BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phic
86 Jb{ /QP-QLD Ha Ngi, ngayd thing 5 ndm 2015
QUYET PINH

V& viée ban hanh danh muc 12 thudc tir dwge ligu sin xuit trong nwée
dwoge cip s6 ding ky hru hanh tai Viét Nam - Dot 150

CUC TRUOGNG CUC QUAN LY DUQC

Can cirLudt Dugc ngay 14 thang 6 ndm 2005;

Cén cir Nghi dinh s 63/2012/ND- CP ‘ngay 31/8/2012 cia Chinh phi quy dinh
chirc néng, nhlem vy, quyen han va co cAu td chirc cia B3 Y té;

Can ctr Quyét dinh sb 3861IQD BYT ngay 30/9/2013 cua B truong B Y té quy
dinh chirc néng, nhiém vu, quyén han va co céu tb chirc ciia Cuc Quan Iy Dugec thudc
B§ Y té;

Cin cit Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y té qui dinh viéc
dang ky thuéc,

Cin cr cong van sé 8600/BYT-QLD ngay 31/12/2013 ctia B§ Y t& huong din
viée sén xuét thude tir dugc ligu;

Can cir y kién ctia Hoi ddng tu van cép sb dang ky Iuu hanh thuc B6 Y té;

Xét d& nghi cia Trudng phong Dang ky thudc- Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh myc 12 thuéc tir dugc liéu san
xXuét trong nurde duge cap sé dang ky Iuvu hanh tai Viét Nam - Det 150.

Diéu 2. Cong ty san xuit va cong ty ding ky c6 thudc hru hanh pha1 in s§ dang ky
dugc BY Y t€ cap 1én nhén thudc va phai chip hanh dung cac quy ché c6 lién quan tdi
san xut va luu hanh thubc. Cac sb ding ky c6 ky higu V...-H12-16 c6 gia tri dén hét
ngay 31!12:‘2016

Dleu 3. Quyét d;nh nay c6 hi¢u luc ké tir ngdy ky ban hanh.

Diéu 4. Gidm dbc S& Y té cac tinh, thanh phé truc thugc trung wong va gidm déc
cdng ty san xuét va cong ty ding ky c6 thubc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay.

Nei nhin:
- Nhu Piéu 4;
- BT. Nguyén Thj Kim Tién (d& blc);
- TT. L& Quang Cu'bn% (dé bic);
- Cyc Quin y - B4 Qubc phong, Cuc Y té - B4 CA;
-CucYté giao thong vén tdi- B§ GTVT;,
- Téng Cyc Hai Quan- B§ Tai Chinh;
- Bao hiém xa hol Viét Nam;
- Vu Phap ché, Cyc Quén Iy Y duge cb tru‘yen Cuc Quin Iy
Kham, chita b(;l'l]‘l B& Y té; Thanh tra B§ Y té;
- Vién KN thudc TU va VKN thuéc TP.HCM;
- Téng Céng ty Duge VN;
- Céc bénh vién, Vién c6 giudng bénh trye thu?c BYT;

Trwong Quéc Cudng

YT
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CUC QUAN LY DUQC

DANH MUC 12 THUOC TU DUGC LIEU SAN XUAT TRONG NUGC BUGC CAP SO PANG KY

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pijc lap - Ty do - Hanh phiic

HIEU LUC PEN HET NGAY 31/12/2016 - PQT 150.
Ban hanh kém theo quyét dinh sé:o&bz.’fQD-QLD, ngay 2./..5./ o201 4

Luong Nhit Hoc, P10, Q5, TP.HCM - Viét Nam)

1. Céng ty diing ky: Co s& san xuit thudc déng y, thudc tir dwge ligu Dwge Phat (B/c: 45-47
Lwong Nhit Hoc, P10, Q5, TP.HCM - Viét Nam)

1.1 Nha san xuit: Co s& san xuét thudc dong y, thudc tir dwge ligu Dwgc Phét (D/c: 45-47

www. ThuVienPhapLuat.vil

STT

Tén thube

Hoat chit chinh -
Ham lwgng

Dang bao
ché

Tudi
tho

Tiéu
chuén

Quy céch
déng gbi

86 ding ky

khéi 1§

nit

|Cao long Mt gan gidi

dbc

Cao léng B4ch hanh chi

Cao long Bét tran xudn

Chai 280 ml cao
16ng chira céc chét
duge chiét tir: A
giao 12g; Bac ha 8g;
Bich bd 12g; Bach
hgp 12g; BSi mu
12g; Cam thao 6g;
Puong quy 12g;
Sinh khuong 5,6g;
Hanh nhén 10g; Cat
cinh 10g; M3 diu
linh 4g; Ngii vj tir
6g; Thién hoa phdn
6g; Thién mén 8g;
Tri miu 6g; T6 tir
6g; Tiruyen 8g; Y di
|nhin 8g

Chai 280 ml cao
16ng chira céc chit
dugc chiét tir: Pang
sam 8,4g; Bach linh
8,4g; Bach truit
8,4g; Thyc dja 8,4g;
Bach thugc 8,4g;
Duong quy 8,4g;
Xuyén khung 5,6g;
fch mAu 9,8g; Cam
thio 4,2g

Chai 280 ml cao

16ng chira céc chét

Cao léng

Cao léng

Cao long

36

36
théng|

36
thang|

|théng|

TCCS

TCCS

TCCS

Hép 1 chai 280

|ml

Hop 1 chai 280
ml

Hop 1 chai 280

Iml

VIS-HI2-16

V14-HI2-16
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awSoft = Tel: +84

V16-HI2-16




6

Cao Iéng Sarh quy
trudmng the

Cao long Thach lam
thdng

|Cao 16ng Thién vuong

fbé tim

|cao 16ng Tréng dwong

bd thin

dugc chiét tir: Long
dom 8,4g; Sai hd
5,6g; Nhan trdn
8,4g; Kim ngin hoa
8,4g; Hoang cim 7g;
Sinh dia 5,6g; Trach
ta 5.6g; Chi tir 5,6g;
Puong quy 4,2g; Xa
tiéntr 2,8g; Cam
thao 2,8g

‘|Chai 280 mlcao

16ng chira cic chat
duoe chiét tir:
Puong quy 20g;
Nhan sam 15g; Thuc
dia 15g; Chich
hoang ky 15g; Bach
phuc linh 15g;
Xuyén khung 15g;
Bach thuge 15g;
Bach trudt 15g;
lNhuc qué 5g; Cam
thao 6g

|Chai 280 mlcao

long chira cic chat
dugc chiét tir: Kim
tién thao 100 g;
Thuc dja 30 g; Trach
ta20g

Chai 280 ml cao
16ng chira cdc chit
dugce chiét tir; Sinh
dia 19,6g; Thién
mén 5,6g; Mach
mdn 5,6g; Ngil vj tir
5,6g; PBuong quy
5,6g; Toan tdo nhin
5,6g; Ba tir nhan
5,6g; Huyén sim
2,8g; Pang sim
2,8g; Pan sam 2,8g;
Bach linh 2,8g; Vién
chi 2,8g; Cét canh
2,8g

Chai 280 ml cao
16ng chira cic chit
duoc chiét tir: Pang

Cao léng

Cao long

Cao long _

Cao long

36
thing

36
thiang

thiang

273
thing

|tces

[Tces

TCCS |

TCCS

Hop 1 chai 280
ml

ﬁép 1 chai 280
ml

Hép 1 chai 280
ml

Hop 1 chai 280
ml

V17-H12-16
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sdm 6,72g; Thuc dia
6,72g; Puong quy
6,72g; Dam duong
ho#c 6,72g; Ba kich
6,72g; Cu tich
6,72g; D3 trong
€,72g; Phuc link
5,6g; Bach truiit
5,6g; Bach thuge
5,6g; Xuyén khung
4,48g; Cam thio
2,24g

7u

2. Céng ty diing k§: Co sé sin xuét thubc y hoc cd truyén Hoa Vit (D/c: Thén Ninh Phil - Thi
trdn Kién Khé - Thanh Liém - Ha Nam - Vigt Nam)

2.1 Nha sin xuét: Co s& sin xuét thudc y hoc ¢ truyén Hoa Vigt (B/c: Thon Ninh Phii - Thj
trdn Kién Khé - Thanh Liém - Ha Nam - Viét Nam)

30 3279 * vwww. T

STT

Tén thude

Hoat chét chinh -
Ham luwgng

Dang bao
ché

Tudi
thg

Tiéu
chuin

Quy cich
déng goi

86 dang ky

Té sinh thin khi hoan

MQi vién hoan 10g
chira: Thyc dja

1,2g; Son thin 0,6g;
Hodi son 0,6g;
Phyc linh  0,6g;
Trachtd 0,6g; Miu
don bi 0,6g; Phy tir
ché 0,2g; Qué nhyc
0,2g; Xa tién tir
0,7g; Nguu tit

0,7g; Nam linh chi
3,0g

Vién hodn
mém

24
thang

TCCS

Hép lén 01
khay x 10 hgp
nhd x 01 qua
cdu nhya x 01
vién

V21-HI2-16
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3. Cong ty diing ky: Co s& sin xudt thudc YHCT Ba Giling.. (D/c: 4/23 Ngé Quyén, phuomg
Dién Bién, thanh phé Thanh Héa, tinh Thanh Héa - Viét Nam)

3.1 Nha sin xuat: Co s& sin xuit thuéc YHCT Ba Gidng.. (D/c: L6 C4-1, KCN Hodng Long,
thanh phé Thanh Héa, tinh Thanh Hoa - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach 5 diine L
SEL Tén thue Ham lwgng ché | tho [chudn| donggei | SO dineld
9 |Dai trang hoan Ba Giéng |M&i vién hoan chira: | Vién hoan 24 |TCCS |Hgp 1 19 240 V22-H12-16
Bach truft 20 mg; [cimg thing vién (28,8g),
Mac huong 6,8 [nop 10 g6i x 12
mg; Hoang lién 3,4 vién (14,4g)

mg; Cam thao




4,0 mg; Bach linh
13,4 mg; Dang sdm
6,8 mg; Thin khiic
6,8 mg; Tran bi

13,4 mg; Sa nhén
6,8 mg; Mach nha
82 mo Somtra 68
mg; Hodison 6,8
mg; Nhuc diu khiu
13,4 mg

sl
=
=

10 |Phong té thip Ba Gidng |M3i vién hoan chira: [Vién hoan | 24 |TCCS [Hop 110250 | V23-H12-16
M4 tidn ché 14 mg;|cimg théng vién (30g), hop
Buong quy 14 mg; 1 19 400 vién
D6 trong 14 mg; (48g)
Nguu tht 12 mg;
Qué chi 8 mg;
Thuong trugt 16
mg; Ddc hoat 16 i
mg; Thé phyc linh =
20 mg 5
4. Cong ty dang kj: Co s& sin xuit thubc YHCT Bao Phwong (B/c: Thon Thing Pdv, Hoa =,
Thach, Quic Oai, Ha Ngi - Vigt Nam) a::-
4.1 Nha sin xult: Co s sin xudt thube YHCT Bao Phwong (B/c: Thon Thing Pdu, Hoa Thgc%
Quée Oai, Ha Nji - Viét Nam) -
=
. L
Hogt chét chinh - | Dang bao |Tudi| Tieu | Quycich | cx.. .
SEL Tén thude Ham lhrgng ché | tho |chudn| déng goi 0 ding ky:g
11 |Thuéc dung ngoai B/P  [M&ilo 8 mlchia  |Cao long 36 |TCCS [Hop 1 lo 8ml V24-HI12-16
cao chiét cac duge théng| g
lidu: Khuong hoang 6=
2,3g; Ngai citu 2,2g;
Hoang ba 1,0g
5. Céng ty ding ky: Co sé sin xuéit thubc YHCT Thé Thao. (B/c: 69 Trdn Phi, Lam Son, Thanh
Héa - Viét Nam)
5.1 Nha san xuit: Co s& san xuit thude YHCT Thé Thao (P/c: L6 D6 - 4 KCN Tdy Bic Ga,
phucng Déng Tho, Tp. Thanh Héa, Thanh Héa - Viét Nam)
- Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach :
- L]
STT Tén thubc Ham lhrgng ché tho |chudn| dong goi 6 ding ky
12 [Hoan sinh lyc M3i vién hoan chira: | Vién hoan 24 |TCCS |Hop 15 hoanx | V25-H12-16
Léc nhung cimg thang 6g




0,15g; Nhin sim
0,75g; Téa duong
0,6g; Hoang ky
0,7g; Thuc dija
0,7g; Puong quy
0,6g; P3 trong
0,5g; Bach truat
0,4g; Sontht 0,6g;
Trinbi 0,lg; Quf
0,15g; Pai tdo

0,5g; Cam thio
0,15g

= Truong Quéc Cuidng
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