BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tr do - Hanh phiic
S6 %5 /QBb-QLD Ha Néi, ngaydiis thang 9 ndm 2013
QUYET DINH

Vé vige ban hanh danh myc 09 thube tir duwge lidu sin xuit trong nwde
dwoc cip s6 ding ky lvn hanh tai Viét Nam - Dot 141 b6 sung

CUC TRUONG CUC QUAN LY DUCQC

Can ¢t Luét Dugc ngay 14 théng 6 nim 2005,

Cén cir Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy dinh
chirc néng, nhiém vy, quyen han va co cAu td chiic ciia BO Y t6;

Cin ctt Quyét dinh sb 53/2008/Qb- BYT ngay 30/12/2008 cia B§ truorng B Y té
quy dinh chirc néng, nhiém vy, quyén han va co ciu td chirc ciia Cuc Quén ly Dugc
thugec B Y té va Quyet dinh s6 3 106/QD-BYT ngiy 29/8/2011 ctia Bo trudong Bo Y té
vé viée sira dbi, bo sung Piéu 3 Quyét dinh s6 53/2008/Qb-BYT ngay 30/12/2008 ciia
B6 trudng B6 Y 1€ quy dinh chirc ning, nhiém vy, quyén han va co chu tb chirc cia
Cuc Quan ly Dugc thugc B6 Y té;

Cén ctr Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ctia B4 Y t& quy dinh viée
ding ky thudc;

Cén cr Thong tu s6 16/2011/TT-BYT ngay 19/4/2011 cua B Y té vé quy dinh
nguyén téc san xuat thudc tir dugce 1idu va 16 trinh ap dung nguyén téc, tiéu chuén thuc
hanh t6t san xuét thubc (GMP) a6i Vi co s san xuft thude tir duoc ligu;

Cin cir y kién cta Hoi dong tu van cép s& dang ky luu hanh thubc Bo Y 4;

Xét @ nghi cua Trudng phong Dang ky thudc- Cuc Quén 1y Dugc,

QUYET PINH:

Pién 1. Ban hanh kem theo Quyét dinh nay danh muc 09 thudc tir duge liéu san
Xuft trong nuée duge cip sb dang ky luu hanh tai Viét Nam - Dot 141 bd sung.

Diéu 2. Céng ty san xuét va cong ty dang ky cé thudc luu hanh pha1 in sO dang ky
dugc BQ Y t& clp 1én nhan thubc va phéi chap hanh ding céc quy ché cé lién quan tél
san xudt va lru hanh thudc. Cac s dang ky 6 ky hiéu V..~-H12-13 c6 gia trj dén hét
ngay 3 1/12/2013

Bleu 3. Quyét dinh nay 6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Gidm dbc S& Y té cac tinh, thanh phd tryc thudc trung wong va giam dbe
cong ty san xudt va cong ty ding ky c6 thude tai Pidu 1 chiu trich nhler?/thl hanh
Quyét dinh nay.
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CYC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Boe ldp - Ty do - Hanh phic

DANH MUC 09 THUOC TU DUGC LIEU SAN XUAT TRONG NUGC BUOC CAP SO PANGKY
- HIEU LUC PEN HET NGAY 31/12/2013 - DT 141 b sung

Ban hanh ké¢m theo quyét dinh s6.25.7 .../QP-QLD, ngéy,ﬂ{:/ﬂ./...lﬂ’l ;

1. Cong ty ding ky: Co' & sin xuit thudc YHCT Thé Cudng (B/e: 146 Héi Thupng Lin Ong,
P10, Q.5, Tp. H6 Chi Minh - Viét Nam)

1.1 Nha sdn xuat Co sé& san xudit thubc YHCT Thé Cwong (D/c: 146 Hdi Thurgng Lan Ong,
P10, Q.5, Tp. Hé Chi Minh - Viét Nam)

Ddc hoat 12g; Qué
nhuc 8g; Phong
phong 8g; Duong
quy 8g; Té tan 8g;
Xuyén Khung 8g;
Tén Giao 8g; Bach

" {thuge 8g; Tang ky

sinh 8g; Can dia
hoang 8g; D3 trong
8g; Nhian sim 8g;
Nguu tit 8g; phuc
linh 8g; Cam thao
8s

r As
" X Hoat chat chinh - | Dang bao |Tudi| Tiéu Quy cach x
STT Tén thuoe Ham lwgng ché tho chudn| déng goi S0 dang Ly
1 |[Pdc hoat ky sinh chi M3i 150 ml cao léng|cao long 24 |TCCS |Chai thiy tinh | V322-H12-13
théng tinh duge chiét xudt tir: théng 150 ml '

2. Cong ty dang ky: Cong ty c6 phin dugc phim HA Nam (P/c: 34 Nguyén Vin Tréi Phucmg
Luong Khdnh Thién-Phu Ly-Ha Nam - Viét Nam)

2.1 Nha sin xuét: Cong ty cb phin dwgc phim Ha Nam (B/c: 34 Nguyén Vin Troz Phuong -
Luong Khinh Thién-Phi Ly-Ha Nam - Viét Nam)

D3 trong 14 mg;
Nguu tdt 12 mg;

r As "
n - Hoat chit chinh - | Dang bao |Tudi} Tiéu | Quy cich S5 diine K
STT Tén thuée Ham lrong ché tho |chuéin| déng géi 0 déng ky
2 [Phong té thip Mz tién ché 14 mg;{Hoan ctmg | 24 |TCCS [Hop 119 48g, | V323-H12-13
. Duong quy 14 mg; thang hép 1 1g 30g
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Qué chi 8 mg;
Thuong truat 16
mg; Pdc hoat 16
mg; Thé phuc linh
20 mg

3. Céng ty di
Yén - Viét Nam

g ky: Cong ty cb phin Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hod, Phii

3.1 Nha sin xyét: Cong ty cd phin Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phii Yén

- Viét Nam)
‘ 3 Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach ,
: S

|STT Tén thuje Ham lugng ché | tho [chuAn| aéng goi 6 ding ky
1 3 |Eumintan Eucalyptol 100 mg; {Vién nang 24 |TCCS {Hép 10 vix 10 | V324-H12-13
: Menthol 0,5 mg;  |mém théng vién
Tinh déu tAn 0,18
L mg; Tinh dau gimg
' 0,5 mg

4. Cong ty diing ky: Cong ty cb phin sin xudt - thwong mai Dugc phim Pong Nam (B/c: Lo

24, Duong 56 14, KCN. Tdn Tao, Q. Binh Tdn, TP. H6 Chi Minh - Vit Nam)

4.1 Nha sin x it: Cong ty cb phin sin xuit - throng mai Dwge phim Péng Nam (D/ec: Lo
24, Duong s6 YA, KCN. Tdn Tao, Q. Binh Tdn, TP. HO Chi Minh - Viét Nam)

' L Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich ;
STT Tén thu Ham lwgng ché tho |chudn| dong goi S8 déing ky
4 |Dobalsa 40 mg Cao bach qua Vién nang 36 [TCCS [Hop 3, 6, 10, V325-H12-13
' (Extractum Ginkgo |mém thang 30,50vix 10 |
biloba) 40 mg vién, Chai 30,
¥ 60, 100, 200,
500 vién.

5. Cong ty dang ky: Cong ty TNHH dong dirgc Phiic Hu’né (D/c: 96-98 Nguyén Viét Xudn, Ha

Déng, Ha Nji -

Viét Nam)

5.1 Nha sin xyit: Cong ty TNHH ddng dwgc Phic Hung (D/c: Cum céng nghiép Thanh Oai,

Thanh Oai, Ha

Néi - Viét Nam)

Hoat chdt chinh - | Dangbao |Tudi{ Tieu | Quy each .
ST} Tén thugc Ham hrong ché tho [chufin| d6ng géi S6 ding ky
5 [Hoanbd trungifhkhi |Hoang ky; Pang  |Viénhoan | 24 |TCCS [Hop 11012 | V326-H12-13
P/H sim; Cam Thao;  |mém thang ‘|hoan x 8g. Hop )
Bach truit; Puong 10 hoan x 8¢g
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quy; Thang ma; Sai
hd; Trin bi; Cao ctia
Gung tuoi va Dai
t4o .

6 [NgicanhtaP/H  [Thuc dia; Hodison; |Viénhoan | 24 {TCCS Hop 1lox 240 | V327-H12-13
Bach linh; Nhyc mém thang vién, 480 vién x
que; Son thu; Phy tir ~ 0,3g
ché; Trach t3; B3 cbt ‘
chi; Ngii vi tlr; Tho
ti tir
7 [TdokéthoanP/H  Thuc dia; Hodison; [viénhoan | 24 [TCCS [Hop 11ox240 | V328-HI2-13 |
Bach linh; Ma nhan; [mém thang vién, 480 vién x
Son thii; Mau don 0,282
bi; trach t3; Nhuc
thung dung; Nguu
tAt; Mét ong
6. Cong ty ding ky: Cong ty TNHH sin xuit thirong mai dwge phim NIC (NIC Pharma) (P/c:
L6 11D duong C, Khu cong nghiép Tdn Tao, qudn Binh Téan, tp. Hoé Chi Minh - Viét Nam)
6.1 Nha san xuét: Céng ty TNHH sén xuit thwong mai dugce ph‘ém NIC (NIC Pharma) (P/c:
Lé 11D dwong C, Khu cdng nghiép Tdn Tao, qudn Binh Tan, tp. H6 Chi Minh - Viét Nam)
— ——
n < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S
STT Tén thuoe Ham hrgng ché the [chudn| d6ng goi é diing ky
8 {Taniki 80 Cao bach qué 80 mg | Vién nang 36 [TCCS Hop6vix10 | V329-H12-13
e |mém  hdngl  vien | e
9 |Tanikin 80 Cao bach qui 80 mg|Viénnang | 36 |TCCS [Hop6vix 10 | V330-H12-13
mém thing vién
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Trwong Quéc Cuwdng






