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BOYTE

BQOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Péc l1ap - Tu do - Hanh phuc

S6: 42/2010/TT-BYT Ha Néi, ngay 15 thang 12 nam 2010

THONG TU
Ban hanh Danh muc hoat chét thubc va duge liéu duge ding ky quang cdo
trén phat thanh, truyén hinh

Cin cit Nghi dinh s& 188/2007/ND-CP ngay 27 thang 12 ndm 2007 cia Chinh
phu quy dinh chuc nang, nhiém vy, quyén han va co cau td chirc Bo Y té;
Cin cu Luét Duoc sb 34/2005/QH11 ngay 14 thang 6 nam 2005;

Bo Y té ban hanh va hudng dan thyc hién “Danh muyc hoat chét thube va du’ofc
li¢u dugce dang ky quang céo trén phat thanh, truyén hinh” nhur sau:

Pié¢u 1. Ban hanh kém theo Thong tu nay “Danh muc hoat chét thudc va dm_)rc.:.'_,

lieu duge ding ky quang cao trén phat thanh, truyén hinh”, bao gdm:

1. Danh muc hoat chét thuéc;

2. Quy dinh dbi v6i duoc lidu

Piéu 2. Giai thich tir ngit

1. Hoat chét thudc (hay con goi 1 dugc chat): La chat hodic hdn hop cac chat ¢o
hoat tinh diéu tri duoc st dung trong san xuat thude.

2. Thudc ¢ ngudn gde tir dugce ligu: La thudc duge san xuat tir nguyén liéu c6
ngudn gdc tw nhién tir ddng vat, thuc vat hodc khodng chat.

Thudc cé hoat chét tinh khiét dugc chiét xuét tir duge liéu, thude co su két hop
tir duoe lidu véi cac hoat chat hoa hoc téng hop khdong goi la thude tir duoe lidu.

Piéu 3. Nguyén tiic xdy dung Danh muc:

1. Danh muc hoat chat thudc va duge liéu duge ding ky quang cao trén phat
thanh_ truyén hinh dugc xay dung trén co sé Danh muc thudc khong ké don va céc
ti2u chi cu thé vé tinh chét duoc ly, tinh an toan cua thude.
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2. Danh muc hoat chat thudc va duoc liéu dugc diang ky quang céo trén phat
thanh, truyén hinh ph hop véi thuce té sir dung, cung Umg thudc cua Viét Nam va
théng nhit véi cac quy dinh vé théng tin quang cdo thudc hién hanh.

3. Danh muc hoat chit thuéc va duge lidu duge dang ky quang cao trén phét
thanh, truyén hinh s& dugc sira doi, bd sung cho phu hop vdi Danh muc thuoc khong
ké don khi Danh myc thubc ké don c6 su thay dbi. Trong truomg hop can thiét, dé
dam bao an toan cho ngudi su dung, mét sb loai thube co thé bj loai bo khéi danh
muc hoat chat thudc duoce ding ky quang céo trén phat thanh, truyén hinh néu c6
nhitng tac dung c6 hai nghi€m trong dugc phat hign.

Piéu 4. Tiéu chi lwra chon hoat chit thude

1. Nim trong Danh muc thudc khong ké don dugc Bd Y € ban hanh dang con
hiéu luec.

2. Hoat chét thude dap Umg cac tiéu chi cia Danh muc thudc khong ké don
nhung sé khong dugc lya chon néu cé it nhat mot trong cac dac diém sau:

- Dung ngoai, tdc dung tai chd nhung c6 nguy co khong kiém soét duoc luong
thudc hap thu qua da.

- Puoc chi dinh trong diéu trj cac benh thong thuong nhung cac bénh nay co
triéu ching d& bi nhdm 1dn vdi cac bénh can phai dugc béac si tham kham.

- C6 lidu dung/phic d6/thoi gian can duoc tuan thi nghiém ngit néu khong sé
xdy ra tinh trang khéng thude.

_ An toan khi dung ngin han nhung cé thé c6 nguy co néu dung kéo dai.

Piéu 5. Ap dung danh muc

Danh muc hoat chét thude va duge lidu dugc quang cdo trén phat thanh, truyén
hinh 12 mét trong cAc cin ct phap ly dé dang ky, xem xét hd so quang cao thudc trén
phat thanh, truyén hinh.

Piéu 6. Piéu khoan thi hanh

I. Thong tu nay c¢6 hiéu lyc thi hanh sau 45 ngay, ké tr ngay ky ban hanh. Bai
b6 Quyét dinh s6 45/2007/QD-BYT ngay 18 thang 12 nam 2007 cta Bo truong B
Y té vé viéc ban hanh Danh muc hoat chit thubc va duge liéu duoc ding ky quang
c4o trén truyén thanh, truyén hinh.

2. Cac ndi dung quang céo thudc quang cdo trén phat thanh, truyén hinh da c6
Gidy tiép nhan ho so ding ky quéang cdo cua Cuc Quén ly duoc trudc thoi diém
Théng tu nay 6 hiéu luc s& duge tiép tuc quang céo cho dén khi ndi dung quang céo
thudc @6 hét gia tri.
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3. Cuc Quén ly duge, cac don vi tre thude B6 Y té, S¢ Y té cdc tinh, thanh phé
trie thude Trung wong, Tong cong ty duoc Viét Nam, cac doanh nghiép san xuit,
kinh doanh dugc pham, céc cong ty nudc ngodi ¢6 gidy phép hoat dong trong linh
vuc dugce co trach -nhiém thuc hién Thong tu nay.

4. Trong qué trinh thie hién néu c6 van dé vudng mic, dé nghi cac té chuic, ca
nhan kip théi phan 4nh vé B& Y té (Cuc Quan 1y duge) dé xem xét, giai quyét./.

KT. BQ TRUONG
THU TRUONG

Cao Minh Quang
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DANH MUC
HOAT CHAT THUOC VA DUQC LIEU PUQC PANG KY QUANG CAO

TREN PHAT THANH, TRUYEN HINH

(Ban hanh kém theo Théng tir s6 42/2010/TT-BYT
ngay 17 thang 12 nam 2010)

* 1. Danh muc hoat chét thudc

DPudng dung, dang

TT| Thanh phin hoat chdt | bao ché, giéi han ham Ghi chii
lwong, nong do
1 |Acetylcystein Ubng: cac dang
2 |Acetylleuein ~ |Ubng:cacdang |

Acid Acetylsalicylic (Aspirin)
dang don chit hoac phdi hop
voi Vitamin C va/hoic Acid
citric va/hodc Natri bicarbonat
va/hodc Natri salicylat

Acid Alginic (Natri Alginat)
don chat hay phdi hop véi cac
hop chat cia nhém, magnesi
Acid amin don chét hoac phdi
hop (bao gom ca dang phdi
hop véi cac Vitamin, khoang
chat, nguyén td vi lugng)

Acid Aminobenzoic (Acid
para aminobenzoic)

Acid Citric phéi hop véi cac
mudi Natri, Kali

Ubng: céc dang
Dung ngoai: cac dang

Dung ngoai

Uodng: vién ngam

Dung ngoai
Thudc tra mit

Udng: cac dang

Vi chi dinh bo
sung acid amin,
vitamin cho co thé

____________________________
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Pwong dung, dang
TT| Thanh phin hoat chdt | bao ché, gi¢i han ham Ghi chi
lwong, ndng dd
10 |Acid Cromoglicic va céc dang | Thudc tra mit, tra
mudi Cromoglicat miii v6i gidi han ndng
dé tinh theo acid
Cromoglicic < 2%
11 |Acid Dimecrotic Ubng: cac dang
12 |Acid Folic don chét hodc Uéng: cac dang Vi chi dinh chéng
phéi hop vai sat va/hodc cac thiéu mau, bd sung
Vitamin nhém B, khoang chit, dinh dudng.
Sorbitol
13 |Acid Glycyrrhizinic Udng: cac dang, bao
(Glycyrrhizinat) phéi hop véi |gdm ca dang vién ngdm
mot sd hoat chit khac nhu Duing ngoai
Chlorpheniramin maleat, DI-
methylephedrin, Cafein...
14 | Acid Mefenamic Udng: cac dang
15 |Acid Salicylic don chit hoidc |Ding ngoai
phéi hop trong cac thanh
pham dung ngoai (phéi hop
Lactic acid; Luu huynh két
tua...)
16 |Albendazol Uéng: cac dang Vo1 chi dinh tri
giun
17 | Alcol Diclorobenzyl dang Ubng: vién ngadm
phdi hop trong cac thanh
phim vién ngam
18 | Alcol Polyvinyl Dung ngoai
19 |Alimemazin tartrat Ubng: cac dang
(Trimeprazin tartrat)
20 |Allantoin phéi hop trong céc Dung ngoai
thanh pham diing ngoai (Cao
Cepae fluid; Heparin...)
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Pwéng dung, dang

TT Thanh phin hoat chit bao ché, giéi han ham Ghi cha
lwrong, nong dd
21 | Allatoin phdi hop véi cac Thubc tra mit

Vitamin va/hodc Chondroitin

Ambroxol don chat hoic phéi
hgp trong cac thanh phim
thude ho, ha nhiét, giam dau

Amyllase dang don chat hoic
phdi hop voi Protease va/hoac
Lipase va/hodc Cellulase

Amylmetacresol dang phdi
hop trong céc thanh phdm vién
ngdm (nhw véi céc tinh dau,
Bacitracin...)

Bacitracin phdi hop v6i mot
s6 hoat chat khac trong céac
thanh pham vién ngam (phdi
hgp voi Neomycin sulfat;

Amylocain; Tixocortol...)

Udng: cac dang véi gidi
han hoat chit nhu sau:

- P chia liéu Ambroxol
clorhydrat < 30mg/don vi
- Chua chia lidu:
Ambroxol clorhydrat

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

Thudc tra mat
Dung ngoai

Ubdng: vién ngam

............................
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( Puong ding, dang
TT| Thanh phan hoat chat | bao ché, gi¢i han ham Ghi chii
lrong, ndng dé
35 |Benzalkonium phéi hop Duing ngoai

L

trong cac thanh pham

dung ngoai (vai Cholin;
acid salicylic; Nystatin;
Diiodohydroxyquinoline...),
trong cac thanh pham vién
ngam (vdi Tyrothricin,
Bacitracin, tinh dau...)

Benzoyl peroxid don chat
hoic phéi hop vdi lod va/hoac
lru huynh

Benzydamin HCI don chat
hodc phéi hop

Benzydamin salicylat don chat
hoac phdi hop

Benzyl benzoat phoi hop
trong cac thanh pham ding
ngoai (vdi céc tinh dau, Con

Isopropyl...)

Biclotymol don chét hogc phéi
hop véi Enoxolon va/shoiac
Phenylephrin HCI va/hoac

Clorpheniramin maleat va/
Lhoéc tinh dau

Uodng: vién ngdm

Dung ngoai: cac dang
v&1 gidi han Benzocain
< 10%;

Ubng: vién ngam

Dung ngoai: cac dang
vai giéi han néng d6
Duing ngoai: kem boi
niém mac mié€ng, nudc
Xuc miéng, thude xit hong
Udng: vién ngam

Dung ngoai: cac dang _
Miéng dan

Dung ngoai
Thudc tra mii
Ubng: vién ngam
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Puwdng dung, dang
TT| Thanh phin hoat chdt | bao ché, giéi han ham Ghi chi
lwgng, nong do
43 |Bifonazol don chit hodc phdi |Dung ngoai
______ hop v61 Urea
44 |Bisacodyl Ubng: cic dang dichia |
liéu voi ham lugng <
________________________________________________ 10mg/don vi
45 |Boldin |Ubng: cacdang |
46 |Bromelain don chit hodc phéi [Ubng: cac dang |

hop véi Trypsin

Bromhexin HCI don chit hodc
phdi hop trong cac thanh pham
thubc ho, ha nhiét, giam dau
(nhu vé1 Dextromethorphan
HBr; Diphenhydramin;
Guaiphenesin...)

Brompheniramin maleat don
chét hozc phdi hop trong céc
thanh phdm thudc ho, ha nhiét,
giam dau

Bufexamac don chét hodc
phéi hop trong cac thanh
pham dung ngoai, thubce

dat hau mon (nhw véi Titan
Dioxid, Bismuth, Subgallat,
Lidocain...)

Cac hop chat Calci (trir
Calcitriol) don chit hoac phdi
hop véi Vitamin D véa/hodc
cac Vitamin va‘hoac Ipriflavon

Ubng: cic dang v6i gioi
han Bromhexin HCI nhu
sau:

- P chia liéu < 8mg/
don vi;

- Chura chia liéu < 0,8%
Thudc dat hau mon

Duing ngoai
Thudc d4t hdu mon

Ubng: cac dang

Véi chi dinh bé
sung calci cho co
thé
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Pwing dung, dang
TT| Thanh phin hoat chiat | bao ché, giéi han ham Ghi chii
lwgng, nong d

52 |Céc hop chat ctia Nhém, Ubng: c4c dang V61 chi dinh trung
Magnesi, Calci dang don chat hoa acid dich vi,
va phéi hop chira loét da day,

hanh t4 trang.

53 |Céc hop chat sit va/hodc phdi |Ubng: cac dang Vi chi dinh phong
hop véi Acid folic, vitamin va diéu trj thiéu
B, mau

54 |Cac men tiéu hoa don chit Ubng: c4c dang
hoac phéi hgp véi cc vitamin

55 |Cac mubi bismuth Ubng: céc dang

56 |Céac mudi magnesi Uéng: cac dang Véi cac chi dinh

b6 sung magié cho

co thé, trung hoa
acid djch vi nhuén .
trang,

57 |Cac nguyén t6 vi lugng: Ubng: céc dang Véi chi dinh b6
Crom, ddng, kali, magnesi, sung khoang chat
mangan, Natri,. .. cho co thé. Bao

gbm ca cac dang
phoi hop véi céc
Vitamin.

58 |Cac tinh ddu (Menthol, Ubng: cac dang
Pinen, Camphor; Cineol, Diing ngoai: thudc boi
Fenchone, Borneol, Anethol, |ngoai da, nudc xiic
Eucaliptol...) miéng, thudc béi niém

mac miéng
59 [Calamin don chét hoac phdi  |Dung ngoai

hop trong cac thanh pham
dung ngoai
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Pwong dung, dang
TT| Thanh phén hoat chit | bao ché, giéi han ham Ghi chit
lwreng, nong dd
60 |Carbinoxamin don chat hodc |Ubng: cac dang véi gidi

phdi hop trong cac thanh
pham thudc ho, ha nhiét, giam
dau (vé1 Pseudoephedrin HCI
va’hodc Bromhexin va/hoac
Paracetamol)

Catalase don chét hodc phoi
hgp trong cac thanh pham
dung ngoai (v61 Neomycin)

Cetrimid phdi hop v6i mét sb
hoat chat khéc trong cac thanh
phim dung ngoai (Lidocain,
Ké&m, Calamin, Aminacrine,
tinh du...)

Cetrimonium phéi hop trong
cac thanh pham dung ngoai,
vién ngam (phdi hop véi
Lidocain; Tyrothricin, tinh

Cholin don chét hodc phdi hop
cac acid amin, Vitamin trong
cac thanh phdm dang ubng;
phdi hop véi acid Salicylic,
Benzalkonium... trong cac
thanh pham dung ngoai

han Pseudoephedrin
(tinh theo dang base)
nhu sau:

- P4 chia lidu: < 120mg/
don vi;

- Dang chua chia li¢u:

Dung ngoai
Thudc tra mat

Dung ngoai
Uong: vién ngam

Ubng: cac dang
Dung ngoai

............................
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Dwong dung, dang
TT| Thanh phan hoat chit | bao ché, giéi han ham Ghi chii
lugng, ndng d
69 |Chondroitin don chét hozc Ubng: cac dang
phdi hop véi Glucosamin
va/hodc dau ca va/hodc céc
Vitamin va/hoic cac acid amin
70 |Chondroitin phdi hop cac Thudc tra mat
Vitamin
71 |Chondroitin phdi hop trong | Diing ngoai
cac thanh phim diing ngoai
72 |Ciclopirox olamin Dung ngoai
73 |Cinnarizin Ubng: cac dang
74 |Cinchocain phdi hop trong cac | Dung ngoai
thanh phim dung ngoai (nhu
vo1 Hydrocortison, Neomycin,
Esculin...)
75 | Citrullin Ubng: cic dang
76 | Clorhexidin Dung ngoai
77 |Clorophyl Ubng: céc dang
78 |Clorpheniramin maleat don Ubng: cac dang.
chét hodc phdi hop trong Dang don chét da chia
cac thanh phidm thude ho, lidu: Clorpheniramin
ha nhiét, giam dau (phéi maleat < 4mg/don vi.
hop vé1 Phenylephrin
HCI, Paracetamol,
Dextromethorphan HBr...)
79 |Clorpheniramin maleat phéi | Thubc tra mét
hgp Chondroitin va’hoic céc
Vitamin
80 |Clotrimazol Dung ngoai: cac dang
v6i giéi han ndng do
<3%
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DPwong dung, dang
TT Thanh phin hoat chét bao ché, giéi han ham Ghi chi
luwgng, nong do
81 |Coenzym Q10 don chat hoic |Udng: cic dang
phoi hop voi cac Vitamin
82 [Crotamiton ~ |Dingngoai |

Dequalinium don chét hoic
phéi hop trong céc thanh
pham dung ngoai, vién ngdm
(Tyrothricin; Hydrocortison;
acid Glycyrrhetinic;
Lidocain...)

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

Dexbrompheniramin maleat
don chét hoiic phéi hop trong
cac thanh phﬁm thuée ho, ha
nhiét, giam dau.
Dexclorpheniramin maleat
don chét hodc phdi hop trong
cac thanh phé‘im thudc ho, ha
nhiét, giam dau

Dextromethorphan HBr don
chét hoac phdi hop trong
thanh pham thudc ho, ha nhiét,
giam dau

Diclofenac don chat hoic phdi
hop véi Methyl salicylat; Tinh
dau...

Dung ngoai
Udng: vién ngdm

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

Thudc tra mat

Dung ngoai

Ubng: cac dang véi gidi
han nhu sau (tinh theo
dang base):

- Dang chia liéu:
Dextromethophan < 15mg;
- Dang chua chia liéu:
Dextromethophan < 0,6%;

Dung ngoai
Thube tra mat (dang don
chét)
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Thanh phan hoat chit

Dwong dung, dang
bao ché, gi¢i han ham
lwgng, nong do

Ghi chu

Dicyclomin

Dimethicon
(Dimethylpolysiloxan) don
chét hodc phdi hgp v6i
Guaiazulen

Dimethicon phdi hop
trong cac thanh pham dung
ngoai (voi Kém; Calamin;
Cetrimid...)

Diosmectit (Dioctahedral
smectit)

Diosmin phéi hop Hesperidin
va/hodc mot s6 cao duoc lidu
chira Flavonoid

Diphenhydramin hydroclorid
hodc monocitrat

Domperidon

Ubng: cac dang

Ubng: céc dang
Dung ngoai

Ubng: cac dang véi gisi
han ham lugng (tinh
theo dang base) nhu sau:
- Pi chia lidu < 50mg/
don vi;

- Chua chia lidu: <2,5%

Ubng: cac dang voi gidi
han nhu sau:

- D chia liéu < 10mg/
don vi;

- Chura chia liéu: <0,1%
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DPuwong dung, dang
TT| Thanh phéin hoat chiat | bao ché, giéi han ham Ghi cha
lwgng, nong do
102 | Doxylamin phdi hop trong Ubng: cac dang voi gioi
thanh pham thudc ho, ha han Pseudoephedrin nhu
nhiét, gidm dau (nhu voi sau (tinh theo dang base):
Paracetamol; - Dang chia lidu <
Pseudoephedrin HCI; 120mg/don vi;
Dextromethorphan HBr; cdc |- Dang chura chia lidu <
Vitamin...) 0,5%
103 | Econazol don chét Dung ngoai
104 | Enoxolon don chit hodc phdi  |Dung ngoai: thubc bbi
hop trong cac thanh phim ngoai da, kem bdi niém
dung ngoai, vién ngim mac miéng, nurdc xac
miéng
___________ Udng: vién ngdm
105 |Eprazinon Ubng: cac dang
106 | Esdepallethrin phbi hop trong Dung ngoai
c4c thanh phim diing ngoai
(v6i Piperonyl, tinh dau...)
107 | Ethanol don chat hodc phéi | Dung ngoai (con sét
hop trung)
o |Uong: dangphéibep | |
108 | Etofenamat Dung ngoai
109 | Fenticonazol Dung ngoai
110 |Fexofenadin Ubng: cac dang
111 | Flurbiprofen Vién ngadm
Dung ngoai
__________ Thudc tra mit
112 |Glucosamin don chit hodac  |Udng: cac dang
phoi hop véi Chondroitin va/
ho#c cac Vitamin
113 |Glucose hodc Dextrose don  |Udng: cac dang Véi chi dinh b
chit hoic phéi hop véi cac sung duong, chat
mudi natri, kali dién giai.
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Puong dung, dang

TT| Thanh phan hoat chat | bao ché, giéi han ham Ghi chii

lrong, nong dé

114 | Glycerin don chét hodc phéi  |Dung ngoai
hop trong cic thanh pham Thudc tra mit
ding ngoai, thudc tra mat (v6i
Polysorbat 80)

115 |Glycerol don chét hodc phdi | Thude thut tryc trang
hop véi dich chiét duge liéu

116 |Guaiphenesin don chit hoic  |Udng: cic dang véi gi6i
phéi hop trong cic thanh han Pseudoephedrin nhu
pham thudc ho, ha nhiét, sau (tinh theo dang base):
giam dau (voi Paracetamol; |- Dang chia lidu
Pseudoephedrin HCI; < 120mg/don vi;
Dextromethorphan HBr...) - Dang chua chia liéu

<0,5%

117 | Hexamidin don chit hodc phdi | Dung ngoai
hop (vdi Cetrimid, Lidocain,

Clotrimazol, Catalase)

118 | Hexetidin don chat hoic Dung ngoai: thude boi
phéi hop (vdi Benzydamin, ngoai da, dung dich xuc
Cetylpyridinum, Cholin miéng
Salicylat, Methyl salicylat,
tinh dau...) _

119 |Hydrocortison don chit hoic |Dung ngodi: cac
phéi hop (véi Miconazol, dang véi ndng d6
Econazol, Tioconazol, Hydrocortison < 0,5%
Neomycin)

120 |Hydrogen Peroxid (Oxy gia) |Dung ngoai
don chét hodc phdi hop Natri
Lauryl sulfat va/hodc tinh
dau...

121 |Hydrotalcit Udng: cac dang

122 |Hydroxypropyl Thude tra mét
methylcellulose (HPMC)
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Ketoconazol don chit hodc
phdi hop voi Kém Pirythion
va/hoic Hydrocortison va/
hoédc Trolamin

Ké&m oxid, K&m pyrithion,
Kém Gluconat, Kém
undecylenat don chét hoic
phéi hop trong céc thanh
pham dimg ngoai

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

Lactic acid bacillus don chét
hodc phdi hop véi cac Vitamin

............................................
____________________________________________

Lactobacillus acidophilus don
chit hodc phdi hop véi céc
Vitamin

Dung ngoai: céac
dang véi nong 46
Ketoconazol < 2%

Dung ngoai

Dung ngoai
Thudc tra mit

___________________________________

Ubng: cac dang

CONG BAO/SH 59 + 60 ngay 18-01-2011 101
Duéng dung, dang
TT| Thanh phin hoat chit | bao ché, giéi han ham Ghi chit
lwgng, nong do
123 |Hypromellose don chat hoic | Thudc tra mit: cac dang
_______ phoL Hop Dextrmn 10 .
124 |buprofen Uongcac dang _________________________________________
__________________________ Dung ngoai
125|lchthammol  |Dimgngoai |
126 |Tod don chét hoac phdihop  |Dung ngoai véinéngdo |
Acid Benzoic va/hoac Acid Iod < 5%
_____ Salicylic
127|lsoconazol Dingngodi |
128 |Isopropyl Methylphenol Dimgngoai |

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

____________________________

hapLuat.com
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Duwéng dung, dang
TT| Thanh phin hoat chit | bao ché, giéi han ham Ghi chi
lwong, nong 44
137 | Lactoserum atomisate Dung ngoai
(Lactacyd)
138 |Lactulose Ubng: cac dang
139 | Levocetirizin Udng: cac dang
140 | Lindan (Benhexachlor, 666, |Dung ngoai v&i néng d6
Gamma-BHC) don chét hoic |Lindan < 1%
phéi hop vai Lidocain
141 | Loratadin don chat Ubng: cac dang véi giGi
han ham lugng nhu sau
(tinh theo dang base):
- P chia liéu:
Loratadin < 10mg/don vi;
- Chura chia lidu:
Loratadin < 0,1%
142 | Loxoprofen Udng: céc dang
143 | Lysozym don chat hoic Ubng: cic dang
phéi hop véi Tocopherol, Dung ngoai
Nicotinate, Carbazochrom,
Inositol Cetylpyridinium,...
144 | Macrogol Ubng: cac dang
Thudc thut truc trang
145 |Magaldrat don chét hodc phbi |Ubng: cc dang
hop véi cac hoat chat Nhom,
Magnesi, Acid Alginic (hay
dang mudi Alginat).
146 | Mangiferin Dung ngoai
147 |Mebendazol Ubng: cac dang, véi gidi

han ham luong nhu sau:
- Dang chia liéu

< 500mg/don vi

- Chua chia liéu < 2%

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com




CONG BAO/Sé

59 + 60 ngay 18-01-2011

103

Thanh phén hoat chit

Duwdéng dung, dang
bao ché, giéi han ham
lwgng, nong dd

Ghi chu

Men nam (cellulase fongique)

Menthol phéi hop véi mét sd
hoat chat khac nhu hén hop
tinh dau, Methyl Salycilat....

Methyl salicylat phdi hop
trong cac thanh pham vién
ngam, dung ngoai (phdi hop
v6i tinh dau...)

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

Myrtol don chét hodc phdi
hop trong cac thanh pham vién
Naphazolin phdi hop

trong thanh pham thuéc

tra mit (Pheniramin;

Vitamin glycyrhizinat,
Dexpanthenol...)

Natri benzoat don chéit hoac

UE‘mg: céc_ _({lang_ ________

Ubng: cac dang
Ding ngoai: cac dang

Udng: cic dang
Dung ngoai
Dung ngoai
Miéng dan
Ubng: vién ngam

Dung ngoai
Thudc boi 4m dao < 2%

Dung ngoai: cac dang
néng d6 < 5%

Ubdng: cac dang

Dung ngoai

Thudc tra mit; cac dang
v6i ndng 4o Naphazolin
<0,1%,

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

Ubng: cac dang d3 chia
liéu Naproxen < 250mg/

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

Ubng: cac dang

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

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

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

phdi hop
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Puong dung, dang
TT| Thanh phin hoat chit | bao ché, gi¢i han ham Ghi chu
lrgng, ndng d6
161 |Natri bicacbonat don chit Ubng: cac dang
hoac phdi hop
162 | Natri carbonat don chat hoic |Udng: cac dang
phéi hop
163 |Natri Carboxymethylcellulose | Thudc tra mit
(Na CMC)
164 |Natri clorid don chat hodc Ubng: c4c dang
phdi hop voi cac mubi Kali | Dung ngoai
Citrat, Natri citrat... Thudc tra mat, tra mii
165 | Natri Docusat Ubng: céc dang
166 |Natri Fluorid dang phéi hop  |Dung ngoai: danh rang,
| Xuc miéng
167 |Natri Hyaluronat (Acid Dung ngoai
Hyaluronic)
168 | Natri Monofluorophosphat Dung ngoai: danh rang,
xuic miéng
169 |Natri Salicylat dang phdi hop |Ubng: dang phéi hop
trong cac vi€én ngam
Dung ngoai
170 | Neomycin sulfat phdi hop Ubng: vién ngdm
trong c4c thanh pham vién Dung ngoai
ngadm (Ké&m; Bacitracin;
Amylocain...), cac thanh phadm
dung ngoai
171 {Nomahydrated Natri Sulfid + |Ubng: cac dang

Saccharomyces Cerevisiae

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

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

Oxeladin

Dung ngoai

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

___________________________________

Ubng: cac dang
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Ibuprofen va/hodc Cafein

Paracetamol phéi hop
v&i Loratadin va/hoic
Dextromethorphan HBr

Paracetamol phdi hop véi
Pseudoephedrin HCI va/hoéc
Vitamin C va’/hoéc mét trong
cac hoat chét sau:
Brompheniramin maleat;
Clorpheniramin maleat;
Pheniramin maleat;
Dexclorpheniramin maleat;
Dexbrompheniramin maleat;
Dextromethorphan HBr;
Phenylephrin HCI

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

Pentoxyverin

Ubng: cac dang véi gi6i
han nhu sau (tinh theo
dang base):

- Dang di chia liéu:
Pseudoephedrin

< 120mg/don vi;
Dextromethophan

< 15mg/don vi

- Dang chua chia liéu:
Pseudoephedrin < 0,5%
Dextromethophan < 0,6%

Ubng: cac dang

CONG BAO/S6 59 + 60 ngay 18-01-2011 105
Puong dung, dang
TT Thanh phin hoat chat bio ché, gi¢i han ham Ghi chu
Iwrgng, nong do
175 |Oxymemazin Ubng: cac dang
176 |Oxymetazolin Thudc tra miii v&i ndng
d6 <0,5%
177 |Pancreatin don chét hodic phéi |Uéng: cac dang |
hop vé1 Simethicon va/hodc
cac men tiéu hoéa va’hodc
cac Vitamin nhém B va/hodc
Azintamid
178 |Panthenol Dung ngoai
Thudc tra mét
179 |Paracetamol Ubng: cac dang Dang phéi hop quy
Thube dat hdu mén dinh cu thé trong
______ danh muc
180 | Paracetamol phdi hop véi Ubng: cac dang
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DPuwong dung, dang
TT| Thanh phin hoat chat | bio ché, giéi han ham Ghi chi
lwong, ni“mg do
184 | Phenylephrin HC1 phdi hgp | Dung ngoai

trong cac thanh phim ding
ngoai (nhu Petrolatum sperti
yellow; Mineral oil light;
Shark liver oil...)

Phenylephrin HC1 phéi hop
trong cac thanh phim thudc
ho, ha nhiét, giam dau

Policresulen
(Metacresolsulphonic acid-
formaldehyd)

Polymethylen glycol 400
don chat hodc phdi hop voi
Propylen glycol

Polytar don chat hoac phdi
hop trong cac thanh pham
dung ngoai (nhu Kém
Pyrithion...)

Pseudoephedrin HCI phdi hop
vl Cetirizin

Ubng: cic dang
Thudc dat hiu moén

Dung ngoai: cic dang
vo1 ndng dé < 1%

Dung ngoat
Thudc dat tryc trang

Dung ngoai: cac dang,
bao gém dung dich xiic
miéng véi nong d6 < 1%.
Thudc tra mat

Udng: cac dang voi gioi
han Pseudoephedrin nhur
sau (tinh theo dang base):
-Dangchialiéu<120mg/
don vi;

- Dang chua chia lidu
<0,5%
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TT

Thanh phén hoat chit

Pudng dung, dang
bao ché, giéi han ham
lwgng, nong 40

Ghi chi

195

______

Pseudoephedrin HC1 phéi hop
trong céac thanh pham thudc
ho, ha nhiét, giam dau,

____________________________________________

Rutin don chit hoic phdi hop
v&i Vitamin C va/hoac cac
cao, dich chiét tir dwoc liéu

____________________________________________

Saccharomyces cerevisiae +
Trihydrat Magnesi Sulfat

Selen hiru co dang phdi hop
trong cc thanh phidm chua
Vitamin, khoang chat

Silymarin don chét hodc phf)i
hgp véi cac Vitamin va/hodc
céc cao, dich chiét tir duoc

Simethicon don chat hodc
phéi hop véi Pancreatin va/
hodc Acid Desoxycholic va/
hodc cac Vitamin nhom B va/

hodc cac men tiéu hoa

Uéng: céc dang véi gigi
han Pseudoephedrin
nhu sau (tinh theo dang
base):

- Dang chia liéu

< 120mg/don vi;

- Dang chua chia liéu

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

___________________________________

Ubng: cac dang véi gidi
han ham lugng nhu sau:
- Dang d3 chia lidu
Selen < 50mcg/don vi

___________________________________

Ubng: cac dang

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

____________________________
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Dwong ding, dang
TT| Thanh phan hoat chat | bao ché, gi¢i han ham Ghi chi

lwgng, nong dd

Simethicon phdi hop véi cac
hop chit nhém, magnesi, va/
hoac Dicyclomin va/hodc than

Sulfogaiacol don chat
hodc phéi hgp trong cac
thanh phfim ha nhiét, giam
dau, chong ho (nhw phdi
hop véi Natri Benzoat,
Dextromethophan...)

Than hoat don chat hogc phédi
hop véi Simethicon

Tioconazol don chat hodc phdi
hop vdi Hydrocortison

Triclosan don chét hoac phéi
hop trong cac thanh pham
dung ngoai

Ubng: cac dang

Ubng: cac dang
Thude thyt truc trang

Udng: cac dang

Dung ngoai: cac dang
véinong do < 1%

Dung ngoai: cac dang
v&i ndng d6 nhu sau:
- Tioconazol < 1,00%
- Hydrocortison < 0,05%

Dung ngoai

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

hapLuat.com
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Pwong dung, dang

phdi hop trong céc thanh
phé‘im thudc ho, ha nhiét, giam
dau (nhu véi: Guaiphenesin,
Paracetamol, Pseudoephedrin
HCI, Dextromethophan HBr...)

Trolamin don chit hodc phdi
hop trong cac thanh pham
dung ngoai (véi Triclosan va/
hoac Tyrothricin)

Tyrothricin dang phéi hop (véi
Benzalkonium, Benzocain,
Formaldehyd, Trolamin, tinh

Urea don chat hodc phi
hop voi Vitamin E va/hodc
Bifonazol va/hoidc cac duoc
liéu (cao L6 héi...)

Vitamin A va tién Vitamin A
(Betacaroten)

Vitamin nhom B, Vitamin PP
don chat hoic phéi hop.

Vitamin va tién Vitamin dang
don chét (trir Vitamin A va
Vitamin D) hoic phdi hop cac
Vitamin, khoang chat, acid
amin, Taurin, acid béo.

han Pseudoephedrin
nhu sau (tinh theo dang
base):

- Dang chia liéu

< 120mg/don vi;

- Dang chua chia lidu

Uong: vién ngdm
Dung ngoai: dung dich
xuc miéng, Xit miéng

Ubng: cac dang véi
Vitamin A < 5000
[U/don vi chia liéu.
Dung ngoat

Thudc tra mat

Ubng: Vitamin A dang
phéi hop < 5000 TU/don
vi chia lidu

Dung ngoai

TT| Thanh phin hoat chit | bao ché, gi¢i han ham Ghi cha
lwong, ndng do
217 | Triprolidin don chat hoic Ubng: cac dang vdi gioi

V6i tac dung bd
sung Vitamin,
khoang chat va
dinh dudng.
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Pwing diung, dang
TT| Thanh phan hoat chit | bao ché, giéi han ham Ghi chii
lwgng, nong d
224 | Xanh Methylen Dung ngoai

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

225 | Xylometazolin don chit hoic |Thubc tra mili véi ndng
phdi hop véi Benzalkonium  |do Xylometazolin < 1%

2. Quy dinh dbi véi dwec lidu

2.1. Cac dugc ligu khong c6 dic tinh va/hodc khéng c6 nhitng tac dung cé hai
nghiém trong da dugc biét hoac khuyén cao duoc diang ky quang cdo cho cong
chiing trén phét thanh, truyén hinh.

2.2. Cac duge lidu c6 doc tinh (vi du: mi tién, 6 dau, 14 ngdn, trac dio, hoang
nan...) s& dugc xem xét trong timg thude cu thé.

Céc thube dong v, thude cé ngudn gbe tir dugce lidu ¢6 chira dugce lidu c6 doc tinh
dugc xem xét theo nguyén tac: Cac thudce dong y, thube ¢ ngudn goc tir duge lidu
da dugc BO Y té cdp so dang ky luu hanh dugc dang ky quang céo trén phat thanh,

truyén hinh véi tac dung, chi dinh da duyét va phu hop cac quy dinh cia Théng tu-_

huéng dan hoat dong thong tin quang cdo thude do B Y té ban hanh./.

KT. BQO TRUONG
THU TRUONG

Cao Minh Quang
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