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B0 T,A-',r CH|NH CQNG HOA XA Uor CHU NGHIA VrET NAM
E$c lfp - Tg do - HSnh phric

S0: 27 7 /2A rcnT-BTC I{d N|i, ngdy 14 thdng I I ndm 2016

THONG TU
Quy ilinh mrlc thu, ch6 iIQ thu, nQp, quf,n lf

vi sil dgng phi trong llnh vgc dug'c, mi phAm

I

I

Ciin cft Lugt pht vd Ie phf ng&y 25 thdng I I ndm 2AI 5;

Odn c* LuQt ngdn sdch nhd rursc ngay 25 thdng 6 ndm 2015;

'cdn cdrNshi dinh s'5 120/2016/ND-cp ngdy 23 thdng 8.ndm 20r6 ctia
Ch{nh pht) quy dinh chi rtiit vd huong ddn thi hdnh m\t s6-dtiu ctia LuQt phi
vd l,f trrhl;

Cdn c*,Nghl dilth sd 215/2AI3iND-C7 ngdy 23 thdng 12 ndrn 2Ai3
cila ('ihinh phfi Ety dinh chfi'c ndng, nhi€m uqr, qt yin hgn vd to tdu td ch*c
cfia BQ ifdi ch{nh;

Tkeo dA nghi cfia h,t trthng VU Chinh sdch thuii,

B(i trnong BCI Tdi chi:nh ban hdnh rh6ng tu quy dinh mttc thw, chd dQ
thr r, nSp, qudn lj, vd s* &1ng phi *ong linh wc duqc, mi phtim.

si6u I" Pih4rn vi diAlr chinh, O6i tugng ip dgng

1. Thdng trr ndy quy rlinh mirc thu, cn6 AO thu, nQp, quan ly vd sft dqng
phi trong linh vgr: duryc, rny phlim.

2. Thdng tq niiy 6p dp1e eOi vOi nguhi n$p, td chirc thu phf trong linh
vgc dugc, m! ph6,m vd c6c ti5 chric, c6 nh6n kh6c c6 li€n quan d6n viQc thu,
nQp, qu6n lf vi su dqng phi 'nrong trTnh vgc dugc, m! phdm.

Eiiu 2. Nguhi ngp phi
T6 chrlc, c6 nhdn lrtri duqc co quan quan l)t nhe nu6c thgc hiQn cdc

ci,ng viQc li6n quan d6n finh vgc dugc, .v prrA* quy dinh tai Bi6u piti uutt
himh kdm theo Thdng tr'; ndy thi phii ngp phi,

Di6u J. T6 chrfrc thu phi

, Cuc {luan ly {,uqc; Cgc Quan ly y, duqc c6 truyAn (80 Y t6) vd Sd Y
l8 cdc tinl,r, thanh ph(i tryc thuQc trung uong thlrc hiQn c6c c6ng viQc quy dinh
thu phi tgi Bi6u phf ban henh k&m theo Th0ng tu niy ln td chriC thu phi.



Didu 4. Mtfrc thu Phi

Mttc thu phi trong lTnh vqc dugc, m! ph6m thgc hiQn theo quy dinh tai

Bi€u phi ban henh kdm theo Thfrng tu ndy.

Eidu 5. KG khai, nQp Phi

1. Cham nfrAt n ngay thri: n6m hing tuAh, t6 chric thu phi ph6i grii sti

tiAn phi d6 thu cria tudn trudc .rio tii khoan phi chb nQp ngin s6ch md t4i

Kho b4c nhi nudc.

2.TA chirc thu phi thgc hiQn k€ khai, nQp sOti6n phi thu dugc.theo

th6ng, quyal i"* nflm theo hudng'dfin tpi khoan 3 Di€u 1% khoan 2 Di6u 26

Th6ng i r rii t56lZ0L3ffT-BTC ngdy 0,6 4,foe I 1 ndm 2013 cta BQ trucrng

B9 Tti chinh hucrng dAn thi henh mQt si5 diAu cfia Lu$t qu6n 1y$u6; Lu4t sria

aoi, ua sung mQt s6 diau cua LuL4t qu6n lf thu6 vd Nghi dinh s6 83/20134TD-

CP ngiy 22 thingT ndm20l3 cfia Chinh pht.

Didu 6. Quin $ vir sfr d11ng Phf

l. TO chirc thu phi nQp toan b0 sO tiAn phi thu dugc vio ngdn s6ch nhi
nu6c. Ngu6n chi phi tl gtrei cho viQc thlrc hiQn cdng viQc vi tlru phi do

ngen sactr nna nu6c b6 tri trong dg todn cria t6 chr?c thu theo cfrC eO, ainn

mftc chi ng6n s6ch nhi nu6c.

2. Trudrng hqrp tO chfc thu phi ld co quan nhi nu6c dugc kho6n 9! nt{
hog dQng tt ngudn thu phi the:o quy dinh t?i khoin 1 Di6u a Ngh! dinh sd

120/20164{D-CP ngey n 46ng 8 n6m 2016 cria Chfnh phtr thi dugc trfch l4i

70% s6 tiAn phi thu dugc dti trrrng trii chi phi cho c6c nQi duttg chi theo quy

dinh tei EiAu 5 Ngh! dinh sd lz}lz}rcn{D-CP ngey 23 th6ng 8 nim 2016

cua Chinh phu. NQp 30% tiAn phi thu dugc vdo ngAn s6ch nhi nu6c theo

chuong, ti6u mgc cta Mpc lgc rrgAn s6ch nhd nu6c hi€n hinh.

Ei6u 7. T6 chrfrc thgc hiirin

1. Th6ng tu ndy c6 hiQu lgc thi hanh t6 tt ngiy 01 thang 01 n6m 2017

vi thay thti c6c nQi dung li€n qtran thu phf trong linh vgc dugc, mi phAm quy

dinh tAi Thdng tu sO 031201f,|IT-BYT ngey 08 thang 01 ndm 2013 cria BQ

tru&ng BQ Tdichfnh quy ttinh phi thAm dinh kinh doanh thucrng mai c6 di€u

Ue"tTfta* dinh ti6u .f,"A",'AiAir kien hanh 
"ghA 

y, dusc; lQ phi c6p gi6y phgp

*u6t, nhAp ktrAu ffang thi6t bi ;r t€, dugc phAm, chimg chi hdnh ngh6 y, gi6y

ph6p hogt dQng co s& khem, chiia benh.

2. C6c nQi dung kh6c liiln quan di5n viQc.thu, nQp, quan $, sri d$ng,

chimg tir thu, c6ng khai chiS d(i thu phi kh6ng dO c$p t4i Th6ng tu ndy duo. c

tfrgc frign theo quy dinh t4i LuQt phi ve lQ phf,Nghi dinh s6 120/20164ID-CP

ngay 23 thang b nlm 2016 ctia btrintr pftU; fnOng tu sO \SO\ZO!3ITT-BTC

ngei 06 th6ng 11 n6m 20t3 cria BQ truong B0 Tei chinh; Th6ng tu cfra BQ



truo^rg BQ T.ii chfnh quy dinh in, phdt hanh, quin lf va sri dpng cdc loai
chfmg ttr t'hr.r phf, lQ prri thuqc ngan sdch nhir nuoc vdr cic vdn bAn sfra ddi, bO

suilg ho{c ttra} thiS (ni5u c6).

3. Tr ong quf f"rinh.thgc hiQn, n6u c6 w;dmg rnac d€ nghi c6c tO chirc, ci
nhdn phin dnh kip thoi vA E0 Tdi c;hinh d6 nghidn c{ru, huong d6n b6 sung.l.$-

NoinhQn: W
- Van phdng TSng ucrng vi. c6c Ban cria Ding;
- Van phd'ng T6ng Bf rhu";
- VEn phirng eu& trOi;
- Ven ph,i3rg Chn tich n udc,;
- ViQn K i6m s6t nh6n drin r6i cao;
- Toi 6n nhin din tdi cao:
- Ki6m t,ri{.n nhi nr-rdc;
- !6c B1', co quan ngang )ts$, co quan thuQc Chinh phri;
- Co qurrn Trung uong cfiil c6c doin thii;
- Fmtj'{i^.i, LrBNf', Sti Tai r,hfnh, Cpc Thu6 c6c t.inh, thnnh ph6
kuc rLnl$6 Trung umg;
- Cfrng b6o;
-. V/ebsitg chinh phri;
- Cuc Ki6m tra vin birr (BQ Tu ph6p);
- Chc don vithu$c B0 l.'ii chinh;
. .tffebsite B0 Tii chinh;
- Ltnr: VT, CST(CSTSr,.

KT. BO TRT'ffNG

Thi Mai
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BrnU MIIC THU pnf TRoNG rINH \rUC DU0C, nnY prnnn
(Ban hdnh kdm theo Th6ng tu sii 277/2016/TT-BTC

n,gdy 14 thdng I I ndnn 2016 cfia BQ trumg B0 TAi chinh)

TOn pl,rf,lQ phi
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rAm,rlinh cdp phgn luu hi,nt,
llnh vrlc dwqc plrflm, mf phfim

nh$p L -6r .hA;, cdg

Thtun dinti xdc nh{n n$i dung th6n;3 tin, quing c6o thu6c, m! phAm

Thern dinh cdp phdp luu henh d6i'voi thudc, nguy6n ligu lam thu6c

.li"h r ptrdp tuu hturh t1,itrr 
"A 

G*y6" tieu tdt

i v6i

Them dlnh cffp pl.r€p luu hanh ddi vdi hd so ddng ky thay ddi/bd sung

llu6t:leyy€n, 
lii;u 

lam,ttruoS^ Ste. * qiav.p^to:p \l- lqfi (thay.ddi,lcrn,
thay d6i ntrO lUao gdrn thay dOi nhO ri" ptte duy$t vd thay ddi-theo hinh

gggll'e"rgl

tudn fJrri CGMP- ASEAN

ThAm dlnh ti6u chuAn vi rliAu kign s&n xudt thu6c, dugc liQu (GMP)

ThAm dinh ti6u chu6n vd diAu kiQn san xuft bao bi dugc phAm

ThAm dirrh ti€u chuAn vd diAu kiQn bio qudn thu6c, dusc liQu (GSP)

Thdm dinh ti€u chuAn vd ifi6u kiQn ki6m nghigm thu6c (cLP)
dinh ti€u chuAn. vd tli6u ki$n sin xudt th

trinhtri€n khai GMP
truyOn,

Srsrles-?P-dsr
Thim <tinh didu kiQn kinh doanh thu6c OOi vai co s& ban budn (GDP)

Th6rn dinh hd scr c6p chimg chi hinh nghA duqc

qUg tt!9" ngu'ir6n tic, iti€u chuAn thyc hanh dt nhn thu6c theo lQ trinh
ffi,Ci"h?Iil nen, t re bdtt ta

i_gitg"di._brinlbg_'rung kh6 kh6n, miAq niii, h,{! dAo
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Mtfrc thu
U.0A0 dons)

llhdrn dinh cOng b6 r3i6 thudc:



stt TOn phi,lQ phi
Don vi
tinh

Mftc thu
(1.000 dang)

11.r ,

ffiucptrucvud6uthAu:
H0 ss 100

H6 son.2

a

5C idrr xuAt t4i co.:s sAn xuAt thu6c

d4t ti6u chuAn WHO/GMP dg B$ YtC Viet Nam cdp gAv chimg $6o "a
duo. c cq quan qu6n lf c6 thAm quyAn cta nudc tham gia ICII c6p ph6p

luu hinh;-danh mgc itro6" san rudt rir nguy6n liQu (hogt ch6t) duo. c,san

xu6t t6 c6c nudc tham gia ICH vd Arntralia; Danh mgc thu6c san xudt tir
nmrv6n li6u ftoat chAtt-duoc c6o si6rt chime nhen CEP

Hd ss 1.500

b
-::-9;:.{---r----,s
D6i voi thudc tugns dugng sinh hqc H0 so 2.500

c C dat r;i€u chuAn CI@-ptCls va CUp-nU H6 so 450

d

ntra UrAu d6P tlng Y6u cdu vd n[ng
l1rc, kinh nghiQm vd"uy tin trong dfg thAu dugc iieu, ni tto6. cO truydn

th.o ouu6t dioh r6ne b6 cua B0 iruftre BO Y t5

Hd so 1.000

t2 trigu ttru6c Hd so 200

13 'hffi;6t Gi6Y chrmg nhfln ini tti€u

ki6n san xuAt mV ohAm
Co s0 6.000

t4
ta"m[re aA v6i cs so kinh doanh

duoc li6u. thu6c duosli€u. thu6c-cd truvAnledm ca vi thu6c cO tmyen;:

a
@trung

uons: tinh <16ne bens trune du
Co sd 500

b Co s& 200

15
@Qn nudi trdng, thu h6i dugc liQu theo

r tfc GACP
H6 so 6.000
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