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BOY TE CONG HOA XA HOQI CHU NGHIiA VIET NAM

Poc 1ap - Tw do - Hanh phic

S6: 23/2014/TT-BYT Ha Noi, ngay 30 thang 6 nam 2014

THONG TU
Ban hanh Danh muc thudc khong ké don

Can cir Ludt Duoc so 34/2005-QH-11 ngay 14 thang 6 nam 2005;

Can cu Ngi,l;' dinh s6 79/200,6/]\]{9—CP ngay 09 thang 8 nam 2006 cua Chinh phu
quy dinh chi tiét thi hanh mot so diéu cua Ludt Duoc;

Can cir Nghi dinh s6 63/201 2/]\{B—CP ngay 31 ,thdfag 8 nam 2012 cdg Chinh phu
quy dinh chirc nang nhiém vu, quyén han va co cdau to chirc cia Bo Y té;

Theo dé nghi cua Cuc truong Cuc Quan ly Duoc,

Bé truromg Bo Y té ban hanh “Théng tw ban hanh Danh muc thuoc khéng ké don”.

Djéu 1. Ban hanh kém theo Thong tu nay "Danh muc thudc khong ké don",
bao gom:

1. Danh myc thubc hoa duoc.

2. Danh muyc thubc dong y va thude tir duogc licu.

Piéu 2. Giai thich tir ngir

1. Thuéc khéng ké don 13 thude khi cp phat, ban va str dung khong can don thude.

2. Thudc ké don 1a thude néu sir dung khong theo dung chi dinh cua nguoi ké
don thi c6 thé nguy hi€m t&i1 tinh mang, 31,'1’0 khée; khi cap phat, ban 1€, st dung
cho nguo1 bénh ngoai tri phai theo don thudc.

Piéu 3. Nguyén tic xay dung "Danh muyc thudc khong ké don"

1. Danh muc thudc khong ké don duoc xay dung trén co so cac tiéu chi cu thé
vé tinh chat duoc 1y va tinh an toan cta thudc.

2. Danh muc thubc khong ké don duoc xay dung phu hop véi thuc té sir dung,
cung mg thubc ctia Viét Nam va dugc tham khao cach phan loai thudc khong ké
don cua cac nudc.

3. Danh muc thudc khong ké don duoc stra d6i, bo sung dap ung thuc té sir
dung, cung tng thudc. Trong trudng hop can thiét, dé bao dam an toan cho nguoi
su dung, mot s6 loai thudc c6 thé bi loai b khoi danh muc thude khong ké don néu
cO nhirng tac dung c6 hai nghiém trong duoc phat hi¢n.
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Piéu 4. Tiéu chi lya chon thudc khong ké don

Thudc dap ung déng thoi cac tiéu chi sau moi1 duoc lua chon vao Danh muc
thudc khong ké don:

1. Thubc c6 doc tinh thap, trong qua trinh bao quan va khi vao trong co thé
nguoi khong tao ra cac san pham phan hay cé doc tinh, khong ¢é nhitng tac dung
c6 hai nghiém trong (l1a nhitng tac dung c6 hai gdy hau qua tir vong, nguy hi€ém dén
tinh mang, can phai nhap vién dé di€u tri hay kéo dai thoi gian di€u tri, gy tan tat
vinh vién hay nang né, sinh con di dang, di tat bam sinh va cdc hdu qua tuong
duong) da dugc biét hoac khuyén cao co6 tac dung nay.

2. Thudc c6 pham vi lidu dung rong, an toan cho cic nhom tudi, it c6 anh
hudng dén viéc chan dodn va di€u tri cac bénh can theo doi 1am sang.

3. Thudc duge chi dinh trong diéu tri cic bénh thong thudng va ngudi bénh
co thé ty diéu tri, khong nhat thiét phai c6 su tham kham, tu van va theo doi ctua
thay thudc.

4. Pudng dung, dang dung don gian (chi yéu 1a duong ubng, dung ngoai da)
vo1 ham lugng, nong do thich hop cho viéc tu diéu tri.

5. Thudc it trong tac voi cac thude khac va thic an, do udng thong dung.

6. Thudc khong gay tinh trang 1¢ thudc.

Piéu 5. Ap dung "Danh muc thudc khong ké don"

1. Danh muyc thudc khong ké don 14 cin ctr d@é phan loai thudc khong ké don va
thudc ké don.

2. Danh muc thudc khéng ké don 1a co s phap 1y dé xdy dung va ban hanh
cac quy dinh, huéng dan d6i voi thude khong ké don trong ding ky thudc, san
xut, xuat khau, nhap khau, luu thong phan ph01 thudc, thong tin quang céo thudc
va pham vi hoat dong cta cac co so ban 1¢ thudc.

3. Dbi véi cac thude c6 chi dinh tranh thai duge phan loai 1a thube khong ké
don trong Danh muc nay, nhin vién y té phdi c6 trach nhiém huéng dan st dung
thudc trudce khi cap, phat hoac ban cho nguoi tiéu dung.

Piéu 6. T6 chic thyc hién

1. D6i voi co so ban 1¢ thude

Ké tir ngay Thong tu ndy c6 hiéu luc, cac co sd ban 1é dugce phép ban 16 khong
can don thuoc doi vai cac thudc trong danh muc thudc khong ké don ban hanh theo
Thong tu nay.

2. D6i véi co sé san xuit, kinh doanh thude

a) D6i v6i hd so dang ky luu hanh thude tai Viét Nam va hd so nhép khau
thudc chua c6 s6 dang ky da ndp tai Cuc Quan Iy Dugc trudc ngay Thong tu nay



CONG BAO/S6 739 + 740/Ngay 07-8-2014 41

c6 hi¢u luc, cac co sé phai tién hanh thuc hién viéc phan loai, sura doi, bod sung cac
tai li€u c6 lién quan dén viéc phan loai thudc theo quy dinh tai Thong tu nay trudc
khi duogc cap s6 dang ky hodc giay phép nhap khau;

b) Dbi vé6i cac thube dd duoc cdp sb dang ky luu hanh hodc duoc cip gidy
phép nhap khau trudc ngay Thong tu nay c6 hicu luc, thuc hién nhu sau:

- Trong vong 12 thang ké tir ngay Thong tu nay c6 hiéu luc, cic co s& duge
phép san xuat, nhap khau va dua ra luu thong trén thi truong dén hét han dung cua
thudc véi nhan va phan loai thudéc nhu da duoc phé duyét.

- Sau 12 thang ké tir ngay Thong tu nay c6 hiéu luc, cac co s& phai phan loai,
cap nhat, bo sung cac thong tin trén nhan, t& hudng dan sir dung thudc lién quan
dén viéc phan loai thudc theo quy dinh tai Thong tu nay madi dugce phép dua thuoc
ra luu thong trén thi truong.

3. Cuc Quan 1y Duoc, cac don vi truc thuoe Bo Y té, So Y té cac tinh, thanh
pho truc thudc trung wong, Tong cong ty duoc Viét Nam, cdc doanh nghiép san
xuat, kinh doanh dugc pham, cac cong ty nudc ngoai co gidy phép hoat dong trong
linh vuc dugc c6 trach nhiém thyc hién Thong tu nay.

Diéu 7. Diéu khoan thi hanh

1. Thong tu nay c6 hiéu luc thi hanh ké tir ngay 15 thang 8 nam 2014.

2. Truong hop cac van ban duoc dan chiéu trong Thong tu nay dugc thay thé
hodc stra d61 bd sung thi ap dung theo van ban thay thé hoac stra 61, bo sung.

3. Théng tu sé 08/2009/TT-BYT ngay 01/7/2009 cua Bo truong Bo Y té ban
hanh Danh myc thuc khong ké don hét hiéu lyc thi hanh ké tir ngay Thong tu nay
co hiéu luc./.

BO TRUONG

Nguyén Thi Kim Tién
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CONG HOA XA HOQI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phic

DANH MUC THUOC KHONG KE PON
(Ban hanh kém theo Théng tur sé 23/2014/TT-BYT ngay 30 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

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

Cac quy dinh
cu thé khac

1. THUOC HOA DUQC
TT Thanh phan hoat chat
| 1 | Acetyleystein ]
| 2 |Acetyllewein |
Acid acetylsalicylic (Aspirin)
dang don chat hodc phdi hop
3 |vo1 Vitamin C va/hoac Acid
citric va’hoac Natri bicarbonat
| valhoge Natri salicylat
Acid alginic (Natri Alginat)
4 | don chat hay phoi hop voi cac
.| hop chat cia nhdm, magie |
Acid amin don chét hodc phdi
5 | hgp (bao gom ca dang phoi hop
v6i cac Vitamin)
| Acid aminobenzoic (Acid para |
__________ aminobenzoic)
Acid benzoic don chit hoic
7 Z.
| |phoihep ]
g | Acid boric don chat hodc phdi
| Jbep ]
o |Acid citric phoi hop voi céc
. |muoinatrikali |
10 Acid cromoglicic va cac dang
muoi cromoglicat
11 | Acid dimecrotic |

Ubng: cac dang

Dung ngoai
Uong: vién ngam

Dung ngoai
Thuoc tra mat

Thudc tra mét, tra mii
v6i gidéi han ndng do
tinh theo acid cromoglicic
<2%

Ubng: cac dang

Vo1 chi dinh
gidm dau, ha
sot, chong viém

Vo1 chi dinh
bd sung acid
amin, vitamin
cho co thé
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

Acid folic don chét hodc phdi
hop voi sat va/hodac cac Vitamin
nhom B, khoang chat, sorbitol

Acid  glycyrrhizinic  (Glycyr-
rhizinat) phdi hop v6i mot s hoat
chat khac nhu Chlorpheniramin
maleat, Dl-methylephedrin, Cafein

Acid salicylic don chat hoic
phdi hop trong cac thanh pham
dung ngoai (phdi hop Lactic
acid; Luu huynh két tua...)

Alcol diclorobenzyl dang phoi
hop trong cac thanh pham vién

Alimemazin tartrat (Trimeprazin
tartrat)

Allantoin dang phdi hop trong
cac thanh pham dung ngoai,
thudc dit hau mén (Cao cepae

Allatoin phdi hop Vvéi cac
Vitamin va/hoac Chondroitin

Ubng: cac dang

Uobng: cac dang, bao
gom ca dang vién ngam
Dung ngoai

Dung ngoai: thubc boi
ngoai da vdi nong do
Acyclovir < 5%

Dung ngoai
Thubc dit hdu mon

Ubng: cac dang

Véi chi  dinh
chong thiéu mau,
bé sung dinh
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

25

34

35

Ambroxol don chit hodc phdi
hop trong cac thanh pham thudc
ho, ha nhiét, gidm dau

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

Amylmetacresol dang phéi hop
trong cac thanh phdm vién ngam
(nhu véi cac tinh dau, Bacitracin...)

Bacitracin phéi hop véi mot so
hoat chét khac trong cac thanh
pham vién ngam (phdi hop voi
Neomycin sulfat; Amylocain;
Tixocortol...)

Beclomethason dipropionat

Ubng: cac dang véi gidi
han hoat chat nhu sau:

- b chia liéu Ambroxol
clorhydrat < 30mg/don vi
- Chua chia liéu: Ambroxol
clorhydrat < 0,8%

Thudc tra mit
Dung ngoai

Thudc tra mili: dang khi
dung voi giéi han lidu
ding t6i da 1 ngay <
400 mcg, dong gbi <
200 liéu (tinh theo hoat
chat khong c6 mudi)
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

36

Benzalkonium phéi hop trong
cac thanh phim dung ngoai
(vo1  Cholin; acid salicylic;
Nystatin;  Diiodohydroxyquin
...), trong cac thanh pham vién
ngam (vé1 Tyrothricin, Bacitracin,
tinh dau...)

Benzoyl peroxid don chat hoic
phoi hop véi lod va/hodc luu

Benzydamin HCI don chét hoic
phoi hop

Benzydamin salicylat don chat
hodc phoi hop

Benzyl benzoat phéi hop trong
cac thanh pham dung ngoai (voi
cac tinh dau, Con Isopropyl...)

Biclotymol don chét hodc phdi
hop vo61  Enoxolon va/hoac
Phenylephrin  HCI  va/hodc
Clorpheniramin maleat va/hoac
tinh dau

Bifonazol don chit hodc phdi
hop véi Urea

Bisacodyl

Dung ngoai
Vién ngdm

Dung ngoai: cac dang
vo1 gio1 han Benzocain
< 10%;

Vién dat hau mon

Ubng: vién ngdm

Dung ngoai: cac dang
v6i gigi han nong do <
10%

Dung ngoai: kem boi
niém mac miéng, nudc
xuc miéng, thude  xit
hong

Ubng: vién ngdm

Dung ngoai: cac dang
Miéng dan

Dung ngoai
Thuoc tra miii
Udng: vién ngadm

Uéng: cac dang da chia
licu vo1 ham lugng <
10mg/don vi
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Puong dung, dang bao , .
TT|  Thanh phin hoat chét chff g %an ham | Cic auy dinh
P\ R cu theé khac
lwgng, nong do :
46 | Bismuth dang muoi | Uong:cicdang |
47 |Boldin | Uong:cicdang |
43 Bromezlgin dcm chéat hodc phdi Ubng: céc dang
. Jhopvéi Trypsin T T
Ubng: cac dang véi gi6i
han Bromhexin HCI
Bromhexin HCI don chit hodc | nhu sau:
49 | phéi hop trong cac thanh phdm | - Pi chia liéu < 8mg/
thudc ho, ha nhiét, giam dau don vi;
- Chua chia liéu < 0,8%
___________________________________________________________ Thuoe dgthaumon |
Brompheniramin maleat don
chat hodac phoi hop trong cac |,z ,
30| thanh phémpthuécol?o, ha nhiat, | UOng: cée dang
. Jgamdaw
Thudc tra miii: dang khi
dung, 6ng hit, thudc bot
: dé hit v&i gidi han liéu
51| Budesonid dung tbi d%l 1 ngay <
400mcg, dong gobi < 200
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, fiew ol
Bufexamac don chit hodc phdi
hop ‘t.rong géc t{léml} phérAn dfm,g Diing ngodi
52 | ngoai, thudc dat hau mén (voi Thude dat hiu mon
Titan Dioxid, Bismuth, Subgallat, T
Ldocain.)
| 93 |Butoconazol | Dungngoar |
Cafein phoi hop voi cac hoat |« ,
54| chices vong dank mucnty | VOB Siedme
Calamin don chat hodc phdi
55 | hop trong cac thanh pham dung | Dung ngoai
gmgoal
Calci (bao gom cac dang hop
chat) thuéc don thanh phan Véi chi dinh
56 | hodc phdi hop véi Vitamin D | Udng: cac dang bd sung calci
(trtt  Calcitriol) va/hodc cac cho co thé
Vitamin va/hodc Ipriflavon
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65

phdi hop trong céc thanh pham
thudc ho, ha nhiét, giam dau
(v61 Pseudoephedrin HC1 va/
hodc  Bromhexin  va/hoac
Paracetamol)

Catalase don chat hoac phbi
hop trong cac thanh phadm dung
ngoai (véi Neomycin)

Cetrimid phdi hop véi mot sb
hoat chét khac trong cac thanh
pham dung ngoai (Lidocain,
Kém, Calamin, Aminacrine,
tinh dau...)

Cetrimonium phdi hop trong
cac thanh phiam dung ngoai,
vién ngam (phdi hop véi
Lidocain; Tyrothricin, tinh dau. . )

Cholin don chat hodc phdi hop
cac acid amin, Vitamin trong
cac thanh phiam dang udng;
phdi hop voi acid Salicylic,
Benzalkonium... trong cac
thanh pham dung ngoai

Chondroitin don chit hodc phéi
hop v&1 Glucosamin va/hoac
ddu c4 va/hodc cac Vitamin
va/hoac cac acid amin

Dang uéng

Dung ngoai
Thudc tra mat

Dung ngoai
Udbng: vién ngdm

Ubng: cac dang
Dung ngoai

Ubng: cac dang
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DPudng dung, dang bao . .
TT Thanh phin hoat chat ché, giéi han ham Cac ql;ly d;'n h
P\ R cu thé khac
lwgng, nong do :
Thanh  pham
. : £ g chtra Pseudoe-
Carbinoxamin don chat hoac : .
phedrin  phai

thuc hién cac
quy dinh di
véi thube co
chira Pseudoe-
phedrin (s6 216
Danh muc nay)
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DPudng dung, dang bao . .
TT|  Thanh phin hoat chit ché. gidi i’gn'hagm Cac quy dinh
lwgng, nd ng do cu thé khac
Chondroitin don chat hoic phdi Thud .
\ < , uoc tra mat
67 |hop Borneol va, hodc cac Dt ..
| Viemin e
68 | Ciclopirox olamin Dung ngoai
Ubng: dang chia liéu voi
o 161 han ham luon
69 | Cimetidin Cimetidin < 200mg/don
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Vi
70 | Cinarizin | Uong:cicdang |
Cinchocain phéi hop trong céc
71 thanh phdm dung ngoai, thudc Dl‘mg ngoai
dat hau mén (nhu vd&i | Thuoc dat hdu mon
| Hydrocortison, Neomyein, Eseulin..) | |
72 |Citrallin Uong:ciedang |
73 | Clobetason butyrat | Dungngoai |
| 74 | Clorhexidin | Dungngoai |
75 |Clorophyl | Uong:ciedang |
Clorpheniramin maleat don Ubng: cac dang.
76 chat hodc phdi ‘hop trong cac Dang don chat da chia
thanh pham thuoc ho, ha nhiét, | liéu: Clorpheniramin
..|gamdau ] maleat <4mg/donvi |
Clorpheniramin maleat phoi h X z
77 Chorllljdroitin va/hoac cécI{/itarmglp Thude tra mét
Dung ngoai: cac dang
78 | Clotrimazol v6i gioi han néng do < 3%
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Viéndatamdao |
Eong.‘cac dang voi IO | oy pham
an ham luong Codein , :
Codein phéi hop véi cac hoat | (tinh theo dang base) nhy | P08 Codein
., . ;. ) dugc ban khong
79 chat co trong danh muyc nay voi | sau: o cin dom VoL sb
chi dinh chira ho, ha nhiét, giam | - Dang chia liéu < 12mg/ lugng t5i da
dau don vi; . cho 10 ngay su
- Dang chua chia liéu dung
<2,5% '
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

Coenzym Q10 don chat hodc
phoi hop véi cac Vitamin

Dequalinium don chat hoic
phdi hop trong céc thanh pham
dung ngoai, vién ngam
(Tyrothricin; ~ Hydrocortison;
acid Glycyrrhetinic; Lidocain...)

Dexbrompheniramin maleat don
chat hodc phdi hop trong céc
thanh phém thudc ho, ha nhiét,
gidmdaw |
Dexclorpheniramin maleat don
chat hodc phdi hop trong céc
thanh phém thudc ho, ha nhiét,
giam dau

Diclofenac don chit hodc phdi
hop véi Methyl salicylat; cac
chat thugc nhom tinh dau...

Dimenhydrinat

Dung ngoai

Vién dat am dao

Ubng: vién ngdm

Ubng: cac dang véi gi6i
han ham luong < 5mg/
don vj chia liéu

‘Ubng: céc dang véi gidi
han ham lugng nhu sau:
da chia licu < 400mg/
Thubc tramat
Dung ngoai

Dingngodi
Thudc tra mat (dang don

Ubng: cac dang

Co so ban 1¢
phai theo doi
tén, dia chi
nguol mua trong
sO ban 1¢
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Dwong dung, dang bao . .
TT|  Thanh phin hoat chit chff g i’gn'hagm Cac quy dinh
lwong, ndng do cu the khac
Dimethicon
93 | (Dimethylpolysiloxan) don chat | Udng: cac dang
| hodc phoi hop voi Guaiazulen | |
Dimethicon phdi hop trong céc
94 | thanh pham dung ngoai (vdi | Dung ngoai
Kém; Calamin; Cetrimid...)
95 | Dimethinden U?ng: cac‘('iang
___________________________________________________________ Dungngoar |
96 | Dinatri Inosin monophosphat Thudc tra mat
97 | Diosmectit (Dioctahedral smectit) | Udng: cac dang
Diosmin phéi hop Hesperidin
98 | va/hodc mdt sé cao dugce liéu Uéng: cac dang
. |chwaFlavonod |
Ubng: cac dang véi gi6i
han ham lugng (tinh theo
99 Diphenhydramin hydroclorid hoac | dang base) nl}u sau:
monocitrat - ba chia liéu < 50mg/
don vi;
ol |-Chuachialiew<25%|
Ubng: cac dang véi gi6i
han nhu sau:
100 | Domperidon - Pi chia liéu < 10mg/
don vi;
oo |-Chuachialiew<0.1%|
101 | Pong sulfat Dung ngoai
Thanh  phim
Doxylamin phdi hop trong cac chira .PSGUdO?T
thanh phédm thudc ho, ha nhiét, phedrin ~ phai
< - thuc hién cac
10p | 814m dau (v61 Paracetamol, Ubng: céc dang qu.y dinh déi
Pseydoephedrin HCIl, cac hoat ' : G th b b
chat khac c6 trong danh muc Vm, Y
thubc khong ké don) chira Pseudoe-
phedrin (s6 216
Danh muc nay)
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Puong dung, dang bao , .
TT|  Thanh phin hoat chit chff g %an ham | Cic quy dinh
P\ R cu theé khac
lwgng, nong do ‘
Dung ngoai, giéi han
103 Econazol don chit hodc phdi|ndéng d6 Hydrocortison
hop véi Hydrocortison tinh theo dang base <
00
Dung ngoai: thubc boi
Enoxolon don chit hoidc phdi|ngoai da, kem boi niém
104 | hop trong céc thanh pham dung | mac miéng, nudc xic
ngoai, vién ngdm miéng
___________________________________________________________ Uong: vienngdm |
Thanh  pham
chira Ephedrin
dugc ban tbi
da khong can
don voi  sb
Thubc tra mét, tra mii: | lugng 3 don vi
105 | Ephedrin HCI dung dich < 1%. DPong | dong go61 nho
g6i < 15ml/don vi nhat/lan
Co sO ban 1¢
phai theo doi
tén, dia chi nguoi
mua trong so
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, banle
106 | Eprazinon | Uong: cdedang |
Esdepallethrin phdi hop trong
cic thanh pham dung ngoai
107 | (v61 Piperonyl, Spregal, tinh | Dung ngoai
dau, cac chat c6 trong thanh
phan tinh dau)
Estradiol don chat va phdi hop | Ubng: cac dang da chia | Chi dinh tranh
108 A :
| Dydrogesteron  léw | thai
IO e Dung ngoai (con sat tring)
109 | Bhanol don chathosc PROIROP | (igng: dang phéihop |
110 Ethylestradiol don chat va phoi Uéng: cac dang da chia | Chi dinh tranh
.| hop Desogestrel | liéw ] that
11 Ethylestradiol don chat va phdi | Ubng: cic dang da chia | Chi dinh tranh

thai
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Dwong dung, dang bao . .
TT|  Thanh phin hoat chit chff g i’gn'hagm Cac quy dinh
P\ R cu theé khac
lwgng, nong do :
112 Ethylestradiol don chat va phoi Uéng: cac dang da chia | Chi dinh tranh
hop Levonorgestrel liu thai
113 | Etofenamat Dung ngoai
Ubng: dang chia liéu | Ban khong can
114 | Famotidin v6i gidi han ham luong | don tdi da cho
] =20mg/donvi | l4ngaysudung
115 | Fenticonazol Dung ngoai
116 | Fexofenadin | Uong: ciedang |
Vién ngam
117 | Flurbiprofen Dung ngoai
Thudc tra mat
Glucosamin don chat hozc phdi
118 | hop vé6i Chondroitin va/hodc | Ubng: cac dang
cac Vitamin
Glucose hoac Dextrose don Véi chi dinh bd
119 | chat hodc phdi hop véi cac| Ubng: cac dang sung  duong,
. muoinmatrikali | ] chat dién giai
Glycerin don chat hoic phdi
120 hop trong ca’}c thanh phérrn dung Dﬁng ngoai ,
ngoai, thuoc tra mat (voi| Thudc tra mat
[ Polysorbat80)
121 Gl};cerol p.hA01 hop v6i dich Thubc thut truc trang
| |chetdwgcliéw
Thanh  pham
chtra Pseudoe-
Guaiphenesin don chat hodc phedrin  phai
phéi hop véi cac hoat chit co thuc hién cac
122 | trong danh muc thudc khong ké | Ubng: cac dang quy dinh ddi
don c6 tac dung chira ho, ha voi thude ¢o
nhiét, giam dau chira Pseudoe-
phedrin (s6 216
I N USRS Danh myc nay)
Hexamidin don chét hodc phdi
123 | hop (v6éi Cetrimid, Lidocain, | Dung ngoai
Clotrimazol, Catalase)
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

129

Hexetidin don chat hozc phoi
hop (voi Benzydamin,
Cetylpyridinum, Cholin Salicylat,
Methyl salicylat, tinh dau...)

Hy,drocortison don chit hoidc
phoi hop (véi Miconazol, Econazol,
Tioconazol, Neomycin)

Hydrogen Peroxid (Oxy gia)
don chat hoac phoi hgp Natri
Lauryl sulfat va/hodc tinh dau...

Hyoscine (Scopolamin) butylbromid
don chat hoac phdi hop voi
Meclizin hydrochlorid

Hypromellose don chat hodc
phoi hop Dextran 70 va/hoac
Carbomer

Tod phéi hop Kali Iodid va/hoic
Acid Benzoic va/hoiac Acid
Salicylic

Isopropyl Methylphenol

Dung ngoai: thudc boi
ngoai da, dung dich xtic
miéng

Dung ngoai: cac dang véi
nong do Hydrocortison

Ubng: cac dang, bao gdbm
vién nhai.

Gi61 han ham lugng da
chia liéu < 20mg

Miéng dan

Ubng: cac dang véi gidi
han ham lugng nhu sau:
da chia liéu < 400mg/
don vi.

Dung ngoai

Dung ngoai
Tra mat dung dich 0,1%

Dung ngoai véi nong do
Iod < 5%

Dung ngoai
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

150

Kém oxid, Kém pyrithion, Kém
Gluconat, Kém undecylenat
don chat hodc phdi hop trong
cac thanh phim dung ngoai

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

L-Carnitin dang don chat hoic
phoi hop vai cac vitamin

Levonorgestrel don chat hodc
phoi hop vai Ethylestradiol

Lindan (Benhexachlor, 666,
Gamma-BHC) don chat hodc
phoi hop vai Lidocain

Loratadin don chat hodc phdi
hop Pseudoephedrin HCl va/
hoac Paracetamol

Dung ngoai

Dung ngoai
Thuodc tra mat

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

Dung ngoai véi ndng do
Lindan < 1%

‘Ubng: cac dang véi gioi
han ham lugng da chia
liéu Loperamid < 2mg

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

- b4 chia liéu:
Loratadin <
vi;

- Chua chia liéu:
Loratadin <0,1%

10mg/don

Thanh  phim
chira Pseudoe-
phedrin  phai
thuc hién cac
quy dinh ddi
voi thube co
chira Pseudoe-
phedrin (s6 216
Danh muc nay)
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Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

155

157

Loxoprofen

Lysozym don chit hodc phdi
hop véi Tocopherol, Nicotinate,
Carbazochrom, Inositol
Cetylpyridinium,...

Magaldrat don chit hodc phdi
hop véi cac hop chiat Nhom,
Magie, Acid Alginic (hay dang
mudi Alginat)

Magie bao gdom cac dang muoi,
hop chat cua magie

Men tiéu héa dang don chat
hodc phdi hop bao gdm phdi
hop voicacvitamin |
Menthol phdi hop véi mot sb
hoat chit khac nhu hén hop
tinh dau, Methyl Salycilat....

Mequitazin

Uong: cécdang
Ubng: cac dang

Dung ngoai
Ubng: cic dang
Thudc thut truc trang

Ubng: cac dang, voi gidi
han ham Iugng nhu sau:

- Dang chia liéu < 500mg/
don vi

- Chua chia liéu < 2%

Ubng: dang chia lidu <
200mg/don vi

Ubng: cac dang
Dung ngoai: cac dang

Ubng: cac dang
Dung ngoai

V61 cac  chi
dinh bo sung
magie cho co
thé, trung hoa
acid dich i,
nhuén trang
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Dwong dung, dang bao . .
TT|  Thanh phin hoat chit ché, giéi han ham | C°¢ 4uy dinh
P\ R cu theé khac
lwgng, nong do :
Béan khong don
L an Dung ngoai voéi quy [ mdi lan khong
164 | Mercurocrom (Thudc d0) cch déng g6i < 30ml qui 2 don vi
_________________________________________________________________________________________________ donggoi
Methyl\sahcylaﬂt ph01. Ahop tr?ng Diing ngodi
cac thanh pham vién ngdm, |, .« ,
165 | . .. Z. ... . | Miéng dan
dung ngoai (phoi hop véi tinh | .
A Vién ngadm
dau)
166 | Metromidazol | Dungngoar |
: Dung ngoai
167 | M 1 : ,
_____________ . |Thubcboiamdao<2% |
Dung ngoai
|68 | Miconazole phéi hop v6i|Thuéc boi am dao
Hydrocortison Miconazol < 2%;
___________________________________________________________ Hydrocortison<0,05% |
D Dung ngoai: cac dang
10 Mot ] nongdos<s% |
Thudc tra mii: < 50
meg/lan  xit v&i  quy
170 | Mometasone cach dong goi1 < 200
liéu/hop;
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Dungngoai |
171 | Mupirocin | Dungngoai |
Myrtol d’O’n ch:clt hoac Fhm h(fp Ubng: céc dang
172 | trong cac thanh pham vién| _, N
A Dung ngoai
N = e N SR
Naphazolin don chét hodc phdi
173 hop trong thanh phim thudc | Thudc tra miii voi ndng
miii nhu Diphenylhydramin | §o Naphazolin < 0,05%
va/hoac Procain
Na‘lphazohrxl phoi £ hop tronég Thudc tra mat: cac dang
thanh pham thuéc tra mat| ,. n .
174 e .. vo1 nong do Naphazolin
(Pheniramin; Vitamin glycyrhizinat,
<0,1%
Dexpanthenol...)
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

187

Naproxen

Natri clorid don chat hodc phoi
hop vo1 cac muodi Kali Citrat,
Natri citrat...

Neomycin sulfat phdi hop trong
cac thanh phim vién ngim
(Kém; Bacitracin; Amylocain...),
cac thanh phim dung ngoai

Nguyén t6 vi luong: crom,
déng, kali, magie, mangan,
kém,... dang don chit hodc
phdi hop, bao gdm ca cac dang
phdi hop véi cac Vitamin

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

Ubng: cac dang

Dung ngoai

Thubc tra mat, tra mdi
v6i nong d6 0,9%

Dung ngoai: danh rang,
suc miéng

Duing ngodi, bao gdm cac
dang lam sach khoang
miéng mémmae
Ubng: dang phdi hop
trong cac vién ngadm
Dungngoai
Ubng: vién ngdm

Dung ngoai

Ubng: cac dang

Véi chi dinh bd
sung khoang chat
cho co thé
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DPudng dung, dang bao . .
TT|  Thanh phin hoat chit ché, giéi han ham | C°¢ 4uy dinh
A A cu the khac
lwgng, nong do :
Nhom, magie, calci va cac hop Vo Ch‘l dmh
L. . . : trung hoa acid
chat cia nhom, magie, calci| . , . ) -
188 ) X N <. | Udng: cac dang dich vi, chira
dang don thanh phan hoac phoi . .
h loét da day,
R T | hanh té tring
189 Nomahydrated Natri Sulfid + | Udng: cac dang
__________ Saccharomyces Cerevisiae | Dingngoai |
190 | Noscarpin | Uong:ciedang |
191 Nystatin don chat hoac phoi Diing ngodi
I L s U S
Véi chi dinh déi
véi hoi  chiing
Ubng: dang da chia liéu trflo neuioe da
g \ day thuc quan.
192 | Omeprazol voi  ham lugng < |7 . X
10me/don vi Ban t61 da 1 lan
& ‘ khong c6 don
v6i s0 luong cho
193 | Orlistat | Uong:cicdang |
194 | Ossein hydroxy apatit | Uong:cicdang |
195 | Oxeladin | Uong:ciedang |
196 | Oxomemazin | Uong:ciedang |
: Thudc tra miii véi ndng
7| Oomerszolin ] dos0s% |
Pancreatin don chat hoic phdi
hop v6i Simethicon va/hoaccac | ..«
198 men tiéu héa va/hoac cac Vitamin Ubng: cdc dang
.| nhém B valhode Azintamid |
199 | Panthenol Duni’g ngoat .
___________________________________________________________ Thuoctramat |
Dang phdi hop
. Ubng: cac dang quy dinh cu
2 P tamol hat - ' ; : :
00 | Paracetamol don cha Thudc dat hau moén thé trong danh
muc
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DPudng dung, dang bao , .
TT|  Thanh phén hoat chit ché, giéi han ham | CA¢ 4uy dinh
A A cu the khac
lwgng, nong do J
Thanh  pham

201

Paracetamol phdi hop véi cac
hoat chét ¢ trong Danh muc
nay cd tac dung chita ho, ha
nhiét, giam dau, chong di ing

Phenylephrin HCl phbi hop
trong cdc thanh pham dung
ngoai (nhu Petrolatum sperti
yellow; Mineral oil light; Shark
liver oil...)

Phenylephrin HCl phdi hop
trong cac thanh pham thudc ho,
ha nhiét, giam dau

Policresulen
(Metacresolsulphonic
formaldehyd)

Polyethylen glycol 400 don chat
hodac phoi hop véi Propylen

acid-

Polysacharid

Ubng: cac dang

Thudc tra mat, nho mii
nong do < 1%

Ubng: cac dang
Thuoc dat hau moén

Dung ngoai: cac dang
vo1nong do < 1%

Dung ngoai
Thudc dat tryc trang

Ubng: cac dang

phdi hop ¢
chira cac hoat
chit c6 quy
dinh gidé1 han
ham luong, )
lugng ban ¢
tdi da 1 lan,
ghi s6 ban ¢
thi phai thuc
hién theo quy
dinh cu thé dbi
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

214

215

216

Polytar dang don thanh phan
hozc phdi hop trong cac thanh
pham dung ngoai (nhu Ké&m
Pyrithion...)

Promethazin HCI don chét hoic
phdi hop trong céc thanh pham
thudc ho, ha nhiét, giam dau
(voi Carbocystein; Paracetamol...)

Pseudoephedrin HCI phdi hop
voi Cetirizin

Pseudoephedrin HCI ph6,i hop
trong cac thanh pham thudc ho,
ha nhiét, giam dau, chong di img

Dung ngoai

Dung ngoai: cac dang
(bao gém dung dich stic
miéng v6i nong do < 1%).
Thudc tra mat

Ubng: cac dang véi gi6i
han ham lugng, néng do
Promethazin nhu sau
(tinh theo dang base):

- b4 chia lidu < 12,5mg/
don vi;

- Chua chia liéu < 0,1%
Duing ngoai: ndng d6 < 2%

Ubng: cac dang véi gi6i
han Pseudoephedrin nhu
sau (tinh theo dang base):
- Dang chia liéu < 120mg/
don vi;

- Dang chua chia liéu
<0,5%

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

- Dang chia liéu < 120mg/
don vi;

- Dang chua chia liéu
<0,5%

Thanh  phim
chtra Pseudoe-
phedrin  duoc
ban khong can
don v6i O
luong t6i da cho
15 ngay str dung
Co so ban I
phai theo doi

tén, dia chi
ngudl mua trong
sO ban 1é

Tét ca cac thude
thanh pham c6
chtra Pseudoe-
phedrin  duogc
ban khong can
don véi 0
luong tbi da
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Dwong dung, dang bao . .
TT Thanh phin hoat chat chff gidi i,an.hﬁgm Cac ql;ly d;'n h
P\ R cu theé khac
lwgng, nong do :

cho 15 ngay st

dung. Co soO

ban 1¢ phai theo

doi tén, dia chi

nguol mua trong
_________________________________________________________________________________________________ sobanle
217 | Pyrantel Ubng: cac dang C.hl dinh  tr
________________________________________________________________________________________________ gun
Ban i da

218 | Ranitidin Ubng: cac dang da chia | khéng c6 don

226

Rutin don chét hodc phdi hop
v61 Vitamin C va/hoac cac cao,
dich chiét tir duoc liéu

Saccharomyces cerevisiae voi
Trihydrat Magnesi Sulfat

Sit dang hop chat don thanh
phan hodc phdi hop trong cac
thanh pham chira vitamin,
khoang chat

Selen hitu co dang phdi hop
trong cac thanh pham chua
Vitamin, khoang chat

Silymarin don chat hoic phdi
hop v61 cac Vitamin va/hodc
cac cao, dich chiét tir duoc liéu.

Simethicon don chét hodc phdi
hop vd&1 Pancreatin  va/hoac
Acid Desoxycholic va/hoac cac
Vitamin nhém B va/hoac cac
men tiéu hoa

lidu < 75mg

Ubng: cac dang véi gidi
han ham luong nhu sau:
- Dang di chia liéu
Selen < 50mcg/don vi

Ubng: cac dang

cho 15 ngay su

V6i chi dinh
b6 sung sat
cho co thé




62 CONG BAO/S6 739 + 740/Ngay 07-8-2014
Dwong dung, dang bao . .
TT|  Thanh phin hoat chit ché, giéi han ham | C°¢ 4uy dinh
\ A cu thé khac
lwgng, nong do :
Simethicon phbi hop véi céc
hop chat nhom, magnesi, va/| . . o,
227 hoac Dicyclomin va/hodc than Ubng: cac dang
o hoat e ]
228 | Sorbitol don chat hodc phoi hop | Uong: cdedang |
229 | Sterculia (gum sterculia) Uong: cac dang .
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Thuoc thyt tryctrang |
230 | Sueralfat | Uong:ciedang |
231 | Sulbutiamin ] Uong:cdcdang |
Sulfogaiacol don chit hoic
232 | phdi hop trong cac thanh pham | Ubng: cac dang
| hanhi¢t, giam dau, chongho | o\
: Dung ngoai: cac dang
i | voindngdo<1% |
Thanh  pham
IS chra Codein
Uodng: cac dang. ) A
£ .| duogc ban khong
Dang phoi hop Codein | . %
, can don vdi so
(tinh theo dang base) £
, , i6i han ham luong nhy | UOME 01 da
534 | Terpin don chét hodc phéi hop fau. ; ~ cho 10 ngay sit
v6i Codein Dang chia lidu < 12mg/ | $4°&
e v Co s ban 1é
don vi; - -
. .. |phdi theo doi
- Dang chua chia liu |, . .
tén, dia chi
<2,5% .
nguol mua trong
_________________________________________________________________________________________________ sobanle
235 | Tetrahydrozolin | Thuoetramii |
236 Than Fl'oajt dO’n' chat hoac phoi Uéng: céc dang
| hopvéiSimethicon | 7 T T
. N A , , Uéng: cac dang
Tinh dau (bao gobm nhém cac | ., N LA
J . Dung ngoai: thuoc boi
37 chat Menthol, Pinen, Camphor, noodi d
Cineol, Fenchone, Borneol, Ngora 2} 3o thud
Anethol, Eucalyptol...) 100 SHC Tigne, Huoc
bo61 niém mac mi¢ng
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

241

244

Tioconazol don chat hodc phdi
hop véi Hydrocortison

Triclosan don chat hoac phdi
hop trong cac thanh pham dung

Triprolidin don chat hozc phdi
hop trong cac thanh pham
thudc ho, ha nhiét, giam dau

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

Tyrothricin don chat hodc phdi
hop (voi Benzalkonium,
Benzocain, Formaldehyd, Trolamin,
tinh dau, cic thanh phan trong
tinh dau)

Urea don chat hodc phdi hop
vl  Vitamin E  va/hoac
Bifonazol va/hoac cac duogc
licu khong thudc Danh muc
dugc li¢u c6 doc tinh sir dung
lam thudc

Vitamin A va tién Vitamin A
(Betacaroten) dang don chat va
phoi hop véi cac vitamin

Dung ngoai: cac dang
v6i ndng d6 nhu sau:

- Tioconazol £ 1,00%

- Hydrocortison < 0,05%

Ubng: cac dang

Ubng: vién ngam

Dung ngoai: dung dich
suc miéng, Xit mi¢ng,
boi ngoai da

Ubng: cac dang véi gidi
han ham luong Vitamin
A <5000 IU/don vi
Dung ngoai

Thudc tra mat

Thanh  phim
chtra Pseudoe-
phedrin  phai
thuc hién cac
quy dinh dbi
v6i thube co
chtra Pseudoe-
phedrin (s6 216
Danh muc nay)
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TT

Thanh phin hoat chat

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

Cac quy dinh
cu thé khac

246

Vitamin dang don chét (trix
Vitamin D dang don chét) hoic
dang phdi hop cac Vitamin,
khoang chat, Acid Amin, cac
Acid béo, Taurin, Lutein,
Zeaxanthin

Ubng: cac dang

Dung ngoai

Céc phéi hop dang udng
¢6 chtra Vitamin A thuc
hién gidi1 han ham lugng
nhu sau:

Vitamin A < 5000 IU/don

V61 tac dung
bo sung Vitamin,
khoang chat va
dinh dudng

vi chia liéu

Vitamin nhom B, Vitamin PP
" | don thanh phan hoge phoihop | “ " T T
Vi khuén c6 lgi cho dudng tiéu
hoa: Bacillus claussi, Bacillus
subtilis, Lactobacillus acidophilus
dang don thanh phan hodc phdi
hop, bao gdm ca dang phbi hop
V01 cac vitamin

248

”””””””””””””””””””””””””””””””” Thubc tra mii véi giéi
han nong do
Xylometazolin < 1%

2. THUOC PONG Y VA THUOC TU DUQC LIEU

Thudc dong y, thude tir duge liéu trong thanh phan khong chia cac duge licu
thudc Danh muc dugc liéu c6 ddc tinh st dung lam thudc tai Viét Nam (Ban hanh
kém theo Théng tu s6 33/2012/TT-BYT ngay 28 thang 12 niam 2012 cua Bo
truéng B Y té), duoc li¢u ¢6 nhitng tac dung cé hai nghiém trong da duoc biét
va/hodc khuyén céo ¢ tac dung nay duoc phan loai 13 thude khong ké don.

Xylometazolin don chat hoic
phoi hop v Benzalkonium

Thudc dong vy, thude tir duge lidu trong thanh phén c6 chtra cac duoc liéu
thudoc Danh muc dugc liéu c6 doc tinh stir dung lam thudc tai Viét Nam (Ban hanh
kém theo Thong tu s6 33/2012/TT-BYT ngay 28 thang 12 niam 2012 cua Bo
truong BO Y té), duoc li€u cé nhiing tdc dung c6 hai nghiém trong da duoc biét
va/hoic khuyén cdo o tac dung nay dugc cac chuyén gia tham dinh ho so ding ky
thudc xem xét phan loai va bao cao Hoi dong xét duyét thude quyét dinh phan loai
1a thudc ké don hay khong ké don theo ting trudng hop cu thé cin cir vao thanh
phan cong thic, chi dinh va cac tac dung khong mong mudn di biét cua thude./.

BO TRUONG

Nguyén Thi Kim Tién



