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BO V TE 	CQNG HOA XA HQ! CHO NOWA VIET NAM 
DOc lup - Fly do - Flank ph tic 

ItgayoZWilicingd  17111112018  

SO Y TE THANH BOA  

iy ),, S6: ZS:3 	 
THONG TU 	 HEN — 	Ngay: A473/204 

Quy dinh ye lie dun thuoc co truven, thuoc duvertien, 
A 	 ' 

va ke dun ket hop thuoc co truyen, thuoc dirvc ligu vel t tioc.ticia dime 
Luu ho so so: 	 

/2018/TT-BYT 

fr? '/ , 7 
	 Can ct.i. Likit Door so 105/2016/QH13 ng&v 06 thi;ng 4 Hein? 2016: 

ht; it:C. 	 Can cif Ludt khan? he'nh, china benh so 40/2009/Q1112 war 23 [hang I I 
TOM 2009: 

lk 	
Can cit.  Ng/ii clink ,c6 75,2017/ND-CP /{gal.  20 thong 6 171-in? XII' ci0 Chink 

pizit guy dinh chat. ming, nhic2.71 vii, otiven non '..,..' 	y./:.::,.!,: '.: H e ' i 13c; 

Thea de fright clic) Cyc truing Cyc Oucin h; I Ditor co truven. 
Bci trifling Bo I to ban hank Thong tic gm' clink ve ke dun !hulk' cu run e)?. 

amen: duce lieu va ket hop thuoc co truven, ?/?uric' chRIC lieu vld OniOc  hhu  airy,. 

Chuang I 
QUI" -DINH CHUNG 

Dieu 1. Pham vi dieu chinh va dOi ttnyng ap dung 

1. Thong to nay quy djnh ye ke don thuoc co truyen. thuoc dove lice, ke dan 
ket hqp thur5c co truyen, thuoc throe lieu vSi thuoc 116a dude troth: dieu tri not trth 
diet' trj nSi wit ban ngay va ngoai tru tai co sir khnin benh, chi-Fa benh. 

2. ThOng tunny ap dung voi cac ca quan, 16 chili:, ca Han ea lien quan den 
ke don thuoc co truyen, thuoc dugc lieu va ke dun ket hap thuoc co int> en. thuoc 
dugc lieu voi think hem dugc. 

Su 2. Giai thief) tit. nger 

'hong Thong to nay, cac to ngCr dtrai day throe hien nhu situ: 

1. 
ke t 

Chang la clang thuoc co truyen gain CO innt hoar nhicu 	thole (23 
truyen ket hop voi nhau theo ly luan cua y hoc ce truyen hodc theo kink tighiein 
thin gian dugc thay thuoc thing gdi theo lieu sir dung. 

2. Thu& thanh pham la dang thuoc co truyen dal qua cac cons down san 
xuat, ke ca &mg gtdi va thin nhan theo phuong phap truyen thothL 	(Thi 
thuOc mOt trong cat: dang bao cite: vier, nuac. che. bOt, CLIO \ a cac thing khat... 

1-11, V iv 



Chuang 11 
ICE DON 'THUOC CO TRUYEN, THUOC DUOC LIEU 

Dieu 3. Nguiri dugc ke dolt thu6c 
1. Nguai cep chieng chi hanh nghe kham benh, chirdbenh (sau day ggi chung 

la nguai hanh nghe) dugc ke don thuoc thang, ke don ket hap thuoc thanh pham 

va thuoc thang: 

a) 
Bac sy chuyen khoa y bye co truyen, bac stir co chUng chi dao tao dinh 

huong ve chuyen khoa y hoc co truyen co thai gian toi thieu 6 Mang; 

b) 
Cir nhan y hoc co truyen da dugc ciao tao twang duang vol van hang bac 

sy; 

c)Y sy y hoc co truyen; 

d) Luang y. 

2. Nguai dirge ke don thuec dugc lieu: 

a) 
Cac del tugng quy dinh tai cac diem a, b va c Khoan 1 Dieu nay; 

b) Bac sy khong thuec chuyen khoa y bye co truyen, 

c) Y sy da khoa. 

3. Nguai dugc ke dan thuoc thanh pham: 

a) Ce.c del tugng dug° quy dinh Lai Khoan 2 Dieu nay; 

b) Luang y. 
4. Nguai co chiling chi hanh nghe bai thuoc gia truyen chi dugc ke don tai 

Muck gia truyen da. dugc cap có tham quyen cap phep. 

Dieu 4. Cac hint thtic ke dan thuoc ca truyen, Ulu& dirge lieu 

1. Ke don rieng thuOc thang, thuOc thanh pham, thuoc &ic lieu. 

2. Ke dan baithuec gia truyen. 

3. Ke dan phei hop thwic thanh pham va thuec thang. 

Dieu 5. Nguyen tAc ke do-n timac co truyen, thuec d age licit] 

1. 
Nguai hanh nghe chi dugc ke don thuec sau khi ce ket quit khdrn benh, 

ch&n dodo benh. 

2. Ke don thuoc phai phis hgp vgi than doan benh va tint trafn9 benh 

3. Uncle ke don phei hgp din& thang va thuoc thAnh philm tren ynnt ngtroi 

benh ma giita cac thuec nay co su trang lap met so vi thuoc trong thanh phan, 

cOng tithe. 

4. 'Twang hgp có sCra chila nL)i dung dan thuoc thi nguei ke dan phai ky 

ten ngay ben °ph not dung sUa. 



5. Truang hop dun thac c6 chim Mtge lieu dee thuec Daub !nye MAN lieu 
d6c lam thu6c ban hen!) kern theo Thong to so 42/2017/TT-BYT ngey 111; Mang. 
11 nam 2017 ctia Bo twang Bo Y to (sau day gel tat la Thong to so 42/201711T-
BYT) thi phai ghi re se lugng bang se va bang chi), truong hop se lacing (Juni 10 
(magi) thi phai ghi so 0 (khong)O phia truck. 

6. Khong dugc ghi vao don thu6c thOng tin, (pang cao, tiep thi, ke don. ur 
van, ghi then, twang dan su dung co not dung (king de phOng benh, china benh, 
churl down benh, dieu tqbenh, giam nhe berth, dieu chinh chine nang sinh 1C co.  
the nguei del vai san pham khOng phai la thuec, tris trang thiet bi v te. 

Chung III 

KE DON KET HOP THUOC CO TRUYEN, 

THUOC DLIQC LIEU VOL THUOC II0A DOC: 

Dieu 6. Nguiri dugc Ice don ket tuip mune e6 truyen, thuoc aunt ticu 
NIA thaw 116a dirge 

I. Ngueri hanh nghe dugc ke don ket hop thuOc ce truyen, thu6c dugc lieu 
vai thu6c h6a dugc. 

a) Bac 5.9 chuyen khoa y hoc co truyen throe ke don thuec hoe ()troc trong 
pham vi chuyen nganh nOi; 

b) Bac s9 da khoa co chimg chi deo tao djnh litrc1mg ye chuyen khoa v hoc 
co truyen co thoi gian toi thieu 6 thang. 

2. Nguti dupe ke dun rieng thuoc hea dupe 

a) Bac sY da khoa co chimg chi ciao tao din') Inning ve chuyen khoa'. HOC  
ce tnayen ce thoi gian tei thieu 6 thang; 

b) Bac s91 chuyen khoa y hoc ce truyen dupe ke don trong pham vi chu> en 
nganh nqi, phe hop vai tinh - trang benh ctia ngtroi benh va tuyen chuyen min ke 
thuat, danh muc k9 thuet Mita co se kham benh, china benh; 

c) Y s9 y hoc co truyen dugc ke don va sir clung ctic din& ilea dirge cap 
cau tai ca say t6 de xi( tri cap cat. - 

3. Y sy y hoc co truyen cOng tec tai yang ce dieu kien kinh to - xa he; kilo 
khan hoac dac biet kilo khan nal chin ce bac sSr dtryc ke dan Thu& hoa dugc 
chuyen nganh not de chea met se benh thong thuang trong qua trinh ket hap thuoc 
ce truyen, thuec dugc lieu vai thuoc hoa duet sau khi dugc Giam doe So Y to cho 
phep hang van ban. 

4. Bac s9 kheng phai chuyen khoa y hpc ce truyen, Y sy da khoa throe ke 
dan thu6c thanh pham, thuec duo: lieu. 
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Dieu 7. Dinh that ke do'n ket hqp cac thaw c6 truyen, thulic (Imp: lieu 

yeti thaw ban (Imp 

E Ket hrrp thuec thong va thuoc hoa dugc. 

2. Ket hop Ulu& thanh pham va thuoc boa dirge. 

3. 
Kett kip am& thong, thuoc thanh pham, Ulu& ilea dugc. 

Truing hop ke dim thuoc ce ket hgp thuoc co truyen, tint& dirge lieu vii 

thuoc hoa dugc dei voi tiguelbenh dieu ngnyi trn, tin phan ke don thuee thang 

Owe hien thee mail Dan than: thang dieu 	
ngoai 	quydinh tai Phu lye ban 

hanh kern then 'Deng to nay, phan ke thuoc boa dupe, thuoc thanh pham, thuoc 
dirge lieu thirc hien then Thong to so 52/2017/TT-BYT ngay 29 tilting 12 nom 

2017 Gila Bo tracing 1 i, Y to guy dinh ve dan thuee 	
vice ke dan thitoe hoa 

dirge; 
 sinh pham trong (lieu tri naciai trd tai co so kham benh, clUra benh (sat' day 

gpi tat la Thong tir so 52/201
7/TT-13YT). 

Dieu 8. Nguyen tne la 
dan ket hqp thutc c6 truyen, thulic dtrqc lieu voi 

thu6c hoa (Nye. 

1. Ke dan 
thuoc bOa dugc trong dieu tri ngnyi trn Uwe hien then quy dinh 

tai Thong to so 52/2017/TT-BYT). 

2. 
Ke don co Let hop thuoc boa dugc trong dieu tri net tru thi thei gian 

sir 

dung thuec boa dope ap dyng then quy dinh cda phap luat Ye ke den thuoc hoa dirge. 

Chtrifttg IV 	• 

CACII GIII DON THILIOC, SAT DVNG THUOC 

VA THU( H4N CUA DON THUOC 

Dieu 9. DtrOng, an each ghi dan thuoc 

1. Quy dinh cluing ye each ghi don thuoc 

a) Chit viet ten thude then !Igen ngu tieng 

	

	chinh sac, ro rang, t1.1 -11 du 

then cac mac in trong, don thuOtit, se) kham benh cua nguoi henh, to pilot Ellett tit 

trong ho so berth an; 

b) Chi chinh xac dja chi not ngudi benh clang cu tru Mac tarn trU; 

c) 
L7oi voi tre em duel 72 thong tuoi thi phai ghi se) thing tuei va ghi them 

ten be hole ten me erla tre; 

d) 
Gach then phan gray con treng tir phia duel net dung ke don den phia 

tren chit kY cita ngirai ke dan; ky, ghi re' hp ten ngurn ke don. 

2. CaCh ghi don thuoc doi Yen dui& CO truyen, thuoc done lieu. 

a) Khi ke dan thuoc thong ghi ten thirang &mg, ghi re lieu lacing, don vi 
tinh, khong viet tat ten thuec dot yeri cac vi thuoc y hgc co truyen: Ituerna clan cu 

the each sac thuoc, each tying Mune, thoi gian uong Wilk; 



b) Chi dinh re" lieu Ming, each dOng va duang Ming: 

c) DOi vOi thuoc thanh pham do co sCy kham benh, chCra benh tar san xuat 
thi ghi theo tan da dugc So Y tc hodc Bq Y t te phe duyet 	hanh nei 	Oily don 
vi do BO Quec phOng quan 	vgi thuoc dugc luu hanh wan quire thi ghi ten 
thuec theo ten MI doge Bo Y to cap se dang ky Itru hanh; 

d) Truing hop nguei ke don chonguOi benh china qua lieu thong thuang 
so vai quy trinh chuyen mon ciia BO Y to hofic phac do hugmg dun dieu tri thi phai 
1c9 xac nhfin hen can't 

3. Thir to ke don thuoc trong dun thuoc va he so benh an 

a) Thu fly ke don thuec co truyen, thuOc dugc lieu: Thucc thang, thuOc thanh pham. 

DOi vCri thuoc thanh pham, ke theo thu ttr: Thunc dung \ten, tiptoe dang 
nuot, thuec dang che, thuec clang bOt, thuoc dang cao va cat: clang thuee khac; 

b) Thu to ke don thuoc kat hop: Ka thuOc hoe Mtge threw, thuoc co troyen 
thmic doge lieu sau. 

Dieu 10. Thai gian 	dung thaw trong kc do'n thutic 

1. Ka don thuoc trong dieu tri ngoai tru 

a) Benh can chfra 1.6 dal ngdy: M6i Ian ke don thuoc tOi da khong qua 30 
ngay hodc theo huOng dun dieu tri ctia m6i benh; 

b) Cac benh khae: N4M Ian ke don thuOe t6ida khOng qua10 ngay. Dei vai 
vOng 	\tang xa, hien 	hai ddo, vOng có diet' kien kink , 

	
hai IMO khan 

bode ddc Het kilo khan doge ka dun dieu tri toi da khong qua 30 ngay. 

2. KC dun dm& trong dieu tri not tra, dieu tri nei tilt ban nuay 

a) Thgc hien ke don thuec nil thieu hai kin trona I 0 ngay, 

h) Doi vgi ke dun Ulu& thang, trong qua trinh dieu tri nci trO, Mau tri nei 
trO ban ngay, neu khong thay d(ii chi dinh dieu 	a \17111 gii nLWVell Hi throe (.1:\ 
dtryc chi dinh ngay truck do thi dugc phdp ke lai bang each ghi "Bali Mune hoac 
don thueic,cila ngay, thang, nam" va chi dirge met Ifin, neu tiep toe sir dung bar : 
thu& do lan sau ke dap phai ghi lei bai thuoc. 

Dieu 11. Ke do'n thuOc cita co' sir kham benh, chila benh co Ling [long 
cong nghe thong tin trong ke do'n thuOc ngoai Ira 

1. Dan thuOc dugc ghi trong may tinh 01 (met) tan, sau do in ra va ngpOi 
Ice don k9 ten, tra cho ngoai benh 01 (met) ban de Itru trong so kham hanh hoac 
trong so dieu tri benh can chica tri dui ngay ctia nguOi benh. 

2. Co se kham benh, chira benh co Una Ming cCmg ng,he Meng tin phai baa 
dam viec kru don thuoc de truy xuat hodc in ra lam clit lieu khi can Mien. 

3. HO so benh an dien fir dugc thuc hien theo quy dinh civil phap !nat. 



Dieu 12. Thai Inn c4an thutc có gia tri mua, link thuoc, hru don thulic 

1. 
Dan thuoc co MA tri mua, link thuoc trong Mai hart tei da la 05 ngity, ke 

tir ngay ke dcm Mcae. 

2. 
Thai han km dan Oldie del veil dm& ea truyen, thuoc throe lieu la 03 

Mang. Rieng, cat dan thtiOc cc") vi Mune y hoc 	truven co dee tinh dtroc 	hanh 

kern then Tilting tu 	
42/2017/1U-BYT ngay 13 Mang 1.1 nam 2017 

CLI3 I:3(5 

mrang, Bo Y to ban hanh Danh rime throe lieu dOc lain thuOe thi dan thuOe km 06 thing. 

Chiming, V 

DLEU KHOAN TM HANEL 

Dieu 13. Hiku arc thi hanh 

1. 
'Nang tu nay en hien luc thi hanh ke tir ngay 01 tilting 03 nam 2019. 

2. 
Tilting tu sit 01/2016/TT-BYT ngay 05 thing 01 nant 2016 eda Bi, truong 

Bn Y to quy dinh ve ke don intik y hoc co truyen, ke don thuoc v hoc ce truyen 
ket hap vai thuoc tan chive trong cac cc sec khan benh, chira bet) het hieu Itrc 

ke 

to ngity Thong tu nay en hieu 

Ditui 14. Dien khoan than chieu 

Twang hop cac van ban dm chieu trong Meng tu nay dcroc Ma) the Imac 

sira clOi, ho sung thi Ai) dung thenvan bon da thay the ho,5e sun d6i, be) sung do. 

Di'eu 15. TO chat that hikn 

1. 
Cue Quart 1y Y, Duce co truyen chit tri phoi hop Yeti Cue Chian 1Y Duce, 

Cue ()Iran 19 Khalil chilli berth, Bo Y to co trach nhiem to chime trien khai, kiem 

tra danh gia vice thuc hien Thong tu nay. 

2. SO Y to tinh, thanh phO true thuOc Thing ucmg, Y tt. B. nganh co Taal nhienv 

a) Clii dao, to chire trien khai Uwe hien ThOng rrr tren dia ban, don \ 

quart 19b) ; 
Kiem tra, danh gia ket qua viec time hien Chung at 'song pham i dio 

ban, dan vi quan 19. 

3. 
Co ser khan henh, chtta benh, ca sot ban le thaw co trach nhiem thtrc 

hien cac quy dinh tai Thong to nay. 

4. Ngtroi ke don thu6c co trach nhiem 

a),Thue hien cue quy dinh 	
don thuoc tai Thong tu nay a chiu trach 

nhiem ye don thuoe do mirth ke cho nguen benh; 

b) Huang clan vi'ec stir dung thuoc, tu van the dO an Luang, eke dO sinh haat 
cho ngueri benh trong qua trinh sir dung thuOc; hug clan ngueri benh hone riven 
nha nguai benh phai thong hao ngay cho ngtre) ke don thuOc hone den co so \ te 

gin ithat khi co dau hieu bat thuang sau khi sit clung thuOc. 
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5. Ngubi b(mh va dot din cua nguiri Nnh co truth nhiOrn thyc hi@t cac quy 
Binh tai Thong to nay. 

Dieu 16. Leach nhiem thi birth 

• Cite Ong, BA: Chinh Van phong BO, Cyc twang Cyc Quan IY Y, D ioe ce 

truyen, eye tracing Cyc Quan R Kham chlia benh, 	truolie Cyc LhiLin IC Dtroc 
Chanh Thanh tra BO, Tong Cyc tru(Mg, Cyc truing, Vu trutrng thuYe BO 
Cam dOc Nnh viOn, V iOn co giutng trih true thuOc BO Y t3, Clam doe Soi Y to 
unit thanh pito true thuOc Trung tro-ng, Thu truan 	 car to °hut 
titian eel lien quan chiu truth nhiOm Uwe hien Thong to nay 

Trong qua trinh thuc hien neu có 1(116 khan, vudng mac, de righi cac ca 
quan, to chirc. ca nhan phan anh kip then Ye BO Y to (Cyc Quart ly V, Mtgc or) 
truyen) de xem xet, giai quyet./. 

444, 
KT. BQ TRU'UNG— 

TH lir TR LAING 

Noti 
lily ban vO et van de xi" hOi cna Qunc h3i (d& giant sat). 

- Van phong Chinh 	(Cong ban. Cong thong tin diOn to 
Chinh phi)); 
- BO Tu pith)) (Cue Kiern tra van ban QPP1); 
- BO. en quan ngang BO. en quan trvc thuOc Chinh phis: 
- Ban Hem xa 	ViOt Nam, 
- BO trud-ng, Bn Y to (de bin czio) 
- Cac Thu truOmg BO Y 
- Cac Vp, Cue. Tang eve. van [Thong  13i). Thank tra Bp thunc 
Big Y te: 
- Sir Y to cac tinh, thanh phn trve [hunt: !rung wing: 
- Cac,  don 	true thunc BO Y.  ta: 
- .té cac 	Nganh. 
- COng ThOng tin diOn tti BO 
- Luu, VT, PC. YDCT (02). 

Nguyen Viet Tien 

UBND TINH THANH HOA 
SO Y TE 

S6: 03 /SY 

Nol nhan: 
- Cac en sol(B,CB; 
- Luu: VT,NVY. 

SAO Y BAN CHiNH 

Thanh 116a, !way d4 thong 3 mini 2019 



PHIJ LUC 
MAU DON THUOC 'MANG DIEU TRJ NGOAI TRU 

(Ban hanh kern theo Thong 1w sá&2018/TT-BIT ngay22/12/2018  

can BO trwang BO Ytet) 

Ten co sal: KBCB 	ma b011. 	  

DON THIJOC THUOC THANC DIEU TB! NGO AI TRU 
(Danh cho ke dan duyc lieu, vj tinuic ca truyen) 

ten 	  
Dja chi 	  
Doi tugng: Wen phi 
Chan loan 	 
Thu& sir dung to ngay 	den ngay 	 SiS thang 	 

TT Ten duge lieu, vj Murk CO truyen SO lugng Dan vj 
tinh 	 

Oh' chn 1 , 

. 1 

i 

Huftgtdan sir dung: 
Cach sac thuOc 	  
Cach uOng: 	  
Nhitng diêu can km y: 	  

ngAy khans li (nu cAn thi6t) 	  
	, ngthy 	thong 	nain 20.. . 

Ngubi benh 	NguOi cap Oat 	 Thay tuft, Ice don 

(kj và ghi ra ho ten) 	(l95va ghi it hp ten) 	vo ghi re) ho ten) 

Tu6i 	 nain/nOr 	 

BHYT 	 Khac 	 


	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8

