binh Thugn - Viét Nam) ==
=

) £ Hoat chit chinh - | Dangbao |Tuéi| Tieu | Quy cach S dined
STT Tén thuoc Ham lwong ché tho [chuin| doéng géi 0 an%
12 |Neo-Godian Dextromethorphan |Vién nén bao[ 36 [TCCS [Hop 2, 10 vi x VD3-140ZE
HBr 5mg; Terpin duong thang 10 vién; Chai -
hydrat 100mg; Natri 200, 500 vién —
benzoat 50mg E
=

11. Céng ty diing ky: Cong ty cé phan dwoc Vacopharm (P/c: Km 1954, Quéc |6 1A, P. Tas

Khénh, TP. Tan An, Tinh Long An - Viét Nam)

11.1 Nha san xuit: Cong ty c6 phan dwec Vacopharm (P/c: Km 1954, Quéc 16 1A, P. Tan
Khénh, TP. Tan An, Tinh Long An - Viét Nam)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach s di ;

2 ang | h dang ky.

STT Tén thuoc Ham lwong ché the [chuian|  déng goi o fHE=

13 |Vadol PE Paracetamol Vién nén 24 |TCCS [Hop 25 vi, 100 | VD3-141-27
500,0mg; thang vi X 4 vién; Hop

Phenylephrin

hydroclorid 10,0mg;

Clorphemiramin
maleat 2,0mg

5vi, 10 vi, 100
vi x 10 vién;
Chai 100 vién,
200 vién, 500
vién

12. Cong ty diing ky: Cong ty cé phan hoa-dwoec pham Mekophar (P/c: 297/5 Ly Thuong Kiét,
Phurong 15, Qudn 11, Tp. Ho Chi Minh - Viét Nam)
12.1 Nha sén xuat: Cong ty c6 phin hoa-dwec pham Mekophar (B/c: 297/5 Ly Thuong Kiét,
Phurong 15, Qudn 11, Tp. H4 Chi Minh - Viét Nam)

Trang 4



. Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach S§ diine kv
. Ry P d k
STT Tén thuoc Ham luong ché tho [chuan| déng goi 0 dang xy
14 |Gynoternan Metronidazol Viénnén dat| 30 [TCCS |HOopO1lvix 10 | VD3-142-21
200mg; am dao thang vién
Cloramphenicol
80mg;
Dexamethason
acetat 0,5mg;
Nystatin 100.0001U
15 [Mekoderm-Neomycin  |Mai tuyp chira: Kembo6ida | 24 [TCCS [Hop 01 tuyp VD3-14@
Betamethason thang 10g =
A —
dipropionat ==
0,64mg/g; ==
Neomycin (dudi ==
dang Neomycin E—
sulfat) 3,5mg/g =
16 |[Terpin Cophan Terpin hydrat Vién nang 36 |TCCS [Hop 10 vi x 10 VD3-14§
100mg; cung thang vién; Chai 100 =
Dextromethorphan vién iy
hydrobromid 10mg =
=
13. Cong ty ding ky: Cong ty c6 phan xuit nhap khau y té Domesco (P/c: 66-Quac |6 30-P=idy
Phu-TP. Cao Lanh-Tinh Bong Thap - Viét Nam) ==
13.1 Nha san xut: Cong ty c6 phan xuét nhap khau y té Domesco (B/c: 66-Qudc 16 30-P riviy
Phu-TP. Cao Lanh-Tirnh Dong Thap - Viét Nam)
) £ Hoat chit chinh - | Dangbao |Tuéi| Tiéu | Quy cach - —
. 0 , y d o k 7
STT Tén thuoc Ham hrong ché tho [chuan| déng goi 0 Cang
17 [Vitamin A&D Vitamin A (Retinol |Vién nang 36 |TCCS [Hop 1tlinhdm| VD3-145-24
palmitat) 5000 IU; |[mém thang X 4 vi x 10 vién,

Vitamin D3
(cholecalciferol) 400
U

Hop 1 thi nhdm
X 5 vi x 10 vién,
Hop 2 tdi nhdm
X 5 vi x 10 vién,
Chai 100 vién

14. Cong ty diing ky: Cong ty TNHH Dwoc pham Glomed (P/c: S6 35 Pai Lg T Do, Khu cong
nghiép Viét Nam-Singapore, phuong An Pha, thi x& Thugn An, tinh Binh Duong - Viét Nam)

14.1 Nha san xuat: Cong ty TNHH Dwoc pham Glomed (B/c: S6 35 Pai L Tw Do, KCN Viét
Nam-Singapore, phuong An Pha, thi x& Thugn An, tinh Binh Duong - Viét Nam)

Trang 5



. Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach S§ diine kv
. 9 P d k
STT Tén thuoc Ham luong ché tho [chuan| déng goi 0 dang xy
18 |[Glotadol F Paracetamol 500 Vién nén bao[ 36 [TCCS |HOop 10vix 10 | VD3-146-21
mg; phim thang vién; Hop 20 vi
Dextromethorphan X 6 vién
HBr 15 mg;
Phenylephrin
hydroclorid 7,5 mg;
Loratadin 5 mg
15. Cong ty dang ky: Cong ty TNHH Quac té NS. (B/c: So 47 ngd 138 phé chg Kham Thién, g
phwrong Trung Phung, qudn Pong Pa, TP. Ha Néi - Viét Nam) =
=S
15.1 Nha sén xuét: Cong ty CP dwgc Vat twy té Ha Nam (B/c: Cum cong nghiép Hoang Do
Duy Tién, Ha Nam - Viét Nam) =
—
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy céach Sé di =
. <9 p dangdS>
STT Teén thuoc Ham lugng ché | tho [chuin| déng géi 0 diness
19 (Bixentin 10 Bilastin 10mg Vién nén 24 |TCCS [Hop 1 vi, 2 vi, VD3-14§
phén tan thang 3vi,5vix10 ==
trong miéng vién %
—
= CUC TRUONG

Trang 6
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