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BOYTE CONG HOA XA HOI CHU NGHIA vm'r NAM
Poc 13p - Ty do - Hanh phiic |

$6: OF /2017/TT-BYT Ha Ngi, ngay 03 théng 5 nam 2017

THONG TU
Ban hanh Danh muc thuéc khéng ké don

Can ctr Lugt duge ngdy 06 thang 4 nam 2016,

Cdn cir Nghi dinh s6 63/2012/ND-CP ngay 31 thang 8 nam 2012 cua

Chinh ghu quy dinh chirc nang nhiém vu, quyén han va co cdu té chirc cua
Bo Y té;

Theo dé nghi ciia Cuc truong Cuc Qudan Iy Dugrc, .

B truwomg Bé Y té ban hanh “Théng tu ban hanh Danh muc thudc khdng
ké don”.

Diéu 1. Pham vi diéu chinh

Thong tu nay quy dinh nguyen tic xdy dung, tiéu chi lya chon thupc
khong ké don; Danh muyc thuoc khéng ké don; myc dich ban hanh va traach
nhiém thyce hién.

Dleu 2. Nguyén tic xiy dung va tiéu chi lya chon thude vao Danh
muc thude khong ké don

1. Nguyén tic xay dung Danh myc thudc khéng ké don:

a) Bao dam an toan cho nguéi sir dung;

b) Bao dam viéc tiép can thude kip thdi cho ngudi dan;

c) Phu hgp véi thyc té sir dung, cung img thubc ctia Viét Nam;

d) Hoa hop véi cac nguyen tac, quy dinh phén loai thudc khéong ké d
clia céac nudc trong khu vye va trén thé gidi.

_g__m_-w._ﬁ,‘. ’

2. Tiéu chi lya chon dua thubc vao Danh myc thude khéng ké don E

Thube duge xem xét lya chon vao Danh muc thude khong ké don khi
Ung céc tiéu chi sau day:

a) Thudc ¢ ddc tinh thép, trong qua trinh bao quan va khi vao trong
thé nguoi khong tao ra céc san phim phan hay ¢6 dqc tinh, khong co nh g
phan img c6 hai nghiém trong da duoc biét hodc dugc Té chirc Y té thé gidi or
quan quan ly c6 tham quyén cua Viét Nam hodic nuée ngoai khuyén céo c6 p
{mg c6 hai din dén mot trong nhitng hau qua sau day:

N} Chimg thu: B3 Y té f Chirmg th: B§ Y té
)i Ngay ky: 16/06/2017 16:52:57 Ngay ky 21/06/2017 11:0]:42
o Heé thong VOffice Bo Y Té ~* Hé théng VOffice By Y Té
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- Tu vong,

- Pec doa tinh mang; |

- Budc ngudi bénh phai nhap vién dé didu tri hodc kéo dai thoi gian nam
vién cia ngudi bénh; -

- Pé lai di chimg nang né hodc vinh vién cho ngudi bénh;

- Gay di tat bim sinh & thai nhi;

- Bat ky phan (mg co hai khac gay hau qua nghiém trong vé mit 14m sang
cho ngudi bénh do ngudi hanh nghé kham bénh, chira bénh danh gia, nhén dinh.

b) Thudc cd pham vi lidu dung rong, an toan cho cic nhém tudi, it ¢6 anh
hudng dén viée chan doan va diéu tri cac bénh cén theo doi 1am sang;

¢) Thuée duge chi dinh trong didu trj cic bénh khong phii 12 bénh nghiém
trong va ngudi bgnh co thé tu diéu tri, khong nhat thiét phai cé sy ké don va
theo d&i ctia ngudi hanh nghé kham bénh, chira bénh; :

d) Duong ding, dang thudc don gidn ma ngudi sir dung co thé tu ding
(chu yéu la dudng udng, dung ngoai da) v&i ham lugng, nong do thich hgp cho
viée tu dicu tri;

d) Thudc it tuong téc véi céc thude khac va thirc an, do udng thong dung;

e) Thudc it co kha ning gy tinh trang 1¢ thudc; |

8 Thubc it ¢6 nguy co bj lam dung, sir dung sai muyc dich lam anh huong

dén sy an toan cua nguoi sir dung;

h) Thudc da c6 thoi gian luu hanh tai Viét Nam tdi thiéu tir 05 nam tr&

lén.

Piéu 3. Danh muyc thudc khéng ké don

Thuée khong ké don quy dinh tai Danh myc ban hanh kém theo Thong tu
nay. *

Pidu 4. Myc dich ban hanh Danh myc thuée khong ké don

1. Danh myc thudc khong ké don 1a co s dé phan loai thudc kh(“mg: ké
don va thudc ké don. Céc thude khong thugc Danh myc thuéc khong ké don
dugc phan loai la thube ké don.

2. Danh muc thuée khong ké don la co so dé'co quan quan ly nha nudc
xdy dung va ban hanh céc quy dinh, hudng dan doi voi thuoc khéng ké don
trong dang Ky thude, san xuat, xuat khau, nhép khau, luu théng phan phoi thuoe,
théng tin quang céo thude, thanh tra, kiém tra, x{r ly vi pham va cac hoat dong
khac c6 lien quan.

Pitu 5. Hi¢u lye thi hanh
1. Théng tu nay ¢6 hiéu lyc thi hanh ké tir ngay 01 thang 7 ndm 2017.
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2. Théng tu sb 23/2014/TT-BYT ngay 30 thang 6 nim 2014 cia Bo
trudmg Bo Y té ban hanh Danh myc thudc khong ké don het hiéu lyc thi hanh ké
tr ngay Thong tu nay co hi¢u lye.

Piéu 6. Didu khoin chuyén tiép |

I. K& tir ngdy Thong tu nay c6 hiéu lyue, céc thube trong Danh muc thud
khong ké don ban hanh kém theo Thong tu nay dugc phép cap phat, bén Ié va su
dung khéng cin don thude, trir trudng hop thude dang duge phén loai la thuéc
ké don trén nhén (bao gom ca t& huong dan sir dung thuoce) thi phai cép phat,
ban 1é va sir dung theo don thude.

2. Dbi v6i cac thube da duge cp gidy dang ky luu hanh tai Viél Nam
hodc dugc cip gidy phép nhap khau trudc ngay Thong tu ndy co hiéu lyc th{:c
hién nhu sau: |

a) Déi véi cac thude thude Danh myc thube khong ké don theo quy dinh
tai Thong tu s6 23/2014/TT-BYT nhung khéng thugc Danh myc thube khong ké
don ban hanh kém theo Thong tu nay, cac co so dimg tén trén gidy déng ky lru
hanh thudc, co s& nhap khiu thudc phai phan logi, cdp nhat, b6 sung céc thong
tin lién quan dén viéc phén loai thude theo quy dinh cua Thong tu nay trén nhﬁn
va to huéng din sir dung thue theo 19 trinh quy dinh tai Thong tu quy dinh ve
ghi nhin thude, nguyén liéu lam thube do B§ truomg B Y té ban hanh trudc khi
dura thude ra luu théng trén thi trudng. |

b) D&i véi cde thude khong thuge Danh myc thude khong ké don theo quy
dinh tai Théng tu s6 23/2014/TT-BYT nhung thugc Danh myc thuoc khong ké
don ban hanh kém theo Thong tu nay, ké tir ngdy Thong tu nay cé hiéu lyc,
khuyén khich co s& dimg tén trén gidy ding ky luu hanh thubc, co s& nhap khau
thudc phén loai, cap nhat, bé sung céc théng tin lién quan dén vige phan lpai
thude theo quy dinh ctia Théng tu nay trén nhén va t& hudng dan sir dung thlliéc
trude khi dua thude ra luu thdng trén thi truomg; hodc cac co s duge phép san
xuét, nhap khéu cic thudc c6 thong tin lién quan dén phan loai thudc trén nhan
va tor hudng dén sir dung nhu da duge phé duyét dé luu hanh dén hét han ding

cua thudc. |

3. Doi véi hd so ding ky thude tai Vigt Nam va hd so nhap khau thude
chua cé gidy dang ky luu hanh tai Viét Nam da ndp tai Cuc Quan ly Dugc trude
ngay Théng tu ndy co higu lyc nhung chua dugc cap gidy ding ky luu h
hodc chua dugc cap giéy phép nhap khau thue hign nhur sau:

a) Déi véi cac thube thude Danh myc thude khdng ké don theo quy dinh
tai Thong tu s6 23/2014/TT-BYT nhung khong thude Danh muc thube khon ; ké
don ban hanh kém theo Thong tu nay thi phai thuc hién phan loai thube theo%uy
dinh tai Théng tu nay; {

b) Déi véi cac thude khong thuéc Danh myc thudc khong ké don theo quy
dinh tai Thong tu s6 23/2014/TT-BYT nhung thugc Danh myc thude khong ké
don ban hanh kém theo Thong tu nay, co s& duge tiép tuc thuc hién phan }_ioai
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thube theo ho so dd ndp hodc thye hién phén loai thudc theo quy dinh cua Thong
tu nay.

Di¢u 7. Trach nhiém thi hanh

1. Trach nhiém cta co sé duge, co s& kham bénh, chira bénh:

a) Thuc hién céc quy dinh tai Thong tu nay;

b) Dé xuat sira dbi, bd sung Danh muyc thuoc khong ké don cho phu hgp

tinh hinh thuc té, bao dam dép tmg kip thoi thuéc phuc vy cho cong tic phong
bénh, chira bénh.

2. Trach nhiém caa Cuc Quan ly Dugc:
a) Chu tri, phdi hgp véi cac co quan chirc néng thye hién Thong tu nay;

b) Ra soat Danh muc thude khong ké don, trir thudc c6 truyen khong ké
don va bao cdo B truong B Y 1€ trén co s§ de xuét stra d6i, bd sung cua cac
don vi quy dinh tai Khoan 1 Diéu nay hodc két lugn cuia Héi dong tu van cap
gidy dang ky luu hanh thude, nguyén liéu lam thudc.

3. Trach nhiém cua Cyc Quan ly Y, Dugc ¢ truyen:

a) Phéi hop voi Cuc Quan ly Dugce va cée co quan chire nang thuc hLen
Thong tu nay;

b) Ra sodt Danh muc thuoc cd truyen khong ké don va bao cao Bo trucmg
B¢ Y té trén co SO d& xuét stra ddi, bd sung cua cac dom vi quy dinh tai Khoan 1
Piéu nay hoac két luén cua Hoi dong tu vén cip gidy ding ky luu hanh thube,
nguyén li¢u lam thude.

Trong qua trinh thye hién néu co vAn dé vudng méc, dé nghi cac co quan,
td chire, ca nhan kip thoi phan anh ve Cuc Quan Iy Dugc hodc Cuc Quan Iy )Y,
Duge ¢o tr uyen (dox véi thube ¢b truyen) dé xem xét, gidi quyet lli‘/

Noi nhin: d ‘%

- Vin phong Chinh phii (Cong bao, Cbng Thong tin dién
tr CP);
- B6 trudmg Nguyén Thi Klm Tién;
- Cae Thir truong B Y té;
- B Tu phap (Cuc Kiém tra vin ban QPPL)
- Cac Bo: Bo Cong an (Cuc Y té), B4 Quoc phong (Cuc
Quén y); Bo Giao thong vén tai (Cyc Y té);
-Sa Y té cac unh thanh phé true thude TW;
- Cac Vu, Cuc, Té ong cyc, Vin phong B9, Thanh tra B -
B Y té;
- Haep héi Doanh nghiép duge Viét Nam;
- Iong Cong ty Duge Vigt Nam
- Cong Théng tin di¢n tr B Y té;
- Luu VT, QLD. YDCT, PC.

{

rrong Quoc Cudng




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap — Ty do — Hanh phic

DANH MUC |
Thube khong ké don |

(Ban hanh kém theo Thong tw s6: 01 /2017/TT- BYT ngay O3thdng b nam 201 7
cua B truong B¢ Y té)

1. DANH MUC THUOC HOA DUQC VA SINH PHAM KHONG KE PON

Puing dl‘mg, dang " s il
TT| Thanh phéan hoat chat bao ché, gidi han Cht ey diul
cuy the khac
ham lugng, nong 49 .
Acetylcystein Udng: céc dang | |
2 | Acetylleucin Ubng: cac dang |
Acid acetylsalicylic |
(Aspirin) dang don thanh i
phén hoac phoi hgp véi s ol Vi chi dmh glam
3 | Vitamin C va/hodc Acid & g dau, ha s, chong
citric v&/hodc Natri viém i
bicarbonat va/hodc Natri :
salicylat |
Acid alginic (Natri Algmat)
don thanh phan hay phdi £ -
A hop véi cc hop chit cia Uling: whe dong
nhom, magnesisi
Acid amin don thanh hén : 2
hoic phon hop (bao gom ca £ VRS Gy B 1
5 denne ol Bem v cle Udng: céc dang sung acid amin,
Vi tagn}t)m)‘ P vitamin cho co the
Acid aminobenzoic (Acid g \
6 para aminobenzoic) Chugeshodgng i
5 Acid benzoic don thanh Dung ngoai E
phan hodc phdi hop Ubng: vién ngdm |
g |Acid boric don thanh phén | Ding ngodi
hodic phdi hop Thubc tra mit
Acid citric phoi hop véi cae | x|
9 mudi natri, kali Ubng: céc dang
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. . Duong dung, dang Céc quy dinh!
TT| Thanh phan hoat chat bao ché, glm han cy thé khic |
ham luwgng, nong d
Thude tra mdt, tra mii
10 Acid cromoglicic va céc véi gidi han nong do
dang mubi cromoglicat tinh theo acid
cromoglicic < 2% |
11 | Acid dimecrotic Udng;: cac dang
;\c:d fc;]llc lfon thanhtphan Véi chi dinh ch Sig
1o |hodcphOihopvaisat 580 cac dang thiéu méu, bé sung
va/hodc cac \{ltamxn nhom A oS
B, khoang chat, sorbitol &
Acid glycyrrhizinic )
(Glycyrrhxzmat) phm hop Udng: cic dang, bao
véi mdt sb hoat chét khic gom ca dang vién
13 "
nhu Chlorpheniramin ngam
maleat, DL-methylephedrin, | Ding ngoai
Cafein...
Acid lactic don thanh phan ; "
14 hodic phéi hop Dung ngoai ]
15 | Acid mefenamic Ubdng: cac dang
Acid salicylic don thanh
phan hoac phm hop trong
16 | cac thanh phdm ding ngoai | Dung ngoai ,
(phéi hop Acid lactic ; Luwu ‘
huynh ket tua...) |
Dung ngoél thuoc boi T
17 | Acyclovir ngoai da voi nong do
Acyclovir £5%
Sng: cac d )
18 | Albendazol iBghtReiIR Vi chi dinh trj giun
Alcol diclorobenzyl dang )
19 | phoi hop trong céc thanh Uobng: vién ngam
pham vién ngam
20 | Alcol polyvinyl Dung ngoai
21 Alimemazin tartrat Ubng: che dang

(Trimeprazin tartrat)




3

Puong dung, dang

:

TT| Thanh phan hoat chat bao ché, glo’t han (iéc t‘;‘éykg:,:lm
ham lwgng, ndng d§ v j
Allantoin dang phm hop |
5, | tTONg céc thanh phdm dung | Dung ngoai :
ngodi, thudc dit hAumén | Thudc dit hau mén
(Cao cepae fluid; ...) 1
Allatoin phdi hop véi céac ' |
23 | Vitamin va/hodic Thudc tra mat |
Chondroitin |
24 | Almagat Ubng: cac dang
Ubng: céc dang voi |
gidi han hoat chét nhu ‘
Ambroxol on thdch phdn | oo
ERDEOAEL SOR TRRA P IRE. | < Dialti i
25 hoac ph01 tap trong ot Ambroxol clorhydrat <
pham thude ho, ha Y0mg/don vi
nhiét, giam dau Lol
- Chua chia liéu:
Ambroxol clorhydrat <
0,8%
An;lylase dang don thanh
phan hoéc phoi hop vai B
- Protease va/hodc Lipase Utng: céc dang
va/hodc Cellulase
Amylmetacresol dang phon
hqp trong céc thanh pham ek ek
w vién ngdm (nhu véi cac tinh ng: Yiea figam
dau, Bacitracin..,)
Thubc tra mét
il b it Dung ngoai
29 | Aspartam Ubng: céc dang
Aspartat don thanh phan g
30 hodc phéi hop Uong: cac dang
31 | Attapulgit Ubng: cac dang
32 | Azelastin Thudc tra mat, tra mili
33 | Bac Sulphadiazin Dung ngoai




]

ngoai (voi céc tinh dAu, Con
Isopropyl...)

Miéng déan

B Puong dung, dang
TT!| Thanh ph:’iu hoat chét bao ché, g161 han e t?]uyk:mh
ham lwgng, nong 49 cu the KAac t
Bac1tracm pho: hop véi mot
s& hoat chat khac trong cac
34 | thanh pham vién ngdm (phéi | Udng: vién ngdm
hop v&i Neomycin sulfat;
Amylocain; Tixocortol...)
Thubc tra miii: dang
khi dung vm gioi han
; ; lidu dung tdi da 1 ngay
35 | Beclomethason dipropionat < 400 meg, dong gbl<
200 lidu (tinh lheo hoat
chit khong c6 mudi)
Benzalkonium phdi hop
trong cac thanh pham ding
ngoai (vdi Cholin; acid
36 salicylic; Nystatin; Dung ngoai
Diiodohydroxyquin ...), Vién ngdm
trong cac thanh pham vién
ngam (voi Tyrothricin,
Bacitracin, tinh dau...)
Dung ngoai: céc dang
véi gioi han Benzocain
37 | Benzocain dang phbihgp | < 10%;
Vién dat hfu mon
Uéng: vién ngdm
Benzoyl peroxid don thanh | Dung ngoai: cac dang
38 | phén hodc phéi hop véi lod | véi gi¢i han nong d§ <
va/hodic luu huynh 10%
Duing ngoai: kem boi
Benzydamin hydrochlorid niém mac mi¢ng, nudc
39 | don thanh phan hoac phm xtc miéng, thuoc xit
hop hong
Ubng: vién ngdm
Benzydamin salicylat don . v
" thanh phan hodc p}{'lOI hop Lo npom
Benzyl benzoat phon hop
4 |tong cac thanh pham ding | Dung ngoai: cic dang
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7 Duong dung, dang ; sl

TT| Thanh phan hoat chit bio ché, gm han i w gph

cu the khac
ham lwgng, ndng dj

42 | Berberin Ubdng: cac dang
Biclotymol don thanh phén
h(g?hc ;;h(‘;iélqp l\/(’Jrihl;:.'ncm()lon Diing ngodi
va‘hodc Phenylephrin £ -

43 hydrochlorid va/hodc Thﬁuoc tra it i
Clorpheniramin maleat Ubng: vién ngdm |
vi/hoiic tinh dau |
Bifonazol don thanh phén ; i |

e hoiic phéi hgp véi Urea LXing ngoal

Ubng: cac dang da
45 | Bisacodyl chia lidu v&i ham
lugng < 10mg/don vi
: . . Chi dinh diéu trj
46 | Bismuth dang muoi Uodng: cac dang chimg ¢ néng
47 | Boldine Ubng: céc dang
Ubng: cac dang véi
gidi han Bromhexin
gront;hexm Hydrochlond Hydrochlorid nhur sau:
on thémh phén hoflo phoi | pyy iy 1By < |
48 | hop trong cdc thanh phém F—r——
thudc ho, ha nhiét, giam dau ,!' i
- Chua chia liéu <
0,8%
Thude dat hiu mén
Bromelain don thanh phan R

g hoéc phéi hop véi Trypsin Uting: cic.dgng
Bromphemramm mgleat don
thanh phan hodc phdi hop £

0 trong céc thanh phdm thude Udng: cic dng
ho, ha nhiét, giam dau

Thubdc tra m{i: dang
khi dung, ong hit,

51 | Budesonid thude bdt dé hit voi

gi6i han liéu dung toi
da 1 ngay < 400mcg,
dong goi < 200 lieu




6

Puiong dung, dang

; dinh

TT| Thanh phan hoat chat bao ché, glm han e quy (it

cu th¢ khac |

ham lugng, nong d ‘

Bufexamac don thanh phan |

hoac phé§ hogp trong cac .
thanh pham dung ngoai, Duing ngoai

thude dat hau mén (voi
Titan Dioxid, Bismuth,
Subgallat, Lidocain...)

Thude diat hdu mon

53 | Butoconazol Dung ngoai
Cafein phdi hop véi cac hoat | 1 2 |
4 | chit co trong danh muc nay Viangs cac a0y |
Calamin don thanh phén ]
55 | hoac phm hop trong céc Dung ngoal '
thanh phim ding ngoai 5
Calci (bao gm"n cac dang \
th chat) thutzfz don thanh Vi chi dinh b
56 | P itk hogo phoi hop von Ubng: cac dan sung calci cho co
Vitamin D (trir Calcitriol) BrRee St o e |
va/hodc cac Vitamin va/hoédc 5
Ipriflavon |
Tat ca cac thuécg
Carbinoxamin don thanh thanh pham c6 chfra
phdn hoic phm hop trong Pseudoephedrin|
cé4c thanh phim thudc ho, ha dugce béan khong can
nhiét, giam dau (véi £ don véi s6 luqng tbi
o Pseudoephedrin e b da cho 15 ngay su
hydrochlorid va/hoéc dung. Co s& ban lé
Bromhexin va/hoéc phai theo ddi tén,
Paracetamol) dia chi nguoi mua
trong sO ban lé. |
58 ; %
Carbocystein Uodng: cac dang |
Dung ngoai |
- o & e Thube tra mét
Catalase don thanh phén
60 | ho#c ph01 hop trong céc . ..
thanh pham duing ngoai (véi bng agaal
Neomycin)
61 | Cetirizin dihydroclorid Ubng: cac dang
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Puing ding, dang e
TT| Thanh phin hoat chat bao ché, g|61 han Ccéc t%‘éyk:‘;::h
ham lwgng, ndng d9 v
Cetrimid phdi hop voi mot
sd hoat chét khac trong céc
62 | thanh phim ding ngoai Ding ngoai
(Lidocain, K&m, Calamin,
Aminacrine, tinh dau...)
Cetrimonium phdi hop
trong céac thanh pham dung \ .
63 | ngoai, vién ngdm (phdi hop gtlng'ng‘cféx A
vai Lidocain; Tyrothricin, Wi VIS D
tinh dau...)
64 | Chitosan (Polyglusam) Dung ngoai
Cholin don thanh phén hoic
phdi hop céc acid amin,
Vitamin trong cac thanh Ui o8
65 pham dang udng; phéi hop Dgng. cac;.lang
v6i acid Salicylic, g ngoal |
Benzalkonium... trong céc |
thanh phdm dung ngoai |
Chondromn don thanh phén |
hotic phdi hop véi T
66 | Glucosamin va/hodic déu ca Hcag: eac dng
va/hodc cac Vitamin va/hodc
cac acid amin
Chondroitin don thanh phan | 1y < 7
67 | hoiic phéi hop Borneol va, le“"c it
hodc cac Vitamin vig Bigoai
68 | Ciclopirox olamin Diing ngoai
Ubng;: dang chia liéu ‘
i Bl voi gidi han ham Chi dinh diéu tri
69. | Cimefadin lugng Cimetidin < chimg ¢ néng
200mg/don vi ?
70 | Cinarizin Ubng: céc dang
Cinchocain Rhéi hop trong
cac thinh phim ding ngodi, | 5. '
£ . . ung ngoai
71 | thuoc dit hiu mon (nhur vai Thuée dat hau mén

Hydrocortison, Neomycin,
Esculin...)
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Puong dung, dang . :
TT| Thanh phin hogt chit bao ché, giéi han Chequy dyub
cu thé khac |
ham lwgng, nong dd |
72 | Citrullin Ubng: cac dang j
73 | Clobetason butyrat Dung ngoai f
74 | Clorhexidin Dung ngoai
75 | Clorophyl Udng: cac dang
dng: cac dang.
Clorphenxramm maleat don gong dcac h;‘;ni ha
76 thanh phan hodc ph01 hop. d?nﬁ. (;,n;t' o e
trong céac thanh phdm thube | 4 cmanet:
i war 3 Clorpheniramin maleat
ho, ha nhiét, giam dau .
< 4mg/don vi.
Clorpheniramin maleat phéi , ' T;
77 | hop Chondroitin va‘/hodc cac | Thude tra mat |
' Vitamin
Dung ngoai: cac dang
s Bigaree s 5 X A<
78 | Clotrimazol "f‘ gi6i han nong 4o <
3%
Vién dit am dao 1
Udng: cic dang. voi Thanh pham chia
. |gidihamhamlugng | Codein dugc b
Codein phoi hgp vo1 cac Codein (tinh theo dang khong can don \{m
hoat chat ¢ trong danh muc base) nhur sau: ' s6 lugng toi da ¢ho
79 | nay véi chi dinh chira ho, ha Dang chia lidu < 10 ngay str dung.
nhiét, giam dau ang chia Ieu = | 5 s¢ ban 1é phai
12mg/don vi; gl 3
hua chia lid theo doi tén, di ch1
- Dang chua chia Lieu ngudi mua troné sd
<2,5% bén le. i
Coenzym Q10 don thanh ’ |
80 phan hodc phdi hop véi cac | Udng: cac dang l
Vitamin |
81 | Crotamiton Duing ngoai 1
Dequalinium don thanh |
phan hodc phox hop trong Duing ngoai
cac thanh pham dung ngodi, | v;ian dit am dao
82 | vién ngam ' )

(Tyrothricin; Hydrocortison;
acid Glycyrrhetinic;
Lidocain...)

Uodng: vién ngam
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Duong dung, dang
TT| Thanh phin hoat chit bao ché, glo’l han Che sy dinb
cu thé khic
ham lhrgng, nong 4
Udng: céc dang vdi
gi¢i han ham lugng <
83 | Desloratadin Smg/don vi chia liéu
Hodic dang ubng véi !
liéu t0i da Smg/ngay
Dexbromphemramm maleat
don thanh phan hodc phm o g
% hop trong céc thanh pham Uksig:-cie cdong

thubc ho, ha nhiét, giam dau

Dexclorphemramm maleat

don thanh phan hodc phon e

- hop trong cac thanh pham Uong: céc dang
thuoc ho, ha nhiét, giam dau

86 | Dexpanthenol Tl}uoc i fr,m

Dung ngoai
Diclofenac don thanh phén \ .

87 | hodc phdi hqp von Methyl I;hun% . d
salicylat; cac chét thude d g ﬁmigg ang
nhém tinh dau... on thanh phan)

88 | Dicyclomin Ubng: cac dang

89 | Diethylphtalat (DEP) Dung ngoai

90 | Dimenhydrinat Ubng: cdc dang
Dimethicon
(Dlmethylpolysdoxan) don €.

2 thanh phéan hodc phdi hop Udag: cac deng
v@i Guaiazulen
Dimethicon ghéi hop trong |
cac thanh pham ding ngoai : <

92 (véi Kém; Calamin; Liimg ngoal
Cetrimid...)

. : Ubng;: céc dang

93 | Dimethinden Diing ngodi

94 Dinatri Inosin Thude tra mit

monophosphat
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Thanh phin hoat chat

Puong dung, dang
bao ché, glm han
ham lugng, nong do

Cac quy dinh |
cy thé khac |

|
|

9

Diosmectit (Dioctahedral
smectit)

Ubng: cac dang

|

{

Diosmin phéi hop

96 Hesperidin va‘hodc mot 50 Ubng: céc dang
cao duoc liéu chira
Flavonoid
Udng: cac dang voi |
gioi han ham luong |
(tinh theo dang base) |
97 Diphenhydramin nhw sau: \ |
hydroclorid hodc monocitrat | - Pa chia liéu < 5
50mg/dom vi; |

- Chua chia liéu: <
2.5%

08

99

Béng sulfat Dung ngoai

Tat ca céc thuc‘)ci
Doxylamin phm hop trong thanh pham c¢6 chira
cac thanh phdm thudc ho, ha Pseudoephedrin |

nhiét, giam dau (vai
Paracetamol,
Pseudoephedrin
Hydrochlond cac hoat chét
khéc c¢6 trong danh muc
thudc khong ké don)

Ubng: cac dang

dugc ban khong can
don vai sO luqn$ t6i
da cho 15 ngay su
dung. Co sd ban 1€
phai theo ddi tén,
dia chi nguoi mha

Econazol don thanh phan

Dung ngoai, gidi han
nong dd Hydrocortison

trong so ban le '

- A ,e
e };fa;rgggggﬁ - tinh theo dang base <
d 0,05%
; Dung ngodi: thude boi
Enoxolon don thanh phan | o ,3; da, kem boi
101 hoédc phm hogp trong cac niém mac miéng, nude

thanh phidm dung ngoai, vién
ngam

xuc miéng
Udng: vién ngdm
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Puing dung, dang

|
E
\

t

TT| Thanh phin hoat chit bao ché, gi6i han Cheigny dinh
cu thé khac 5
ham luwgng, ndng dd
Thanh phim chuq
Ephedrin dugc ban
toi da khéng can |
Thube tra mét, tra mii: ggnn zmazﬁéﬁﬁgr;o
102 | Ephedrin Hydrochlorid dung dich < 1%. Déng | pind
26i < 15ml/don vi Ciosé biln 18 phi
theo ddi tén, dia chi
ngudi mua trong 50
ban le.
103 | Eprazinon Ubng: cac dang
Esdepallethrin phm hop
trong céc thanh pham ding
ngoai (voi Piperonyl, . ..
1 Sprcgal tinh dau, céc chét Kiing Bgedl
c6 trong thanh phan tinh :
dau) |
Estradiol don thanh phin | o oo o | *Thube chi duo ‘
105 | hodc phoi hop chiagli"u e phé duyét vdi ch
Dydrogesteron ¥ dinh tranh thai |
Etluouldontiiuh pilin | RS (ol st
1061 ogc phéi h trisig)
e Ubng: dang phdi hgp
Gaat \ e *Thuoc chi duge
107 Ertl}%rylestradlol don thanh z;(;:gliécac dang da phé duyét véi chi
P 3 dinh trénh thai
108 | Etofenamat Duing ngoai !
Uéng: dang chia liu | Bén khong cén fom
109 | Famotidin voi gidi han ham ti da cho 14 ngay
lugng <20mg/don vi su dpr_xg
110| Fenticonazol Duing ngoai
111| Fexofenadin Ubng: cac dang
Vién ngdm
112 | Flurbiprofen Duing ngoai

Thube tra mat
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Duong dung, dang di h'

TT| Thanh phan hoat chat bao ché, glm han o quy Gin
cy thé khac !
ham lwgng, nong dd |
Glucosamin don thanh phén |
hoac phéi hop vdi 2. f

i Chondroitin va/hodc céac Ubng: céc dang

Vitamin |
Glucose hodc Dextrose don V6i chi dinh b

114

thanh phan hoac phéi hop
véi cac muol natri, kali

Ubng: cac dang

sung dudmg, chét
dién giai.

115

Glycerin don thanh phan
hogc ph01 hgp trong cac
thanh pham dung ngoai,
thudc tra mét (voi
Polysorbat 80)

Dung ngoai
Thude tra mét

116

Glycerol phdi hop véi dich
chiét dugc ligu

Thudc thut truc trang

117

Guaiphenesin don thanh
phén hodc phéi hop véi cac
hoat chét ¢é trong danh myc
thude khong ké don ¢6 tac
dung chira ho, ha nhiét, giam
dau.

Ubng: cac dang

Tét ca céc thuoc
thanh pham c6 claua
Pseudoephednn
dugc ban khong Fan
don véi sb luqng toi
da cho 15 ngay sur
dung. Co s& bén &
phai theo ddi tén,
dia chi ngudi mua
trong sd ban 1é. |

118

Hexamidin don thanh phan
ho#c phoi hop (vai Cetrimid,
Lidocain, Clotrimazol,
Catalase)

Duing ngoai

[

119

Hexetidin don thanh phan
hodc phdi hop (v&i
Benzydamin,
Cetylpyridinum, Cholin
Salicylat, Methyl salicylat,
tinh dau...)

Diing ngoai: thudc boi
ngoai da, dung dich
Xuc miéng

120

Hydrocomson don thanh
phan hodic phdi hop (véi
Miconazol, Econazol,
Tioconazol, Neomycin)

Diing ngoai: cac dang
vai nong do
Hydrocortison £ 0,5%
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Duong dung, dang
TT| Thanh phin hoat chat bao ché, gidi han C:c t::yk::::h
ham lwgng, nong a9 v
Hydrogen Peroxid (Oxy gla)
don thanh phan hogc phdi : ‘
) hop Natri Laury] sulfat g ngosi
va/hodc tinh dau... |
122 | Hydrotalcit Ubng; cac dang I
Ubng: céc dang, bao
gy;igme (Seapolamin) - gy |
utylbromid don thanh phan | ... |
iz hodic phéi hop véi Meclizin C;]n.m lh o lslé.zmoriluqng o
hydrochlorid y l? e &
Miéng dan
Hydroxypropyl
methylcellulose !
124 (Hypromellose, HPMC) don Thubc tra mat: cac |
thanh phan hodc phdi hop dang
Dextran 70 va/hodc
Carbomer
Udng: céc dang voi
gioi han ham lugn
125| Ibuprofen nhu sau: da chia liéu <
400mg/don vi.
Dung ngoai
126 | Ichthammol Diing ngoai
Dung ngoai
127| Indomethacin Tra mét dung dich
0,1%
Tod phéi hop Kali lodid . Ce o
128 | va/hodc Acid Benzoic I;Au ?fdn?;?; Ve e
va/hodic Acid Salicylic 0 °
129 | Isoconazol Dung ngoai
130 | Isopropyl Methylphenol Dung ngoai
K&m oxid, K&m pyrithion,
Ké&m Gluconat, Kém
131 undecylenat don thanh phén | Dung ngoai
hoiic phm hgp trong céc

thanh phdm dung ngoai




14

Puong dung, dang g ; h
TT| Thanh phin hoat chit bao ché, gi6i han Clicauy dimy
5 A a cy the khac
ham lwgng, nong do
. Diing ngoai
132 | Kém sulfat Thubc tra miit
Ketoconazol don thanh phé‘m
hodc phoi hgp voi Kém Dung ngoai: cdc dang |
133 | Pirythion va/hodc voi nong do |
Hydrocortison va/hodc Ketoconazol < 2% l
Trolamin |
134 | Ketoprofen Dung ngoai |
135 Lactitol Ubng: cac dang f
136 | Lactoserum atomisate Dung ngoai
137/ Lactulose Ubng: cac dang
L-Carnitin dang don thanh ' |
138 | phan hodc phdi hop voi cac | Udng: cac dang g
vitamin j
139 | Levocetirizin Udng: cac dang | ]
Levonorgestrel don thanh Udng: cac dang * Thudc chi dug
140| phén phé duyét vai ch
dinh tranh thai |
Lidocain don thanh phan e e
11 hotic phéi hop Do hgos
Lindan (Benhexachlor, 666, .
142 Gamma-BHC) don thanh Dung ngoai vdi nong
phéan hoic phéi hep véi d6 Lindan < 1%
Lidocain !
Udng: céc dang vdi
143| Lioperamid gi¢i han ham lugng da

chia liéu Loperamid <
2mg
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|
1

Duirng dung, dang |
TT| Thanh phin hoat chit bao ché, gioi han (e gmy Sy
cy thé khac
ham lugng, nong do
" & TAt ca cac thude
Udng: céc dang VOl | sy bivdm 6 chira
3 30t hgn hin Ioipg Pseudoephedrin
Loratadin don thanh phin | nhu sau (tinh theo P
Ks dugc ban khong ean
hoje phoi hop dgng hase): don véi s6 lugng toi
144 | Pseudoephedrin - Pa chia licu: A b 118 ek fﬁ
Hydrochlorid va /hodc Loratadin £ 10mg/don 2y
dung. Co so ban lé
Paracetamol vi; i S
phai theo ddi tén,
- Chua chia liéu: dia chi nguoi o |
Loratadin < 0,1% trong sb ban 1&. ?
145 | Loxoprofen Ubng: cac dang
Ubng: céc dang
146| M 1
. Thude thyt trye trang
Magaldrat don thanh phén %
hoac phdi hop véi céc hop : |
147 chat Nhom, Magnesi, Ac1d Udng: cac dang "
Alginic (hay dang muobi
Alginat).
Vi céc chi dinh bd
. sung magne51 cho
148 Ir\xfum esl biiagtoéz::;admzx Udng: cac dang co thé, trung ho
opP gn acid dich vi, nhua
trang.
149 | Mangiferin Dung ngoai
Ubng; céc dang, véi
gid¢i han ham lugng
nhu sau: ]
150 | Mebendazol - Dang chia I 3u <
500mg/don vi
- Chua chia liéu £ 2%
. Uébng: dang chia lidu <
151 | Mebeverin 200mg/don vi
152 Men nam (cellulase Ubng: cc dang

fongique)
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Thanh ph?m hoat chat

Puwing dung, dang
bao ché, glé’l han
ham lwgng, nong do

Cac quy d;nhl
cy thé khac | l

153

Men tiéu hdéa dang don
thanh phan hoéc phcn hop
bao gom phi hop véi cac
vitamin

Ubng: cac dang

Menthol phcn hgp voi mot
0 hoat chat khac nhu hdn

Ubng: cac dang

154
hop tinh dau, Methyl Dung ngoai: cac dang
Salycilat....
155 | Mequinol Dung ngoai i
ong: cac d
156| Mequitazin Uong: cae ceng |
Dung ngoai |
' Diine ngodi véi qu Bén khong don rfmi
157 | Mercurocrom (Thuoc do) ung ngoa von quy lan khéng qua 2 dcm
cach dong goi < 30ml |
vi dong goi |
Methyl salicylat phéi hop | Ding ngoai |
trong céac thanh pham vién o4 ;
158 Miéng dan
ngam, dung ngoai (phm hop | ... X
vai tinh dau...) Vién ngam
159 | Metronidazol Dung ngoai
Dung ngoai
160 | Miconazol Thuoc bdi 4m dao <
2%
Dung ngoai
161 | Miconazole phédi hop voi Thude bdi am dao
Hydrocortison Miconazol £2%;
Hydrocortison <0,05%
g Duing ngoai: cac dang
2 ,
162 | Minoxidil ndng d6 <5%
Thuc")q tra miii: < 50
mecg/lan xit vai quy
163 | Mometasone cach dong goi <200 4
liewhop; 1%
Duing ngoai. '
164 | Mupirocin Dung ngoai |

165

Myrtol don thanh phan hogc
phcn hqp trong cac thanh
phdm vién ngdm

Ubng: céc dang
Duing ngoai
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|
i
|
1

Puong dung, dang
TT| Thanh phiin hoat chat bao ché, gidi han Ccéc t%zykdh:lchg
ham lugng, nong 49 v
Naphazolm don thanh phén :
hogc phm hop trong thanh | Thude tra mii v6i |
166| pham thube mili nhu nong d6 Naphazolin < ‘
Diphenylhydramin va/hodc | 0,05% %
Procain
Naphazolin ph01 hop trong : '
thanh phdm thudc tra mit Thudc tra mét: cac
167 | (Pheniramin; Vitamin dang véi nong do
glycyrhizinat, Naphazolin < 0,1%,
Dexpanthenol...)
Ubng: cé.c dang da
168 | Naproxen chia liéu véi gidi han
ham lugng <
275mg/don vi ‘
Natri benzoat don thanh E
169 phan hoéic phéi hop Uong: céc dang
Natri bicachonat don thanh g s
170 phin hosc phéi hop Uodng: cac dang
Natri carbonat don thanh g
H phﬁn hoic phbi hop Ubng: cac dang
Natri : )
172 Carboxymethylcellulose (Na | Thuoc tra mat
CMC)
Ubng: céc
Natri clorid don thanh phan Du:g " Oéciiang
173 | hotic phéi hop véi cdc mubi ? & & -
Kali Citrat, Natri citrat... Thuoe tra mit, tra mul
véi nong do 0,9%
174 | Natri Docusat Ubng: cic dang
; ; 4 Dung ngoai: danh
175 | Natri Fluorid dang phoi hop Hing, ¥ic nrdng
; ; Diing ngoai
176 Natri Hyaluronat (Acid Dxing dich ohdmbt i

Hyaluronic)

nong d6 < 0,1%
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B Puon
g dung, dang ,
TT| Thanh phin hoat chat bao ché, gidi han Casyuy d‘“h_
cu thé khac
ham luong, nong dao
Dung ngoai, bao gom ,
177 | Natri Monofluorophosphat ijlc dang i'a.m sac.}i |
oang mi¢ng, niém
mac !
—e . Ubng: dang phéi hop
178 Iglatn Salicylat dang phoi trong céc vién ngam |
wr Dung ngoai |
Neomycin sulfat ph01 ho’p
trong céc thanh pham vién ST
179 | ngdm (K&m; Bacitracin; Egng. v:er‘l.ngam :
Amylocain...), cac thanh e {
phdm dung ngoai |
Nguyén t6 vi luong: crdm, |
gf:ngg’a';a];(é‘::fgmj;ng - , Vi chi dinh bd |
180 hJacks phan hotic phii hop, Uong: cac dang il;r‘;gcl;ht;aeng chét
bao gom c cic dang phoi |
hop véi cac Vitamin. |
Nhém, magnesi, calci va céc Vi chi dinh trung
hgp chat cua nhém, I hoa acid dich vi,
e magnesi, calci dang don Udng: cée dang chira loét da déyif,
thanh phén hodc phéi hgp hanh ta trang. |
182 Nonahydrated Natri Sulfid + Ubng: cac dang ‘
Saccharomyces Cerevisiae | Diing ngoai |
183 | Noscarpin Udng: cac dang |
Nystatin don thanh phan ; ) |
184 ol phox hop Duing ngoat l
Véi chi dinh ¢ héng.
Ubng: dang da chia Chi dugc ban bﬁ“
lidu véi ham lugng < t6i da 1 lan khqng
185 | Omeprazol 10mg/don vi c6 don véi s6 lwgng
cho 14 ngay str dung
va lidu moi ngéy <
20mg
186 | Orlistat Udng: cac dang |
187! Ossein hydroxy apatit Udng: cac dang
188 | Oxeladin Ubng: cac dang |
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Pwong dung, dang ;
TT| Thanh phin hoat chit bao ché, giéi han Cée.guy djnh
; A a cu the khac
ham lwgng, nong do
189 | Oxomemazin Uéng;: cic dang
: Thube tra miii v&i
190 | Oxymetazolin ndng 4o < 0,5% |
Pancreatin don thanh phén
hosic phdi hop véi
Simethicon va/hoéc cdc men | .z
13 tiéu hoa va/hodc cac Udng: céc dang E
Vitamin nhom B va/hodic
Azintamid
192 | Panthenol Dun§ ngodi
Thudc tra mat
B o Dang phéi hop quy
:cac d ) A
193 | Paracetamol don thanh ph?m U°“§ P b dinh cy thé trong
Thudc dat hdu moén danh muyg
Thanh pham phdi
; hop ¢6 chira cac
Paracetamo! phoi hop voi hoat chat c6 quy
céc hoat chét ¢6 trong Danh dinh gidi han ham
muc ndy co tac dung chita £ lugng, s6 lugng bén
1941 ho, ha nhiét, giém dau, Udng: céc dang 1é t&i da | 14n, ghi
chong dj (mg s6 ban 1é thi phai
thyc hién theo quy
dinh cy thé déi véi
cac hoat chat d6
195 | Pentoxyverin Ubng: cic dang
. .. | Thudc tra mit, nho
196 | Phenylephrin Hydrochlorid mili ndng 66 £ 1%
Phenylephrin Hydrochlorid
phéi hop trong c4c thanh
pham dung ngoai (nhu : 3
e Petrolatum sperti yellow; Dning ngod)
Mineral oil light; Shark liver
oil...)
Phenylephrin Hydrochlorid :
198 phoi hop trong céc thanh Uobng: cac dang

pham thudce ho, ha nhiét,
giam dau

Thubc dat hdu mon
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Puong dung, dang ; -
h|
TT| Thanh phin hoat chit bao ché, giéi han Cite-quy djn
cy thé khac |
ham luegng, nong do |
199 | Phospholipid Udng: cac dang |
200 | Picloxydin Thube tra mét E
N Duing ngoai: cac dang |
) ) ; !
201 | Piroxicam véi ndng 40 < 1% |
Policresulen . -
D
202 | (Metacresolsulphonic acid- |, ‘ungg “g?a’ .
me]aldehYd) I'hude dat truc trang
Polyethylen glycol 400 don ’ '
203 | thanh phén hodc phdi hop Thuoc tra mat
v&i Propylen glycol
204 | Polysacharid Ubng: cac dang
Polytar dang don thanh phén
205 hodc phox hop trong céc Dung ngoai

thanh phdm dung ngoai (nhu
K&m Pyrithion...)

206

Povidon lodin

Dung ngoai: cac dang
(bao gébm dung dich
stic miéng v&i nong dq
< 1%). Thudc tra mét

207

Promethazin Hydrochlond
don thanh phan hodc ph01
hop trong cac thanh phim
thudc ho, ha nhiét, giam dau
(v6i Carbocystein;
Paracetamol...)

Ubng: céc dang voi
glm han ham lugng,
nong do Promethazin
nhu sau (tinh theo
dang base):

- Pi chia liéu £
12,5mg/ don vi;

- Chua chia lidu <
0,1%

Ding ngoai: nong dd <
2%
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|

‘%

Puong dung, dang
TT| Thanh phin hoat chit bao ché, gioi han Ccﬁc t%:yk:?chﬁ
ham lrong, nong do v i
era——— g Thanhphémch'
gig?%x;r:\ac g el Pseudoephednnv]
Pseudbephedrin plag. | ggzcvglé::?::fg 5i
Pseudoephedrin sau (tinh theo dang do che 18 nghy 3 'i
208 | Hydrochlorid phdi hop véi | base): . dung. |
Cetirizin - Dang chia lieu < Cir sty b 1& phi ﬁl
120mg/don vi;
- Dang chua chia liéu megodél tentrdia ghi
<0.5% gﬁn l; mua trong so
gidi han *
Pseudoephedrin Pseud'oephedrin nhu gietdggﬁ%r;n A
Hydrochlorid phdi hop trong | SaU (tinh theo dang do'z 61 o hi 8 &i
209| céc thanh phim thuoc ho, ha | base): ‘ PO U ;m iﬁ
nhiét, giam dau, chdng di - Dang chia liéu e Tk é%bzn 16
tmg <120mg/don Vi | Shaitheo doi ten,
- Dang chua chia liéu | ¢iq chi ngum mua
<0,5% trong so ban &,
210} Pyrantel Ubng: cac dang Chi dinh tri giun
, Bén t6i da khong c6
Uong: cac dang da don cho 15 nga‘a;f sur
211 | Ranitidin chia liéu < 75mg dyng.
Chi dinh diéu
chimg ¢ néng
Rutin don thanh phin hoic |
phéi hop véi Vitamin C "R ey
A1 va/hodic céc cao, dich chiét Ubng; cée dang
tir duoe ligu
213 | Saccharomyces boulardic | Udng: cdc dang
Saccharomyces cerevisiae -
214| véi Trihydrat Magnesisi Uong: cac dang
Sulfat
Sét dang hop chat don thanh
215 phén hodic phoi hop trong | | p—

cdc thanh phim chira
vitamin, khoang chét

Vi chi dinh b
sung sét cho ¢ thé.

|
|
|
|
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Ay

v6i nong dd < 1%

Puong dung, dang Chc quy dinh|
TT| Thanh phan hoat chit bao ché, gm’l han o t%eykhac l
ham lwgng, nong 49 g
Udng: céc dang véi
Selen hiru co dang phéi hop | gi6i han ham lugng
216/ trong céc thanh pham chira | nhu sau: _
Vitamin, khoang chat - Dang da chia liéu |
Selen < 50mcg/ don vi 3
217| Selen sulfid Dung ngoai
Silymarin don thanh phan
hodc phdi hop véi cac £ e
218 mem'va/hoac cac cao, Uong: cac dang ‘
dich chiét tir dugec ligu.
Simethicon don thanh phan
hodc phoi hgp vl
219 Pancreatin va/hoéic Acid witing: ek dai
Desoxycholic va/hodc cac & g
Vitamin nhom B va/hodc
cac men tiéu hoa
Simethicon phéi hop véi cac
hop chat nhém, magnesisi, "
220 va/hodc Dicyclomin va/hodc Uniig: cac deng
than hoat
Sorbitol don thanh phan g g
221 hoiic phé i hop Uong: cac dang
222 Sterculia (gum sterculia) Uong: cée dang
erculi :
| 5 Thudc thyt tryc trang
223 | Sucralfat Ubng: céc dang
224 | Sulbutiamin Ubng: cac dang
Sulfogaiacol (hodc
Suliogualacol) don thanh )
225| phan hodc phm hoptrong | Udng: cdc dang
céc thanh pham ha nhiét,
giam dau, chéng ho
296 | Terbinafin Dung ngodi: cac dang
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Puong dung, dang
TT| Thanh phin hoat chit bio ché, glm han Cac quy dlﬂh?
cu the khac |
ham lugng, nong do |
Ubng; céc dang. : I J
Dang phoi hgp Codein Thanh pham chi
(tinh theo dang base) Codein duqc ba

227

Terpin don thanh phén hodc
phoi hgp v6i Codein

gi¢i han ham lugng
nhu sau:

- Dang chia lidu <
12mg/don vi;

- Dang chua chia lidu
£2,5%

khéng can don vdi
s6 luong toi da cho
10 ngay str dung
Co so ban lé phéJ
theo doi tén, dia hn

ngudi mua trong po
ban lé, i

228 | Tetrahydrozolin Thube tra miii !
Than hoat don thanh phin | |

229/ hodc phdi hop véi Uébng: cac dang
Simethicon

230

Tinh déu (bao gdm nhém
céc chat Menthol, Pinen,
Camphor, Cineol, Fenchone,
Borneol, Anethol,
Eucalyptol...)

Ubng: céc dang

Dung ngoai: thude bdi
ngoanda

Nude suc mu:ng, thube
boi niém mac miéng

Dung ngoai: cac dang

Tioconazol don thanh phin | véi néng dd nhu sau:
231/ hodc phéi hop véi - Tioconazol < 1,00%
Hydrocortison - Hydrocortison <
0,05%
232 | Tolnaftat Dung ngoai
Triclosan don thanh phém
233 | hodc ph{n hgp trong cac Dung ngoai
thanh phdm diing ngoai

234

Triprolidin don thanh phan
hodc phcu hop trong cac
thanh pham thude ho, ha
nhiét, giam dau.

Ubng: cac dang

Tét ca cac thude
thanh phém cé chira
Pseudoephedrin
duoc ban khon cﬁn
don véi s6 lu ng tbi
da cho 15 ngay sur
dung. Co s& bdn le
phai theo ddi tén,
dia chi ngudi mua
trong sb ban 1é.

|
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TT

Thanh phin hoat chét

Duing dung, dang
bao che, gléu han
ham luwgng, ndng 49

Cic quy dinii
cu thé khac|

235/

Trolamin dom thanh phan
hoéc phm hop trong céc
thanh pham ding ngoai (véi
Triclosan va/hoac
Tyrothricin)

Dung ngoai

236

Tyrothricin don thanh phén
hoac phéi hop (véi
Benzalkonium, Benzocain,
Formaldehyd, Trolamin, tinh
dau, céc thanh phan trong
tinh dau)

Uéng: vién ngadm
Dung ngoai: dung dich
sic miéng, xit miéng,
bdi ngoai da

237

Urea don thanh phan hoac
phéi hop véi Vitamin E
va/hodc Bifonazol vahoic
cac duge liéu khong thude
Danh muc duge liéu déc do
B§ trudmg Bo Y té ban hanh

Diing ngoai

Ubng: cac dang véi

Vitamin A va tién Vitamin | gi6i han ham lugng
238 A (Betacaroten) dang don Vitamin A < 5000

thanh phan va phéi hop vai | IU/don vi

cac vitamin Dung ngoai

Thubc tra mat
£

Vitamin dang don thanh gg;‘g'rf:;’;a“g

g};la“té“'m‘;lv‘hjt:ﬁ;“ﬁ 02 cdj‘i“g Céc phéi hopdang | Véi tac dung bd
239| phéi hop ch Vltamm e SN o ?h&a V* KR o Vitan;lin,‘

khodng chit, Acid A A thyc hién gidi han khoang chat va dinh

& ’ ham lugng nhu sau: dudmg

cac Acid béo, Taurin,
Lutein, Zeaxanthin

Vitamin A < 5000
IU/don vi chia lidu

240

Vitamin nhém B, Vitamin
PP don thanh phan hodc

phbi hop

Thudc tra mit
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I

| |

Puong dung, dang
TT| Thanh phin hogt chat bao ché, gioi han
ham lugng, nong dd

Ciac quy dinh
cu thé khac

Vi khuén c6 lgi cho dudng
tiéu hoa: Bacillus claussi,
Bacillus subtilis,

241 | Lactobacillus acidophilus Udng: cac dang
dang don thanh ph?m hoac
phoi hop, bao gom ca dang
phéi hop véi cac vitamin

242 | Xanh Methylen Dung ngoai
Xylometazolin don thanh Thudc tra mii véi gioi

243 ph?m hodc phéi hop véi han n-éng do
Benzalkonium. Xylometazolin £ 1%

* Dbi v6i cac thube co chi dinh tréanh thai thude Danh muc nay, ngudi ban lé
thudc 1a duge si dai hoc hofic ngudi chiu trach nhiém chuyén mon vé duge cla co
s& ban lé thudc c6 trach nhiém cung cip va tu vén céc thong tin lién quan dén
thuée, bao gém: tén thude, cong dung, chi dinh, chéng chi dinh, lidu dimg, cach
ding va nhimg vén dé cn luu ¥ trong qué trinh sir dung thude truée khi cap phat
ho#c ban cho ngudi sir dung.

[I. QUY PINH THUOC DUQC LIEU, THUOC CO TRUYEN (TRU V1
THUOC CO TRUYEN) KHONG KE DON

Thude duge lidu, thude cd truy?:n (trir vi thude cb truyén) dép tmg dong thoi
céc tiéu chi sau duoc phan loai 13 thudce khong ké don:

1. Trong thanh phﬁn khéng chita duge liéu thuge Danh muc dugce liéu doc
do By trudng B3 Y té ban hanh.

2. Khéng duge c¢6 mét trong cdc chi dinh sau:

a) H3 tro didu tri hodic didu tri bénh ung thu, khoi u;

b) Piéu tri bénh tim mach, huyét ap;

¢) Didu tri bénh vé gan, mat hodc tuy (trir chi dinh: bd gan);

d) Piéu tri Parkinson;

&) Didu tri virus;

¢) Diéu tri nAm (trir thude dung ngoai);

g) Piéu tri lao;

h) Diéu tri sot rét;

i) Piéu tri bénh git;

k) Diéu tri hen;

) Didu tri bénh vé ndi tiét;

m) Diéu tri bénh hogic rbi loan vé mau;

n) Diu tri bénh hodc rbi loan vé mién dich;
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trang duong):

\
|
|

o) Diéu tri céc bénh vé than v sinh duc — tiét nigu (tri chi dinh: b than,

p) Diéu trj bénh nhiém khudn (trir chi dinh ding tai ché dé dieu trj nhiém

khuén ngoai da);
q) Diéu tri mét ngy kinh nién, man tinh;
r) Diéu trj bénh vé tim ly - tim than;

s) Diéu tri tinh trang nghién, ho trg diéu tri tinh trang nghién (bao gf?)m ca hd

tro diéu tri ¢t con nghién);
t) Dinh chi thai ky;

u) Piéu trj cac bénh dich nguy hiém, m&i ndi theo quy dinh cia B§ tryong

BO Y té.
111. QUY PINH VI THUOC CO TRUYEN KHONG KE PON

Vi thude co truyén duoc phén loai la khong ké don néu vi thude nay kl

|
|

hong

dugc san xuat, ché bién tir duge liéu thudc Danh muc dugce liéu doc do B trirong

Bo Y ¢ ban hanh%/, Y

e




