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|
THONG TU

Ban hanh Danh myc thuéc khong ké don

Can cir Ludt dwoc ng&y 06 thang 4 nam 2016;

Can cir Nghi dinh sé 63/2012/ND-CP ngay 31 thang 8 nam 2012 ctia

Chinh phu quy dinh chirc nang nhiém vu, quyén han va co céu té6 chirc ciia
Bo Y té;

Theo dé nghi cua Cuc truong Cuc Quan ly Duoc,

B truong B¢ Y té ban hanh “Thong tu ban hanh Danh muc thuéc khong
ké dom”.

Piéu 1. Pham vi diéu chinh

Thong tu nay quy dinh nguyén tic xdy dung, tiéu chi lya chon thudc
khéng ké don; Danh muyc thuéc khéng ké don; muc dich ban hanh va trach
nhiém thuc hlen

Dleu 2. Nguyén tic xdy dung va tiéu chi lya chon thudc vao Danh
muc thube khong ké don

1. Nguyén tic xdy dung Danh muc thuéc khong ké don:

a) Bao dam an toan cho ngudi sir dung;

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

c) Phu hop véi thyc té sir dung, cung tmg thude ctia Viét Nam;

d) Hoa hop véi céac nguyen tic, quy dinh phan loai thuéc khong ké don
clia cac nude trong khu vuc va trén thé gidi.

2. Tiéu chi lya chon dua thuée vao Danh myc thude khong ké don

Thude duoc xem xét Ira chon vao Danh muc thude khong ké don khi dap
Ung céc tiéu chi sau day:

a) Thudc c6 doc tinh thap, trong qua trinh bao quan va khi vao trong co
thé ngudi khong tao ra cdc san pham phén huy c6 ddc tinh, khong c6 nhir ng
phan tmg c6 hai nghiém trong da dugc biét hodc duge T chire Y té thé gidi, hEn
quan quan ly co tham quyén ctia Viét Nam hodc nudc ngoai khuyén céo ¢ p
g c6 hai dan dén mét trong nhimg hau qua sau day:
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- Tur vong;
- Pe doa tinh mang;
- Budc ngudi bénh phai nhap vién dé diéu trj hogc kéo dai thoi gian na
vién clia nguoi bénh;
- Pé lai di chimg ning né hodc vinh vién cho ngudi bénh;
- Gay di tat bam sinh & thai nhi;
- Bat ky phan tmg c6 hai khac gdy hau qua nghiém trong vé mat 1am sang
cho nguodi bénh do ngudi hanh nghé kham bénh, chita bénh dénh gid, nhén dinh.
b)'Thuéc ¢6 pham Vi lidu ding rong, an toan cho céc nhom tudi, it c6 érilh
hudng den viée chan doan va dicu tri céc bénh can theo ddi lam sang;
¢) Thube duge chi dinh trong diéu tri cac bénh khong phai la bg¢nh nghiém
. ~ . A ‘A . a A ‘A g ’ ~ Y
trong va ngudi bénh cé the tu diéu tri, khong nhat thiét phai c6 su ké don va
theo dai cua ngudi hanh nghé kham bénh, chira bénh; '
d) Duong dung, dang thuéc don gian ma nguoi st dung co thé tu dung
(chu yéu la duong udng, dung ngoai da) vdi ham lugng, nong do thich hop cho
viée tu dieu tri;
d) Thuéc it tuong tac véi cac thude khac va thie an, do uong thong dung;
e) Thudc it ¢6 kha ning gdy tinh trang 1€ thudc;
g Thudc it ¢6 nguy co bi lam dung, sir dung sai muc dich lam anh hu&r‘ug
dén sy an toan cua nguoi su dung;

h) Thuéc da ¢6 thdi gian luu hanh tai Viét Nam toi thiéu tir 05 nam tro

lén.

Piéu 3. Danh muyc thudc khong ké don

Thube khong ké don quy dinh tai Danh muc ban hanh kém theo Thong tu
nay.

Pidu 4. Muyc dich ban hanh Danh myc thuc khong ké don

1. Danh myc thude khong ké don la co so dé phan loai thuoc khong ké
don va thuoc ké don. Cac thudc khong thuoc Danh muc thudc khong ke don
duoc phan loai la thudc ké don.

2. Danh muc thudc khong ké don la co s& dé,cc quan quan ly nha nuéc
xay dung va ban hanh cac quy dinh, huéng dﬁni doi voi thuoc khong ké don
trong dang ky thudc, san xudt, xuat khau, nhap khau, luu thong phan phoi thuoc,
thong tin quang cao thubc, thanh tra, kiém tra, xur ly vi pham va céc hoat dong
khac co lién quan.

Piéu 5. Hiéu lye thi hanh
1. Théng tu ndy c6 hiéu luc thi hanh ké tir ngdy 01 thang 7 nam 2017.
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2. Thong tu s6 23/2014/TT -BYT ngay 30 thang 6 ndm 2014 cua Bo
truong Bo Y té ban hanh Danh myc thuoc khong ké don hét hiéu luc thi hanh ké
tir ngay Thong tu nay cé hi¢u lyc.

Piéu 6. Diéu khoan chuyén tiép

1. Ké tir ngay Thong tu nay cé hiéu luc, cac thube trong Danh muc thuéce
khong ké don ban hanh kem theo Thong tu nay dugc phép cap phat, ban 1€ va su
dung khéng can don thude, trir truong hop thuoc dang dugc phan loai la thude

ké don trén nhan (bao gdm ca t& huéng dén sir dung thudc) thi phai cap phat,
ban 1& va st dung theo don thudc.

2 Déi' voi cac thude da dugc cép gidy ding ky luu hanh tai Viét Nam
hodc duoc cAp gidy phép nhap khau trude ngdy Thong tu nay c6 higu luc thuc
hién nhu sau:

a) Déi v6i cae thude thude Danh myc thude khong ké don theo quy dinh
tai Thong tu s6 23/2014/TT-BYT nhung khong thugc Danh myc thuéc khong ké
don ban hanh kém theo Thong tu nay, cac co 3¢ dung tén trén giay dang ky lru
hanh thudc, co s& nhap khau thude phai phan loai, cap nhét, bo sung cac thong
tin lién quan dén viéc phén loai thudc theo quy dinh cua Thong tu nay trén nhan
va to huéng dan sir dung thube theo 15 trinh quy dinh tai Thong tu quy dinh vé
ghi nhén thuoc, nguyén lig¢u lam thube do Bo truong Bo Y té ban hanh truéc khi
dua thude ra luu thong trén thi trudng.

b) Déi véi cac thude khong thuge Danh muyc thubc khong ké don theo q'uy
dinh tai Thong tu s6 23/2014/TT-BYT nhung thuc Danh muc thudc khong ké
don ban hanh kém theo Théng tu nay, ké tir ngay Thong tu nay cé hiéu lyc,
khuyén khich co s& ding tén trén gidy dang ky luu hanh thudc, co s& nhap khau
thudc phén loai, cap nhat, bd sung cac thong tin lién quan dén viéc phan loai
thuéc theo quy dinh ctia Thong tu nay trén nhan va to hudng din sir dung thudc
trude khi dua thude ra luu thong trén thi trudmg; hodc cac co s¢ duge phép san
xuat, nhap khéu céc thude co thong tin lién quan dén phan loai thudc trén nhén
va to hudng din stir dung nhu da duoc phé duyét dé luu hanh dén hét han ding
cua thude.

3. P&i véi hd so ding ky thudc tai Viét Nam va hd so nhap khéu thude
chua c6 gi'fly dang ky luu hanh tai Viét Nam da ndp tai Cuc Quan ly Dugc trude
ngay Thong tu nay c6 hiéu lyc nhung chua duge cép gidy ding ky luu h
hoic chua duge cép gidy phép nhép khau thyc hi¢n nhu sau:

a) Dbi véi cac thude thuéc Danh muc thube khong ké don theo quy dinh
tai Thong tu s& 23/2014/TT-BYT nhung khéng thuge Danh muc thudc khong ké
don ban hanh kém theo Thong tu nay thi phai thuc hién phan loai thuoc theo quy
dinh tai Thong tu nay;

b) Dbi voi céc thude khong thude Danh muc thube khong ké don theo quy
dinh tai Thong tu s& 23/2014/TT-BYT nhung thuéc Danh muc thudoc khong keé
don ban hanh kém theo Thdng tu nay, co s¢ dugc tiép tuc thuc hién phén loai




4

thudc theo hd so da ndp hodc thyuc hién phan loai thudc theo quy dinh cia Thong
tu nay.
Piéu 7. Trach nhiém thi hanh
1. Trach nhiém cua co sé dugce, co sd kham bénh, chira bénh:
a) Thuc hién cac quy dinh tai Thong tu nay;

b) Dé xuat stra ddi, bo sung Danh muc thuoc khong ké don cho phu hgp

tinh hinh thuc té, bao dam dap tmg kip thoi thudc phuc vu cho cong tac phong
bénh, chira bénh.

2. Trach nhiém cua Cuc Quan ly Dugc:

a) Chu tri, phdi hgp véi cac co quan chirc nang thyc hién Thong tu nay;

b) Ra soat Danh muc thube Kkhong ké don, tru thude cb truyen khong ké
don va bao céao Bg truong Bo Y té trén co s& d& xuét sira doi, bo sung cua cac
don vi quy dinh tai Khoan 1 Diéu nay hodc két ludn cua Hoi ddng tu van cap
gidy dang ky luu hanh thude, nguyén liéu 1am thudc.

3. Trach nhiém cta Cuc Quan ly Y, Dugc ¢ truyén:

a) Phéi hop véi Cuc Quan Iy Duge va céc co quan chirc nang thyc hién
Thong tu nay; .
b) Ra soat Danh muc thude cd truyen khong ké don va bao cdo B truong
Bo Y té trén co S0 d& xuét stra dbi, bo sung cua cac don vi quy dinh tai Khoan 1
Piéu nay hodc két luan cua Hoi dong tu vén cap gidy dang ky luu hanh thuoc,

nguyén li¢u lam thude.

Trong qua trinh thyc hién néu co vAn d& vudng mic, dé nghi cac co quan
td chirc, ca nhan kjp thoi phan anh vé Cuc Quan ly Dugc hodc Cuc Quan ly Y,
Dugc ¢d truyén (ddi véi thudc ¢b truyén) dé xem xét, giai quyet llﬂ” '

Noi nhan:

- Vin phong Chinh pht (Cong béo, Cdng Théng tin dién
tir CP);

- B4 trudng NLuyen Thi Klm Tién:

- Cac Thir truong Bo Y té;

- Bo Tu phap (Cuc Kiém tra vin ban QPPL);

- Céac BO: BO Cong an (Cuc Y té), Bo Quoc phong (Cuc

Quan y); Bo Giao thong van tai (Cuc Y té);

-S&'Y té cac tinh, thanh phd trye thuoe TW;

- Cac Vu, Cuc, Tong cue, Vin phong Bg, Thanh tra Bo -
BO Y té;

- Hiép hoi Doanh nghiép dugc Viét Nam;

- Tong Cédng ty Duge Viét Nam

- Cong Thong tin dién tr BO Y té;

- Lwuu: VT, QLD, YDCT, PC.
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BO Y TE

DANH MUC
Thubc khong ké don

(Ban hanh kém theo Thong tu s6: 01 /2017/TT-BYT ngay O3thang b nam 2017
ciia B truong Bo Y té)

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

Puwing dung, dang 5 :
TT| Thanh phin hoat chit bao ché, giéi han Caequy dinl
" A n cu the khac
ham lugng, nong do
Acetylcystein Ubng: cac dang \
2 | Acetylleucin Ubng: cac dang |
Acid acetylsalicylic
(Aspirin) dang don thanh
phan hoac phoi hop véi B oy Vi chi dinh giam
3 | Vitamin C va/hodc Acid Ubng: che dang dau, ha sbt, chong
citric va/hoac Natri viém
bicarbonat va/hoéc Natri
salicylat
Acid alginic (Natri Alginat)
don thanh phan hay phdi A
4 hop voi cac hop chat cua P e oang
nhom, magnesisi
. . “ A
ARid ainta ot that b, ps) Vi chi dinh b
hodc phoi hop (bao gom ca B . .
5 d 2 2 Uong: cac dang sung acid amin,
ang phoi hop vai cac i 2
S vitamin cho co thé
Vitamin)
6 Acid an{mobenzollc (Acid Ubng: céc dang
para aminobenzoic)
- Acid benzoic don thanh Dung ngoai
phan hoac phoi hop Ubng: vién ngam
g | Acid boric don thanh phan | Ding ngoai
hodc phoi hop Thuoc tra mat
Acid citric phéi hgp véi cac .
2 mudi natri, kali Ugig: e ding
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g b

Thanh phén hoat chat

DPuong dung, dang
bao ché, giéi han
ham lwgng, nong do

Ciéc quy dinh
cu the khac

Acid cromoglicic va cac

Thudc tra mat, tra mii
voi gigi han nong d§

10 dang mudi cromoglicat tinh theo acid
cromoglicic < 2%
11 | Acid dimecrotic Udng: cac dang
AC_l'd fol;c': don th’z}n}} phan vk cHl tirh ohSng
12 MBRephe b sl Udng: cac dan thiéu mau, b su
va/hodc cac Vitamin nhom & g ik dufirn, &
B, khoang chat, sorbitol &
Acid glycyrrhizinic )
(Glyceyrrhizinat) phoi hop Udng: cac dang, bao
vo1 mot sO hoat chat khac gom ca dang vién
13 et x
nhu Chlorpheniramin ngam
maleat, DL-methylephedrin, | Dung ngoai .
Cafein...
Acid lactic don thanh phan 5 s
14 hoe phé i hop Dung ngoai
15 | Acid mefenamic Ubng: cac dang
Acid salicylic don thanh
phén hodc phéi hop trong
16 | cac thanh pham dung ngoai | Dung ngoai
(phoi hop Acid lactic ; Luu
huynh két tua...)
Dung ngoai: thude boi
17 | Acyclovir ngoai da voi nong do
Acyclovir £5%
Ubng: cac dang g i i)
18 | Albendazol Vi chi dinh tri giun
Alcol diclorobenzyl dang '
19 | phoi hop trong céc thanh Udng: vién ngdm
pham vién ngdm
20 | Alcol polyvinyl Dung ngoai
1 Alimemazin tartrat Ubng: céc dang

(Trimeprazin tartrat)
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ngoai, thudc dit hau mén
(Cao cepae fluid; ...)

Thuoc dat hau mon

Puong dung, dang .
TT| Thanh phin hoat chat bao ché, giéi han (;éc t%léykgiinch
ham lwgng, nong d§ v
Allantoin dang phdi hop
5, | trong céc thanh phdm ding | Dung ngoai

Allatoin phdi hop véi cac

thanh pham thudc ho, ha

23 | Vitamin va/hodc Thudc tra mét
Chondroitin
24 | Almagat Ubng: cac dang
Ubng: cac dang voi
gidi han hoat chat nhu
. 5 sau:
hAn;bro;(Rl lcliorntthanh p!han - D chia lidu
g%, |PeL PSS TP SRS i Ambroxol clorhydrat <

vién ngdm (nhu vdi céc tinh
dau, Bacitracin...)

nhiét, giam dau Amglgonvy
- Chua chia liéu:
Ambroxol clorhydrat <
0,8% |
Amylase dang don thanh ‘
phan hodc phoi hop véi £ '
26 Protease va/hoac Lipase Ucng; cic dang
va/hodc Cellulase
Amylmetacresol dang phoi
27 hop trong cac thanh pham Ubng;: vién ngém

Thubc tra mét

28 |A :
reyron Dung ngoai
29 | Aspartam Ubng: cac dang
Aspartat don thanh phan g
30 hodc phé i hop Uong: cac dang
31 | Attapulgit Ubng: cac dang
32 | Azelastin Thudc tra mat, tra mii

133

Bac Sulphadiazin

Dung ngoai
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Pwong dung, dang . -
TT| Thanh phin hoat chit bao ché, gi6i han Cheguy Gk
5 A A cu the khac
ham lugng, nong do ’
Bacitracin phm hop voi mot
s6 hoat chat khac trong céc ,
34 | thanh phdm vién ngdm (phéi | Udng: vién ngam

hop véi Neomycin sulfat;

Amylocain; Tixocortol...) |
Thuéc tra mii: dang |
khi dung véi gidi han

_ lidu dung toi da 1 ngay
35 | Beclomethason dipropionat < 400 meg, déng Qs
200 liéu (tinh theo hoat

chét khéng c6 mudi)

Benzalkonium ph6§ hop

trong cac thanh pham dung

ngoai (voi Cholin; acid

salicylic; Nystatin; Dung ngoai

36 |y : A A

Duodohydroxyqun} o Vién ngam

trong céac thanh pham vién

ngam (voi Tyroth\ricin,

Bacitracin, tinh dau...)

Dung ngoai: cac dang
voi giéi han Benzocain
37 | Benzocain dang phéi hop < 10%;
Vién dat hau mén
Udng: vién ngam
Benzoyl peroxid don thanh | Dung ngoai: crgtc dang
38 | phan hodc phoi hgp véilod | véi gidi han nong do <

va/hodc luu huynh 10%

Dung ngoai: kem boi

Benzydamin hydrochlond niém mac miéng, ngéc

39 | don thanh phan hoic phdi xuc miéng, thuoce xit

hop hong
Ubng: vién ngam

Benzydamin salicylat don " ..

e thanh phan hodc phdi hop Dung ngoai
Benzyl benzoat phm hop L
41 | trong céc thanh pham dung | Dung ngoat: cac dang

ngoai (vadi cac tinh dau, Con
Isopropyl...)

Miéng dén
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Puong dung, dang " _—
TT| Thanh phin hoat chit bao ché, giéi han (i‘“ t‘}l‘éyk:;“c |
ham lwgng, ndng do ¢
42 | Berberin Ubng: cac dang

Biclotymol don thanh phén
hodc phoi hgp vdi Enoxolon

ek : Dung ngoai
43 va/hoac Phenylephrin Thube tra mii
hydrochlorid va/hoéc i N
Clorpheniramin maleat Udng: vien ngam
va/hogc tinh dau
Bifonazol don thanh phan ! y
44 |} odc phéi hop véi Urea LRimgngoat
Uéng:‘céc dang da
45 | Bisacodyl chia liéu v&i ham
luong £ 10mg/don vi
46 | Bismuth dang mubi Uéng: cac dang Chi dinh dicu trj

chung ¢ nong

47 | Boldine Ubng: cac dang
Ubng: cac dang véi
gidi han Bromhexin

Bromhexin Hydrochlorid Hydrochlorid nhu sau:
don thanh phan hoic phm _Di chia lidu <

48 | hop trong cac thanh pham -

thubc ho, ha nhiét, giam dau

8mg/don vi;

- Chua chia liéu <
0,8%

Thude dat hdu mén

49

Bromelain don thanh phén
hodc phdi hgp vadi Trypsin

Udng: cac dang

50

Brompheniramin maleat don
thanh phan hoc phm hop.
trong cac thanh pham thude
ho, ha nhiét, giam dau

Udng: cac dang

51

Budesonid

Thudc tra mili: dang
khi dung, G ong hit,
thude bat dé hit véi
gidi han lidu dung toi
da 1 ngay < 400mcg,
déng goi <200 liéu
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DPuong dung, dang ; .
h.
TT| Thanh phan hoat chat bao ché, gm’l han Ccac t?lléyk:iinc
ham lwgng, nong d9 v
Bufexamac don thanh phan
hoéc phé):l hop trong cac
59 thanh pham dung ngoai, Dung ngoai
thudc dat hdu mon (vai Thubc dat hdu mén
Titan Dioxid, Bismuth,
Subgallat, Lidocain...)
53 | Butoconazol Dung ngoai
Cafein ph6i hop véi cac hoat | . 2 .
o chét c6 trong danh muc nay Uong:cicagug
Calamin don thanh phan
55 | hodc ph01 hop trong céc Dung ngoai
thanh phdm dung ngoai
Calci (bao gom cac dang
hop chét) thudc don thanh Vi chi dinh bé
56 phan hoge phoi hp voi Ubng: cac dang sung calci cho co

Vitamin D (trir Calcitriol)
va/hodc cac Vitamin va/hoédc
Ipriflavon

thé

Carbinoxamin don thanh
phan hogc pho: hop trong
céc thanh phdm thudc ho, ha
nhiét, giam dau (voi

Tét c4 cac thube
thanh pham c6 chira
Pseudoephedrin

dugc ban l(hongI can
don véi s6 lugng tdi

57 | pseudoephedrin Denguong da cho 15 ngay $ir
hydrochlorid va/hodc dung. Co so ban 1é
Bromhexin va/hoac phai theo doi tén,
Paracetamol) dia chi nguoi mpa

trong sO ban lé.

58 . . |
Carbocystein Uodng: cac dang

Di =7

59 | Carbomer ung e %

Thudc tra mat
Catalase don thanh phan

60 | hodc phdi hop trong cac , i
thanh pham ding ngodi (véi | D8 MBS
Neomycin)

61 Ubdng: cac dang

Cetirizin dihydroclorid
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Puwong dung, dang skl
TT| Thanh phin hoat chat bao ché, giéi han (iéc t?lléf‘);(iiinch:
ham lwong, ndng do v
Cetrimid phéi hop v6i mot
sO hoat cl:1ét khéac trong cac
62 | thanh pham dung ngoai Dung ngoai
(Lidocain, Kém, C‘alamin,
Aminacrine, tinh dau...)
Cetrimonium phdi hop
trong céc thanh pham dung | v g ngodi

63

3. A A ‘ .
ngoai, vién ngadm (phoi hop
voi Lidocain; Tyrothricin,
tinh dau...)

Uobng: vién ngam

64

Chitosan (Polyglusam)

Dung ngoai

65

Cholin don thanh phan hodc
phdi hop cac acid amin,
Vitamin trong céac thanh
phim dang udng; phdi hop
voi acid Salicylic,
Benzalkonium... trong céc
thanh phim dung ngoai

Ubng: cac dang
Dung ngoai

66

Chondroitin don thanh phén
hodc phdi hop véi
Glucosamin va/hodc dau ca
va/hodc cac Vitamin va/hodc
cac acid amin

Udng: cac dang

Chondroitin don thanh phan

Thubc tra mét

67 | hodc phbi hop Borneol va, . .-
hodc céc Vitamin Dung ngoa
68 | Ciclopirox olamin Duing ngoai

Uébng: dang chia lidu

5 | Cimetids vai giéi han ham Chi dinh diéu tri
tmendin luong Cimetidin < chimg ¢ nong
200mg/don vi
70 | Cinarizin Uémg: cac dang

71

Cinchocain phdi hop trong
cac thanh pham ding ngoai,
thudc dit hau mén (nhu véi
Hydrocortison, Neomycin,
Esculin...)

Dung ngoai
Thude dit hau mén
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Puwong dung, dang : y
TL Thanh phan hoat chat bao ché, gidi han C'cac t‘;‘éykgg::h
ham lwgng, nong do v
72 C1trullm Ubng: cac dang
73 Clobetason butyrat Dung ngoai
74 | Clorhexidin Dung ngoai
75 | Clorophyl Udng: cac dang
Ubng: cac dang.
Clorpheniramin maleat don Dong dcac haénni b
76 thanh phan hodc phm hop d’? nﬁ. (imt . PERS
trong céac thanh phim thude CE; - 1}? e I
ho, ha nhiét, giam dau orp emran.lm maleat
< 4mg/don vi.
Clorpheniramin maleat phdi , '
77 | hop Chondroitin va/hodc céac | Thude tra mat
Vitamin
Dung ngoai: cac dang
s v 2 A< |
78 | Clotrimazol v6i gidi han nong L
3%
Vién dat am dao
Ubng: cac dang. vdi Thanh pham Chj:‘
.. |gioihmhimlugng | Codein duoe ba
Codein phdi hop vai cac Codein (tinh theo dang khong can don vm
hoat chat c6 trong danh muc base) nhur sau: ' s6 luong t6i da ho
79 | nay véi chi dinh chita ho, ha Dang chia lidu < 10 ngay str dung.
A v - C =
nhiét, gidm dau .y gfd s Co s6 béan 1é phai
5 b v hia 1id theo ddi tén, dia chi
"< E.lrLg chua chia €U | jo1vgi mua trong so
<2,5% ban 1&.
Coenzym Q10 don thanh ,
80 | phan hodc phdi hop voi cac | Udng: cac dang
Vitamin
81 | Crotamiton Dung ngoai
Dequalinium don thanh
phan hodc phm hop trong Dung ngoai
cac thanh pham dung ngoai, Vién dit 4m dao
82 | vién ngam ' '

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

Udng: vién ngam
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Duong dung, dang . 3
TT| Thanh phin hoatchit | bao ché, gi6i han Cicquy djux
’ . A 5 cu thé khac
ham lwgng, nong do
Udng: cac dang voi
gidi han ham lugng <
83 | Desloratadin Smg/don vi chia liéu
Hodc dang udng voi
lieu toi da Smg/ngay
Dexbrompheniramin maleat
don thanh phan hoic ph01 £ . g
e hop trong cac thanh pham Ubing: 4z aang

thudc ho, ha nhiét, giam dau

Dexclorpheniramin maleat

don thanh phan hoac ph01 2.
8 hop trong céc thanh pham Ubng: céc dang
thube ho, ha nhiét, giam dau
.I.h A M
86 | Dexpanthenol ,UOC Ha ‘rr.lat
Dung ngoai
Diclofenac don thanh phan |y, g ngodi
87 | hoac phéi h0'p vGi Methyl Tl £ (d
salicylat; cac chét thudc p uo§ ‘t;;mig( ang
nhém tinh dau... on thénh phen)
88 | Dicyclomin Ubng: céc dang
89 | Diethylphtalat (DEP) Dung ngoai
90 | Dimenhydrinat Udng: cac dang
Dimethicon
(Dimethylpolysiloxan) don £ ...
2 thanh phan hozc phéi hgp Udng: céc dang

v&i Guaiazulen

Dimethicon phm hop trong
c4c thanh phdm dung ngoai

L (v6i Kém; Calamin; Dung ngoal
Cetrimid...)
Ubng: cac dan
93 | Dimethinden SIgReeEe
Dung ngoai
gy |DPAH thosin Thubc tra mét

monophosphat
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Puong dung, dang ; y
TT| Thanh phin hoat chit bao ché, giéi han Ccac t(rl.%ykgiinch
ham lugng, nong dd v
95 Enll(;scrgf)ctlt (Dioctahedral Ubng: céc dang
Diosmin phi hop '
g |Hesperidn v ahodemOtsO | 5800: cac dang
cao duoc liéu chira
Flavonoid
Ubng: cac dang voi
gidi han ham lugng
(tinh theo dang base)
97 Diphenhydramin nhu sau: ‘
hydroclorid hodc monocitrat | - D2 chia liéu <
50mg/don vi;
- Chua chia liéu: <
2,5% |
98 | Dong sulfat Dung ngoai
) Tét ca cac thudce
Doxylamin phoi hgp trong thanh pham c6 chira
cac thanh pham thuoc ho, ha Pseudoephedrin|
nhiét, giam dau (vai dugc ban khong can
99 | peeadoephedti Ubngicie 8| gano 15 nghy 1
Hydrochlorid, cac hoat chét dung. Co so ban ¢
khac co trong danh muc phai theo doi tén,
thudc khong ké don) dia chi ngudi mua
trong soO ban lé.
; A Dung ngoai, gioi han
E | don thanh pha \ 5 :
100 hg;gafé : hgp véi phan nong d¢ Hydrocortison
Hy drgco A tinh theo dang base <
4 0,05%
3 Dt ai: thude boi
Enoxolon don thanh phan | - g"(')’égi o Lo béi
101 hodc phoi hgp trong cac nidm mac miéng, nuéc

thanh pham dung ngoai, vién
ngam

xc miéng
Udng: vién ngam
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Duing dung, dang

r . h
TT| Thanh phin hoat chit bao ché, gi6i han Casiquy Gin
cu thé khac
ham lugng, nong do ,
Thanh pham chira
Ephedrin dugc ban
tbi da khong can |
‘ - . | don véi s6 lugng B
Thuoc tra mat, tra miii: . Mo i
: ; : : , don vi d6n nho
102 | Ephedrin Hydrochlorid dung dich < 1%. Dong nhé"it/]!én &0l
f < :
20 < ko con v Co 6 bén 1¢ phai
theo ddi tén, dia chi
nguoi mua trong 50
ban le.
103 | Eprazinon Udng: cac dang

Esdepallethrm phon hop
trong céc thanh pham duing
ngoai (voi Plperonyl

194 Spregal, tinh dau, céc chat Kieggel
co trong thanh phan tinh
dau)
Estradiol don thanh phan % 2 5 *Thudc chi dugc
105 | hodc phéi hop Ubng: cicdangdd | 18 4y vet véi chi
Dy ; chia liéu ; A ;
ydrogesteron dinh tranh thai
. 5 Dung ngoai (con sat
106 Ethanol don thanh phan tring)

hoic phdi hop

Udng: dang phdi hop

107

Ethinylestradiol don thanh
phén

Ubng: cac dang da
chia lieu

*Thudc chi dugr
phé duyét véi ch
dinh tranh thai

—

108 | Etofenamat Dung ngoai |
Ubng: dang chia liéu Ban khong can don
109 | Famotidin vaGi gidi han ham toi da cho 14 nga

lvong <20mg/don vi

y
sir dung

110| Fenticonazol Dung ngoai

111| Fexofenadin Udng: cac dang
Vién ngadm

112 | Flurbiprofen Dung ngoai

Thudc tra mat
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TT

Thanh phan hoat chat

Puong dung, dang
bao ché, giéi han
ham lwgng, ndng d§

Cac quy dinh
cu thé khac

113

Glucosamin don thanh phéan
hogc phéi hop véi
Chondroitin va/hodc cac
Vitamin

Ubng: cac dang

114

Glucose hoéjc Dextrose don
thanh phéan hodc phoi hop
v&i cdc muoi natri, kali

Ubng: cic dang

Vi chi dinh bo.
sung duong, chat

dién giai.

115

Glycerin don thanh phan
hodc phéi hgp trong cac
thanh pham dung ngoai,
thudc tra mét (véi
Polysorbat 80)

Dung ngoai
Thudc tra mét

116

Glycerol phdi hop véi dich
chiét dugc li¢u

Thudc thut truc trang

117

Guaiphenesin don thanh
phan hodc phéi hop véi cac
hoat chét cé trong danh muyc
thubc khong ké don ¢6 téc
dung chira ho, ha nhiét, giam
dau.

Ubng: cac dang

Tat ca cac thuoc

thanh pham c6 chira

Pseudoephedrin
dugc ban khong

can

don véi s6 lugng tdi

da cho 15 ngay

dung. Co so ban|le

sir

phai theo ddi tén,
dia chi nguoi mua

trong sb ban 1.

118

Hexamidin don thanh phan
hodc phéi hgp (véi Cetrimid,
Lidocain, Clotrimazol,
Catalase)

Dung ngoai

119

Hexetidin don thanh phan
hodc phéi hop (véi
Benzydamin,
Cetylpyridinum, Cholin
Salicylat, Methyl salicylat,
tinh déu...)

Dung ngoai: thudc bdi
ngoai da, dung dich
Xuc miéng

120

Hydrocortison don thanh
phén hodc phéi hgp (voi
Miconazol, Econazol,
Tioconazol, Neomycin)

Duing ngoai: cac dang
véi nong do
Hydrocortison < 0,5%
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TT

Thanh phan hoat chat

Puong dung, dang
bao ché, giéi han
ham lwgng, nong do

Cic quy dinh
cu thé khac

Hydrogen Peroxid (Oxy gia)

don thanh phan hoac phdi . o

bk hop Natri Lauryl sulfat Dz ngonl
va/hodc tinh dau...

122 | Hydrotalcit Udng: céac dang

123

Hyoscine (Scopolamin)
butylbromid don thanh phan

Ufmg: cac dang, bao
gom vién nhai.
Giéi han ham lugng da

124

E;iioi?ﬁ:) ggp vai Meclizin chia lidu < 20mg
Miéng déan
Hydroxypropy!

methylcellulose
(Hypromellose, HPMC) don
thanh phan hodc phéi hop
Dextran 70 va/hoac

Thudc tra mét: cac
dang

Carbomer
Udng: céc dang véi
giéi han ham luong
125 | Ibuprofen nhu sau: da chia liéu <
400mg/don vi.
Dung ngoai
126 | Ichthammol Dung ngoai
Dung ngoai
127| Indomethacin Tra mét dung dich
0,1%
Tod phéi hop Kali Iodid : o el
128 | va/hoic Acid Benzoic ]d).u rllg dng,(;:;vm HonE
va/hodc Acid Salicylic $=063.570
129 Isoconazol Dung ngoai
130 | Isopropyl Methylphenol Dung ngoai
K&m oxid, Kém pyrithion,
K&m Gluconat, Kém )
131 | undecylenat don thanh phan | Dung ngoai

hoac phéj hop trong cac
thanh pham dung ngoai
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Puong dung, dang

I'T Thanh phén hoat chit bao ché, giéi han Cac quy d!’nh
. 3 A A cu the khac
ham lugng, nong do
132 | K&m sulfat ng ngoat

Thudc tra mét

133

Ketoconazol don thanh phan
hodc phéi hop véi Kém
Pirythion va/hoac
Hydrocortison va/hodc
Trolamin

Dung ngoai: cac dang
v6i nong do
Ketoconazol < 2%

134 | Ketoprofen Dfll’lé— ngoai
135 | Lactitol Ubng: ;élc dang
136 | Lactoserum atomisate Dung ngoai
137 Lactulose Ubng: cic dang

138

L-Carnitin dang don thanh
phan hodc phoi hop vai céc
vitamin

Udng: cac dang

139

Levocetirizin

Uodng: cac dang

140

Leyonorgestrel don thanh
phéan

Ubng: cac dang

phé duyét voi ch

* Thude chi duc_:T
dinh tranh thai

141

Lidocain don thanh phan
hoac phoi hgp

Dung ngoai

142

Lindan (Benhexachlor, 666,
Gamma-BHC) don thanh
phan hodc phéi hep véi
Lidocain

Dung ngoai véi nong
d6 Lindan £ 1%

143

Loperamid

Udng: cac dang véi
gi¢i han ham lugng da
chia liéu Loperamid <
2mg
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Puong dung, dang ; :
TT| Thanh phin hoat chit bao ché, giéi han Caequy st
§ A " cu the khac
ham luwgng, nong do
hnig: odo:dipe vl Tt ca cac thube
i R thanh phédm c6 chira
gidi han ham lugng Deendoeshiedii
Loratadin don thanh phdn | nhu sau (tinh theo BRECHEPHGOLIC. |
L . dugc ban khong can
hoéac phoi hop dang base): X I
; AR don voi s0 lugng to1
144 | Pseudoephedrin - Ba chia liéu: S sty 1% fpkes
Hydrochlorid va /hogc Loratadin < 10mg/don Be
; dung. Co sé ban le
Paracetamol Vi, e 1
. phai theo doi tén,
- Chua chia liéu: dia chi ngudi mu
1 0 J M
Loratadin £0,1% trong sb ban I&. |
145 | Loxoprofen Udng: cac dang
bng: cac d
146 | Macrogol Uon:g HEGIS 5
Thudc thut truc trang
Magaldrat don thanh phén

147

hodc phdi hop véi cic hop
chat Nhom, Magnesi, Acid
Alginic (hay dang mudi
Alginat).

Udng: cac dang

148

Magnesi bao gbm cac dang
muoi, hop chat ciia magnesi

Udng: cac dang

Vi céc chi dinh/bd
sung magnesi cho
co thé, trung hoa
acid dich vi, nhuan
trang.

149

Mangiferin

Dung ngoai

Ubng: céc dang, voi
gioi han ham lugng
nhu sau:

150 | Mebendazol - Donig chita [ 3y <
500mg/don vi
- Chua chia liéu < 2%
: Ubng: dang chia liéu <
151 | Mebeverin 200mg/don vi
152 Men nam (cellulase Ubng: céc dang

fongique)
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Puwong dung, dang :
TT| Thanh phin hoat chét bao ché, giéi han Ccéc t‘;‘l‘éyk:i;h
ham lwgng, nong d9 v
Men tiéu héa dang don
153 thanh phan hoac phoi hgp Ubng: céc dang

bao gom phdi hop véi cac
vitamin

Menthol phéi hop véi mot ,
154 89 hoat chat khac nhu hdn | Udng: cac dang
hop tinh dau, Methyl Dung ngoai: cac dang
Salycilat....
155 | Mequinol Dung ngoai
156 | Mequitazin U?ng: cac\(.:lang
Dung ngoai
£ Dung ngoai vdi qu Bén khong don moi
157| Mercurocrom (Thuée do) ung ngoal Vol quy 13, vhong qué 2 don
cach dong goi < 30ml o ol
vi dong go1
Methy! salicylat phéi hop Ding nggod
158 trong cac thanh pham vién Midng: dén

ngdm, dung ngoai (phéi hop
vai tinh dau...)

Vién ngdm

159

Metronidazol

Dung ngoai

160

Miconazol

Dung ngoai
Thuoc boi am dao <
2%

161

Miconazole phéi hop véi
Hydrocortison

Dung ngoai

Thudc béi am dao
Miconazol £2%:;
Hydrocortison <0,05%

162

Minoxidil

Dung ngoai: cac dang
nong do <5%

163

Mometasone

Thudc tra miii: < 50
meg/lan xit véi quy
cach dong goi <200
liéw/hop;

Dung ngoai.

164

Mupirocin

Dung ngoai

165

Myrtol don thanh phan hogc
phcfwi hop trong cac thanh
pham vién ngdm

Ubng: cac dang
Dung ngoai
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Pudng dung, dang ; b
TT| Thanh phin hoat chét bao ché, giéi han (if“’ t(llllfl:yk:g::
ham lwgng, ndng do v |
Naphazolin don thanh phan

166

hoéc ph(n hop trong thanh
phim thudc miii nhu
Diphenylhydramin va/hoéc
Procain

Thubc tra mii voi
ndng d6 Naphazolin <
0,05%

167

Naphazolin phm hop trong
thanh phim thudc tra mat
(Pheniramin; Vitamin
glycyrhizinat,
Dexpanthenol...)

Thubc tra mat: cic
dang vdi nong do
Naphazolin < 0,1%,

168

Naproxen

Ubdng: cac dang da
chia liéu véi giéi han
ham lugng <
275mg/don vi

169

Na:tri benzoat ’dcm thanh
phan hoac phoi hop

Ubng: cac dang

170

Natri bicacbor}at don thanh
phan hoac phdi hop

Udng: céc dang

171

Natri carbonal; don thanh
phan hodc phoi hop

Ubng: cac dang

172

Natri

Carboxymethylcellulose (Na
CMC)

Thudc tra mét

173

Natri clorid don thanh phan
hoic phdi hop véi cde mudi
Kali Citrat, Natri citrat...

Ubng: cac dang

Dung ngoai

Thuég tra mét, tra miii
véi nong d6 0,9%

174

Natri Docusat

Ubng: céac dang

175

Natri Fluorid dang phéi hop

Dung ngoai: danh
rang, suc miéng

176

Natri Hyaluronat (Acid
Hyaluronic)

Dung ngoai
Dung dich nhoé mét voi
nong d6 <0,1%
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LISS

B Puong du
g dung, dang ‘ y
TT| Thanh phin hoat chit bao ché, giéi han Cavguy it
x A " cu the khac
ham luwgng, nong do
Dung ngoai, bao gdm
177 | Natri Monofluorophosphat e Lyng l:an o Sac.ki
khoang miéng, niem
mac
- £ Ubng: dang phdi hop
178 Ilfatrl Salicylat dang phoi trong c4c vién ngam
F Dung ngoai
Neomycin sulfat p}_léi hop
trong cac thanh pham vién | (4.0 via i
179 | ngdm (K&m; Bacitracin; D(\)ﬂg. wer‘llngam
Amylocain...), cac thanh ig ngoal
pham dung ngoai
Nguyén t6 vi lugng: crom,
flfa‘fg’ aiall‘;é’;‘lag“fj;;lg on | . Véi chi dinh bd
180 thénh‘phén holic pﬁé  hop, Uong: céac dang z;i]r;g Eliﬁa‘ng chat
bao gdm cé cac dang phoi Bl Re.
hop voi cac Vitamin.
Nhom, magnesi, calci va cac Vi chi dinh trung
181 hgp chat ciia nhoém, i T hoa acid dich vi|
magnesi, calci dang don & ang chira loét da dayl,
thanh phan hoac phoi hop hanh ta trang.
182 Nonahydrated Natri Sulfid + Ubng: cac dang
Saccharomyces Cerevisiae | Ding ngoai
183 | Noscarpin Ubng: cac dang
Nystatin don thanh phan . "
184 holic phéi hop Dung ngoal
Vi chi dinh ¢ nong.
Ubng: dang da chia Chi dugc ban ban
lidu voi ham lugng < “3} da lé:“} kzhdng
185 | Omeprazol 10mg/don vi c6 don vai so luong
' cho 14 ngay su dung
va liéu mdi ngdy <
20mg
186 | Orlistat Ubng: cac dang
187 | Ossein hydroxy apatit Udng: cac dang
Oxeladin Ubng: c4c dang
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Puwoing dung, dang ; i
h A dinh
TT| Thanh phin hoat chét bao ché, gi6i han C::f t‘;‘l‘éykhgl
ham lwgng, ndng do :
189 | Oxomemazin Ubng: cac dang
. Thube tra mii voi
190 | Oxymetazolin ndng d < 0,5%
Pancreatin don thanh phan
ho#c phoi hgp voi
191 Simethicon va/hodc cac men Obng: ok dad
tiéu hoa va/hoac cac & ans
Vitamin nhém B va/hoéc
Azintamid
192 | Panthenol Dung e .
Thuoc tra mat
3 o Dang phdi hop quy
Udng: cac d A A
193 | Paracetamol don thanh phan 0“1% cac Emg - dinh cu thé trong
Thuoc dat hau mon danh myc
Thanh pham phdi

Paracetamol phoi hop véi
cac hoat chat c6 trong Danh
muc nay c6 tac dung chira

hop c6 chira cac
hoat chat ¢6 quy
dinh gidi han ha
lugng, sd lugng | an

194 ho, ha nhiét, giam dau, Udng: céc dang 1é ti da 1 14an, ghi
chong di img s6 ban 18 thi pha
thyc hién theo quy
dinh cu thé ;Iﬁi |(’Jri
cac hoat chat do
195 | Pentoxyverin Ubng: cic dang
196 | Phenylephrin Hydrochlorid Fiutic tra miat, 1O

mii nong d6 < 1%

197

Phenylephrin Hydrochlorid
phdi hop trong cac thanh
pham dung ngoai (nhu
Petrolatum sperti yellow;
Mineral oil light; Shark liver
oil...)

Dung ngoai

198

Phenylephrin Hydrochlorid
phdi hop trong céc thanh
phém thudc ho, ha nhiét,
giam dau

Ubng: cac dang
Thubc dat hau mon
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|

Puwong dung, dang > :
TT| Thanh phin hoat chit bao ché, giéi han C::l“ t%‘éykgg::h
ham lugng, nong do g
199 | Phospholipid Ubng: cac dang
200 | Picloxydin Thudc tra mét
L Dung ngoai: cac dang

9 )
201 | Piroxicam v&i ndng 46 < 1%

Policresulen y ..

D

202 | (Metacresolsulphonic acid- |, ;:ng ng-oai .

formaldehyd) I'huoc dat truc trang

Polyethylen glycol 400 don ' ’
203 | thanh phén hoac phdi hop Thuoc tra mat

vGi Propylen glycol
204 | Polysacharid Udng: cac dang

Polytar dang don thanh phan

205

hodc phéj hop trong cac
thanh pham dung ngoai (nhu
K&m Pyrithion...)

Dung ngoai

206

Povidon Iodin

Dung ngoai: cac dang
(bao gdm dung dich
stic miéng voi nong do
< 1%). Thudc tra mat

207

Promethazin Hydrochlorid
don thanh phan hodc ph01
hop trong cac thanh pham
thudc ho, ha nhiét, giam dau
(voi Carbocystein;
Paracetamol...)

Ubng: cac dang voi
gi‘éi han ham lugng,
nong dd Promethazin
nhu sau (tinh theo
dang base):

- Pi chia lidu <
12,5mg/ don vi;

- Chua chia liéu €
0,1%

Dung ngoai: nong do <
2%
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cac thanh pham chira

Puwong dung, dang ; :
TT| Thanh phén hoat chét bao ché, gi6i han Cc"c t‘;‘}'éykdhg’ch
ham lwgng, nong d9 v
_ .. | Thanh phim chira
Utng: céc dang a1 Pscudoephedrin
161 han : i A
g1o1 ¢ : duoc ban khong can
Pseudoephedrin nhu d " X
; on voi so lugng tol
Pseudoephedrin sau (tinh theo dang da cho 15 ngly s
208 | Hydrochlorid phdi hop véi | base): ‘ dung
Cetirizin - Dang chia liéu < .
120mg/don vi; Coso Eanﬁle P .ha :
- Dang chua chia liéu theo\ (_101 tent,rdga t?
<0.5% ngudi mua trong )
ban l¢.
Ubng: cac dang voi Té“t ca cac thude |
2i¢i han | gl-anillpha}? (clzo chua
Pseudoephedrin Pseud'oephedrm nhu dfri::: ggg kilérrlln 30
Hydrochlorid phdi hop trong | SaU (tinh theo dang S i m% Ut(") :
209/ cac thanh phdm thude ho, ha base): ‘ Aa:cho TS ik EU
nhiét, giam dau, chdng di - Dang chia liéu dhisrig Clogs ('Jrgb{a':nllé
g <120mg)/ dor i3 3 pfléi l.;heo ddi tén,
- Dang chua chia liéu | 4iq chi ngudi mua
<0,5% trong sb ban I¢é.
210/ Pyrantel Ubng: cac dang Chi dinh trj giun
, Bén t6i da khong co
Udng: cac dang da don cho 15 ngay sur
211 | Ranitidin chia liéu < 75mg dung.
Chi dinh diéu tr
ching ¢ nong
Rutin don thanh phan hoic |
phdi hop véi Vitamin C R
212 va/hodc céc cao, dich chiét Udng: cée dang
tr dugc liéu
213 | Saccharomyces boulardic Ubng: cac dang
Saccharomyces cerevisiae '
214| véi Trihydrat Magnesisi Udng: céac dang
Sulfat
St dang hop chat don thanh
hén hodc phdi hop tron L Véi chi dinh b
215| ¢ ; o Udng: céc dang sung st cho ¢ thé.

vitamin, khoang chat
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TT

Thanh phan hoat chat

Puong dung, dang
bao ché, giéi han
ham lwgng, nong d¢

Ciac quy dinh
cu thé khac

216

Selen hitu co dang phéi hop
trong céc thanh pham chira
Vitamin, khoang chat

Udng: cac dang vdi
gioi han ham lugng
nhu sau:

- Dang d4 chia liéu
Selen < 50mcg/ don vi

Vitamin va/hoéc cac cao,
dich chiét tir dugc liéu.

217 | Selen sulfid Dung ngoai
Silymarin don thanh phan
218 hodéc phoi hop voi cac Ubng: céc dang

219

Simethicon don thanh phan
hogic phdi hop véi
Pancreatin va/hodc Acid
Desoxycholic va’hoac cac
Vitamin nhém B va/hodc
cac men tiéu hoa

Ubng: cac dang

220

Simethicon ph6i hop véi céc
hop chit nhém, magnesisi,
va/hoédc Dicyclomin va/hodc
than hoat

Udng: cac dang

Sorbitol don thanh phan ¢
221 holic phii hop Uolng: cac dang
6ng: cac d
222 | Sterculia (gum sterculia) Uang: cao dang

Thude thut truc trang

223

Sucralfat

Ubng: cac dang

224

Sulbutiamin

Ubng: cac dang

Sulfogaiacol (hoac
Sulfoguaiacol) don thanh
phan hodc phdi hop trong
céc thanh pham ha nhiét,
giam dau, chéng ho

Ubng: cac dang

226

Terbinafin

Dung ngoai: céc dang
véi nong do < 1%
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Puwong dung, dang ; :
TT Thanh phan hoat chit bao ché, gioi han Cac %y d!'nh
] A x cu the khac
ham lwgng, nong do
Ubng: céc dang. " ]
Dang phdi hgp Codein Thanh pham chira
(tinh theo dang base) Codein duoc ban)
, i . _ | gi6i han ham lugng khong cangc‘.ion v
Terpin don thanh phan hodc | 11+ sau: s lugng toi da cho
227 | phoi hgp vdi Codein 10 ngay sur dung

- Dang chia liéu <
12mg/don vi;

- Dang chua chia lidu
<2,5%

Co s¢ ban 1€ phai

theo doi tén, dia ¢hi
ngudi mua trong )
ban le.

228 | Tetrahydrozolin Thude tra mili
Than hoat don thanh phan ,

229 | hodc phoi hgp voi Uodng: cac dang
Simethicon
Tinh dau (bao gdbm nhém Ubdng: cac dang ’

230

cac chat Menthol, Pinen,
Camphor, Cineol, Fenchone,
Borneol, Anethol,
Eucalyptol...)

Dung ngoai: thuoc boi
ngoai da

Nude suc miéng, thude
bdi niém mac miéng

Dung ngoai: cac dang

Tioconazol don thanh phan | v6i nong do nhu sau:
231/ hodc phdi hop véi - Tioconazol < 1,00%
Hydrocortison - Hydrocortison <
0,05%
232 | Tolnaftat Dung ngoai
Triclosan don thanh phan
233 | hoac phéi hop trong cac Dung ngoai
thanh pham dung ngoai
Tét ca céc thude
thanh pham c6 chira
Triprolidin don thanh phan Esgudoephedriy
& £s : dugc ban khong can
hoyepha! hyp irong Gae : don véi s6 lugng tdi
234 | thanh pham thuoc ho, ha Udng: cac dang

nhiét, giam dau.

da cho 15 ngay su
dung. Co so ban le
phai theo doi tén,

dia chi nguoi mua
trong so ban lé.

|




24

Duing dung, dang ; ;
TT| Thanh phin hoat chit bao ché, glm han ke Y d!nﬂ
cu the khac
ham lugng, ndng 49
Trolamin don thanh phén
hodc ph01 hop trong céc
235 | thanh phdm dung ngoai (véi Dung ngoai
Triclosan va/hoic
Tyrothricin)
Tyrothricin don thanh phan :
hoic phéi hop (véi Udng: vién ngdm
236 | Benzalkonium, Benzocain, | Dung ngoai: dung dich
F ormaldehyd Trolamin, tinh | stiic miéng, xit miéng,
dau, céc thanh phan trong bdi ngoai da
tinh dau)
Urea don thanh phan hoac
phéi hop véi Vitamin E
237 va/hodc Bifonazol va/hoic o
céc dugc liéu khong thude §ng
Danh muc dugc li§_‘:u ddc do
B trudng BY Y té ban hanh
Uéng: cac dang véi
Vitamin A va tién Vitamin | giéi han ham lugng
138 A (Betacaroten) dang don Vitamin A <5000
thanh phan va phéi hop véi | TU/don vi
cac vitamin Dung ngoai
Thudc tra mat
Ubng: cc dan
Vitamin dang don thanh Dgzg nca;:éi s i
phan (trir Vitamin D dang e iy, i 2
Cac phoi hgp dang Vi tac dung bo
don thanh phan) hoac dang % g e s v
uong ¢6 chura Vitamin | sung Vitamin,
239 | phdi hop cac Vitamin, Sk 3£ : |
A thuc hién giéi han khoang chat va dinh
khoang chit, Acid Amin, . .
" A : ham lugng nhu sau: dudng
cac Acid béo, Taurin, Vitamin A < 5000
Lutein, Z thi e = s
i IU/don vi chia liéu
Vitamin nhém B, Vitamin % z
240| PP don thinh phan hogc | 1PUOC tra mat

phéi hop
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Puong dung, dang ] !
5 A £ ‘ P Cac quy dinh |
TT| Thanh phan hoat chat bao che, gioi han cu thé khac

ham luwgng, nong do

Vi khuén c6 1¢i cho dudng
tiéu hoa: Bacillus claussi,
Bacillus subtilis,

241 | Lactobacillus acidophilus Ubng: cac dang
dang don thanh phan hoac
pho1 hop, bao gom ca dang
phm hop véi cac vitamin

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

243 | phan hodc phdi hop véi han nong do
Benzalkonium. Xylometazolin < 1%

* Poi véi cac thude cé chi dinh tranh thai thuoc Danh muc néy, ngudi b|'r1 le
thude 13 duoc si dai hoe hodc ngudi chiu trach nhiém chuyén mon veé dugc cua co
s ban lé thuoc c6 trach nhiém cung cip va tu van cac thong tin lién quan dén
thude, bao gom: tén thuoc cong dung, chi dinh, chéng chi dinh, liéu durlg, cach
dung va nhiing van d& can luu y trong qué trinh sur dung thudc trude khi cap| phat
hodc ban cho nguoi sir dung.

II. QUY PINH THUOC DUQC LIEU, THUOC CO TRUYEN (TRU VI
THUOC CO TRUYEN) KHONG KE DON

Thude duge liduy, thude ¢6 truyen (trur vi thude ¢ truyén) dap Umg déni thoi

céc tiéu chi sau duge phén loai 1a thude khong ké don:

l. Trong thanh phan khéng chira dugc ligu thugc Danh myc dugce liéu doc
do Bo truong Bo Y té ban hanh.

2. Khéng dugce c6 mdt trong cac chi dinh sau:

2) H tro didu tri hodc diéu tri bénh ung thu, khéi u;

b) Piéu tri bénh tim mach, huyét ap;

¢) Diéu tri bénh vé gan, mit hodc tuy (trir chi dinh: bo gan);

d) Piéu tri Parkinson;

d) Didu tri virus;

¢) Piéu tri nam (trir thudc dung ngoai);

g) Diéu tri lao;

h) Diéu tri sot rét;

1) Diéu tri bénh git;

k) Diéu tri hen;

1) Diéu tri bénh vé ndi tiét;

m) Diéu tri bénh hoac ri loan vé mau;

n) Diéu tri bénh hoac réi loan ve mién dich;
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|

0) Diéu trj cic bénh vé than va sinh duc — tiét niéu (trir chi dinh: bd t+an
trang duong):
nl’Jiém

~ p) Pidu tri bénh nhiém khudn (trir chi dinh ding tai chd dé diéu tri
khuan ngoai da);
q) Diéu tri mét ngu kinh nién, man tinh;
r) Piéu tri bénh vé tim ly - tam than;
s) Diép tri tinh trang nghién, hd tro diéu tri tinh trang nghién (bao gbm ¢
trg dicu tri cat con nghién);
t) Pinh chi thai ky;
u) Diéu trj cac bénh dich nguy hiém, méi ndi theo quy dinh cua B§ tru
Bo Y té.

I1L. QUY PINH VI THUOC CO TRUYEN KHONG KE PON

Vi thude ¢é truyén duge phan loai 1a khong ké don néu vi thude nay kl
duoc san xuat, ché bién tir dugc liéu thuoc Danh muc dugc li¢u doc do Bo tr

BJ Y ¢ ban han%/ W

Q TRUG
U TRUON

a ho

rong

hong |
rong
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