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BQYTE CONG HOA xA HOI CHU NGHiA VIET NAM. . .
D9C I,p - TV do - H~nh phuc

S6: 12017/TT-BYT Ha N(Ji, ngay thang ndm 2017

THONGTU
Quy djnh v~ ke don thuBc cB truyen, thuBc durrc lieu

va k~t hQ'p thudc cB truyen, thuBc dUQ'cIi~u, thuB~ h6~ dUQ'c
trong cac CO'sO' kham b~nh, chfra b~nh.

Can cu LutJt DU(1c s6 105120161QH13 ngay 061412016 cua Qu6c H(Ji
khoa XlIL kj;h9P thu' 11.

Can cu Nghi dinh s6 63120121ND-CP ngay 31 thang 8 ndm 2012 cua
Chinh phil quy dinh chtrc nang, nhiem v¥, quyen han va co cdu t6 chuc b(Jmay
cua Bo yd;

Thea d~ nghi cua Cue truong Cue quem If;Y,DU(1cc6 truyen,
B(J truong B(J y d ban hanh Thong tu quy dinh v~ ke dan thu6c c6 truyen,

ke dan thu6c c6 truyen kit h9]Jvoi thu6c duac lieu, thuoc hoa duac trong cdc co
sa khdm benh, chua benh.

Chirong I
Quy djnh chung

Di~u 1.Pham vi di~u chinh

Thong tu nay quy dinh vS diSu ki~n cua nguai ke don, nguyen t~c ke don,
hinh thuc ke don thu6c va quy dinh C\l thS vS ke don thu6c c6 truySn kSt hqp v6i
thu6c duQ'cli~u, thu6c hoa duQ'ctrong cac co sa kham b~nh, chua b~nh.

Di~u 2. DBi tUQ'ngap dl}ng
1. Bac sy, Cll' nhan YHCT, y sy, luong y, nguai co bai thu6c gia truySn co

chUng chi hanh nghS kham b~nh, chua b~nh;

2. Co sa kham b~nh, chua b~nh hqp phap.

Di~u 3. Giii thich tir ngfr:

Trong Thong tu nay, cac tir ngu sau day duQ'chiSu nhu sau:
1.DU(1cli?u la nguyen li~u lam thu6c co ngu6n g6c tlJ nhien tir thlJc v~t, dQng
v~t, khoang v~t va d(J.ttieu chuck lam thu6c.
2. Thu6c hoa dU(1cla thu6c co chua duQ'cch~t do duQ'cxac dinh thanh ph~n,
cong thuc, dQtinh khiSt va d(J.ttieu chuAn lam thu6c bao g6m ca thu6c tiem
duQ'cchiSt xu~t tir duQ'c li~u, thu6c co kSt hqp duQ'cch~t v6i cac duQ'c li~u do
duQ'cchUng minh vS tinh an toan va hi~u qua.

1



3. Thu6c duac lieu la thuoc co thanh phan tir diroc lieu va co tac dung dira tren
bang clurng khoa h9Ctnr thuoc c6 truyen,

4. Thu6c cd truyen (bao g6m ca vi thuBc c6 truyen) la thuBc co thanh phan duoc
lieu diroc chS bien, bao chS ho~c phci ngii theo ly luan va phirong phap cua y
h9C c6 truyen hoac theo kinh nghiem dan gian thanh chS pham co dang bao chS
truyen thong hoac hien dai,

5. Vi thu6c cd truyen la duoc lieu diroc chS bien theo ly luan va phirong phap
cua y h9C c6 truyen dung d@san xuat thuoc c6 truyen hoac dung d@phong benh,
chua benh.

6. Thu6c thang la mot dang thuoc c6 truyen g6m co mQtho~c nhiSu vi thuBc c6
truySn kSt hQ'Pvai nhau theo ly lu~ Cllay h9C c6 truySn ho~c theo kinh nghi~m
dan gian duQ'cdong goi theo liSu su d\lng.

7. Thu6c thimhphdm y h9Ccd truy~n la d~ng thu6c c6 truySn va thu6c duQ'cli~u
da qua tfrt ca cac giai do~n san xUfrt,k@ca dong goi va dan nhan, bao g6m:
ThuBc d~ng vien, thuBc d~ng nuac, thuBc d~ng che, thuBc d~ng bQt, thuBc d~mg
cao va cac d~ng thuBc khac.

8. Bili thu6c gia truy~n la bai thuBc chua b~nh, theo kinh nghi~m Clla dong tQc,
gia dinh d@l~i, tinh dSn nguai dS nghi cfrP GifrYchUng nh~n it nhfrt la 03 dai
hanh nghS lien t\lc.

Chuong 2
Di~u ki~n, ph~m vi ke don va nguyen tic ke dO'n thuBc

Di~u 4. DiSu ki~n cua nguai ke don thuBc va ph~m vi ke don thuBc c6
truySn, thuBc duQ'c li~u, ke don thuBc kSt hQ'PthuBc c6 truySn, thuBc duQ'c li~u,
thuBc hoa duQ'c.

1.Nguai ke don thu6c phai dang hanh nghS t~i cO'sa kham b~nh, chua b~nh hQ'P
phap, co chUng chi hanh nghS kham b~nh, chua b~nh theo quy dinh Clla phap
lu~t vS kham b~nh, chua b~nh.

2. Bac sy chuyen khoa y h9C c6 truySn, bac sy dinh hu6ng.y h9C c6 truySn duQ'c
ke don thuBc c6 truySn, thuBc duQ'c li~u va thuBc hoa duQ'c phu hQ'Pvai tinh
tr~g b~nh.

3. Bac sy da khoa, bac sy chuyen khoa (khong thuQc chuyen khoa Y h9C c6
truySn), y sy da khoa duQ'c ke don thuBc hoa duQ'c phBi hQ'Pthu6c c6 truySn
d~ng chS ph~m.

4.CU nhan Y h9C c6 truySn ke don thuBc c6 truySn, thuBc duQ'cli~u.

5.Y sy Yh9c c6 truySn ke don thuBc c6 truySn, thuBc duQ'cli~u.

Y sy y h9c c6 truySn cong tac t~i vung co diSu ki~n kinh tS - xa hQi kho khan
ho~c d~c bi~t kho khan nO'ichua co bac SI duQ'cphep ke don thuBc duQ'c li~u,
thuBc c6 truySn, kSt hQ'Pvai thuBc hoa duQ'cd@chua cac b~nh thong thuang, sau
khi duQ'cGiam dBc ho~c nguai dUng d~u cO'sa kham b~nh, chua b~nh cho phep
bAngvan ban.

6.Luong y chi duQ'cke don thuBc c6 truySn, thuBc duQ'cli~u.
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7.Nguai co clnrng chi hanh nghe bai thuoc gia truyen chi diroc kS dan bai thuoc
gia truyen diroc cclpco tham quyen phe duyet.

f)i~u 5. Nguyen t~c ke don thu8c c8 truyen, thu8c durrc lieu, va k~t
hQ"Pc8 truyen, thu8c dU'C}'cli~u, thu8c hoa dU'C}'c . •

1. Ngtroi hanh nghe chi diroc ke dan thuoc sau khi tnrc tiSp kham benh,
chan doan benh,

2. Khi ke dan thuoc phoi hop vi thuoc c6 truyen, che pham thuoc c6
truyen, tren mot ngiroi benh neu co SlJtrung l~p vi thu6c a nhtmg cong thirc bai
thuoc khac nhau vfut dtroc cong nhan la phil hop,

3. Khi ke dan thuoc kSt hop y hoc c6 truyen va y hQChien dai, phan ke
dan y hoc hien dai thirc hien thee quy dinh hi~n hanh.

4. Truang hqp sua chua dan thu6c ho~c khi kS dan thu6c c6 truySn,
thu6c duQ'c li~u, duQ'c li~u co chua duQ'c li~u dQc tinh thlJc hi~n quy dinh kern
thee Thong tu s6 33/2012/TT-BYT ngay 28 thang 12 nam 2012 cua BQ truang
BQ Y tS ban hanh Danh m\lc duQ'c li~u co dQc tinh su d\lng lam thu6c t~i Vi~t
Nam phiii ghi ro s6luqng bAng s6 va bAng chu, truimg hqp s6 luqng du6i muai
10 (muai) thi phai ghi s6 0 (khong) a phia tru6c thi nguai kS dan phiii kY tSn
ngay bSn c~nh.

5. Th~y thu6c khong duQ'ckS vao dan thu6c:

a) Thu6c khong nhb m\lc dich phong b~nh, chua b~nh;

b) Thu6c khong duQ'cphep lUll hanh hqp phap t~i Vi~t Nam;

c) ThlJc phftm chuc nang;

d) My phftm;

d) Theo dS nghi cua nguai b~nh.

ChU'oong3
Hinh th.rc ke dO'D thu8c va hU'(mg din Stf dy.ng

f)i~u 6. Cac hinh thuc kS dan thu6c c6 truySn, thu6c duQ'c li~u; kS dan kSt
hqp thu6c c6 truySn, thu6c duQ'cli~u, thu6c hoa duQ'c

1. Cac hinh thuc kS dan thu6c c6 truySn, thu6c dUQ'cli~u

a) KS dan thu6c thang;

b) KS dan thu6c thanh phftm y hQc c6 truySn;

c) KS dan ph6i hqp cac d~g thu6c c6 truySn, thu6c duQ'c li~u bao g6m
thanh phftm thu6c y hQc c6 truySn va thu6c thang;

d) KS dan thee bai thu6c gia truySn.

2. Cac hinh thuc kS dan kSt hqp thu6c c6 truySn, thu6c duQ'c li~u, thu6c
hoa duQ'c:

a) KSt hqp thu6c thang va thu6c hoa duQ'c;

b) KSt hqp thanh phftm thu6c y hQc c6 truySn, thu6c hoa duQ'c;
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C) K@thQ'Pthuoc thang, thanh pham thuoc y hoc c6 truyen, thuoc duoc
lieu, thuoc hoa diroc.

D6i voi ngiroi benh di@utri ngoai tru, khi ke dan thuoc co k@thQ'Pthuoc
c6 truyen, thuoc diroc lieu, thuoc hoa diroc thi ph~n ke dan thuoc thang thuc
hien thea m~u Dan thuoc thang ngoai tru quy dinh tai Phu luc ban hanh kern
thea Thong tu nay, phan ke thuoc hoa diroc va thanh pham thuoc y hoc c6
truyen thuc hien thea Thong tu cua BQtnrong BQY t@quy dinh v@ke dan thuoc
trong di@utri ngoai tru.

Di~u 7. Huong din each ghi don thu8c

1. Quy dinh chung v@each ghi dan thuoc

a) Chtr viSt ten thuoc thea ngon ngir tieng Vi~t chinh xac, ro rang, ghi du
thea cac muc in trong dan thuoc hoac trong s6 kham benh cua nguoi b~nh ho~c
t~i to' phai di@utri trong h6 sa b~nh an;

b) Ghi chinh xac dia chi nai nguai b~nh dang cu tru thea quy dinh hanh
chinh v@dia danh.

c) DBi vai tre em duai 72 thang tu6i thi phai ghi s6 thang tu6i va ghi them
ten b6 ho~c ten mt( cua tre.

d) G~ch cheo ph~n gifiy con tr6ng til phia duai nQi dung ke dan dSn phia
tren chu ky cua ngum ke dan; ky, ghi ro hQten nguai ke dan.

2. Cach ghi dan thu6c d6i vai thu6c c6 truy@n,thu6c duQ'c li~u, chS ph~m
thu6c c6 truy@n

a) Khi ke dan thu6c thang ghi ten thuang dung, ghi ro li@uIUQ'llg,dan vi
tinh,_khong viSt t~t ten thu6c d6i vai cac vi thu6c y hQc c6 truy@n;

b) Chi dinh ro liSu dung, cach dUng va duang dung.

c) Huang d~ C\l thS cach s~c thu6c, cach u6ng thu6c, thai gian u6ng
thu6c;

d) D6i vai thu6c thanh phAm y hQc c6 truy@ndo ca sa kham b~nh, chua
b~nh t\1'san xufit thi ghi thea ten da:duQ'ccfip co th~m quy@nphe duy~t luu hanh
nQi bQ; D6i vai thu6c duQ'c luu hanh toan qu6c thi ghi ten thu6c thea ten da:
duQ'cBQY tS cfip s6 dang ky;

d) Truang hQ'Pnguai ke dan cho nguai b~nh dung qua liSu thong thuang
so vai quy trinh chuyen mon cua BQ Y tS, phac d6 huang d~n diSu tri phai ky
xac nh~ ben c~nh.

3. Thu t\1'ke dan thu6c trong dan thu6c va h6 sa b~nh an

a) Thu t\1'ke dan thu6c c6 truy@n, thu6c duQ'c li~u: Thu6c thang, thu6c
thanh phAmy hQc c6 truySn.

D6i vai thu6c thanh ph~m y hQc c6 truySn, ke thea thu t\1':Thu6c d~ng
vien, thu6c d~g nuac, thu6c d~ng che, thu6c d~ng bQt, thu6c d~ng cao va cac
d~g thu6c khac;
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b) Thir t}Cke dan thuoc hoa diroc: Thu6c dung duong tiem, duong uong,
dirong d~t, thuoc dung ngoai va cac dtrong dung khac;

c) Thir tu ke dan thuoc kSt hop Y hoc c6 truyen voi voi Y hoc hien dai:
Ke thu6c hoa diroc tnroc, thu6c c6 truyen va thu6c diroc lieu sau;

Di~u 9. Quy dinh v~ thm gian Stf dyng thu8c trong ke don thu8c

1. Ke dan thuoc trong diSu tri ngoai tru

a) Benh diSu tri dai ngay: M6i l~n ke dan thuoc t6i da 30 ngay hoac theo
huang dftn diSu tri cua m6i benh;

b) Cac benh khac: M6i l~n ke dan thuoc khong qua 7 ngay;

D6i voi vung sau, vung xa, bien gioi, hai dao, vung co dieu kien kinh tS xii h(>i
kho khan ho~c d~c bi~t kho khan dugc ke dan diSu tri t6i da 30 ngay va chi ap
d\lng d6i vai ke dan thu6c dugc li~u, thu6c c6 truySn.

Ke dan thu6c hoa dugc ngo~i tm th\fc hi~n theo quy dinh t~i Thong tu s6
OS/2016/TT-BYT ngay 29/2/2016 cua BQY tS Quy dinh ke dan thu6c trong diSu
tri ngo~i tm.

2. Ke dan thu6c trong diSu tri n(>itm, diSu tri n(>itm ban ngay

Th\fc hi~n ke dan thu6c t6i thiSu hai l~ trong 7 ngay.

D6i vai ke dan thu6c thang, trong qua trinh diSu tri nQi tm, nQi tm ban
ngay, nSu khong thay d6i chi dinh diSu tri va vftn giu nguyen bai thu6c dli dugc
chi dinh ngay truac do thi dugc phep ke l~i b~ng cach ghi "Bai thu6c ho~c dan
thu6c cua ngay, thang, nfun" va chi dugc mQt l~n, nSu tiSp t\lC su d\lng bai thu6c
do l~ sau kS tiSp phai ghi l~i bai thu6c.

3. Ke dan co kSt hgp thu6c hoa dugc thi thai gian su d\lng thu6c hoa dugc
ap d\lng theo quy dinh cua ke dan thu6c hoa dugc.

Di~u 10. Miu dO'n thu8c c8 truy~n, thu8c dUQ'c li~u, dO'n thu8c k~t
hQ'p thu8c c8 truy~n, thu8c dUQ'cli~u, thu8c hoa dUQ'c

1. Dan thu6c thang ngo~i tm theo quy dinh t~i Ph\l l\lc ban hanh kern theo
Thong tu nay.

2. D6i vai nguai b~nh diSu tri ngo~i tm co dan thu6c kSt hgp thu6c c6
truySn, thu6c dugc li~u, thu6c hoa dugc, ph~n ke dan thu6c hoa dugc va chS
phAm thu6c c6 truySn th\fc hi~n theo quy dinh vS m~u dan thu6c ngo~i tm d6i
vai thu6c hoa dugc.

Di~u 11. Ke dOll thu8c cua CO'sO' kham b~nh, chua b~nh co frng dyng
cong ngh~ thong tin trong ke dOll thu8c d8i vOi ke dOll ngo~i tru

1. Dan thu6c dugc ghi trong may tinh 01 (mQt) l~n, sau do in ra va ngum
ke dan ky ten, tra cho nguai b~nh 01 (mQt) ban dS luu trong s6 kham b~nh ho~c
trong s6 diSu tri b~nh c~n chua tri dai ngay cua nguai b~nh.

2. CO'sa kham b~nh, chua b~nh co Ung d\lng cong ngh~ thong tin phai bao
dam vi~c luu dan thu6c dS truy xuftt ho~c in ra lam du li~u khi c~n thiSt.
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f)i~u 12. TB clnrc thgc hi~n
1. C\lCQuan ly Y, Diroc c6 truyen, BQY tS co trach nhiem huang dful, t6

chirc trien khai, kiem tra, danh gia viec thirc hien Thong tu nay.

2. Sa Y ts tinh, thanh ph6 tnrc thuoc Trung uong, Y tS BQ,nganh co trach
nhiem:

a) Chi dao, t6 chirc tri@nkhai thuc hien Thong tu tren dia ban, dan vi
quan ly;

b) Kiem tra, giam sat va danh gia kSt qua viec thuc hien Thong tu trong
pham vi dia ban, dan vi quan ly;

3. Nguoi ke dan thuoc co trach nhiern:

a) Thirc hien cac quy dinh vS ke dan thuoc tai Thong tu nay va chiu trach
nhiem vS dan thuoc do minh kS cho nguoi benh;

b) Huang dftn viec sir dung thuoc, tu vfin chS dQan uong, chS dQsinh hoat
cho ngiroi benh trong qua trinh su dung thuoc; huang dftn nguoi benh hoac
ngiroi nha ngum b~nh phai thong bao ngay cho ngum kS dan thu6c ho~c dSn cO"
sa y tS gfin nhfit khi co dfiu hi~u bfit thuang sau khi su d\lng thu6c.

f)i~u 13. Hieu hrc thi hanh. .
Thong tu nay co hi~u 19c thi hanh k@tu ngay thang nam 2017 va thay

thS Thong tu s6 01/2016/TT-BYT ngay 05 thang 01 nam 2016 cua BQ truang
BQY tS quy dinh vS kS dan thu6c y hQc c6 truySn, kS dan thu6c y hQc c6 truySn
kSt hqp v6i thu6c tan duqc trong cac cO"sa kham b~nh, chua b~nh.

f)i~u 14. f)i~u khoan tham chi~u

Truang hqp cac van ban dftn chiSu trong Thong tu nay duqc thay thS ho~c
sua d6i, b6 sung thi ap d\lng thea van ban dft thay thS ho~c sua d6i, b6 sung.

f)i~u 15. Trach nhi~m thi hanh
Cac Ong, Ba: Chanh Van phong BQ, C\lCtruang C\lCQuim ly Y, Duqc c6

truySn, C\lC truang C\lC Quim ly Kham chua b~nh, Chanh Thanh tra BQ, T6ng
C\lCtruang, C\lCtruang, V\l truang thuQc BQY tS, Giam d6c b~nh vi~n, Vi~n co
giuang b~nh trgc thuQc BQ Y tS, Giam d6c Sa Y tS tinh, thanh ph6 trgc thuQc
Trung uang va Thu truang y tS nganh chiu trach nhi~m t6 chuc vi~c thgc hi~n
Thong tu nay.

Trong qua trinh thgc hi~n nSu co kho khan, vu6ng m~c, dS nghi cac cO"
quan, t6 chuc, ca nhan phan anh kip thai vS BQY tS (C\lCQuan ly Y, Duqc c6
truySn) d@xem xet giai quySt.l.

Noi nh~n:
- Van phong Chinh phu (Cong bao, C6ng thong tin di~n
illChinh phu);
- BQTu phap (Cvc Ki€m tra van ban QPPL);
- BQtruOng BQY t~ (d€ bao cao);
- Bao hi€m xii hQi Vi~t Nam;

KT. DQ TRUONG
THUTRUONG
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- Cac Thir tnrong BQ Y t~;
- Cac Vu, Cue, T6ng cue, Van phong BQ, Thanh tra BQ
thuoc BQ Y t~;
- So' Y t~ cac tinh, thanh ph6 tnrc thuoc trung uong;
- Cac dan vi true thuoc BQ Y t~;
- Y t~ cac BQ, Nganh;
- Cong Thong tin di~n tu BQ Y t~;
- LUll: VT, PC, YDCT (02).

Nguy~n Vi~t Ti~n

B6i tirong: Vien phi . BHYT .. Khac .

Ten co sa KBCB . Mil benh: .

DON THune DIEU TRI NGOAI TRU
(Danh cho ke dan duac lieu. vi thuoc c6 truyen)

H " T z . mI -9 ten....................................... UOl na nu .

Dia chi .

Chan doan ..

Th f.. ? d t" df..' se thUOC su l;lng u ngay.. en ngay.. .. 0 ang .

TT Ten dUQ'cli~u, vi tbuac cBtruy~n sa iU'(!ng Don vi Gbi chii.
tinh
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I I
Huang dan sir dung:
Cach s~c thuoc .
Cach uong: .

I'W • .l.." ,Nhung dieu can luu y: .
............. .
................ .
Hen ngay kham lai (nSu c:ln thiet) .

.........., ngay thdng ndm 20 .
Ngiroi C§.pphat Th~y thuoc kS don
~~~~~~ ~~~~~~

Ngiroi benh
~ va ghi ro ho ten)
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