
SO Y TE I]AU GIANG
THANHTRA
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CQNG IIdA XA IIQI CIIiJ NGIIiA VIBI.NAM
DQc lip -'l'g do - Ilanh phric

Hiu Giang, ngdy() thdngll ndm 2021

rhanh tra trff'"[ti]:Jlo'c, mi phim,
thu'c ph5m ch['c ning, giri thu6c & vht tu y ttl rlot I nim 2021

CIn cu Chi thi s6 lT lCT-TTgngiry 191612018 cria Tht tu<ing Chinh phri vd

chi dao cria IIQ tranh ch6ng bu6n l{u, gian ldn thuong m4i,

sAn xuit kinh d m ch6t lugng thuoc nhorn hang dugc phAm,
. ,l

thgc phArn, m! n6ng, duoc liQu vd vi thu6c y hoc c6 truy€n.

Cdn cu Quy6t dinh sO +O t ZlqO-eYT, ngdy 24 thdng I 1 ndm 2020 cta IIQ
Y t6 vC vi6c ph6 duy6t k6 hoach thanh Lraniam202l;

-:Can cu Cong vin s6 4544IBYT-BM'I'E, ngdy 04 th6ng 6 ndm 2021 cta 136
-. : : .^ i ':Y te v6 vi0c tdng cudng kidrn tra, gi6m sdt ho4t d6ng cung cAp dich vu phA thai

vd xt lf ch6t thai y t6 nguy hai trong linh vuc ch6m s6c sric khoc sinh sAn;

Cdn cu Quyi5t dinn tO ZSO+/qO-SYT ngdy 02 thrlng 12 ndrrr 2020 cua Sd

Y t6 Hau Giang v6 viQc ph6 duyQt K6 hoach 'I'hanh tra Y t6 ndm 2021;

'thuc hiQn C6ng vdn sO tOt:IyDCT-QLIIN ngity 24 thAng 12 n[r.n 2020

cua Cuc Qurin ly Y, D"SS c6 truydn v6 viQc 15ng cudng c6ng t6c quAn lf nhd nu6c

linh vgc y, du'oc c6 truydn;

Thuc h iQn theo C6ng van s6 7 46IUBND-NC'I-II ngriy 05 th6ng 6 ndn 2021

cta IIBND trr.rh II6u Giang vd viQc tri6n khai thgc hi6n rnQt so biQn phdp kJrdn

c6p phong, ch6ng dich COVID-19 tr'0n dia bdn'f inh;

'I'hanh tra So Y 16 xdy du'ng K6 ho4ch rridn khai thuc hien viec thanh tra ve

hdnh nghe y, cluoc, ni! phAm, thgc phAm chtc n6ng, gi6 thu6c & vAt tu y te rio-t I

nim202l tlen dia bAn tinh lIAu Giang, cu th0 nhu sau:

r. Ml-jc DicH, YtU CAU

1. Mgc tlich:

- Tdng cudng c6ng tric ki6rn ta theo chuy6n tI0 cta Chi thi sO 17lcl'-T1'g
ngity 191612018 cta Tht tutug Chinh phrJr vd chi dao cua IIQ Y t0 v0 1[ng cudng
d6u uanh chong bu6n l6u, gian lin thuong m4i,,sdn xuAt kinh rloanh h2rng gid,
hAng kcrn.chit luong thuQc nh6n-r hdng duoc ph6rn, m! phAm, thr-rc phAm chuc
lr6ng, thu6c cluoc 1i6u, thu6c c6 truy6n, gi6 thu6c & v4t tu y te, nhdm ph6t hiQn,

ch6n chinh kip thoi c6c sai pharr, xu ly nghiem cric hdnh vi vi phan-r dirng.theo

Afv dlnh cua phrip luft, gop phin ting cutrng. hi6u luc c6ng t6c quAn l1i nhri nuo-c

v6 y t0, h4n chd t6i da hdng giA, hdng kirn chdt lugng, hdng lAu, hirng kh6ng duo-c

b6n... tt'ng buoc vdn dQng tuy0n truyOn clua ho4t dong cua cAc c<r sd y t6 v2ro n6
i , .;.

n0p, gop phAn tich cuc tlong c6ng t6c bdo vQ sric khdc nhAr.r dAn.
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- PhAn ticl.r ddnh gi6 thr,rc tlang 1inl.r l.rir.rh hoat rJong cua c/rc cty s<r har.rh nghe
y, duoc (tAn dugc, duo-c li6u, y hoc c6 truydn), rn! phAni, tliuc phArn cl.rfic lrdug,
gi6 thu6c & vft tu y te cl6 xu6t nhfng gizii phip d0 nAng cao hieu luc quAn lj nhd
nudc v6 y t6.

- D6nh gi6 thuc trang tinh hinh hoat dQng cria cAc ctr sii hAnh nghe hoat: ., .
dong cung cAp dich vu ph6 thai vd xtr lj chAt lhdi y t6 ngLry hai lrong linh vuc
chdnr s6c sirc khoe sinh sAn.

- 'l'Ing curing. c6ng t6c tuy6n truy6n. c6ch ph<)ng ch6ng dich COVIl)- I 9 tai
c6c co so hdnh nghd y, duo-c tren dia bdn.

2. YGu ciu:
- I)odn thar-rh tra thuc hien clung theo cluv trinlr va thrr tr-rc kiCnr tra thco quy

dinh. lloat dong kiOm tra phai ruAn rhu c6c c1r.ry dinh cua ;:llrap IuAr. danr bao rhiri
han thco cluy dinh, tinh khoa hoc chinh xdc khdch quan. cong ki'rai. rrirng thuc,
khong lanr can tt'ti hoat clong hinh thrrone cua lo chirc. ca rrhirrr lA cloi rurrn!. li itlr:r
tra; l{p bien bAn kiOm tla lhco drlng cluy dfnh, xu ly r-rghi6m c6c co srr c6 vi pham.

, - 'l'huc hien r6t phdn cdng, ph6n cdp, r.i0n hdnh thanh tla c6 trong tam, trol'rg
di0rn tAp tlung vAo nhfrng v6n d6 t6n tai trong c6ng t6c c1ufur ly, nhtng vi pham
ve hdnh ngh€ y, ducrc, rn! ;lhiinr, thuc ph6rr ch[rc ndng, gi6 thu6c & i,A1 tu y
te ...gay dnh huong dOn su'c khoc nguo-i dAn vii 6n clinh thi trtrirnq

- Ph6i ho. p, h6 tro kip thrii c6rc I)oirn thanh tla chuyCn ngAnh Y tC hu1,c1n,

thi, thdnh plro khi ggp khti kJrdn vurtrrg n,i. u'ong r.1ud tlinh lii.rn rra.

. 
- 1-h6ng k6, t6ng hop k6t qud, brio crio so kOr, rtt kinh nghidrn v6 dort kiim

tra, dE xu6t bi6n ph6p thanh tl'a. cludn ty r.rhhrn dat hi6u qud cao nhAt.

II. DOI TTIONG, NOI I)UNG'I'I{ANII'I'IIA:
l. D5i tu'r.r'ng ki5m tra:
,,.r.'fAt cd ciic ccr sd hAnh ngh6 y, duoc, m! ph6rn, thuc phAnr ciruc nlng, giri

thu6c & vAt tu y tG hi6n clang hoal cl6ng tr6n dia bAn tinh. CAc ccr so- dich vu rnri
trong hoat d6ng c6 dnh hucrng.truc ti6p d6n sfrc kh6c nhdn d6n, nhdrn 6n dinh thi
truong vC gi6 thu6c,, vAt tu y t6 v<ii trong 1Am nhu sau:

':- Co scy san xuAt, kinh doanh tAn duoc, d6ng dLroc (C6ng ty sdn xudt, kinh
doanh Ducrc, nhd thu6c, cluiy thu6c k6 cA quAy rhu6c tai 'l'rirrn Y t6, quiy rhu6c
d6ng duqc).

- C6c ccr scr hdnh nghe y m r.rhAn nhu: phdng kh6m da khoa, cl.ruy6n khoa,
cdc co s<r chdn do6n benh bing cdn lAm sdng, phong chAn tri YI l(''i. .. ..

- C6c co s<r sdn xuA1, kinh doanh, rn! phdrn, thu'c phArn chuc ndng.

- Ciic co sd chua thanh tra trong ndm 2020; cAc co sd vi pham cho carn k6t
khic phpc sau dot thanh tra hAnh nghi do't I vd dor II nIm 2020.
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- Dac biqt ch[ tr:ong ph6t hiQn vi6c cho thue rnuon GPIID, CCIIN, bing
t,

cdp chuy6n rnon cdc nhAn su tham gia kh6m chfi'a bQnh.

- Cdc co so hdnh.ngh6 kh6ng phdp, c6c co sd hdnh nghd c6 phin Anh cua

co quan th6ng tin - lruy6n th6ng vir ngudi ddn.

- Ph6i hop Dodn li€n nginh thanh. ki6rn tra c6c vu vi0c ctr ti6n quan ddn y

2. NQi dung thanh tra:

2.1. Linh vgc Y - Dugc

- Lu6t Kh6m bQnh, chfa bgnh ndrn 2009.

- Lu4t l)ugc sO t OSIZO t Olql I t 3 ngay 06 th6ng 4 ndm 2016.

- Nghi dlnh st5 tsslzotlfND-Cl'ngiy l2llll2ol3 cua Chinh phu Quy dinh
xu phat vi pham hdnh chinh trong linh vuc vdn h6a, th€ thao, du lich vd qudng
c6o.

- Nghi dinh sO tOglZOtOnVp-CP, ngdy 0l thdng 7 nim2Ol.6 cta Chinh Phi
Quy dinh c6p chung chi hAnh ngh6 d6i vdi ngudi hdnh ngh6 vd cAp giAy ph6p hoat
dQng d6i v6i co so khrim bQnh, chfia bQnh.

- Nehi dinh sti S+lzOlznVt)-Cl'}ngiry 08 rh6ng 05 ndm 2017 Quy dinh chi
ti6t mQt sO aiiu vd biQn phrip thi hAnh luQt dugc.

- 'l'h6ng tu 1 8/2009/ l"l'-tlY'l ngAy l4llOl2OO9 cta IIQ Y t6 I lu6ng din tti
chuc thyc hien c6ng t6c ki6m so6t nhiem khuAn trong c6c co sd khrim b6nh, chfta
benh.

- 'l'h6ng tu s6 zglzotst'n'-BY'f ngdy 12 rh6ng l0 n6m 2015 cta 116 Y t6,
quy dlnh cAp, c6p lai gi6y chimg nhfn ld luong y.

- 1'h6ng ru li6n tich si5 sstzot s/LL'L]'-BY'I--B'INM'I' cua lien I]6: y tr5, 't'ai

nguy6n- M6i tluong quy dinh vC qurin ly ctr6t tnai y t6;

- Th6ng tu s6 0S/2016/TI--BYT ngiry 2910212016 cta 116 Y t6, Quy ttinh vd
kE don thu6c trong di6u tri ngoai tru.

-'l'h6ng tu.6 02l20t8/T'I'-BY'l' ngdy 22 th6ng 0l ndrn 2018 cria 116 Y t6
quy dinh vd thuc hanh tdt co so b6n lc thu6c do b6'l'ru<rng I]6 Y 10 ban hrinh.

2.2.linl, vrpc Mf phim

- Neht dinh sti g:lzotO,tqO-Cl,.ngdy 0l thrlng 7 ndm2016 cta Chinh phri
quy dlnh vC di6u kiQn sAn xudt M! ph6rn;

. - 'l'h6ng tu s.o OOIZOI l/TT-lYT ngity 25 th6ng 0l ndm 2011 cta l]6 Y t6
v6 viQc quy dinh vC quAn ly m! phAm.

2.3. Linh vgc Thg'c ph6m, thgc phim chric ning
- LuAt an todn thtrc phAm ndrn 2010;
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- Nghi dinh s6 4312017.'NI)-CI']ngdy l4l4l2\l7 cria ('lrinh phu v['nhdn
hing hoa.

- Nghi dinh s6 lSl:Otglrlt)-CP ngr\y O2l12l20lil cua Chinh phu quy dinh
chi ti6tthi hdnh nr6t sO diOu cua l-LrAt an toAn thLlc phrrnr;

: Ngh! dinh s6 l55l2}lij/NI)-CP ngay l'2/l lrl0ltl.cul ('lrinlr phLr vc sua
d6i, b6 sung rndt s6 quy clinh li0n cpran dOn diOtr ki6n d6r-r tu I<irrh doanh thu6c
pharn vi quan Ij nhA nuric cua 116 Y tc.

-'l'lr6ng ru so l712016/l 'l'-llYl' ngity 301612016 Quy clinh vi.-^c thu h6i vti
xu Ij thuc phinr khong hdo darn au toin thuoc rhAnr quy6n .1uarr l-v cua I]6 Y rCl

-Cic quy chuin kf thult t1u6c gio vi nn nin thyc phim;
-'l'horrg ttr c'r-ia cdc Il0: Y r0. Nting nglriCp rri pllit rriirr rrtirrr th<irr. ('tinrl

thuong cluy dinh ve bdo danr arr toan thuc phdrn thco tuuq linh vr-r'c.

.l
- I.ay rnAu kicnr nghicm d0 dAnh gia chat ltro-ng san phAn.r.

Cfrc Nghi dinh, l'h6ng trr vd c6c vhn bdn plihp quy l<lrAc c(i licn quan cdn
hiQu lLLc thi hdnh den cAc iinh vu'c trer.r.

ilt. KE, HOACH ]'Rili\ KilAl-iltu('lill.t\:
L Quy6r dinh thirnh lip Doin hi6m tr:r:

l.l. I)oAn thanh tra liin nganh cap trnh: So Y te ban hAnh Quyet dinh thanh
lAp l)odn thanl.r 1ra gorn: 'l'hanh tra Sol Phong NghiQp vg Y; NghiQp vu I)uoc;
'l'rung tAm Ki6rn nghiCnr - Dtrcrc phArn - M! ph6rn - l'huc phArn -'l'rang thi6t bi y
16; Dai dien Phdng Y t6, rnoi Cr,rc Qudn ly thi truong.

l.2.CdcDodLn thanh tla cip huy6n, thi xa, rhanh ph6 g6m: LAnh dao, chuydn
vi0n Phong Y t5, c6ng an, qudn l! thi truong, cdc c6n bO y t6 khdc de ddrn bdo
Dodn 1ir 05 ngudi tro l6n, trong d6 c6 01 BS, 0l DS, 01 BS Y hoc c6 rruy0n hobc
Luong y.

C6c Dodn thanh tra co nhiem vu t6 chuc ki6m tra c6c cry so y 16 lrcn dia bdn
huyQn, thi xa, thdnh.phd do.minh clurir-r lj, dd xu6t, ki6n nghi c6c hinh rhuc xu lj
(nOu co). 116o c6o k6t qud v6 l'hanh tra 56 Y 16 sau dot rhanh rr-a.

2. l'h6n c6ng t6 chrl"c thanh tra:

2.1. l)oan thanh tra liOn nginli uap rrnh s0 rhanh [r-a cac crr str hanh rrghi 5.
duoc, m! ph6rl, thuc phArn chirc n5ng, gi6 thuirc, vAt ru y re .

2.2. Citc I)oiin thanh tla cAp huyen, thi xa, thenh ph6 se thar.rh rra c6c co srr
hanh nghe y, duoc, m! phArn, thuc phAm chric n5rg...

3. Cin cri ph6p If aO ti6n hinh thanh tra xii lf
- Lu6t Xu Ij vi pham hdnh chinh n6m 2012.

- LuAt I)uoc sO tOS/ZOtO,,QIIl3 ngay 06 tir6ng 4 nIm 2016.
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- Nghi dinh sit SltZOt l/NI)-CP ngdy 27191201I cua Chinh phu, cluy dinh
chi ti6t vd huring d6n thi hAnlr rn6t so diOu cta l.Lr6t l(lrhrn bcnh, chfta b6nh.

- Nghi dlnh s6 9ZIZO t Zrut)-CP ngdy l8l8l2}17 cua Clhinh pht, sta doi, b6
sung rn6t s6 di6u cria nghr dinh s6 8l/2013ND-CP ngdy l9/7/2013 cua chinh phir
quy dinh chi tiet mQt s6 di6u vir bi6n phrip thi hdnh luAt xu lf vi pham hdnh chinh.

. - Nehi dinh s6 ll7I2O2O|ND-CP ngdy 28l9l2O2O cria Chinh phri quy dinh
v0 xu lf vi pham hdnh chinh trong linh vuc Y t6.

- Nghi dinh 1 I 5/201 8/ND-CI'} ngdy O4lgl2}ltt cua l]6 Y t6 quy dinh xu phqt
vi ph4m hinh chinh ve an todn thqc phdm.

- Nghi dinh 155/20l6AID-CP ngiry 1811112016 cua Chinh phu quy dinh vi
xrl phgt vi pharr hdnh chinh trong linh vuc bio v€ m6i trutrng.

- Nghi dinh sO tSS/ZOt:A{D-CP ngdy l2llll2}l3 cua Chinh pht quy dinh
xir ph4t vi pham hdnh chinh trong linh vuc VII_l,l'-l)l- vd qudng cdo;

4. Kinh phi, phuong tien thr;'c hiQn thanh tra: Sti dung phuong ti6n vd
kinh phi cta don v! theo cluy dinh hiQn hdnh.

IV.'nror crAN Trluc HrpN:

l. Doin thanh tra li6n nginh c5p tinh: tir ngdy 16/6/2021 d6n ngdy
25/6/2021

'I'hd'i gian I)o'n vi (lhi chri

Ngi\y l6161202l I L Vi ',ftny

Ngiry t7161202l

Ngny I 8/6/2021

I'1. l-ong M!
l'X. Long M!

Ngdy ll16/2021 I I. I']hung I Iiep

Ngiry 221612021

Ngity 131612021 I'1. Ch6u ThAnh

II. ChAu'l'hdnh ANgdy 2416/2021

Ngdy 35/6/2021 'll'. Vi 'I'hanh

+ Ghi ch Dodn liAn ngdnh cdp tinh futp Dodn thanh tro du kiAn hop l t'07h00 ngir1,

l6/6/2021 dO phdn c6ng nhi|m t-'u cho titng thdnh t)i\n tong Dodn Du kiin hop Dodn ring kit
rut kinh nghiem viro 08h30 phut ngdy 30/6/2021 k1r hqp xti ti'co so t,i pfian1 lniu co).. Niu lich
vd thoi gian hop Doitn cd thuy d6 fu ky Dodn si rh)ng bLio scru.

2. l)oirn 'I'hanh tra tuyOn huy6n, tx, tp:

Chuirr ni xiy dtrng ke hoach. thdnh lqp l)oAn. ticn hAnh l'hanh tra, lhdng
k6, b6o c6o vC 'I'hanh tra So Y t0 sau khi k6t thric dot thanh tra.

'l'P. Ngd llay
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, 
'l-ren dii5, la ke hoach l.hauh tra clic ctr sti hirrrh nghe hdnh ngh: y, dtLoc. nr!

ph0rn, tlruc phdrn chuc niurg, gih thu6c, vA1 tu 1, 1c ...clcyt I narn 202 L

Noi nhfrn:
- -[hanlr tra l]o (brlo c6o);
- Ban chr dao 3tl9 linh (b6o crio):
-'l-hanlr tra tirrh (biio clio):
- []an (jiim dirc Str (brio cdo);
- Cuc QI- l l trnh lphoi hrrp):
_ TTKN_Dt'-M t'_',|-t'-'l' l BYt l
- PY'l hu_r,Cn. lx. rp (rhuc hien);
- I-trLr: l lra 2lr

cilANil ]'ilANrr 't'lt,\

b
::f

ng Vin I ln nh

/-


