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CUC QUAN LY DUQC Déc lap - Ty do - Hanh phic
S / 6 0 1QP-QLD Ha Néi, nga‘y—//’tha'ng/éﬂ ndam 2013
| QUYET DINH -

Vé viéc ban hanh danh muc 17 thudc tir dwge liu san xuit trong mrée
dwge cap s6 ding ky lru hanh tai Viét Nam - Dot 140

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Dugc ngay 14 thang 6 nam 2005; '

Cin ctr Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phi quy dinh
chirc néng, nhiém vy, quyén han va co céu t6 chirc ciia B Y té;

Cin ctr Quyét dinh sb 53/2008/Qb-BYT ngay 30/12/2008 cua Bo truong Bo Y té
quy dinh chirc nang, nhiém vy, quyén han va co c4u té chirc ciia Cuc Quan ly Dugc
thugc By Y té va Quyet dinh sb 3106/Qb-BYT ngay 29/8/2011 cua B truong BO Y té
vé viéc st ddi, bd  sung Piéu 3 Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua
‘Bo trudng BO Y té quy dinh chirc néng, nhi¢ém vy, quyen han va co chu t chirc cia
Cuyc Quan ly Duoc thuge Bo 'Y té; |

Céan ctr Thong tu s6 22/2009/TT-BYT ngay 24/1 1/2009 cia B6 Y- t& quy dinh viéc
ding ky thudc; .

Can cur Thoéng tu so 16/2011/TT-BYT ngay 19/4/2011 cia B 'Y té vé quy dinh
nguyén tac san xuat thudc tir duge liéu va 10 trinh 4 ap dyng nguyén téc, tiéu chuin thuc
hanh 6t san xuét thudc (GMP) d6i VOl co sO san xuat thude tir duge lidu;

Can cir ¥ kién ctia H6i ddng tu van cip sb dang ky luu hanh thudc Bo Y té;

Xét dé nghi ctia Trudng phong Dang ky thudc- Cuc Quén 1y Dugc,

QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 17 thubc tir duoc liéu san
xudt trong nude duge cép sb dang ky luu hanh tai Viét Nam - Dot 140.

Piéu 2. Cong ty san Xuét va cong ty dang ky co thudc Iuu hanh pha1 in s6 ding ky
dugc Bo Y té cip len nhan thubc va phai chép hanh ding céc quy ché c6 lién quan t6i
sén xuét va luu hanh thuée. Cac s& dang ky c6 ky hidu V...-H12-13 ¢c6 gi4 tri dén hét
ngay 3 1/12/2013

Piéu 3. Quyét dinh nay cd hiéu lyc ké tir ngdy ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung vong va giam dbe
cong ty san xuit va cong ty ding ky c6 thubc tai Dleu 1 chiu trdch nhiém thi hanh

Quyét dinh nay. :
Noi nhin: | : ﬁ@»ﬂx\
- Nhu Diéu 4; 1 ” 3
- BT. Nguyén Thi Kim Tién (dé b/c); : / /
- Cuc Quén y- B6 Québc phong, Cuc Y té - Bo CA; v
- Cuc Y té giao thong van tai- B6 GTVT; !

- Téng Cuc Hai Quan- B§ Tai Chinh;
- Bao hiém x4 hoi Viét Nam;
- Vu Phép ché, Cuc Quan ly Y duge cb truyen Cuc Quan Iy
Kham, chita bénh - B6'Y té; Thanh tra B6 Y té;
- Vién KN thubc TU va VKN thudc TP.HCM;
- Téng Céng ty Duge VN;
- Cac nhvign, Vién c6 giwong bénh truc thuoc BYT;
- Website ctia Cuc QLD, Tap chi Dugc My phdm — Cuc QLD;
- Luu: VP, KDD, BPKT (2b).
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DANH MUC 17 THUOC TU DUGQC LIEU SAN XUAT TRONG NUGC BUGC CAP SO PANG KY
HIEU LUC PEN HET NGAY 31/12/2013 - BOT 140

Ban hanh kém theo quyét dinh SS;JO(O.../QD-QLD, nga‘%ﬁ../ﬁ i W

1. Céng ty diing ky: Co s& san xuit thudc YHCT Thé Cwong (P/c: 146 Hdi Thuong Léan Ong,
P10, Q.5, Tp. H6 Chi Minh - Viét Nam)

1.1 Nha san xuét: Co s& san xuit thuéc YHCT Thé Cuwong (P/c: 146 Hai T huong Lan Ong,
P10, Q.5, Tp. Ho Chi Minh - Viét Nam)

Xuyén bbi mau;
Thuong nhi tir; Bach
chi; Pai hoang; Linh
chi; Tran bi; Mdc
huong; Sa nhén;
Sinh huong; Thuyén
thodi; Hau phéc;
Téao nhan; Phan ta
diép

A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ax .
STT Tén thude Ham lwgng ché tho |chuén| déng goi 56 ding ky
1 [Bach b chi khai 16 Béach bg; Cat canh; |[cao long 24 |TCCS {Hop 1 chai 50 | V278-H12-13
Bac ha; Phong " |thang ml, 100 ml
phong; Tréin bi; Ban
ha ; Cam thao;
Xuyén bbi mau;
Bach chi; Kh hanh
nhan; Tién hd
2 Klen nhit§ Bach truit; Pang  |cao long 24 |TCCS [Hop 1 chai 100 | V279-H12-13
sam; phuc linh; Pai thang ml, 50 ml
t40; Trén bi; Son tra;|
Str quén tir; Hoang
ky; Cam thio; Vién
chi; Méc huong; Ma
hoang ‘;
3 liéu phong thanh gan t5 |Sai ho; Bac ha; L6 |cao léng 24 |TCCS [Hop 1 chai 150 | V280-H12-13
héi; Cam thao; thang ml, 300 m]

2. Cong ty dang ky: Cong ty Co phan BV Pharma (D/c: Ap 2, Xa Tan Thanh T ay-Huyén Cu
Chi-Thanh phé H6 Chi Mznh Viét Nam)
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2.1 Nha san xuit: Céng ty C6 phdn BV Pharma (P/c: Ap 2, Xa Tan The  Tay t 1Cu
Chi-Thanhph6 ¥ Chi Mi -V ! ﬁ ‘
o Hoat chét chinh - | Dang bao {Tudi| Titu | Quy cach £ oax 1
STT Tén thuoc Ham hrong ché tho | chuin d(’n)llg oo So diang ky
4 |Kim tién théo - BVP Cao khd kim tién  |Vién nén bao| 36 |TCCS Hop 6 vix 10 V281-H12-13
thao (trong duong |phim thang vién (vi nhém -
3125 mg kim tién nhom, nhoém -
thao ) 250 mg PVC),Hop 1
chai 100 vién
(chai nhya
HDPE)
5 |Vicenla Bét trich tinh rau mé|kem bdéida | 36 (T CCS Hop 1 tuyp 10g ' V282-H12-13
1100 Omg ¥ ﬁhing ___|Gtuyp nhdém)
6 [Vuong thao bai thach M01 vién chira 220 |Vién nang 24 ITCCS Hop 1 chai 100 | V283- H12 13
. |mg cao khé chiét tir |cimg thang vién (chai nhya
2600 mg cac dugc HDPE); Hop 6
liéu kho sau (Kim vi x 10 vién (vi
T tién thao 1000 mg; nhdm - nh6m
Nhén trin 250 mg; va vi nhém -
ng‘mg cim 150 mg; PVCQC).
. |Uat kim 250 mg; .
Binh lang 100 mg;
chi thyc 100 mg;
hdu phac 100 mg;
Bach'mao cén 500
mg; Moc huong 100
mg; Dai hoang 50
mg)
3. Cong ty ding ky: Cong ty cb phdn dong dwge A Chau (P/c: Do I4- Yén nghia - Ha Péng - Ha
Noi - Viét Nam)
3.1 Nha san xuét: Cong ty cd phin déng dwrge A Chau (B/c: Do 1y~ Yén nghia - Ha DPéng - Ha
Néi - Viét Nam)
g Hoat chit chinh - | Dang bae {Tudi| Titu| Quy cach £oax o
STT Tén thude Ham hrgng ché tho |chudn| déng goi 50 dang ky
7 |An thin ACP Cao cua cdc dugc | Vién nang 24 |TCCS {Hop 3 vi, Svix| V284-H12-13
liéu: Binh véi, Lién |ctmng thang 10 vién 4
nhuc, Tir quyét
minh, Hoai son, L4
vong nem
8 Luc vi ACP Thuc dia, Hoai son, |Vién nang 24 |TCCS |Hop 3 vix 10 V285-H12 13
"|Son thy, M3u don  |cimg thang vién
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bi, Phuc linh, Trach

ta

4. Cong ty dang ky: Cong ty cb ph:‘?m dwgc phém dwoec lidu Pharmedic (B/c: 367 Nguyén Trdi -
Q.1 - TP. H6 Chi Minh - Viét Nam)

4.1 Nha san xuit: Cong ty ¢ phan dwge phim dwec liéu Pharmedic (P/c: 1/67 Nguyén Vin
Quad, Qudn 12, TP. Ho Chi Minh - Viét Nam)

R A Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 ding kv
STT Ten thuoe Ham lgng ché | tho |chudn| déng goi 0 qang ky
9 |Diép ha chdu PMC Cao kho Diép ha Vién nén bao| 24 |TCCS [Hop 10 vix 10 | V286-H12-13
chéu 250mg phim thang vién, hép 1 lo
| : : 100 vién

5. Cong ty ding ky: Cong ty ¢6 phin Dwgec phadm TW 25 (D/c: 120 Hai Ba Trung, Q. 1, TP. Ho
Chi Minh - Viét Nam)

5.1 Nha san xuit: Cong ty c¢6 phian Dwgc pham TW 25 (P/e: 448B, Nguyen Tat Thanh 0.4, TP.
H6 Chi Minh - Viét Nam)

Re
" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di .
STT Tén thuoe Ham lwgng ché tho |chudn| dong géi 0 dang ky
10 |Tribelus Cao dic Bach tat 1€ |Vién nang 24 [TCCS |hép4vix 15 V287-H12-13
250mg cing thang vién, hop 1 chai
' 30 vién, 60 vién

6. Cong ty ding ky: Cong ty cb phan dwge TW Mediplantex (B/c: 358 Gidi phong, P. Phiong
Liét, Thanh xudn, Ha N§i - Viét Nam)

6.1 Nha san xuit: Cong ty c6 phin dwge TW Mediplantex (B/c Thon Trung Hdu, xd Tién

Phong, huyén Mé Linh, Ha N§i - Viét nam)

R £ ‘Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ 2 ,
< 5 S d
STT Ten thuoe Ham lgng ché | tho |chuin| dong goi 0 ding ky
11 |Superkan Cao bach qué chuin | Vién nén bao| 36 |TCCS |[hop2vi, 4 vix | V288-H12-13
4o [hdd0mg phim _  [thingi = |lSvién |
12 Superkan S- Cao bach qua chuin |Vién nang 36 |TCCS thop 5vix 10 V289-H12-13
hoé 80mg cing thang vién

7. Céng ty ding ky: Céng ty cb phin dugc-vit tir y té Thanh Hoa (D/c: 232 Trdn Phi, Thanh

Hoa - Viét Nam)
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7.1 Nha san xuét: Céng ty ¢ phin duwec-vat tu y té Thanh Hoa (B/c: L 4—5-6,‘ khu ¢ 1

Tay Béc Ga, thanh pho Thanh Hod -V Nc
R £ Hoat chét chinh - Dang bao |Tudi| Tiu | Quy cach £ oo ,
STT Tén thuoe | Ham lweng ché | tho |chudn| déng géi S0 diing ky
13 |Cao didc ActisO Cao dac Actiso 10 |{Cao dic 60 |TCCS {Thing 10 kg V290-H12-13
‘ kg (tuong g thang cao déc dong
Actiso 100 kg) trong 2 lan tai
PE
14 |Cao dic hy thiém Cao dic hy thiém 10|Cao dic 60 |TCCS {Thing 10kg | V291-HI2-13 |
kg (twong g 65 kg thang cao dic dong
hy thlem) trong 2 lan tii
PE L .
15 |Cao dac kim tién thao  |Cao dac 10kg  |Cao dic 60 |TCCS |Thing 10kg | V292-H12-13
(tuong tmg 200 kg thang cao ddc dong
kim tién thao) trong 2 1an thi
; PE

8. Cong ty diing ky: Céng ty cb phin Sao Thai Dwong (D/c: 92 Vinh Hung, Hoang Mai, Ha Nji -

Viét Nam)

8.1 Nha san xuit: Cong ty ¢6 phin Sao Thai Dwong. (B/c: Khu Cong nghiép Péng Vin, Duy
Tién, Ha Nam - Viét Nam)

r¥
Tuoi

N £ Hoét chit chinh - | Dang bao Tiéu Quy cach £ 2o ,
STT Tén thugd Ham lwgng ché tho {chudn| doéng géi S0 diing ky
16 |DAu gi6 gimg Trung ~ |Tinh dAubachd  |DAu xoa 60 [TCCS |Hop 11o6ml, | V293-H12-13
Nguyén 0,24 ml; Tinh dAu ' thang hop 1 1o 24 mi '

tram 0,24ml;
Menthol 0,9 g;
Tinh diu cam
0,03ml; Tinh diu
long n3o 0,12 ml;
Tinh diu huong nhu
tring 0,06 ml; Tinh
diu qué 0,12 ml;
Ging 39g

9. Cong ty ding ky: Cong ty TNHH Phil Inter Pharma (D/c: Sé 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

9.1 Nha san xuit: Cong ty TNHH Phil Inter Pharma (D/c: 86 25, Duong 56 8, Khu CN Vzet
Nam-Singapore, Thudn An, Binh Dwong - Viét Nam)
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