
BOYTE CONG HOA xA HOI CHU NGHiA VIETNAM . . . 
Cl)C QUAN LY DUQC Dqc l~p- Ty· do- H~nh phuc 

S6 ;/ O{) /QD-QLD " Ha N9i, ngaJjjthangf;~ niim 2013 
QUYETDJNH 

V~ vi~c ban hanh danh myc 17 thuBc tir duqc li~u san xu~t trong nu&c 
duqc c~p sB dang Icy luu hanh t~i Vi~t Nam - Dqt 140 

CVCTRUONGCVCQUANLYDUQC 
Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; · 
Can cu Nghi dinh s6 63/2012/ND-CP ngay 3118/2012 cua Chinh phu quy dinh 

chuc nang, nhi~m V\}, quySn h~ va ca c~u t6 chuc cua B9 y tS; 
Can cu QuySt dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B9 tru6ng B9 Y tS 

quy dinh chuc nang, nhi~m V\1, quySn h~n va ca c~u t6 chuc cua C\}C Qmin ly Duqc 
thu9c B9 Y tS va QuySt dinh s6 3106/QD-BYT ngay 29/8/2011 cua B9 tru6ng B9 Y tS 
vS vi~c sua dBi, bB sung DiSu 3 QuySt dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua 

'B9 tru6ng B9 y tS quy dinh chuc nang, nhi~m V\}, quySn h~n va ca c~u t6 chuc cua 
C\lc Quim ly Duqc thu9c B9 Y tS; 

Can cu !hong tu s6 22/2009/TT-BYT ngay 24/11/2909 cua B9 YtS quy dinh vi~c 
dang kY thuoc; 

Can cu Thong tu s6 16/20 11/TT -BYT ngay 19/4/2011 cua B9 Y tS vS quy dinh 
nguye~ t~c sim ~u~t t?u6c tir du~c li~u va 19 trinh ap d\}n~ nguyen t~c, tieu chu~n thvc 
hanh tot sfm xuat thuqc ( GMP) doi v&i ca sa san xuat thuoc tir duqc li~u~ 

Can cu y kiSn cua H9i d6ng tu v~ c~p s6 dang kY luu hanh thu6c B9 Y tS; 
Xet dS nghi cua Tru.6ng phong Dang kY thu6c- C\lc Quan ly Duqc, 

QUYET DJNH: : 

Di~u 1. Ban hanh kern theo QuySt dinh nay danh m\}c 17 thu6c tir duqc li~u sfm 
xu~t trong nu&c duqc c~p s6 dang ky luu hanh t~i Vi~t Nam- Dqt 140. 

Dl~u 2. Cong ty .san xu~t va cong ty dang kY co thu6c l:uu hanh phai in s6 dang ky 
duqc B9 y tS c~p Ieri nhan thu6c va phai ch~ hanh dung cac quy chS co lien quan t6i 
san xu~t va 1 uu hanh l thu6c. Cac s6 dfu1g ky co kY hi~u v ... -H 12-13 co gia tri dSn hSt 
ngay 31/12/2013. 

Di~u 3. QuySt dinh nay co hi~u lvc kS tir ngay kY ban hanh. 
Di~u 4. Giam d6c Sa Y tS cac tinh, thanh ph6 trvc thu9c trung uang va giam d6c 

cong ty san xu~t va cong ty dang kY co thu6c t~i DiSu 1 chiu trach nhi~m thi hanh 
Qu~st ~inh nay. ; . . .. __ I 
NO'z nh{ln: · ~··~:£ · RU J 

- Nhu Di~u 4; :.1'# . '~. ~ - --~;; 
:~· • . . .. .v-, ~' 

- BT. Nguy~n Thi Kin: Ti€n (d€ b/c); , , / / / '! .:L.._ \ ·r 
- C1,1c Qu~n ~ - B9A Quo~ ph~ng, ~1,1c Y te - B9 CA; /~ . lr · ': . 1 * . 
- Cyc Y te gtao thong v~n tat- BQ GTVT; • (; \. ~~ ~ .. • · \ .,./ 
-Tong ~1,1c Hai Quan- B9 Tai Chinh; .~ -~~;:~ ... ..- ~ ~--
- Bao hiem xa hQi Vi~t Nam; • "-'<.,~ · ·~---~ :S - -
- V1,1 Phap ch€, C1,1c Qwin ly Y duqc c6 truy~n, C1,1c Qm\n ly 
Kham, cht:l'a b~nh- B9 iY t€; Thanh tra B9 Y t€; TruO'ng QuBc Cu(rng 
- Vi~n KN thu6c TTl va VKN thu6c TP.HCM; 
- TfJng Cong ty Duqc VN; 
- Cac b~nh vi~n, Vi~n c6 giucmg b~nh tn.rc thu()c BYT; 
-Website cua C1,1c QLD, T~p chi Duqc My phim- Cvc QLD; 
- Luu: VP, KDD, DKT (2b). 
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BOYTE 

Cl)C QUAN LY DU'QC 

C0NG HOA xA HOI CHU NGHIA VI.$T NAM 

D(}c l~p - T1J do - H~nh phuc 

DANH Ml)C 17 THU6C TV DVQC LI.$U SAN XUAT TRONG NVOC DVQC cAP SO DANG KY 
HI.$U Ll)'C DEN HETNGAY 31/12/2013- DOT 140 

Ban himh kern theo quyet dinh s6A.f.O. . .!QD-QLD, ng~g .. !J..!. ... ~ 
1. Cong ty dang ky: CO' sO' san xuit thuBc YHCT Th~ Cuimg (Die: 146 Hai Thu971g Liin 6ng, 
P10, Q.5, Tp. H6 Chi Minh- Vi?t Nam) 

STT 

1 

·---
2 

-·- -·--
3 

·····-· 

1.1 Nha san xuit: CO' sO' san xuit thuBc YHCT Th~ Cucmg (Die: 146 Hai Thu(Yng Liin Ong, 
P 10, Q.5, Tp. H6 Chi Minh- Vi?t Nam) 

J. • 
D~.tng biw TuBi TH~u Quy each Ten thuAc 

Ho~.tt chat chinh -
sA dang ky 

Ham ltrQ11g ch~ thQ chu§n dong goi 

Bach h9 chi khai 19 Bach h('>"; Cat canh; cao long 24 TCCS H('>p 1 chai 50 V278-H12-13 
B~c ha; Phong 
phong; Trftn hi; Ban 

thang ml, 100 ml 

' h~; Cam thao; 
Xuyen h6i mdu; 
B~ch chi; Kh6 h~nh 
nhan; TiSn h6 

·-----·- ---·-------------- -- - - - --- --- ------- - - -- --· --· -- -·-- -
Ki~n nhi t6 B~ch tru~t; Dang caolong 24 TCCS H('>p 1 chai 1 00 V279-H12-13 

sam; phl,lC linh; Dl.li 
tao; Trftn hi; San tra; 

thang ml, 50 ml 

Sir quan ru; Hoang 
ky; Cam thao; Vi€n 
chi; M('>c huang; Ma 
hofmg ! 

. --· -- --- --- - -·-·· ---- - - -
sai h6; -B~c ha; Lo -

·----- -- - --- - - ----- - - --- --- --- --· -··- ---
Tieu phong thanh gan t6 caolong 24 TCCS H('>p 1 chai 150 V280-H12-13 

h('>i; Cam thao; thang ml, 300 ml 
Xuyen h6i mdu; 
Thuang nhi ru; B~ch 
chi; D~i hoang; Linh 
chi; Trftn hi; M('>c 
huang; Sa nhan; 
Sinh huang; ThuySn 
thoai; H~u phac; 
Tao nhan; Phan ta 
di~p 

...... ··-· ·-··· -·-- . ······-

2. Cong ty da~g ~y: Co~g ty CB phin BV Pharma (Die: ip 2, Xii Tan Thqnh Tiiy-Huy?n Cu 
Chi-Thanh ph6 H6 Chi Minh- Vi?t Nam) 

Trari12: 1 
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2.1 Nha san xuftt : Cong ty CB phfln BV Pharma (Die: Ap 2, Xii Tan Thgnh Tdy-Huy?n Cu 
Chi-Thanh ph6 H6 Chi Minh - Vi?t Nam) 1 

. " D~ng biw TuBi Tieu 
STT Ten thuac 

Ho~t chat chinh - Quy each 
sa dang kY 

Ham hrQ'Dg ch~ thQ chuin dong goi 

4 Kim ti€n thiw - BVP Cao kho kim ti€n Vien nen bao 36 TCCS H(>p 6 vi x 10 V281-Hl2-13 
thao (tuong duong phim thang vien (vi nhom -
3125 mg kim ti€n nhom, nhom-
thito ) 250 mg PVC), H(>p 1 

chai 100 vi en 
(chai nhiJa 

' HDPE) 
........ ~---~ -· •..... . ·- ········- - --------------------- ·-- - ------ --- - ------- -- ·- -- --- -·-·- ·---- -·- -···· . 

5 Vicenla B(>t trich tinh rau rna kern hoi da 36 TCCS H(>p 1 tuyp 1 Og V282-H12-13 

·- ---- · -- ---------
100 mg 

------
thang (tuyp nhom) 

M6i vien chua 220 -
f--- - -- - -- - - --- - ----

6 Vuong thao bai th~ch Vic:lnnang 24 TCCS H(>p 1 chai 100 V283-H12-13 
mg cao kho chi~t tir cfrng thang vi en ( chai nhl!a 
2600 mg cac duqc HDP~); H9p 6 
li~u kho sau (Kim vi x 10 vien (vi 

- - ti€n thito 1000 mg; nhom- nhom 
Nhan trdn 250 mg; va vi nhom-
Hoang cAm 150 mg; PVC). 
uAt kim 250 mg; 
Binh ,lang 100 mg; 
chi thi!C 100 mg; 
h~u phac 100 mg; 
B~ch mao can 500 
mg; M9c huang 100 
mg; D~i hoang 50 
mg) 

3. Cong ty dang Icy: Cong ty cB phfln dong duqc A Chau (Die: DO 19- Yen nghza- Ha Dong- Ha 
N9i - Vi~t Nam) 

3.1 Nha san xuit: Cong ty cA phfln dong duqc A Chan (Die: Do 19- Yen nghza- Ha Dong- Ha 
N9i - Vi?t Nam) · 

Ten thuac 
Ho~t chit chinh - D~ng bao TuBi Tieu Quy each sa dang kY STT Ham ltrQ'Dg ch~ thQ chuin dong goi 

7 An thAnACP Cao cua cac duqc Vien nang 24 TCCS H9p 3 vi, 5 vi x V284-H12-13 
li~u: Binh voi, Lien cfrng thang 10 vien 
nhvc, Tir quy€t 
minh, Hoai son, La 
vong nem 

--- --·-- --· -·- ·-------------- - ---- - - ---- --- --- ------- ------ ·-

8 L1;1c vj ACP Th1;1c dja, Hoai scm, Vien nang 24 TCCS H9p 3 vi x 10 V285-Hl2-13 
· San thu, M~u don cfrng thang vi en 

Trang2 
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... J I .~~· ... Phv~ .. I i .~h · ... Tr~ch ....... 1 
····-·· I .. ... I ... .. .. J . . J . . ... 

4. Cong ty dang ky: Cong ty c6 phftn duqc phfim duqc li~u Pharmedic (Die: 367 Nguyln Triii­
Q.1 - TP. H6 Chi Minh - Vi¢t Nam) 

STT 

9 

STT 

10 

STT 

11 

4.1 Nha san xu§t: Cong ty cfi phftn dm_>·c phfim duqc li~u Pharmedic (Die: 1/67 Nguyln Van 
Qua, Qutjn 12, TP. H6 Chi Minh- Vi¢t Nam) 

Ten thuBc 
Ho~t chiit chinh - D~ng bao TuBi Tieu Quy each s6 dang ky 

Ham luQ11g ch~ thQ chuin dong goi 

Di~p h~ chau PMC Cao kho Di~p h~ Vien nen bao 24 TCCS H9p 10 vi x 10 V286-H12-13 
chau 250mg phim thang vien, h9p 1 lQ 

100 vien 
· ··· -· . ·-······ ·-····· .. ···· - ·· ·-······ 

5. Cong ty dang ky: Cong ty c6 phftn Duqc phfim TW 25 (Die: 120 Hai Ba Tnmg, Q. 1, TP. H6 
Chi Minh - Vi¢t Nam) 

5.1 Nha san xu§t: Cong ty c6 phftn Duqc phfim TW 25 (Die: 448B, Nguyln Tdt Thanh, Q. 4, TP. 
H6 Chi Minh - Vi¢t Nam) 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuBi Tieu Quy each SB (Ung kY 

Ham ltrQ'Dg ch~ thQ chuin dong goi 

Tribelus Cao d~c B~ch ~t le Vien nang 24 TCCS hQp 4 vi x 15 V287-H12-13 
250mg clmg thang vien, h9p 1 chai 

30 vien, 60 vien 

6. Cong ty dang ky: Cong ty c6 phftn duqc TW Mediplantex (Die: 358 Giili ph6ng, P. Phuong 
Li¢t, Thanh xuan, Ha N(Ji- Vi¢t Nam) 

6.1 Nha san xu§t: Cong ty cfi phftn dtrQ'c TW Mediplantex (Die: Than Trung Htju, xii TiJn 
Phong, huy¢n Me Linh, Ha N(Ji - Vi¢t nam) · 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuBi Tieu Quy each s6 dang kY 

Ham Ilf(;mg ch~ thQ chuin dong goi 

Superkan Cao b~ch qua chuAn Vien nen bao 36 TCCS hQp 2 vi, 4 vi x V288-H12-13 
hoa40mg phim thang 15 vien 

. ... I 

--- . ·--- -----------n--------,:- ----- 1--- -- - ------- - - - -- ·-- ---·· ---· ---

12 Superkan - S · Cao b~ch qua chuan Vien nang 36 TCCS h9p 5 vi x 10 V289-H12-13 
hoa 80mg c(rng thang vi en 

7. Cong ty dang ky: Cong ty c6 phftn duqc-v~t tu y t~ Thanh Hoa (Die: 232 Trim Phu, Thanh 
Hoa- Vi¢t Na,m) 

Trang 3 
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7.1 Nha san xu~t: C ong ty cB phftn drrQ'c-v~t trr y t~ Thanh Hoa (fJ/c: L6 4-5-6,' khu 'cong nghi¢p 
Tdy Biic Ga, thcmh ph6 Thanh Hoa - Vi?t Nam) ; 

Ten thu6c 
Hoat chfit chinh - D~ng bao TuBi Tieu Quy each s6 (lang kY STT •, ' Ham lrrQ'ng ' J. thQ chu~n dong goi che 

13 Cao d~c Actiso Cao d~c Actiso 10 Cao d~c 60 TCCS Thung 10 kg V290-H12-13 
kg (tuang t'rng thang cao d~c d6ng 

' Actiso 100 kg) trong 2 IAn tui 
PE 

-----·- ---------1--------- ----- - - - --- ------ - -- --- ---- - - - - - -
14 Cao d~c hy thiem Cao d~c hy thiem 1 0 Cao d~c 60 TCCS Thung 10 kg V291-H12-13 

kg (tuang t'rng 65 kg thang cao d~c dong 
hy thiem) trong 2 IAn tui 

PE 
--- · - ------------ - - ----- ---- - - - - --- ------- -------

15 Cao d~c kim ti€n thao Cao d~c 10 kg Cao d~c 60 TCCS Thimg 10 kg V292-H12-13 
(tuang t'rng 200 kg thang cao d~c dong 
kim tiSn thao) trong 2 IAn tui 

; PE 

8. Cong ty tHing ky: Cong ty cB ph§n Sao Thai Dtrong (fJ/c: 92 Vinh Hung, Hoang Mai, Ha N(>i-

STT 

16 

Vi~t Nam) ' 

8.1 Nha san xu~t: Cong ty cB ph§n Sao Thai Dtrong. (Die: Khu Cong nghi?p D6ng Van, Duy 
Tien, Ha Nam - Vi?t Nam) 

Ten thu6c 
Hoat chfit chinh - D~ng bao TuBi Tieu Quy each s6 dang kY ' . 

Ham hrQ'Ilg · ch@ thQ chu~n dong goi 

DAu gio gtmg Trung 
. ' ). 

DAu xoa 60 TCCS H()p 119 6ml, V293-H12-13 Tinh dau b~c ha 
Nguyen 0,24 ml; Tinh dAu thang h()p 119 24 ml 

tram 0,24ml; 
Menthol 0,9 g; 
Tinh dAu cam 
0,03ml; Tinh dAu 
long nao 0,12 ml; 
Tinh dAu huang nhu 
tr~ng 0,06 ml; Tinh 

). ' dau que 0,12 ml; 
Gtmg 3,9 g 

9. Cong ty dang kf: Cong ty TNHH Phil Inter Pharma_(D/c: S6 25, Duirng s6 8, Khu CN Vi?t 
Nam-Singapore, Thwjn An, Binh Duang-:- Vi~t Nam) 

9.1 Nha san xuit: Cong ty TNHH Phil Inter Pharma (Die: S6 25, Duirng s6 8, Khu CN Vi~t 
Nam-Singapore, Thut,ln An, Binh Duang- Vi~t Nam) · 

Trang4 
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STT Ten thufic 
Ho~t chAt chinh - Dang bao TuBi Tieu Quy each sA dang ky 

Ham hrQ'Dg . ~h~ . thq chuin dong goi 

17 Kiginko Cao b~ch qua 40mg Vien nang 36 TCCS h9p 6 vi, 10 vi V294-H12-13 
m€m thang x 1 0 vi en, h9p 

12 vi x 5 vien 

Truong QuAe CU'irng 

Trang5 
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