BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

' CUC QUAN LY DUQC - Pjc 13p - Tur do - Hanh phiic
S6 52/QP-QLD Ha Ngi, ngay A5~ thdng 9 ndm 2013
QUYET PINH

V& viéc ban hanh danh muc 42 thudc sin xuat trong nwéc
duge cip s6 ding ky Iwu hanh tai Viégt Nam - Dot 141 bd sung

CUC TRUGNG CUC QUANLY DUQC

Can ot Ludt Duge ngy 14 thing 6 nim 2005; : '

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phti quy dinh
chirc nang, nhiém vy, quyen han va co cdu td chitc ctia B Y té;

Can ctr Quyet dinh s6 53/2008/QD BYT ngay 30/12/2008 cia B¢ truéng B Y té
quy dinh chic nang, nhi¢ém vy, quyén han va co cdu t& chirc ctia Cyc Quén Iy Dugc
thugc BO Y té va Quyet dinh 56 3 106/QD-BYT ngay 29/8/2011 cia By .trudng B Y té
vé viéc sira dbi, bd  sung Piéu 3 Quyét dinh 6 53/2008/QD-BYT ngay 30/12/2008 cua
Bé trudng B6 Y té quy dinh chirc ndng, nhiém vy, quyén han va co céu té chirc ctia
Cuc Quan ly Dugc thuge BO Y té;

Cén cir Thong tu 56 22/2009/TT-BYT ngay 24/11/2009 ctia Bo Y té quy dinh viéc
ding ky thudc;

Can ct y kién ciia Hoi ddng tu vén cép sb ding ky Iuu hanh thudc B3 Y té;

Xét d& nghi cta Trudng phong Déng ky thudc - Cuc Quéan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 42 thubc san xuét trong
nudc duoc cép sb dang ky Iwu hanh tai Viét Nam - Dot 141 b sung.

Pidu 2. Cong ty san xuét va cbng ty dang ky c6 thubc luu hanh pha1 in sb dang ky
dugc BO Y t& cAp 1én nhan thubc va phai chép hanh ding cac quy ché c6 lién quan t6i
san xudt va luu hanh thubc. Céc sé dang ky c6 ky higu VD-...-13 ¢6 gia tri 05 ndm ké
tir ngay ky Quyét dinh.

Dleu 3. Quyét dinh nay c6 hiéu lyc ké tir ngdy ky ban hanh.

Diéu 4. Giam d6c S& Y té cAc tinh, thanh phd tryc thude trung wong va giam déc
cong ty san xut va cong ty ding ky c6 thudc tai Didu 1 chiu trach nhiém thi hanh
Quyet dmh nay.

Noi nhin:
- Nhu Piéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);
-Cuc Quﬁn y- B& Quoc phong, Cuc Y té - B3 CA;
-CycY té glao théng vén tai- B GTVT;
- Tong Cuc Hai Quan- By Tai Chinh;
- Béo hiém xa hdi Viét Nam; \
- Vu Phap ché, Cuc Quan ly Y Duge cd truyen Cuc Quan ly N4 #
Khém, chita bénh - B3 Y té; Thanh tra B§ Y té; -
- Vign KN thudc TU va VKN thube TP HCM; T '"mg Quéc Cuimg
- Tng Céng ty Duge VN;
- Cac bénh vién, Vién cé giudng bénh tryc thuqc BYT;
- Website cua Cuc QLD, Tap chi Duge M§ pham Cuc QLD;

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




BOYTE

. CUYC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pgc ldp - Ty do - Hanh phic

DANH MUC 42 THUOC SAN XUAT TRONG NUGC BUJC CAP 8O DPANGKY
HIEU LUC 05 NAM - BPOT 141 bd sung

Ban hanh kém theo quyét djnh s6: J§L./QD-QLD, ngdy .25./.9.....

1. cang ty ding ky: Chi nhénh cdng ty ¢ phin Armephaco- Xi nghiép duwgc phim 150 (B/c:
112 Trdn Hung Pao, Quén 1, TP. Hé Chi Minh - Viét Nam)

1.1 Nha sén xuét: Chi nhdnh cdng ty cb phin Armephaco- Xi nghi¢p dwee pham 150 D/e: 112
Trdn Hung Pgo, Qudn 1, TP. Hé Chi Minh - Vigt Nam)

. o Hoat chit chinh - | Dang bao |Tudi| Titu [ Quy cich £ axe b
STT Tén thuge ¥am lwgng ché | the chuin| domggei | S0 Ane R
I |Agitec-F Clorpheniramin Vién nén 24 |DDVN{Hgp 1 chai 500 | VD-19753-13
maleat 4 mg thang[lV  |vién (hbng-
I T IS E v | ]
2 {Agitec-F Clorphemramm Viénnén | 24 |DBVN HQp 1 chai 500 | VD-19754-13
maleat 4 mg thang|IV vién (tim- ving)|
S I e ]
Ancicon Sulplrld SOmg 'Vién nang 30 TCCS Hc}p 10 vix 10—| VD-19755-13
cimg thang vién; Chaij 100 )
______ , B B vién
4 |Ausxicam Meloxicam 7,5mg |Viénnén | 30 |TCCS (Hop 10vi, 12 | VD-19756-13
thang| vi nhém/ nhém
x 10 vién; Hjp
10 vi nhém/
{ PVC x 10 vién
5 |Celecoxib iOOmg o Eel:acéx:bECT();g 1vién nang 24 |TCCS ﬁ@;é_v?x_low 1 vD-19757-13 |
4] Jotmg  _ fthéngl _ fvien 1
6 |[Cophacefpo 100 Cefpodoxnm (dudi “|Vién nén bao] 30 |TCCS Hop1vix 10 | VD-19758-13
dang Cefpodoxim {phim thdng| - [vién '
oo pproxetiD100mg ) SR O ]
7 Cophamlox Meloxicam 7,5mg | Vién nén 30 {TCCS [Hép 10 vi VD-19759-13
thang nhém/ nhém x
10 vién; Hjp 10
vi nhém/ PVC
, x 10 vién
i) ﬂD—asT)t;._ S K@HIEHEE&)& Vién ;ang__1 24 ITCCS | Hep6vix 10 | VD-19760-13 |
o lemg_  fhang  fien |
9 JOralquIm 500 | Cefurdxim (dudi Viénnén daij 30 (TCCS [Hip2vix5 [ VD-19761-13
dang Cefuroxim ~ jbao phim  [thang vién; Hp 2 vix
! o jmxeti)SOOmg | | fovien |

vewomiTrang 1




|
' 10 |Orazime 100 Cefpodoxim (dudi |Vién nén bao 30 {TCCS [Hop2vix 10 | VD-19762-13
dang Cefpodoxim  {phim thang vién
) T S . [proxeti) [00mg 1
| 11 [Phagofi 10 Montelukast {dudi | Viénnén bao] 24 |TCCS Hép3vix10 | VD-19763-13
dang Montelukast |phim thang vién
natri) 10mg
12 [Phagofi 3 Montelukast (dudi [ Vién nén 24 |TCCs H@p 3vix10 | VD-19764-13
dang Montelukast thang vién
natri} Smg . | _
13 Vixtiplat Acetyl leucin 500mg Vlen nén dai| 30 |TCCS ] HQp Svix 10 VD 19765-13
~ |thang| vién
2. Cong ty ding ky: Chi nhénh Céng ty cb phin dwec phim Phong Pha- Nha miy sin xuét

dwgc phim Usarichpharm (P/c: 30- 32 Phong Phii, P.12, 0.8, TP. Hé Chi Minh - Viét Nam)

2.1 Nha sﬁn xyét: Chi nhanh Céng ty cb phéin dugc phim Phong Phii- Nha miy sin xuat
dugc phdm Usarichpharm (D/c: L6 12, Puong s6 8, KCN Tin Tao, Q. Binh Tén, TP, Hb Chi

Minh -)
. | Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich % )
; ST Tén thuge Ham lwgng ché the |chuin doéng géi So dang ky
| 14 [Theophylin 200 Theophylin 200mg [Vién nén bao| 36 |TCCS {Hép 10 vi, 100 | VD-19766-13
| duéng thing vi x 10 vién
3. Cong ty dﬁn ky: Cong ty co & phin duge phim Ampharco U.S.A (P/c: KCN Nhon Trach 3,

huyén Nhon Tragch, tinh Dong Nai - Viét Nam)

: } 3.1 Nha sin xyét: Céng ty 6 phin duge phim Ampharco U.S.A (D/c KCN Nhon T rach 3,

o huyén Nhon Trgch, tinh Péng Nai - Viét Nam)

' n ' Hoat chit chinh - | Dang bao (Tudi| Tiéu | Quy cach 5 44 .
l STT Tén ““’4° Ham hryng ché | tho |chuin| donggei | S OAnEky
i 15 [Usatrypsin Alphachymotrypsin |Vién nén 24 {TCCS |Hép 1 vi, 2 vi, | VD-19767-13
\ 21 microkatals thang 10 vi x'10 vién
4, Cong ty d§n$ ky: Cong ty cb phiin dwrgc phdm Bidiphar 1 (B/c: 498 Nguyén Thdi Hoc, Tp.
- Qui Nhon, Tinh|Binh Dinh - Viét Nam)

4.1 Nha san x
Nhon, Tinh Bi

t: Cong ty b phin dwge phim Bldlphar 1 (D/c: 498 Nguyen Thai Hoc, Tp. Qui
B;nh Viét Nam)

i . Hoat chét chinh - ‘Dgng bao Tudi| Tién | Quy cich £ .

! STT Tén th“% Ham hrgng ché tho |chuén dong goi So ddng ky

| 16 |Bidilucil Meclofenoxat Thubc tiém | 36 [CP201[Hdp 1 lo thudc | VD-19768-13
g hydroclorid 1g |dédng khdé  |thanglO ti€ém dong khd

I




4

+ 1 6ng dung

|moi 10m!

5, Cong ty ding ky: Céng ty C phin Dwgc phim Bos Ton Vit Nam (B/c; 56 43, Puong 56 8,

KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam - Viét Nam)

5.1 Nha sin xuét: Cdng ty C5 phin Dwoc phim Bos Ton Viét Nam (B/c: 55 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam - Viét Nam)

Hoat chét chinh - | Dang bao |Tudi[ Tiéu | Quy cdch £ ,
-3 g % ﬁ
STT| . Tén thube ‘Tam lwoung ché | tho |chudn| domggsi | O oAm8 N
17 lAcyclovir Boston 800  |Aciclovir 800mg | Vién nén 36 |[TCCS|HopSvix5 VD-19769-13
4 (uwn  Jthéng  fién |
18 [Piroton 800 Piracetam 800mg  |Viénnén dai{ 36 |[PDVNHgp 5Svix 10 i VD- 19770-13
|bao phim  fthang|lV  lvién

6. Cong ty dﬁng ky: Céng ty b phin dwgc phim Glomed (P/c: 35 Pai I Tu do, KCN Viét Nam
- Singapore, tinh Binh Duong - Viét Nam)

6.1 Nha sin xuft: Cong ty ¢d phin duge pham Glomed (D/c 35 Dai I Ty do, KCN V:gt Nam -~
Singapore, Imh Binh Dyong - Viét Nam)

A ¥ioat chit chinh - | Dangbao [Tudi| Tidu| Quy cach x .
STT Tén thuoc ITam lugng ché tho [chufin| dong goi So dingﬁ ky
19 |Alphachymoirypsin Chymotrypéin 4200 {Viénnén 24 \'TCCS{Hop2vix 10 | VD-19771-13
—_[Clomed  \NJNM_ donviUSP | _ thngi _ _{vién
20 Trypsinmed Chymotrypsin 4200 |Vién nén 24 ITCCS {Hop 2vix 10 | VD-19772-13
' don vi USP thang vién

7. Céng ty diing ky: Céng ty C6 phin Dwgc phdm OPV (D/c: 56 27, ducng 34, KCN Bién Hod
2, Dong Nai - Viét Nam)

7. 1 Nha san xuft: Céng ty Cd phin Dugc pham OPYV (D/c: S6 27, chwomg 34, KCN Bién Hoa 2,

Déng Nai - Viét Nam)

s Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycheh | ggae = o
STT Tén thuge Ham hrgng ché the |chuén d()pg goi 6 ding ky
21 {Cerepax 1000 Levetiracetam Viénnén dai; 36 [TCCS [Hép3vix10 | VD-19773-13
: 1000mg bao phim  (thang vién; hfp 6 vix :

10 vién

8. Cong ty diing ky: Cong ty b phin dwgc phim trung wong 2 (Bre: 86 9 - Trdn Thdnk Tong -
Ha Ngi - Viét Nam)




8.1 Nha san

fuit: Céng ty cb phin dwgc phim Trung vong 2 (D/e: L6 27, Khu cong nghzep

‘ " Quang Minh|Mé Linh, Ha Néi - Viét Nam)
£ Hoat chit chinh - | Dang bao |Tudi] Titn | Quy cach £ ,

STT Tén th*oc Ham legng ché tho |chuidn| dbng gbi S0 ding ky
.| 22 [Ephedrin hydntclorid 10 [Ephedrin Dung dich 24 {DDVNHép 100 bngx | VD-19774-13
" mg/1 ml hydroclorid 10 mg [tiém (tiém  [thdng|IV 1 ml
| dudi da)
. 9.Congty d§+g ky: Céng ty c3 pbin dwge phdm VCP (B/c: xd Thanh Xudn- Séc Son- Ha Noi -
\ Viét Nam)
2‘ 9.1 Nha sin xpét: Céng ty cb phin dwge phim VCP (D/c: x& Thanh Xudn- S6c Son- Hix Ngi -
. Viét Nam) '
1 2 ‘ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch. £
“ | 23 [Ceftezollg | Ceftezol (duéi dang | Thudc bt 24 ICP |Hgp 1, 10 1g; VD-19775-13
! ceftezol natri) 1g  [phatiém thing{2010 |Héplip+1 -

éng nudre cht
| pha ti€ém 5 ml
| 54 [Vicipezol Ceftezol (dudi dang |Thubc bot | 24 |CP [Hop 1 lg, 101g;| VD-19776-13
| ceftezol natri) 1g  |pha tiém thang|2010 hép 01lo+ 01
| dng nudc cht
.l .|pha tiém 5ml

| 10. Cong ty dikg ky: Cong ty ¢ phin Korea United Pharm. Int' | (B/c: S& 24, Pai I Ty Do,

KCN Viét Nam-|Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

: 10.1 Nha san xpit: Céng ty cb phin Korea United Pharm. Int' | (D/e: 86 24, Pai 1§ Ty Do,

\ KCN Viét Nam- Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

I z ’ T 2

’ " £ Hoat chat chinh - | Dang bao |Tudi] Tiéu Quy cich A

[STT{ Ténthud Ham lrgng ¢hé | the |chuin| domggei | o oiuB K
25 HCarvedol 25 mg{NQ: |Carvedilol25mg  |viénnén 36 (TCCS |Hop 01 bac VD-19777-13
Korea United Ph3rm. théng nhém x 10 vi x
Inc. Pia chi: 404410, 10 vién
- [Nojang-Ri, 5

Jeondong-Myeo
Yeongi-Kun, chupgnam,
Han Quéc)

| 26 |Kupderma (NQ: Korea (Betamethason  (Thubckem | 36 [USP |Hop 1 tugp 10g, VD-19778-13
United Pharm. In¢. Dia |valerat 0,61 mg; bdi da thang|31 20 g ‘
chi: 404-10, Nojapg-Ri, |Gentamicin (dudi

s mememrrmsrerespsrmsemmeeeenl .




Jeondong-Myeor,
Yeongl-Kun chungnam,
Hén Quoc)

Kupfloxanal (NQ Korea
United Pharm. Inc. Pija
chi: 404-10, Nojang-Ri,
Jeondong-Myeon,
Yeongl-Kun, chungnam,
Han Qubc)

Powertona 3g (NQ:
Korea United Pharm.
Inc. Pia chi: 404-10,
Nojang-Ri,
Jeondong-Myeon,
Yeongi-Kun chungnam,
Han Qudc)

dang Gentamicin
sulfat) 1 mg

offoxacin 200 mg

Cao nhén sim 60%
(kl’kl) 40 mg; Cao
bach qua 95%
(ki/kl) 40 mg; Tinh
dau tbi 10 mg

Vién bao- 36 |TCCS
phim thang
{Viennang | 24 {TCCS
mém thang

Hop 10vix 10 |
vién

Héplvix5s
vién; Hop 1 tdi
nhdmx 6 vix 5
vién; Hop 2 wi
nhémx 6 vix 5
vién

VD-19779-13 |

— e e ]

VD-19780-13

11. Céng ty diing ky: Céng ty ¢d phén SPM (D/c: Lé 51- Pucmg 56 2- KCN Tdn Tao- Q. Binh
Tdn- TP. HCM - Viét Nam)

11.1 Nha sdn xudt: Cong ty cd phin SPM (B/c: L6 51- Pudng sé 2- KCN Tan Tao- Q. Binh Tén-

TP. HCM - Viét Nam)

' Hoat chiét chinh - | Dang bdo Tudi| Tiéu Quy cich £ oo
" : g S
STT Tén thude Ham lwong ché the |chuin| déng goi 0 ding ky
| 29 [Neosamin Forte Glucosamin HCL. | Vién nén bao{ 36 |{TCCS {Hép3vix10 | VD-19781-13
500mg; Natri phim thang vién, h{p 10 vi
chondroitin sulfat x 10 vién, chai
20mg 160 vién, chai .

500 vién, chai

1000 vién

12. Cong ty diing ky: Cong ty Cd phan Thwong mai Dwge phim Quang Minh (P/ec: 54 44 Lo
Lu, P. Truong Thanh, Qudn 9, TP. H6 Chi Minh - Viét Nam)

12.1 Nha sdn xuit: Cong ty CH phan Thwong mai Dwgc phidm Quang Minh (D/c: S6 44 Lo Lu,
P. Truomg Thanh, Quén 9, TP. Hé Chi Minh - Viét Nam)

As .
. A Iloat chit chinh - | Dang bao | Tudi| Tiéu | Quy céch S6 aa
STT Ten thude Ham lugng ché tho {chufin| déng gobi © ng ky
30 |Aclocivis Aciclovir 250 mg/5g| Thube dimg | 24 |TCCS {Hop 1 tujp x 5g| VD-19782-13
. (mgodida héngl ;| |
31 Eﬁ‘ebaby Paracetamol 80 mg |Thudc dit 24 |TCCS [Hép 2 vix$ VD-19783-13
S D | ________ |hhumdn thingl _ Jvin ] _ |
32 |Effebaby 150 Paracetamo! 150 Thubc dit 24 {TCCS Hop2vix 5 VD-19784-13




S R ..., hjumdn _ |théngl  vién | __ _ _
33 |Effebaby 300 Paracetamol 300 mg Thubc dat 24 |TCCS |[Hop2vix 5 VD-19785-13
e (Mumdn ithingl _ (vién | _ ___
34 |{Genmyson Betamethason Thudc kem | 24 |TCCS |Hép 1 tuyp 10g| VD-19786-13
dipropionat 6,4 ding ngoai |thdng
mg/10g; Clotrimazol| -
100 mg/10g;
Gentamycin sulfat
10.000 IU/10g
35 [Medimax-F | [Xylomethazolin  |Thubcxit | 24 |TCCS [Hop 1l 15mi | VD-19787-13
hydroclorid 15 miii thang|
mg/iSm N R R A
36 |Trangala Chloramphenicol 80 {Thuéc kem | 24 |[TCCS [Hop1lo8g VD-19788-13
mg/8g; dung ngodi |[thdng
Dexamethason
acetat 2 mg/8g
13. Cong ty dhng ky: Cong ty cd phin TRAPHACO (P/c: 75- Yén Ninh - Ba Binh - Ha Néi -
Viét Nam)
13.1 Nha sén|xuft: Céng ty cb phin cong nghé cao Traphaco (B/c: X& Tdn Quang, huyén Vin
Lam tinh Humg Yén - Viét Nam)
| Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cdeh .
: ! S6 a3
STT Tén thgde Ham lugng ché tho lchudn| déng goi ng ky
37 |Boganic - |Cao dic Actiso Vién bao 36 |TCCS [hop2 vi,Svix | VD-19789-13.
IOOmg; Cao dic dudmg thang 20 vién
Rau ding dit 75mg;
Cao dac Bim bim
7,5mg
38 [Boganic ~ [CaodicActiso  |Vienbao | 36 [TCCS |hdp2vi,5Svix | VD-19790-13 |
100mg; Cao dic phim - théng 20 vién
Rau ding dit 75mg;
[Cao dic Bim bim
7,.5mg
39 |Boganic Fort Cao dic Actiso ~|vien ;1_an_g_ I 24 |Tces };t_)p_ 1”\_/; 2_;1{,“5— VD-19791-13 |
200mg; Cao dic mém thang vi x 10 vién
Rau ding dét
1150mg; Cao dic
+ |Bim bim 16mg
| .
14. Céong ty a ng ky: Cong ty TNHH Diwrge phim Shinpoong Daewoo (D/c Sé 13, dwang 94,
KCN. Bién Hof II, TP. Bién Hoa, Dong Nai - Vzet Nam)

Trang 6"




14.1 Nha sin xudt: Cong ty TNHH | Duge phim Shinpoong Daewoo (D/c 86 13, deomg 94,
KCN. Bién Hoa II, TP. Bién Hoa, Flong Nai - Viét Nam)

2 Hoat chit chinh - | Dangbao [Tudi| Titu| Quy cach Koax 1
; : 2 So d
STT Tén thuoe Ham lwgng ché tho |chuin déng goi 0 dang ky
40 [Lipidcare Fenofibrat 300 mg | Vién nang 36 |TCCS hép3vix 10 VD-19792-13
clmng thang| vién

15. Cong ty diing ky: Cong ty TNHH san xuét thwong mai dwoe phély NIC (NIC Pharma)
(D/c: Lé 11D dudng C, Khu cong nghiép Tin Tao, qudn Binkh Tan, tp. H6 Chi Minh - Viét Nam)

15.1 Nha sén xuit: Cong ty TNHH san xuit thuwong mai dugec pham NIC (NIC Pharma) (P/c:
L6 11D duomg C, Khu céng nghiép Tan Tao, qugn Binh Tdn, tp. H6 Chi Minh - Vigt Nam)

STT

Tén thube

Hoat chét chinh -
Ham hrong

Dang bao
ché

Tudi
tho

Tiéu
A
chuan

Quy cich
doéng goi

S6 dang ky

41

42

Trivimaxi

Vitamin BI1+B6+B12

Vitamin Bl
(Thiamin .
mononitrat) 115 mg;
Vitamin B6
(Pyridoxin HCI) 115
mg; Vitamin Bi12
(Cyanocobalamin)
50 meg

Vitamin B1
(Thiamin
monohydrat) 11,5
mg; Vitamin B6
(Pyridoxin HCI)
11,5 mg; Vitamin
B12
(Cyanocobalamin) 5
mcg

B e 3

Vién nang
mém

Vién pang
mém

36
thang,

TCCS

TCCS

36
thang

Hop 10 vix 10
vién

Hop 10vix 10 |
vién

VD-19793-13

VD-19794-13

Trang 7






