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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
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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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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




