BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
UANTLY DU —Poc lap - Tudo - Hanhphilte—— —

o: 403 /QB-QLD Ha Ngi, ngay{9) théng 9 néim 2017

QUYET PINH
Vé viée ban hanh danh muyc 07 thude duoe li¢u san xuét trong nude
duge cap s6 ding ky lwu hanh tai Viét Nam - Dot 159

CUC TRUONG CUC QUAN LY DUQC

Cin cir Luat Duoc ngay 06 thang 4 ndm 2016;

Can ctr Nghj dinh s 75/2017/ND-CP ngay 20/6/2017 cia Chinh pht quy dinh
chtic néng, nhiém vy, quyen han va co chu tb chire cia B§ Y t&;

Cin o Quyét dinh sb 3861/QB -BYT ngay 30/9/2013 cua B4 truong Bo Y té quy
dinh chuc nang, nhiém vu, quyén han va co cau £ chie cta Cuc Quan Iy Dugce thude

B3 Y té;

Cin ctt Théng tu sé 44/2014/TT-BYT ngdy 25/11/2014 cia B§ Y t& qui dinh viéc
dang ky thube,

Can ol cong viin sé 8600/BYT-QLD ngay 31/12/2013 cia BG Y t6 hudng din
viée san xuét thuoc tr duge ligu;

Cin ctr'y kién cua Hoi ddng tu vén clp g iéy ding ky luu hanh thubc, nguyén lidu
lam thudc - BS Y té; '

Xét d& nghi cia Trudng phong Pang ky thude - Cyc Quan Iy Duyge,

QUYET PINH:

Pidu 1. Ban hanh kem theo Quyét dinh nay danh muyc 07 thubc duge lidu sén xuét
trong nucrc duoe cAp sb dang ky Juu hanh tai Viét Nam - Dot 159.
Pidu 2. Céng ty san xuét va cdng ty ding ky ¢d thude lwu hanh phai in s ding ky

duge BG Y t& ¢4p 1én nhén thudc va phai chép hanh ding céc quy dinh c6 lién quan i
san xudt va lwu hanh thudc. Cée s§ dang ky ¢6 ky hiéu V...-H12-18 ¢6 gid ti dén hét

ngay 31/12/2018.

Dleu 3. Quyét dinh nay c6 hi¢u lyc ké tir ngay ky ban hanh

Pidu 4. Glam dbc S&'Y té céc tinh, thanh pho truc thude trung vong va giam ddc
cOng ty san xudt va cong ty ding ky cé thudc tai Diéu 1 chju trach nhiém thi hanh

Quyét dinh nay.

Noi nhfin:
- Nhu Diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quan y - Bo Quéc phong, Cyc Y té - Bd CA;
- Cuc Y té giao thdng van ti- B§ GTVT;
- Tong Cuc Hai Quan- B§ Tai Chinh;
- Béo hiém x4 hﬁl Viét Nam;
- Vu Phép ché, Cyc Quan ly Y duoe cé tr uyén, Cuc Quan
Kham, chifa bf;nh B3 Y té; Thanh tra B§ Y t€;
- Vlen KN thudc TU va VKN thude TP.HCM,;
- Téng Céng ty Duge VN - CTCP;
- CAc bénh vién, Vién co giudng bénh tryc thuéc BYT;
- Website ciia Cuc QLD, Tap chi Duge My phdm - Cyc QLD;
- Luu: VT, KDD, DKT (15b).

ruong Quic Cuidng
Thir trudng By Y &




BOYTE CONG HOA XA HOTCHU NGHIA VBT
CUC QUAN LY DUQC Poe ldp - Ty do - Hanh phic

DANH MUC 07 THUOC DUQC LIEU SAN XUAT TRONG NUOC
PUQC CAP SO PANG KY HIEU LUC PEN HET NGAY 31/12/2018 - PQT 159

Ban hanh kém theo quyét dinh sb: ..%D.S.../QB—QLD, ngay /{.’ﬂ/ﬁ 1.280.03

1. Cong ty diing ky: Co s& Cao Nghia Dudng (H/c: S6 6 16 H2 - Khom Binh Khanh 1, P. Binl
Khdanh, TP. Long Xuyvén, tinh An Giang - Viét Nan)

1.1 Nha san xuit: Co sé Cao Nghia Puong (Ble: T6 23-Pueong Thai Phién-Phirong Bink
Khenh-Tp.Long Xuyén-Tinh An Giang - Viét Naini)

@ = % Hoat chit chinh - | Dang bao Tubi| Tiéu Quy céch S diing k¥
oLl Fenthuoe Ham lwgng ché tho [chudn| déng goi Sl
1 [Nhite Khép Hodn M&i 35g hoan cling |Vién hoan 36 |TCCS |[Hép L1g35g; | VI36-H12-18
chira 27,5 g bot cung thang Hop 10 goix 4
duge ligu (tuong g

duong: Bach thuge
3,5 g; Pé trong 3,5
g; Duong quy 3,36g;
Phuc linh 3,36 g;
Nguu tht 2,45 g;
Tang ky sinh 2,1 g;
Bdc hoat 2,1 g;
Xuyén khung 1,75
g; Thn giao 1,75 g;
Phong phong 1,68 g;
Pang sém 3,5 g;
Phong phong 1,68 g;
Té tan 1,05 g); 7.5
ml cao long duge
liéu (tuong duong:
Qué chi 0,875 g;
Dang sém 3,5 g;
Thue dia 3,15 g;
Cam thao 0,875 g)

2 |Vi Théng Linh M3Bi gdi 4g hoan Vién hoan 36 |TCCS [Hop 10 gbi x 4g| V137-H12-18
cirng chira: Thuong feung thdng
truét 0,6538 g; Hau
phdc 0,6538 g; Bach
trudt 0,6538 g;
Huong phy 0,5938
g; Khuong

Trang |



hr);‘mg 0,5138 g; Sa |

nhén 0,5 g; Mai myc
0,5 g; Trin bi
0,4738 g; Cam thao
0,26 g

2. Cong ty diing ky: Co s& Diing Nguyén Dwong (D/c: 240 dirong Bach Déng, Ph. 24 - Q. Binh
Thanh - TP. Hé Chi Minh - Viét Nam)

2.1 Nha sin xufit: Co s& Diing Nguyén Duimg (D/c: 240 dirong Bach Péng, Ph. 24 - Q. Binh
Thanh - TP. H6 Chi Minh - Viét Nam)

. < Hoat chét chinh - | Dang bao Tudi| Tieu | Quy cch S8 diing Iy
el Ten thuge Ham lwgng ché tho [chudn| déng géi s A
3 |Hoan Thanh can luong Ttr thao 0,28g; Bach |vién hoan 24 |TCCS [HQp 10 hoan VI38-Hi2-18
huyét thuge 0,28g; Vuong |[mém thang| mém x 7g

bat lru hanh 0,28g;
Kim ngén hoa
0,21g; Thuong nhi
tr 0,21g; PHong
phong 0,21g;
Thuwong trudt 0,21g;

3. Cong ty ding ky: Co s& dong dwge Vinh An (D/c: thén Yén Vinh - xd Kim Chung - huyén Hoai
Diic - Tp. Ha Ngi - Viét Nam)

3.1 Nha sin xuét: Co s& dong dwge Vinh An (D/c: thén Yén Vinh - xd Kim Chimg - huyén Hodi
Dite - Tp. Ha Ngi - Viét Nam)

Hoat chiit chinh - | Dang bao Tudi| Titu Quy cdch sé diing Ly

223 Tén thube Ham lugng ché tho |chuén ddng goi
4 |Baisdi V-A M&i chai 500ml  [Cao Iéng 24 |TCCS {Hop I chai 500 | VI39-HI12-18
chira céc chat chiet thang ml

xuit tir cac dugc lidu
sau: Kim tién thio
120g; Bach mao cin
120g; Mdc thong
80g; Ty giai 60g;
U4t kim 30g; Nguu
tht 30g; Trach ta
30g; K& ndi kim 30g

Trang 2




dumifg 50 1 7, khu a’an cir Bmh Hzmg xé Bmh Hzrng, huyen Bmh C'hanh Tp. Ho Chi Mmh - Vze!
Nam)

4.1 Nha san xuét: Co sé sn xudt thudc thanh phdm YHCT Thity Xwong (P/c: 86 416 O duong
§6 17, khu dén cuw Binh Hung, xd Binh Hung, huyén Binh Chdnh, Tp. H6 Chi Minh - Viét Nam)

STT

e £
I'én thuoce

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tubi
tho

Tiéu
chuin

Quy cach
dong gai

S6 ding ky

Thiy Xuong t0 hiép
hoan

MBi vién hoan mém
chira; Bach truit
0,22g; Bach chi
0,22g; Khuong hoat
0,22¢; Thing ma
0,22g; Bac hd 0,22g;
T4t bat 0,165g;
Xuyén khung
0,165g; ‘rAm huong
0,165g; Mdc huong
0,165g; Huong phu
0,165¢g; T4 digp
0,165g; Hoéc huong
0,165g; O duoc
0,11g; Phong phong
0,165g; Nhyc diu
khéu 0,1 lg; Té tan
0,lig

Vién hoan
méim

24
thang

TCCS

Hép 10 vién x
5.5¢

V140-H12-18

5. Céng ty diing ky: Co so sén xuét thude y hge cd truyén Hoa Viét (B/c: Thén Ninh Phii - Thi
tran Kién Khé - Thanh Liém - Ha Nam - Viét Nam)
5.1 Nha sin xudt: Co s6 san xuit thude y hoc cd truyén Hoa Viét (B/e: Thén Ninh Phit - Thi
tran Kign Khé - Thanh Liéin - Ha Nam - Viét Nam)

STT

Tén thude

Hoat chit chinh -
Ham lwgng

Dang bao
ché

Tudi
tho

Tiéu
x
chuén

Quy cdch
dong géi

S6 dang ky

Phong t& thap Hoa Viét

M&i vién hoan cimg
chira: Poc hoat
12,5mg; Tang ky
sinh 8,5mg; Bach
thuge 8,5mg; B3
trong  8,5mg; Phuc
linh 8,5mg; Phong
phong 8,5mg; Té

Vién hoan
clrng

24
thang

TCCS

Hép 1 io (30g)
x 200 vién hoan
cling

V141-HI12-18

Trano 3




tin 8.5mg; Xuyén

khung 8,5mg; Nguu
tat 8,5mg; Cam thao
8,5mg; Tan giao
8,5mg; Duong quy
8,5mg; Can dia
hoang 8,5mg; Pang
sam 8,5mg; Qué tdm
8,5mg

6. Cong ty ding ky: Co s& Tan Phwéce (D/e: 18/7C Lanh Binh Thing, P.13, Q.11, TPHCM - Viét

Nam)
6.1 Nha sin xuét: Co s& Tan Phwée (D/c: 18/7C Lénh Binh Thang, P.13, Q.11, TPHCM - Viét
Nam)
z A P T 6' 5 A ~ i
STT Tén thubc HD{lt‘Cllat cflinh Di_mg‘hflo uol Tlezu Qi:ly C‘ICI'I s dfing ky
Ham lugng che tho |chuin| ddng géi
7 |Thudc bd sdm quy yén  |M&8i chai 280ml Cao long 24 [TCCS |Hop I chai thiy| V142-H12-18
chira dich chiét tir thing tinh hodc chai

céc duoc lidu:
Puong quy 22,4g;
Thuc dia 16,8g; Ha
thu & do 11,2g; Cau
ky tir 7g; Bach truat
11,2g; Bach phyc
linh 7g; Xuyén
khung 8,4g; Hoang
ky 7g; P8 trong
6,44g; Phé cb chi
7g; Tao nhan 7g;
Vién chi 7g; Dang
sdm 22,4g; Yén sio
0,56g

1

nhiwra 280ml

PHU TRACH QUAN LY,

PILU HANH ? ie

Truwoeng Qudc Cuwong
Thit truéng B Y té

Trang 4
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