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BO YTE

BOY TE

So: 45/2007/QD-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

Ddc lap - Tu do - Hanh phuc

Ha No1, ngay 18 thang 12 nam 2007

QUYET PINH
vé viéc ban hanh Danh muc hoat chét thudc

dugc diing ky quing cdo trén truyén thanh, truyén hinh

BO TRUONG BO Y TE

Can cuw Luat duoc ngay 14 thang 6
nam 2005,

Can cir Phap lénh qudng cdo so
39/2001/PL-UBTVQH-10 ngay 16 thang
11 nam 2001 cia Uy ban Thuong vu
Quoc héi;

Can cir Nghi dinh s6 59/2002/NP-CP
ngay 04 thang 6 nam 2002 cua Chinh
phii vé viée bai bé mét s6 gidy phép va
thay thé mét sé gidy phép bang phwong
thiee quan ly khac;

Can cir Nghi dinh s6 24/2003/NP-CP
ngay 13 thang 3 nam 2003 cua Chinh
phit quy dinh chi tiét thi hanh Phdp lénh

Quang cao,

Can cir Nghi dinh s6 49/2003/ND-CP
ngay 15 thang 5 nam 2003 cua Chinh

phu quy dinh chirc nang, nhiém vu, quyen

han va co cdu 16 chirc ciia BoY te

3845 6684 * www.ThuVienPhapLuat.com

Can cir Théng tu lién tich sé 01/2004/
ITLT-BVHTT-BYT ngay 12 thang 01;
nam 2004 ciia B Vén héa - Thongs
tin - B6 Y té huéng dan vé hoat dong*

quang cdo trong linh vuec y té; S

aw

Theo dé nghi cua Cuc truong Cuc
Quan ly dugc Viet Nam,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh
nay “Danh muc hoat chét thude duoc
ding ky quang cdo trén truyén thanh,
truyén hinh”.

Piéu 2. Quyét dinh nay co hiéu luc
sau 15 ngay, ké tir ngay ding Cong bao
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va thay thé Quyét dinh s6 815/2003/QP-
BYT ngay 12 thang 3 nam 2003 cua Bo
truong Bo Y té vé viéc ban hanh danh
muc hoat chat thudc dugce ding ky quang
céo trén truyén thanh, truyén hinh.

Piéu 3. Cac Ong, Ba Chanh Vin
phong, Chanh thanh tra B9, Cuc truong
Cuc Quan ly dugc Viét Nam, Vu truong
Vu Diéu tri, Vu truéng Vu Y hoc cb
truyén va cac Vu, Cuc c6 lién quan, Thu
truong cac don vi truc thuéc Bo, Giam
ddc Sa'Y té cac tinh, thanh phd truc thudce

Trung wong, Thu trudng Y té nganh va to
chirc, ca nhan trong nudc va ngud1 nudce
ngoai co hoat dong trong linh vuc quang
céo thudc trén phat thanh, truyén hinh
tai1 Viét Nam chiu trach nhiém thi hanh

Quyét dinh nay./.

KT. BO TRUOGNG
THU TRUONG

Cao Minh Quang
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DANH MUC
hoat chit thudc duoc ding Ky quang cdo trén truyén thanh, truyén hinh

(ban hanh kém theo Quyét dinh sé 45/2007/QD-BYT
ngay 18 thang 12 nam 2007 cua Bo truong Bo Y té)

I. NGUYEN TAC LUA CHON
VA XEM XET

1. Danh muc hoat chat thudc

Nguyén tic lya chon cac hoat chit
thuéc dugc ding ky quiang cdo trén
truyén thanh, truyén hinh bao gém:

1.1. Thudc danh muc cac thubc da
duoc cap s6 dang ky luu hanh tai Viét
Nam con hiéu luc.

1.2. C6 dudng dung: ubng, dung ngoai
da, nho mat, nho miii, ngam, dit, nho tai,

xit, hit.

1.3. Puoc chi dinh trong diéu tri cic
bénh théng thudng va bénh nhén c6 thé
t diéu tri, khong nhit thiét phai c6 su
tham kham, tu van va theo déi ctia thay
thudc.

1.4. Khéng thude nhom thude phai ké
don theo quy dinh tai Quy ché ké don va
ban thudc theo don hién hanh.

1.5. Khong c6 nhirng tac dung cé hai
nghiém trong (la nhirng tac dung c6 hai
gdy hiu qua tir vong, nguy hiém dén tinh
mang, can phai nhap vién dé diéu tri hay
kéo dai thoi gian diéu tri, gdy tan tat vinh

vién hay ning né, sinh con di dang, di tat
bam sinh va cac hiu qua tuong duong)
da duoc biét va/hoac khuyén cdo co tic
dung nay.

2. Thude co tir hai hoat chat trg Ién,
thudc dong y va thude tir duge lidu

Cac thudc ¢ tir hai hoat chét thudc tré

ThuVienPhapLuat.com

1én, thudc dong y va thudc tir duogce lidu
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khi dap rng du cac diéu kién sau:

13216
+54-8-3845 668

2.1. Dbi véi thude co tir hai hoat chat

tro 1én:

- La thude da duoc cap so6 ding ky |

awsSolt = Tel

hanh tai Viét Nam con hiéu luc.

- Trong cong thirc phai cé it nhit mot
hoat chat thuc tham gia vao tic dung
chinh cua thudc thudc danh muc hoat
chat thude duoc diang ky quang cdo trén
truyén thanh, truyén hinh.

- Thudc nhap khéu thi phai thudc danh
muc thudc khoéng ké don - OTC cua
nude xudt xir (la nude san xuit ra thanh
phdm vi/hodc xuat xudng 16 hoic nudce
noi san pham duoc van chuyén trudc khi

dén nudc nhap khau).
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- Thubc san xuat trong nudc phai
chirng minh dugc cong thirc cua thudc
¢6 trong danh muc thude OTC cia nude
c6 xuét xir cong thire do.

- Khéng phai la thuéc méi theo quy
dinh ta1 Luat duoc.

2.2. Péi voi thube dong y, thude tir

duoc liéu:

- La thudc da duogc cap sé diang ky luu

hanh tai Viét Nam con hiéu luc.

- Pugc chi dinh trong diéu tri cac
bénh thong thudng va bénh nhén co thé
tu diéu tri, khong nhat thiét phai co su
tham kham, tu vén va theo doi cua thay
thudc.

- Thude khong chira vi dugc liéu ¢é
doc tinh cao.

- Khéng c6 nhimg tac dung c6 hai
nghiém trong da duoc biét va/hoic

khuyén cao co céac tac dung nay./.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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II. DANH MUC HOAT CHAT THUOC

Tén hoat chét

Puong dung

Ghi chu

Pong sulfat

........................................
........................................
........................................
........................................
........................................
........................................
........................................
........................................
----------------------------------------
........................................
........................................

Antazolin

Dung ngoai

---------------------------
...........................
...........................
...........................
...........................
...........................
...........................
---------------------------
...........................
.....................
...........................

Nho mui

......................................

......................................

......................................

......................................

-

......................................

______________________________________

......................................

....................................

......................................

......................................
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STT Tén hoat chat Duong dung Ghi cha
22 | Argyron Nho mit, dung
ngoai
23 |Aspartam | Ubng |
24 |Asparat | Ubng |
25 |Aspiin | Ubng, dingngodi |
26 |Atapulgit | N
27 | Azclastine | Nwowmkt |
28 | Bacillus claussi | Uene |
739 | Bacillus subtilis dong kho | Udng |
'30 | Benzalkonium | Dingneodl,vitn | o )
ngam, vién dat _j
'31 |Benzoyl peroxid | Dingngost | |
32 |Benzydamin | Ul diogmgeli| 000
"33 |Beberin | Gbng |
"34 |Bewearoten | Ubng |
35 [ Bicloymol | Dingneoti, én |
ngam
36 |Bifonazol | fsergo | 0
37 |Bromelam | Obe |
38 |Bromhexin | Ubng |
39 | Brompheniramin | Ubng |
40 |Butamirt | Ubng |
a1 |Butoconmzole | e
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Duong dung

Ghi chu

188
STT Tén hoat chét
42 | Cac acid amin
43 | Cac hop chat canxi
44 | Cac hop chit cua nhom,
magié, canxi
45 | Céc hop chat sit
46 | Cac mudi bismuth
47 | Cac mudi magié
48 | Cac nguyén to vi lugng: Cr,
Cu, K, Mg, Mn, Na...
49 | Cac men ti€u hoa
50 | Cac vitamin va tién vitamin
(trr vitamin A, vitamin D)
51 | Cafein
52 | Calamin
53 | Carbinoxamin
54 | Carbocystein

...........................

...........................

...........................

...........................

---------------------------

...........................

Xem xét bo sung acid amin

cho co thé.

......................................

Xem xét bdo sung canxi

cho co thé

--------------------------------------

Xem xét voi chi dinh trung
hoa acid dich vi, chira loét
da day, hanh ta trang.

Xem xét véi chi dinh bd

sung sét cho co thé.

......................................

......................................

Xem xét véi cac chi dinh
b sung magié cho co th%
trung hoa acid dich v],
nhuan trang.

Xem xét véi chi dinh bd

sung khoang chét cho co

......................................

Vi dudong udng: chi xem
xét voi tac dung bd sung

vitamin.

......................................
--------------------------------------
......................................
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STT Tén hoat chat Pudng dung Ghi chi
55 | Carbomer Gel tra mit
'S6 | Catalsse | ingugeli | 00
's7 | Cefirizin | Ubng |
58 |Cetrimd | Dungngod | 000000
'59 |Cotiimoniven. | Dingigodivign | @000
ngam
&0 [Cogloyndinien. = | Ding ogol, vign] @
ngam
"6l | Chitosan | Dingngosl |
62 | Cholin bitartrat | Obng |
63 | Cholin salycilat | Ubog divgegosl| @ |
64 | Chondroitin | g | B
6 |Ciclopivox dlamine: | el
66 |Cinesl | Ubng Gligiigodi|,
67 |Cionarizin =~ | Gbng |
68 | Clioquinol | flogogel® | 0
69 | Clothexidin | Dogneedd |
70 |Clorophyl | Ubng |
‘1| Clopbentiarty. =~ | Ubng |
72 | Clotrimazol | Ding ngott, 8|
am dao
73 | Crotamiton | Digseclh | 00
"74 | Dequalinium | Vien ngam, kem|

+84-8-3845 6684 * www.ThuVienPhapLuat.com

Tel:

awSoft -



190

CONG BAO/SH 03 + 04/03-01-2008/VBQPPL/QD-BYT/11

i B

Tén hoat chat

Puong dung

Ghi chu

.......

_______

.......

.......

--------

.......

Dexclorpheniramin

........................................
........................................
........................................
........................................
.........
..............................
........................................
........................................

........................................
........................................
----------------------------------------

........................................

Fenspirid

...........................

...........................

...........................

...........................

...........................

...........................

---------------------------

...........................

--------------------------------------
......................................
......................................
......................................
......................................
D L R e o
--------------------------------------
......................................

......................................
......................................
--------------------------------------

Chi xét vo1 chi dinh diéu
tri s6 mui, ho, viém dudng

hé hap.
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STT Tén hoat chat Dudng ding Ghi chu
95 | Fenticonazol Dung ngoai, dat
am dao
96 | Flubiprofen | Ubng |
97 | Glucosamin | Ung |
98 |Glucose | Ubng |
99 |Glycerin | Dingngodi |
100| Guaiphenesin | Gong |
101 | Hesperidin | Goge |
102| Hexamidin | Dingngodi |
103 | Hydrotaleit | Ubng |
104|buprofen | Ubng, dingngodi| |
105|Ichthammol | Dingngoai | .
106| ositol | Gbng |
107| Ketoconazol | Dingngodi |
108| Ketoprofen | Dingngodi |
109|Kemoxid | Dingngodi |
10| Kém pyrithion | Dingngodi |
10| Kemsulfat | Ding ngodi, nho|
mit, udng

12| Kém undecylenat | Dingngodi |
13| Lactiol | Ubng |
114| Lactobacllus acidophilus  |Uéng |
15| Lactoseram | Dingngoai |

LawSoft = Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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STT Tén hoat chit Puong ding Ghi chu
116 | Lactulose Ubng
17| Levocetirizin | Ubng |
18| Loxoprofen | Ubng |
19| Lysozym | Ubng, vienngam |
120| Macrogol 4000 | Ubng thw |
121 | Magaldrate | Ubng |
122 Mangiferin | Dingngodi |
123| Mcbendazol | Ubng |
124|Menthol | Dingngodi,vien |
ngam, Sng hit, -
uéng. _i
125| Mequinol | Dingngodi |  © |
126| Mequitazin | Ubng, dingngodi|
127| Methyl salicylat | Dingngodi |
128| Metronidazol | Dingngodi |
129 | Natribenzoat | Ubng |
130| Natiibicacbonat | Ubng |
131 | Notri carbonst. | Ubng, dingngodi|
B2 N |
carboxymethylcellulose Nho mit
133 [Naricloid | Ubng,dimg |
ngoai, nho mat,
nho mui, xit
134 Natri docusate | Ubng |

OIT * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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........................................
----------------------------------------
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........................................
........................................
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----------------------------------------
........................................

Povidon 1odin

(danh rang, xuc

Dung ngoai
(danh rang, xuc

...........................

Dung ngoai
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STT Tén hoat chat DPudng dung Ghi cha
135 | Natri fluorid Dung ngoai

......................................

--------------------------------------

......................................

......................................

......................................

......................................

......................................

......................................

......................................

......................................
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STT Tén hoat chat Puong ding Ghi chu

154 | Pyrantel Ubng

yss|Ruin | Ubng |
156| Saccharomyoes boulsrdic |Ubng 00 |
157|selensulfd | Dingngelt | 00
58| siymarin | Ubg |
159| Simethicon | o
160|somitol | Ubg |
61| Sterculia | Ubne |
16| sucralbat | Ubnge |
163 Sulfogaiacol | ue | | |
64| Talnifumate | Ubg |
165\ Tepremon. | Ubg |
66| Terbinafin | Mhiogmgoli | @00
67| Tepinbydrat | Ubg |
168 Tempineol | Dingngolé | 200
169| Tewahydrozolin | Nbomitmhomsi|
170| Thymot | Dingngodi |
171 | Timonacic | Ubg |
172| Tioconazol | Dingngs#l |
173| Tolnaftate | Dwgngei | 00
17| Trimeprazin | Gbnge |
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STT Tén hoat chét Puong dung Ghi chu
175 | Triprolidin Udng
176 | Trolamin Dung ngoai
177 | Tromantadine Dung ngoai
178 | Urea Duing ngoai
179 | Xanh methylen Diing ngoai, ubng
180 | Xylometazolin Nho mii, xit mii
KT. BO TRUGNG
THU TRUONG
Cao Minh Quang
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