BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DP{c 1ap - Tu do - Hanh phiic
86 / 5 0 /1Qb-QLD Ha Noi, ngay frhang,é ndm 2013
- QUYET PINH

V& viéc ban hanh danh muc 17 thube tir dwgc ligu san xuit trong nwéc
dwgc cap s6 ding ky lru hanh tai Viét Nam - Dot 140

CUC TRUONG CUC QUAN LY DUQC

Cén ¢t Ludt Dugce ngay 14 thang 6 nam 2005; '

Céan cir Nghi dinh 56 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co c4u té chic ciia BO Y té;

Cin ctt Quyét dinh sb 53/2008/QD-BYT ngay 30/12/2008 cua B$ truong BO Y té
quy dinh chic ndng, nhiém vy, quyén han va co cAu td chic cia Cyc Quan ly Dugc
thugc B Y té va Quyet dmh s0 3 106/QD-BYT ngay 29/8/2011 ctia B4 truong Bo Y té
vé viéc sira dbi, bd  sung Pidu 3 Quyét dinh s6 53/2008/Qb-BYT ngay 30/12/2008 cua

‘B9 trudng Bo Y té quy dinh chirc néng, nhiém vy, quyén han va co cAu tb chirc cla
Cuc Quan ly Dugc thugc BO Y té;

Can cir Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua B Y- t& quy dinh viéc
dang ky thubc; .

Cén cur Thong tu s6 16/2011/TT-BYT ngay 19/4/2011 cua B Y té vé quy dinh
nguyén tic san xuat thuoc tlr dugc ligu va 1§ trinh ap dung nguyén téc, tidu chuan thuc
hanh t5t san xut thudc (GMP) dbi Vdi co s& sdn xuat thudc tir duoc ligu;

Cin ctr y kién cua Hoi ddng tur vén cép sb dang ky luu hanh thubc BO Y té;

Xét dé nghi cla Trudng phong Dang ky thude- Cyc Quan 1y Duge,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh myc 17 thudc tir duoc lidu san
XuAt trong nudc duge cap sb déng ky luu hanh tai Viét Nam - Dot 140.

Piéu 2. Cong ty san XAt va cong ty déng ky co thu6c luu hanh pha1 in s6 dang ky
dugc B Y té cép len nhén thudc va phai chép hanh ding cic quy ché cé lién quan tGi

san xuit va luu hanh thuéc. Cac sé ding ky c6 ky hidu V..-H12-13 c6 gia tri dén hét
ngay 31/12/2013.

Piéu 3. Quyét dinh nay cd hiéu lyc ké tir ngdy ky ban hanh.
Diéu 4. Giam dbc S& Y té cac tinh, thanh phé tryc thuc trung wong va gidm ddc

cong ty sdn xudt va cong ty ding ky c6 thubc tai Dleu 1 chju trach nhi€ém thi hanh
Quyét dinh nay.
Noi nhin:

- Nhu Piéu 4; |

- BT. Nguyén Thi Kim Tién (8 b/c); :

- Cuc Quan y - B6 Quéc phong, Cuc Y té - Bé CA;

-CucY té giao thdong vén tii- B GTVT;

- Tong Cuc Hai Quan- B Tai Chinh;

- Bao hiém xa héu Viét Nam;

- Vu Phép ché, Cuc Quag ly Y dugc cb tru ‘yen Cuc Quéan Iy~
Khém, chita bénh - Bd'Y t&; Thanh tra B Y t&; : A A

- Vign KN thude TU va VKN thuée TP.HCM; dong Quoc Carimg
- Tong Céng ty Dugc VN;

- Céc bénh vién, Vién c6 givdng bénh tryc thuoc BYT;

- Website ctia Cuc QLD, Tap chi Dugc My phém — Cyc QLD;

- Luu; VP, KDD, BKT (2b).




BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc ldp - Tu do - Hanh phic

DANH MUC 17 THUOC TU DUGC LIEU SAN XUAT TRONG NUGC BUGC CAP SO BANG KY
HIEU LUC PEN HET NGAY 31/12/2013 - POT 140

Ban hanh kém theo quyét dinh Sé;/{é{/O...f’QD-QI.D, ng«?_l%g;;é;‘éﬁy

1. Céng ty ding ky: Co s& san xuat thuéec YHCT Thé Cwong (B/c: 146 Hdi Thuong Ldn Ong,
P10, Q.5, Tp. Ho Chi Minh - Viét Nam)

1.1 Nha san xuidt: Co s& san xuat thube YHCT Thé Cudng (P/c: 146 Hai Thurong Lan Ong,
P10, Q.5, Tp. Ho Chi Minh - Viét Nam)

STT

Tén thube

Hoat chit chinh -
Ham luwgng

Béch bd chi khi 1§

Kién nhi td

Tigu phcmg thanh gan t5

[Bich b; Cat canh
Bac ha; Phong
phong; Tran bi; Ban
ha ; Cam thao;
Xuyén bdi mau;
Bach chi; Khd hanh
nhén; Tién hd

Bach truit; E)éng
sam; phyc linh; Pai
tao; Trén bi; Son tra;
Str quén tir; Hoang
ky; Cam thio; Vién
chi; Mgc huong; Ma
hoang

Sai ho Bac hé Lo

hdi; Cam thio;
Xuyén bbi mgu;
Thuong nhi tir; Bach
chi; Pai hoang; Linh
chi; Tran bi; Mdc
huong; Sa nhén;
Sinh huong; Thuyén
thoéi; Hau phac;
T4o nhén; Phan ta
diép

Dang bao |Tudi| Tiéu | Quy cach
ché tho |chuin| dong goi
cao long 24 |TCCS Hop 1 chai 50
" |thang ml, 100 ml
caoléng | 24 |TCCS [Hop 1 chai 100 |
thang| ml, 50 ml
caolong | 24 |TCCS {Hop 1 chai 150
thang ml, 300 ml

S6 ding ky

V278-H12-13

V279-H12-13

2. Cong ty ding ky: Cong ty C6 phin BV Pharma (P/c: Ap 2, Xa Tan Thanh Tay-Huyén Cu
Chi-Thénh phé Hé Chi Minh - Viét Nam)
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2.1 Nha san xuit: Céng ty C phian BV Pharma (b/c: Ap 2, Xa Tdn Thanh Yay-Huyen Cu

Chi-Thanh phd Ho Chi

Minh - Viét Nam)

e ” £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach SF :
STT Tén thuoe Ham lu'cmg ché tho | chuin déng géi 56 dang ky
4 Klm tlen thao BVP Cao khé kim tién Vién nend_baou36_ TECQ_ Ha) 6_V1 x 1 U_ -7\}25-11_12-13 -
thao (twong duong |phim thang vién (vi nhém -
3125 mg kim tién nhém, nhom -
thao ) 250 mg PVC), Hop 1
chai 100 vién
(chai nhua
HDPE)
5 |Vicenla ~ |Bottrich tinh rau ma|kem bdida | 36 |TCCS |Hop I tuyp 10g| V282-H12-13
______ RPN ... AR W .. S 00D
6 [Vuong thao bai thach MB3i vién chira 220 |Vién nang 24 |TCCS [Hop 1 chai 100 | V283-H12-13
mg cao kho chiét tir |cimg thang vién (chai nhya '
2600 mg cac dugc HDPE); Hop 6
liéu khd sau (Kim vi x 10 vién (vi
- - tién thao 1000 mg; nhém - nhdm
Nhan trin 250 mg; va vi nhém -
Hoang cam 150 mg; PVC).
Uit kim 250 mg;
Binh lang 100 mg;
chi thyre 100 mg;
héu phac 100 mg;
Bach mao can 500
mg; Moc huong 100
mg; Pai hoang 50
mg)
3. Cong ty ding ky: Cong ty ¢ phin déng dwgc A Chau (P/c: Do 1- Yén nghia - Ha Péng - Ha
Noi - Viét Nam)
3.1 Nha san xuit: Cong ty co phan dong dwoc A Chau (D/c: Do l9- Yén nghia - Ha Péng - Ha
Noi - Viét Nam)
A
, . p Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach S8 dine ko
Sk Tenthune Ham lirgng ché tho |chudn| déng géi BARE A
7 [AnthdnAcCP Cao clia che duge  |Viénnang | 24 |TCCS |Hop3 vi, 5vix| V284-H12-13
liéu: Binh vdi, Lién |cimg thang] 10 vién '
nhue, T quyét
minh, Hoai son, L4
vong nem
8 L_uc_w ACP B Fhuc dla Hoai s san, [Vien ne nang 24 tCCs H_op 3vix 10 | V285-H12-13 |
“|Son thi, Mdu don  [cimg thang vién
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bi, Phuc linh, Trach
ta

4. Céng ty ding ky: Cong ty cb phin dwgc phim dwge ligu Pharmedic (B/c: 367 Nguyén Trdi -
Q.1 - TP. H6 Chi Minh - Viét Nam)

4.1 Nha sin xuét: Cong ty ¢6 phan dwge phaim dwgc ligu Pharmedic (D/c: 1/67 Nguyén Vin
Qud, Qudn 12, TP. Ho Chi Minh - Viét Nam)

£ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
[-3 f-3 O - ﬁ
S LER NG Ham lrgng ché | tho |chudn| dong géi aans By
9 |Diép ha chau PMC Cao kho Diép ha Viénnén baol 24 [TCCS |Hop 10 vix 10 | V286-H12-13
chiu 250mg phim thang vién, hdp 1 lo
: : 100 vién

5. Cong ty ding ky: Cong ty cb phan Duwgc phdm TW 25 (B/c: 120 Hai Ba Trung, Q. I, TP. Ho
Chi Minh - Viét Nam)

5.1 Nha san xuit: Cong ty ¢ phin Dugc phim TW 25 (P/e: 448B, Ngzgfen Tat T?u?mh Q. 4, TP.
Hé Chi Minh - Viét Nam)

n P Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé aa .
L A Satinoe Ham lrgng ché tho |chudn| déng g6i 0 diing ky
10 |Tribelus Cao didc Bach tit 1€ |Vién nang 24 |TCCS thop 4 vix 15 V287-H12-13
250mg climng thang| vién, hdp 1 chai
' 30 vién, 60 vién

6. Cong ty ding ky: Cong ty cb phin dugc TW Mediplantex (B/c: 358 Gidi phéng, P. Phuong
Liét, Thanh xudn, Ha Ngi - Viét Nam)

6.1 Nha sin xuit: Cong ty cb phin duge TW Mediplantex (D/c T?:on Trung Héu, xa Tién
Phong, huyén Mé Linh, Ha Nji - Viét nam) -

" X ‘Hoat chét chinh - Dang bao Tudi| Ticu Quy cach Boas i
Bt K thuos Ham lugng ché tho [chuidn| doéng gobi sle 4y
11 {Superkan Cao bach qua chuin |Vién nén bao| 36 |TCCS |hop 2 vi, 4 vix | V288-H12-13
4 |hoAd0mg | phim___ |théngl = [ISvién |
12 Superkan S- Cao bach quéi chuin |Vién nang 36 |TCCS [hép Svix 10 V289- H12—13
: hod 80mg cing thang vién

7. Cong ty dﬁng ky: Cong ty ¢ phin dugc-vit tir y té Thanh Hoa (B/c 232 Tran Phii, Thanh

Hoa - Viét Nam)
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7.1 Nha san xuit: Cong ty ¢6 phin dugc-vat tu y té Thanh Hoa (D/c: Lo 4-5-6, khu cong nghiép
Tdy Bac Ga, thanh pho Thanh Hod - Viét Nam)

STT

Cao dic Actiso

Tén thube

\

Cao dac hy thiém

Cao dic kim tién thao

Hoat chit chinh -
Ham lwong
C:;dz_”acggtiso_]_d
kg (tuong tmg
Actiso 100 kg)

|Cao dic hy thiém 10

kg (tuwong vng 65 kg
hy thi€m) '

Cao dic 10kg
(tuvong umg 200 kg
kim tién thao)

- Caé diac

Dang bao
ché

Cao dac_

630 _dgc |

Tubi
tho

60
thang

60
thang

60
thang

Tiéu
x 1
chuian

TCCS |

|Thung 10kg

|PE

Quy cach

dong géi
Thiing 10 kg
cao dic dong
trong 2 1an tai
PE

cao dic dong
trong 2 {an i

Thing 10kg
cao ddc dong
trong 2 1an tii

S6 ding ky

V290-H12-13

V292-H12-13

PE

8. Cong ty ding ky: Céng ty cd phin Sao Thai Dwong (P/c: 92 Vinh Hung, Hoang Mai, Ha Ngi -

Viét Nam)

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

tram 0,24ml;
Menthol 0,9 g;
Tinh dau cam
0,03ml; Tinh dau
long ndo 0,12 ml;
Tinh dau huong nhu
tring 0,06 ml; Tinh
diu qué 0,12 ml;
Gimg 39¢g

r As
: X X Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach
STT Jenithuoe Ham lwgng ché tho {chuin dong géi
| 16 |Diu gi6 gimg Trung  [Tinh dAubacha  [Déuxoa 60 [TCCS [Hop 1 1o 6ml, |
Nguyén 0,24 ml; Tinh diu ' thang hop 1 1g 24 ml

V293-H12-13 |

9. Cong ty ding ky: Cong ty TNHH Phil Inter Pharma (P/c: S6 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

9.1 Nha sin xuit: Céng ty TNHH Phil Inter Pharma (P/c: S3 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)
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