BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pgc lap - Tw do - Hanh phic
ﬂé//f{f /Qb-QLD Ha N6i, ngay 27 thing ondm 2013
QUYET DINH

V& vi¢e ban hanh danh muc 14 thude tir dwge ligu san xuat trong nuée
dwoce cap sé ding ky lwu hanh tai Viét Nam - Dot 143

CUC TRUOGNG CUC QUAN LY DUGC

Cén clr Ludt Dugc ngay 14 thang 6 ndm 2005;

Cén cir Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy dinh
chiic néng, nhiém vu, quyen han va co cdu td chirc cia Bo Y té;

Cin ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B§ trudéng BO Y té quy
dinh chirc nang, nhi¢m vy, quyén han va co cau té chirc cia Cuc Quan ly Dugce thudc
BoY te,

Cén cir Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia B Y té quy dinh viéc
dang ky thudc;

Cén cir Thong tu s 16/2011/TT-BYT ngay 19/4/2011 cua BSY té vé quy dinh
nguyén tic san xuat thuoc tr duge liéu va 19 trinh ap dung nguyén tic, tiéu chuén thuc
hanh tbt san xuit thudc (GMP) déi vdi co s& san xuat thudc tir dugc ligu;

Cin cir y kién cia Hb1 ddng tu van cAp sb déng ky luu hanh thubc B6 Y té;

Xét dé nghi cua Trudng phong Ping ky thudc- Cuc Quan ly Duoc,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh niay danh muc 14 thude tir duge lidu san
xuht trong nudc dugc cap sb dang ky luu hanh tai Viét Nam - Dot 143 .

Pidu 2. Cong ty san xuat va cong ty déng ky c6 thudc luu hanh phai in s6 dang ky
dugc Bo Y té cdp 1én nhan thubc va phai chip hanh ding cac quy ché co lién quan tGi
san xuét va luu hanh thudc. Cac sb dang ky c6 ky hiéu V...-H12-13 ¢6 gia tri dén he+
ngay 31/12/2013. Trudng hop Bo Y té diéu chinh 1§ trinh 19 trinh ap dung nguyén tic,
tidu chuin thyuc hanh tét san xuét thubc (GMP) ddi véi co s& san xuét thube tir duoce
lidu tai Thong tu sb6 16/2011/TT-BYT ngay 19/4/2011 chaBd Y té thi thoi han s6 dang

ky duuc thuc hién theo quy dinh.

ﬂleu 3. Quyét dinh nay cd hiéu luc ké tur ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té céc tinh, thanh phé tryc thuge trung uong va giam dbe
cong ty san xudt va cong ty ding ky ¢6 thudc tai Piéu 1 chiu trach nhiém thi hanh

Quyét dinh nay.
Nui nhdn:

- Nhu Diéu 4;
- BT. Nguyén Thj Kim Tién (dé b/c);

- Cyc Quany - B Quoc phong, Cuc Y té - B§ CA;
-Cuc Y té giao thdng van tai- B¢ GTVT;

- Tong Cuc Hi Quan- B§ Tai Chinh;

- Béo hiém xa hQ] Viét Nam, .
- Vu Phap ché, Cuc Quén ly Y duge cd én, Cuc Quan Iy\

Kham, chira b¢nh BO Y té; Thanhtra B3 Y té;
- Vién KN thudc TU va VKN thudc TP.HCM;

- Témg Cong ty Duge VN;

- Céc bénh vién, Vién ¢é giuvomg bé¢nh tryc thuée BYT,

- Website ciia Cuc QLD, Tap chi Dugc My phdm — Cuc QLD;

- Lwu: VP, KDD, KT (2b).

Trwong Qudc Cirdmg
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_ BOYTE -~ CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC ~ Pdclap - Ty do - Hanh phiic

DANH MUC 14 THUOC TU DUGC LIEU §AN xyAT TRONG NUGC PUGC CAP SO PANG KY
HIEU LUC PEN HET NGAY 31/12/2013 - BQT 143

Ban hanh kém theo quyét dinh s6: .448.../QD-QLD, ngay ./ 1. 004
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1. Céng ty ding ky: Co s& Anh Dio (B/c: 394/54- Minh Phung - qudn 11- TP. H3 Chi Min - Vic

Nam) 5
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1.1 Nha sén xuit: Co sé Anh Pao (D/c: 394/54- Minh Phung - quén 11- TP. Ho Chi Mirh - Viet 5

Nam) 5
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STT Tén thude Hogt‘chat chinh DangPao uol Tle:u erly Ca(fl.'l S§ ding ky =
Ham lwgmg che the {chuan| ddng goi =

1 |[DAu Thién An Tinh du bac ha Dung dich 30 |TCCS |Chai 5Sml V343-HI12-13 g
3,25ml/5ml; Long dau thang -

ndo 0,05g/5ml; 4

Menthol ,075g/5ml; b,

Tinh dau qué =

0,1ml/5ml; Tinh dau 3

dinh huong ®

0,1ml/5ml %"

chaes

1

2. Cong ty ding ky: Co sé san xuiit thudc YHCT Ngii Chéau Thj (P/c. 87 Luong Nhit Hoc, P.10,
Qudn 5, Tp. HCM - Viét Nam)
2.1 Nha san xuét: Co s& sin xuit thuéc YACT Ngii Chiau Thi (B/c: 87 Luwong Nhit Hoc, P. 10,
Qudn 5, Tp. HCM - Viét Nam)

awSoft -

A r - 1 T 6' [y r - ,
STT Tén thudc Hoat chat chinh Dang bao | 1uol] Tiéu Quy cich $é dang ky

Ham lugng ché tho |chudn| dong géi
2 |Tidu nhi kinh phong tan [Cau ding 0,065g; |Thudc bot | 24 |TCCS [Hop 50 éngx | V344-H12-13
Bach cuong tam thang 0,325¢g

0.065g; Bac ha
0,065g; thién tric
hoang 0,04875g;
Hoang lién
0,04875g; Thién ma
0,325¢g

3. Céng ty dang ky: Co s& sin xuit thude YHCT Thé Cuwimg (B/c: 146 Hdi Thuong Lan Ong,
P10, Q.5, Tp. H6 Chi Minh - Viét Nam)
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3.1 Nha sin xuéit: Co sé san xuit thudc YHCT Thé Cuwdmng (P/e: 146 Hai Thuong Lén Ong,
P10, Q.5, Tp. Ho Chi Minh - Viét Nam)

tir: Riéng 4m 3g;
Thién nién kién Bg;
Dia lién 3g bai hai
1,8g; Huyet gidc

1 Sg O diu 1 ,28;
que 1,2g; Tinh dau
long ndo 1,2 ml

- Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich a5
s < d
STT Tén thuoe i hrgng ché tho |chudn| déng goi So diang ky
3 |Cdn xoa bép MBbi 60 ml con thude|Cén thudc | 36 [TCCS [Hop 1 binh xjt | V345-H12-13
chira c4c chét chiét théng 60 ml, 100ml

cOn thudc

L 3

4. Céong ty ding ky: Cong ty cb phan Dwoe Ha Tinh (B/c: 167 Ha Huy Tdp, tp. Ha Tinh - Viét
Nam)

4.1 Nha san xudit: Cong ty cb phan Dwye Ha Tinh (P/e: 167 Ha Huy Tdp, tp. Ha Tink - Viét

Teli +84-8-3930 3279 * www. ThuVjenPhapluat.vil

Nam)
" P Hoat chit chinh - | Dang bao |{Tudi| Tiéu | Quy céch £ o .
ks Leh fmog Ham lugng ché tho |chuin| dong géi S0-ddug by
4 |Sirnakarang F Cao kho kimtién  |Thudc cdm | 36 [TCCS [Hop 10 gdi x 6g| V346-H12-13
thio 1,75 g thang
» o
5. Cong ty dang ky: Céng ty ¢ phin dwgc phadm Ha Tay (P/c: 104 Quang Trung - Ha Déng - =
Ha Ngi - Viét Nam) /
5.1 Nha san xuét: Cong ty ¢é phin dwge phim Ha Tay (B/c: La Khé - Vin Khé - Ha Dong - fi&§

Noi - Viét Nam)

A r = 1 Tuéi oA 4 5
STT Tén thube Hogt‘chat chinh Dgng‘bao N Tlezu Qt'xy cacE!i S5 ding ky
Ham lwgng che tho | chuan dong go6i
5 {Ginkohommax Cao bach qua 40 mg | Vién nang 24 |TCCS [Hop3vix 10 V347-H12-13
mém thang vién

6. Céng ty ding ky: Céng ty cb phin dwgc-vét tw y té Thanh Hod (B/c: 232 Trdn Phii, Thanh

Hod - Viét Nam)

6.1 Nha san xuét: Cong ty cd phin duwge-vat tiry té Thanh Hoa. (P/c: L6 4-5-6 khu cong nghiép
Tdy Bac Ga, phweong Déng Tho, thanh phé Thanh Hoa - Viét Nam)
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. Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich 5 dine kv
oL Tén thuoc Ham lrgng ché | tho |chudn| domggsi | S°d3neld
6 |Baithach T/H Cao dic kim tién Vién nén bao| 24 [TCCS [Hop 1 1o 50 V348-H12-13
thao (tuong du'orng dudng thang vién
1200 mg kim tién
thao) 120 mg
7 |Cao ich mau fch miu (tuorng u'ng Cao thubc | 24 |TCCS Hop 1 chai V349-H12-13
16g cao ich mau) thang 200ml

160 g; Huong phy
ché (tuong tmg 5g
cao huong phu ché)
50 g; Ngai clru
(trong ung 6,2g cao

ngéi cru) 40 g

7. Céng ty diing ky: Cong ty ¢b phin TRAPHACO (P/c: 75- Yén Ninh - Ba Dinh - Ha Nji - Vi iét )

Nam)

7.1 Nha sin xudt: Cong ty c§ phin TRAPHACO- (P/c: Ngé 15, duong Ngoc Héi, P. Hoing
Liét-Q. Hoang Mai-Tp. Ha Néi - Viét Nam)

84—‘5 .5*)5 ) 3279 * www, [hu‘u“iimPhanLuat.\ n

. 2 Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich s
STT Tén thude Ham lwgng ché tho |chudn| déng gbi 86 dang ky
8 |Boganic Forte Cao dic actiso Vién nang 24 [TCCS |hop 1, 2,5 vix | V350-H12-13%
(twong dvong voi  |mém thang] - 10 vién =
10g dugc ligu) 200 =
mg; Cap dic Rau ®
ding dat (tuong =
duong véi 1g duge o
liéu) 150 mg; Cao 4
dac bim bim (tuong §
duong v4i 160 mg
durgce liéu) 16 mg
8. Cong ty ding ky: Cong ty TNHH Pong duge An Triéu (D/c: 90 Dinh Phong Phi KP2 - P.
Tdng Nhon Phu B- Q. 9-TP. Hé Chi Minh - Viét Nam)
8.1 Nha sin xuit: Céng ty TNHH Dong dwgc An Trigu (B/c: 90 khu pho 2, Pinh Phong phu, P.
Tdn Nhon Phu B, Q9, TP. HCM -)
£ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 6 Hogerictnd
n 2 : So d
2. LRH o Ham lwong ché tho |chudn| déng géi 0 ding ky
9 |Cén xoa bép da dung An|[M3i chai 100ml  |Cdnthubc | 24 |TCCS [Hop 1 chai 60 | V351-H12-13
Triéu chiét tir: Dinh huong thang ml, 100 ml, 150

7,58, Qué

mi

Trang 3




6g; Pai hoi 4,5g;
Nhii huong 3,9¢g;
Mot duge 3,6g;
Huyét gidc 3g; Bac

ha 1,5¢

9. Céng ty ding ky: Cong ty TNHH dugc phdm Pat Vi Phii (B/c: L6 M7A-CN, Puong D17,
KCN My Phubc, tinh Binh Duwong - Viét Nam)

9.1 Nha sdn xuét: Céng ty TNHH dwgc phim Pat Vi Phi (D/c: L6 M7A4-CN, Puong D17, KCN
My Phuce, tinh Binh Duong - Viét Nam)

=
=
-
. £ Hoat chit chinh - | Dang bao |Tudi| Tidu Quy cich 5 dine k¢ =]
L Ten firuvie Ham lwgng ché tho | chuin déng goi 50 ding =
10 |Hegeler Cao ginkgo biloba |Vién nén bao| 36 |TCCS |Hfp 6 vix 10 V352-H12-13g
120mg phim thang vién =
10. Cong ty ding ky: Cong ty TNHH mdt thanh vién dwge phim va sinh hoc y té (B/c: 3/ Ned £
Thoi Nhiém, P. 6, Q. 3, TP. Ho6 Chi Minh - Viét Nam) g

- L

10.1 Nha sin xudt: Cong ty TNHH mét thanh vién dwge pham va sinh hoc y té (B/c: Lo Il - &

18, duomg sé 13, Khu céng nghiép Tan Binh, Qudn Tdn Phu, TP. Ho6 Chi Minh - Viét Nam) b

. — =

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ i

: " ding k

ST Tew thue Ham hrgng ché tho |chuén dong gbi 50 diing ky i
11 |Diép ha chau- Cao khé diép ha Vién nén dai| 36 |TCCS Hép 1 vi, 2 vi, V353-H12»E";§

Herbagreen chiu 600mg tvong |[bao phim  [thing 5 vix 10 vién %
duong Diép ha chau -

4200mg E

11. Céng ty diing ky: Céng ty TNHH Phil Inter Pharma (B/c: S6 25, Puong s6 8, Khu CN Viét %
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

11.1 Nha san xudt: Cong ty TNHH Phil Inter Pharma (D/c: S4 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duwong - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cdch ¥ oo
STT Tén thuoe Ham lurgng ché the |chuin d(’)r}:g goi R ghng ey
12 [Keproxco Cao Crataegus Vién nang 36 |TCCS [Hop 12 vix 5 V354-H12-13
50mg; Cao 14 mém thang vién
Melissa 10mg; Cao
14 Ginkgo Smg; Dau
toi 150mg
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12. Cong ty diing ky: Céng ty TNHH sin xut thwong mai dugc phim NIC (NIC Pharma)
(D/c: L6 11D duong C, Khu céng nghiép Tan Tao, quén Binh Tan, ip. Ho Chi Minh - Viét Nam)
12.1 Nha sin xuét: Céng ty TNHH sin xuit thwong mai dwge phim NIC (NXC Pharma) (D/c:
Lé 11D duomg C, Khu céng nghiép Tdn Tao, qudn Binh Tdn, tp. H6 Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao Tudi| Titu | Quy cich 5 4 ,
S Ten-thnbe Ham lwgng ché tho |chuén dong gbi B ing L
13 |Hoat huyét dudng ndo |Cao dinh ling Vién nén bao| 36 |[TCCS |Hop 5vix20 | V355-HI2-13
150mg; Cao bach  {phim thang vién
- qua 10 mg
14 |Tanikin 120 Cao bach qua 120 | Vién nang 36 [TCCS |Hop 6 vix 10 V356-H12-13
mg meém thang vién

.._‘ -‘-‘:‘ - ....- > - ’
Truong Quoc Cuing

Trang 5
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