BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQUANLY DUQC Doc 1ap - Tw do - Hanh phic |

~ /QP-QLD Hir N6i, ngcy // thing 4 nam 2011

QUYET DINH

Ve viéc cong bb 24 tén thudce san xuit trong nwéce
dwge phép lwu hanh tai Viét Nam - Dot 125 (bo sung)

CUC TRUONG CUC QUAN LY DUQC

- Cén cir Luat Dugce ngay 14 thang 6 ndm 2005;
Cén cir Nghi dinh s6 188/2007/NB-CP ngay 27/12/2007 cua Chinh phu quy dinh
chtc nang, nhiém vy, quyen han va co cdu td chirc ctia BO Y té;

- Cancu Quyét dinh s6 53/2008/QP-BYT ‘ngay 30/12/2008 cua B6 trudéng Bo Y
té vé viéc quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chite ciia Cuc Quan
ly Dugc thude Bo Y té;

Can cr Théng tu sé 22/2009/TT-BYT ngay 24/11/2009 ctia Bo truéng B6 Y té
Qui dinh vi€c dang ky thude;

Cin ctr y kién ctia Hoi ddng xét duyet thubc ngay 25/11/2010 va 13/01/2011;

Xét dé nghi cia Trudng phong Pang ky thube- Cuc Quan ly Duoc,

QUYET DINH:

| Piéu 1. Céng bb 24 tén thubc san xq_ét trong nudc duoc phép Iuu hanh tai Viét
Nam (¢6 danh muc kem theo) - Pgt 125 (b6 sung).

Pieéu 2. Cac don vi ¢co thuée duoc luru hanh trong ca nude pha1 in sb dang ky

dugc BOY té cap lén nhan thudc va phai chap hanh dung cac quy ché ¢6 lién quan t6i

san xuét Va luu hanh thude. Céc s6 ding ky c6 ky hiéu VD-...-11 ¢6 gia tri 5 ndm ké
tir ngdly cap.

Pidu 3. Quyét dinh ndy c6 hidu luc ké tir ngay ky ban hanh.

Diéu 4. G1am dbc S& Y té cac tinh, thanh phd truc thude trung wong va giam
dbc don vi c6 thube tai diéu 1 chju trach nhiém thi hanh quyét dinh nay

Noi nhin:
- TS. Nguyén Quéc Triéu-BT (de blc);
- TS. Cao Minh Quang —TT (de b/c)
- Vu Phap ché, Vu Y duoc ¢b truyén, CucY té du phong,
Cuc Quén Iy Kham, chita bénh - B& Y t&; Thanh traBo Y té;
- Vién KN thube TU va VKN thubec TP.HCM; g
- Téng Cong ty Dugc VN;
- S&'Y té cac tinh, thanh pho
- Cuc Quany - BS Quoc phong, Cuc'Y té - ‘B6 CA;
- Cuc Y té giao thong van tai;
- Bao hiém xa hoi Viét Nam__
- C4c bénh vién, Vién c6 giudng bénh truc thude BYT;
< Cac don vico thuoc duoc luu hanh;
- Luu: VP, PKT.

Trwong Quoc Cuwong



BOYTE ~  CONG HOA XA HOI CHU NGHTA VIET NAM
CUCQUANLYDUOC Doc lap - Tu do - Hanh Phiic
Danh muc thudc san xuat trong nude duge cap SPK dot 125 (b8 SN“jr)
(Ban hanh theo Quyét dinh 56 5 %/QD -QLD, ngay 4  thang 5 nam 2011)

1 Cﬁng ty Co phan Duoc phﬁm Ha Tay
10A Quang Trung, Ha Dong Ha Noi (SX tai T6 dan pho s0 4, La Khe, Ha Dong Ha Nox)

’_ 1 |Cdm ctim Pacemin
(Paracetamol 1200 mg,
Clorpheniramin maleat
4 mg)

Hopllox60mlsuol TCCS 1 24th |VD-14115-11 ’j

5

Caicibig (Calci hydro  |Hop 3 vi x 10 vién ‘ TCCS l 24 th I_VD-14"1 16-11 t
phosphat 100 mg, calci 'nang mém - o | |
carbonat 30 mg, vitamin

D3 250 IU) Dang ky 1a1 ¢

Lo 100 vien nén | DPVN4 | 36t |[VD-14117-11 |

l. 3 Clorphemramln 4mg
| (Clorpheniramin maleat
4mg)-Dang ky la1

\ 4 |Cloximox 500 Hop 10 vi x 10 vién l TCCS l 24 th }VD-14118-11 1;
| (Amoxicilin trihydrat  'nang |
- tuong ung 250mg ’
Amoxicillin, Cloxacillin
Natri tuong tng
Cloxacillin 250 mg)-
DPang ky lai

5 :Daganin'e (Arginine | Hop 12 vix 5 vié‘n. TCCS | 36th [VD-14119-11 |
__ bdiacicat 200 mg) _nang mém I |
6 |Damoce (Cefixim 1200 (Hop 1iox 60 ml | TCccs | 24th |[VD-14120-11
mg duéi dang Cefixim 'hén dich udng - ~ :
trihydrat)

7 |Diasanté (Dlacerem HC’)P 3vix 10 vien TCCS  36th |[VD-14121-11 |
'50mg) 'nang -; |

8 |Doxycyclin 100 mg Hop50vix10vién | DPVN4 | 36th [VD-14122-11
(Doxycyclin 100mg nang

duéi dang Doxycyclin |
hydroclond) '

[Eurovita - E400 Hop 3 vi x 10 vién [ TCCS | 24th |[VD-14123-11 l
'(Vitamin E (D-alpha 'nang mém | '
tocopheryl acetat) 400

1U)-Dang ky lai

' 10 [Fahado 500 mg
(Paracetamol 500 mg)

o |

Hop 50 vi x 10 vién . DDVN 4 l 36 th ]VD-14.1-2_4--11 i!f
nén -_ _- o .
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n

[Franpicin 500
(Ampicilin 500 mg dudi
~dang Ampicillin
tr1hydrat)

Hop 1‘0‘ vi x 10 vién
nang

 DPVN4 |

| 36 th

_JVD-14125-1 1

12

Gynosame S
(Metronidazol 500mg,
Neomycin sulfat 65.000

| IU Nystatm 100.000 IU)

Hop 1vix 10vien | TCCS )

nén dat am dao ‘-

24 th

;V_D-. 14126-11

113

Hatalbena (Albendazol
200mg) Dang ky lai

Hop 1 vi x 2 vién
nén

- DDVN 4 |

24 th

VD-14127-11

| 14

Hatammtox 125 mg
(Pyrantel 125mg dudi

| dang Pyrantel parnoat)

Hop 1 vix 6 vién

nén bao phim

- DDVN 4

36 th

|VD-14128-11

15

_Ibaneuron (Cao bach

qua, Vitamin B1, B2,
B6, PP)-Dang ky lai

Hop 3 vix 10 vien r TCCS l;:

nang mém

36 th

i;VD-14.129-11 |

| 16

[Tbavit (Vitamin B1, B2,

B6, PP, C)-Dang k¥ lai

[Hop 10 %1 x 10 vién
nén dai bao phim -

TCCS

2 th

VD-14130-11

iIndeliver (Cao cardus

marianus, Vitamin B1,

B2, B5, B6, PP)

Hop 20 vi x 5 vién TCCS

nang mem

 24+th

VD-14131-11

18

OZlfmoX . ..

(Amoxicilin trihydrat
tuong duong 500 mg

Amoxwlhn)

lHop 10 Vi X 10 \qen | DDVN 4 '
nang

36th

"VD‘-14-1.32— 11

19

Sansvi gyl
(Acetylspiramycin 100
mg, Metronidazol 125
mg)

[Hop 2 vi x 10 vién '

TCCS |

36 th

20

Tecvional

(Metronidazol,
Cloramphenicol,
Dexamethason acetat,
Nystatin)

| Hop 1 vix 10 vién l

TCCS \

nén dai dat am dao

24 th

IVD-14134'—1_1

21

B

(Paracetamol 200 mg,
Cedein phosphat 8 mg,
Cafein 20 mg)

Hop 6 vi x 10 vién [

i TCCS
nang. Hop 1 lo x 60 '
vién nang

36 th

’VD-14135‘;—1_1

22

Vitsofcaps (Vitamin A,
BI, B2, BS, B6, B2, C,
D3, E, PP, Acid folic)

'Hop 2 vi, 4 Vi X 15 I
vién nang mém. |
Hop 10 vi x 10 vién
nang mém.

TCCS l

24 th

lVD—-I41 36-11

23

.lzlkaflx

(Dextromethorphan HBr,
Clorpheniramin maleat,
Guaifenesin)

lHop 1 10 X 60 ml ’:

TCCS l
100 mil siro -

24th

|VD- 14137-11
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2 Cong ty c6 phdn dugc phdm Yén Bai
521-Yén Ninh-Thanh ph6 Yén Béi-Tinh Yén Béi

Tekarin (Paracetamol ]LQ 100 vién nén ‘ TCCS ‘ 24 th WVD-14138—11 ]

l 24
250mg; cafein 10mg)
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