
TIY BAN NHAN DAN
riNu ruytu eUANG
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CQNG HOA XA Ugr CHU NGHIA Vrpr NAM
DQc lflp - Tg do - H4nh phric

Tuy€n Quang, ngay 22 thdng 3 ndm 2019

QUYITEINH
Vd viQc c6ng bii Danh mgc thir tgc hinh chinh linh vgc Duqc phim,

CHU TICH UY BAN NTLAN OAN TiNH

CEn cir Luat'l'6 chuc chjnh quy6n dia phuongngiry 191612015;

. Cen cri Nghi dinh s6 63/2010/N*D-CP ngiry 081612010 cira Chinh phri vd
ki6m so6t thii tuc hinh chinh; Nghi dinh s6 48/2013,IND-CP ngdy 14/512013 c:&a

Chinh phn sira d6i, b6 sung mQt sd dilu cta c6c ngh! dinh 1i6n quan d6n ki6m
so6t thrl tsc hdnh chinh; Nghi dinh s6 92l2o17ND-CP ngdy 07l8l2o17 cira Chinh
phri sua ddi, bO sung mgt s.i Oi6u cria cdc nghi ciinh 1i6n quan dt5n kitim so6t thfi
trTc lidnli chinh;

CEn cir Nghi clinh s6 61/2018,'T{D-CP ngiry 23l4120i8 cira Chinh phir vA thqc
.,(

iiign co ch6 inQt cua, mQt cira li€n th6ng irong gi6i quy6t thii tqc hinh chinh;

^6- .-i. Thi:.o r,, sd 01r?0!?./TT-\./PCP nsar,31 1O:017 cua Bo irusl-.r.
' !: "b.*J

Chu nhiQm Vdn phdng Chinh phri hu6ng ddn v6 nghigp vg ki6m so6t thir tgc
hirnh chinh;

C6n cir Th6ng tu s5 Ollzots[f-VPCP ngity 23111/2018 cua Vdn phdng

Chinh phir hucrng d6n thi hanh mQt s6 quy dinh ctra Nghi dinh sO O1IZO1SA{O-

CP ngiy 23,412018 cira Chinh phrl vC thyc hiQn co ch6 mQt cua, mQt cira 1i6n

th6ng trong gi6i quy6t thri tpc hdnh chinl;

Cdn ct{ Quyi5t dinh sri +slzotofqo-TTg ngdy 1911012016 cira Tht tuong
Chinh phir vC viQc tiiip nh6n ho so, trd tat quA gini quy5t thri tpc hirnh chinh qua

dich v9 buu chinh c6ng ich;

C6n cir Quy6t dlnh sil s+olqo-ttgngity 091612017 cira Thi tumg Chinh
phir ban hirnh Danh mqc dfch vg c6ng tryc t':y6n mirc dQ 3 v2r 4 thgc hign t4i c5c

bQ, ngdnh, dia phuong trong nim 2017;

CIn cir Quyr5t dinh si5 aZZiqO-tf g ngdy 1811 1201 8 cria Thu tu6ng Chinh
phri ban hdnh Danh mr,rc dich vu c6ng tryc tuy6n mric c10 3, mirc dQ 4 d6 c6c bQ,

ng2rnh, dia phuong thgc hiQn trong nim 2018 - 2019;

Cdn cir Quy6t dinh sO eSSlqO-ffg nCey 08/8/20i8 cira Thir tucrng Chinh
pht ban hdnh KC hoach thr,rc hiQn J.lehi dinl s6 61/2018/ND-CP ngdy 23 412018

"i,u 
Ct int Phir vC thgc hiQn co cnti mOt cira, m6t cria 1i6n th6ng trong gi6i quy6t

thri tuc hdnh chinh;
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trong linh vr,rc M! phdm thugc ph4m vi chuc ning quin lj'cira BQ Y t6:

. Cin cri Quy6t dinh sO ZaOZfqO-eYT ngiy 2811212018 ctta B9 truong Bq

Y tC vC viQc c6ng b6 tht tuc henh chinh m6i ban hd'nh/duoc sua d6i. bo

sung/thay th6Ai bai b6 trong linh vgc Dugc ph6m thuQc phpm vi chirc ndng quar
ljr cfia B0 Y t6;

. Cen cri Quy5t dinh sO 433/QD-B1T ngiry 3110112019 cria B0 trucmg BO Y td
v€ viQc c6ng b6 tht tuc hanh chinh moi ban h2rntr/sira OOi, UO sunytroac tluy th6,''Uai

b6 trong linh v.uc Y t€ dg phdng thugc ph4m vi chirc ndng qudn U cua BQ Y t€;

X6t dO nghi cria Gi6m d6c Sd Y tii tinh Tuydn Quang,

QUTTTD[NH:
Di6u 1. C6ng b6 kem theo. Quy6t dinh niy Danh mgc thii tuc hdnh chinh linh

urc Dugc phAm, M! phAm, V t6 du phong thuQc pham vi chuc ndng quin 1j, nhd

nu6c cria Sd Y tC tinh Tuy6n Qrang (co Danh muc thit tuc hdnh chlnh kim theo1.

Didu 2. Giao Sd Y t6 sau kAi nhan duqc Quy(5t dinh c6ng b6 cua Chu tich

Uy ban nh6n d0n tinh, tri6n khai thqc hifn ngay c6c ngi dung sau:

1. Cdng khai t4i try sd lirm vi6c vd tr6n Trang th6ng tin di€n ru cua So theo
quy dinh tai Di6u 15 Th6ng tu s6 OZ:2O\TITT-VPCP ngiy 31,/1012017 cua B0

tufog, Chti nhiem Vdn phong Chinh pht;

2."h6i hqp,vcri S0 Th6ng tin vi TruyAnth6nethyc.!1en_hi.6n ddngt6i dAy

dfr Quyiit dinh s6 7866IQD-BYT, Quy€t dinh s6 7867/QD-BYT, Quy6t dinh

433/QD-BYT vii Danh mqc, ngi dung 99 th6 cria timg tht tUc hdnl chinh ban

hdnh kdm theo Quy6t dinh ndy tr€n C6ng th6ng tin di6n tu cta tinh, dia chi:

www.fuyenquang.gov.vn

Diiju 3. Quy6t dlnh niy c6 hiQu lgc thi hdnh k6 ru ngdy ky.

B6i b6 c6c tht trrc hinh chinh dd dugc Chu tich Uy ban nhdn din tinh c6ng

bO tpi c6c Quy6t Oinfr sau dAy:

- Khorln 5, 6 Msc III PhAn A (Linh vuc Dugc phAm - M! phAm); kho6n 5,

6 Muc VI Phan A Ginh vqc Y t6 dU phdng) Phu luCI ban hdnh kdm theo Quytit
dinh s6 9S9/QE-UBND ngdy 3)l8lr0l7 vd viQc c6ng br5 thri tlic hdnh chinh

thuQc phpm vi chric ndng quan lf cira Sd Y tC tinh Tuydn Quang;

- Khoan I d6n kho6n 23 Mqc I (Linh vuc Dugc phAm) ban hdnh kdm theo

Quy6t dinh sO e+lqO-UnND ngdy 2410112018 v6 viQc c6ng b6 tht tuc hdnh

chinh thuqc phpm vi chirc ndng qu6n lj'cira S0 Y t6 tinh Tuy6n Quang;

- Kho6n 103, 104 Mr,rc II (Linh vqc Dugc phAm - MI phAm); Khoin 131,

132 Msc IV (Linh vgc Y t€ dU phdng) tan trann kdm theo QuyiSt dinh sO

98S/QD-,UBND ngiy 30/08/2017 v€ viQc c6ng bo panh mpc tht t1rc hanh chinh

thuc hiQn vd kh6ng fhuc hiQn tii5p nhQn h6 so, tra k6t qud gidi quy5t thrl tr,rc hdnh

chinh qua dich vu buu chinh c6ng ich thuQc th6m quy6n gidi quy6t cria So Y tC

tinh Tuy€n Quang.



Eidu 4. Chanh VnD phdng Uy ban nhdn d6n tinb Girlm d6c 56, Thtr

trudng Ban, Nginh; Chn {ch Uy ban nh6n din huyQn, thnnh-ph6 vd c5c co quan,

t6 chuc, c6 nhan c6 li€n quan chi.u tr6ch nhiQm thi hnnh Quytit <linh nny./.

NoinhAin:t-
- Cuc KSTTHC-WCP; (b6o oio)
- chri tich UBND tiDh;
- C6c PCT UBND thh;
- Nhu Di6u 4; (thUc hiQn)
- C\?, c6c PCVP UBND tinh;
- C6ng th6ng tin <liQn trl tinh; (deng tai)
- Phdng Tin hqc - C6ng b6o;
- Luu: VT, KSTT tn.

Nguy6n Th5 Giang

KT. CHU TICH
PHO CIIU TICH



DANH NIUC 21 THL'TT'C IL{\-H IVIOI BA}i HANH; SITA DOI, B6 SUNG
LTNU \A. C DT?C ;Y TE DI/PHdNG
TIIUOC PIL{\ UAN L* NHA I{TI6C

\ QUANG

(Ban hdnh kim theo Qut ND ngdy 22 thdng 3 ndm 2019
cia Chi rich tinh Tuy€n Quang)

cip si5

ti6p. nhAn
Phi6u
cong bo
sin phAm

my pham
s6n xuAt

So Y te. 5 00.000d
Dia chi:

Dia
aIi6m
thgc
hi6n

Cnn cft phip If

Qua
DV
buu

chinh
c6ng
ich

Thgc
hi0n

t?r B0
phan
M0t
crfra

Thoi h4n
gi6i quy6t

Linh vrpc Duqc phim - M-rr phim: 19 thi tUc hinh chinh

trong
nu6c

- 03 ngAy lAm
vi6c kd tu ngiy- ,:nhan duoc ho
so c6ng b6 hgp
lQ. vd phi cdng
b6 theo. quy
tlinh (tl6i voi
trudng ho.p cip
so tlep nnan)i

- 05 ngly lim
r i.ac k€ tir ngAy
:iil d.cc hd
so cong b6 r.'A

phi c6ng b6
theo quy dinh
(ddi v6i trudng
hgp chua cdp s6
ti6p nhdn).

s6 1

duong
Dinh
Ti6n

Hodng.
phuong

Tan

Quang,
Tp.

Tu,r'Qa

Quang,
tinh

Tuydn
Quang

- Nehi dinh s6
r 5 5/20 r 8,ND-CP
ngiy 12l11/2018 cria

r Chinh phi sua d6i,
bd sung mQt s6 quy
dinh tien ouan den
di6u ki€n diu tu,
kinh doanh thuQc
pham vi quan lf nhdpnam vr quan ry.

nu6c c[ra B0 Y t€;

- Nghi dinh
9312016ND-CP
ngdy 011712016 cua
C.xn{ rht quy di+
v6 di6u ki0n sin xudt
m! phAm, c6 hiQu lgc
thi hnnh ke tir ogiy
01.1712016:.

- Th6ng tu
z't7 /2016nT -BTC
ngiry 1.411112016 cua
86 Tii chinl v€ vi0c
quy tllnh mtc thu,
ch6 tlQ thu, n$p, quan
lj vi su dung phi
trong linh vuc dugc,
m! phAm;

I- t hong tu so

06/2011/TI-BYT
rgity 25101/2011 c.0'a

B0 Y t6 quy tlinh ve
quan lj m! ph6m.



ThM h3n
gral quyet Cnn cf phrip lf

Qua
DV
buu

chinh
c6ng
ich

Thgc
hi0n

t4r B0
phan
M0t
cira

c6p ci6y
chung
nhdn di
di6u ki6n
sin xu6t
mi
phArrr':':

30 ngiy k€ tir
ngiry nhAn tluoc
ho s0 hgp lq.

Sd Y tti 6.000.000d (Snu
triQu tl6ng).

- Luat Dau tu nem
2014;
- Nghi dinh sri

93/2016,ND-CP;
- Nghi dinh s6

I 5 5/201 8,ArD-CPa;

-Th6ng tu
27712016try1-BTC

cip Gi6y
chimg
nhin dfi
oleu Klen
kinh doanh
duoc cho
co so kinh
doanh
thu5c phni
kiiim soit
dac bi6t
thuQc thAm
quyen cua
So Y tii

- 30 ngdy k6 tir
ngly nhdn thi hd
so tl6i vdi trucrng
hqp phai di danh

giii co s6.

-, t ,. , -.:- I harn ornh dleu
ki€n kinh doantr
thuiic tliii vdi cty

sd brn budn
(GDP):
4.000.000dh6 so.

-,,i -,1-l ham dlnh dreu
kiQn, ti6u chuin
b5n le thu6c
(GPP) hoac ti6u
chu0n vir di6u
ki6n hlnh ngh6
duoc d6i r'<ri c5c
c<v sd bria l€ thu6c
chua bit buQc
thgc hiQn nguy€n
tac, treu chual
thuc harh t6t nhi
thu6c theo I0
trinh:
1 .000.000tVco so.

- mim ainn Aleu
.^ . IKlgn, UeU Cnuan

bin 16 thudc
(GPP) d6i vdi c0
sd bin 16 tai cic
dia bdn thuOc
rung kh6 khin.
mi6n nrii, hAi tlio:
500.000tVco sd.

- Ludt dusc si5

10s/2016/QH13
ngiy 06 th6ng 4 nim
201.6.

- Nghi dinh st5

5412017 ND-CP
ngiry 08/5/2017 cta
Chinl.phn quy di+
chi ri6r mor sd dieu
vd bi6n ph6p thi hintr
Luat du-o. c.

- Nghi dinl sri
155i2018^,ID-CP

- Th6ng tu
277/2016l'f-t-BTC

- 20 ngdy k6 tir
ngiy nhin ihi
,I -,t.no s0 dor vor
trulng hqp
kh6ng phni di
tl6nh gi5 co so;

s6 Y t6.

'ttirnn pnin nii so: 86 tli 0l thanh phAn aong hd so: "Danh mqc cic mir hdng dang sdr xuiit hodc dv kidn sqn xudt va tiAu
chudn chdt luqng cia tirng mdt hdng".
'7YGu ciu, diiu ldfn thrlc hifn thu iuc hinh chinh: Bd di 0.1 di6u ki€u "Co hd thiing lru gi*hi so riti li|u .

'Y6u cAu, tli6u ki$n thrfc hi€n thu tgc hinh chinh: Stia al6i dir5u kiQn "Nguy€n IiEu, phlt li6u ding trong sdn xuiit mg phdm

Phai dqt fieu chudn chdt lrong cia nhd san xuit" rhinl\ "Ngufen ieu, phu lieu, bdn thdnh phiim ding trong san xudt my
phdn phai dat riiu chudn chtit luong ciq nha san xudt".acin c|i phdp lf: Bd sung th€m 'Nghi dinh s6 tSS ZOtA UO-Cp ngoy l2/11/2018 cia Chinh phi suo d6i, bd sung mfi s6
quy dinh liin quan ddn diiu ki€n diu tu, kinh doanh thu6c phqm fi quan ly nhd ntfic cia BO Y tti"
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TT
TAn thi
tgc hinh

chinh

Thoi hgn
giii quy6t

Dia
tIi6m
thgc
hi6n

Phi,
l0 phi

Cdn cri phrip lf

Qua
DV
buu

chinh
c6ng
ich

Thqc
hiQn

t?r B0
phan
M0t
cfra

Dich vg
c6ng trqc

tuv6n
Mrirc
do3

Mric
.16 4

4 CAI 1ai

Gidy
chimg
nhin dn
dreu Klen
sin xuat
m!
pham- -

05 ngiy ldm
vi6c k6 tu ngiy
nh4n tluqc h6
so hgp 16.

So Y te i.nong quy olnn.
- Luat Dau tu nam
20 14:
- Nghi dinh si5

93 r2016AiD-CP;

- \ghi diol tti
1 55 101S,,ND-CP7.

x x

5 Citp
Chung chi
hdnh ngh6
dugc (bao
gdm ck
trulng
hgp cap
Chung chi
hdnh nshC
duoc

I irhung

i chrmg ctri
hAnh ngh6

I duoc bil,t-r, h6i

15 ngdy k6 ti
ngdy nh6n dit
h6 soJ

So \ te i00.000 VND/ho Ludt duoc s6

so 105 2016/QH13

- \ghi dinl s6

51 :014/ND-

- Nghi dinh si5

'55'2(;l d,ND-cP''.
Ij -Thong tu

t77 2016/TT-BTC.

x x x

CU\

dinh tai
c6c khod,n
l td<
6, 7, 8, 9,
i0, 11

Di6u 28

cria l,uit
dugc)
theo hinh
thric x6t
hii soE

5Trinh tE thuc hien:
B;;r; thim -ilrdc 2: Trong thoi han 02 ngdy ldm vi(c Ai tu ngdy nhQn drqc h6 so di nghi crip lai Gidv ch ng nhQn du

a,;r't iii,r,,,ri,l pna^ Si y ri'r.A-urirn nTilom kiam ro ha so"ui ctip Phiiu tiip.nhQn hd so..rh.eo niu s6 05 quv din! tqt-

phu luc ban hinh kim theo Nghi dinh si Cl. Z0l A NO-Cp ngay 0lt7/2016 cia Chinh phi.quy dinh vi di1u kian sdn xu/it ni
'phd;";i"';6';;;i it' ti nd te. ir*ng hqp ni so chno i,iy' a,;, hqp t( thi th6ng bdo bing vdn bdn fi nau nhiing nQi dung
'chtta 

diy di, hqp tb tdi co sdldn ,riit .y phri^".
- Sria dOi clm tu Brldc 2" thinh "Buhc 3"
"Thinh ohin h6 so: Bd di or tnaiiiantong hdso. Ban sdc Gidy ch mg nhdn di dieu kiin san xudt nj phdm tniu cd 

.

ia"G"f,notf:86sungth.m,,Nenidinh;(;tS5,20tS,ND-CPngityl2ttti20lsciaChinh.phusuad6i,bosungmatso
quy dinh iian'quln din aii-, fien aau7u, kinh doanh thu6c phqm yi qudn l:i nhd nudc cia Ba y ft"
sTbirnb phin hd so:
- i,i, ali"Ot J*g ,r,irntr phin h6 so trs "Don di nghi ctip Chtimg chi hirnh nghi duo. c thvc hien theo MAu sd 02 Phu luc I ctia

N;;;;;;;;6;;7;0ilni Ci, oo ini cna, aungZa'*i , 6cm cia nsudi.ii nst:i.c.';! .chYF :oi 
hdnh nghi duoc 

-chyp 
tren

'"lA"i,iiir"ri 
,nit gioi riarg qu,i oa thdng" ihi'$ "D,nt di"nghi cip Ch ng chi hitnh nehi dwc rhtrc hi€n theo Mdu sd 02
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TT
T6n thri
tgc hinh

chinh

Thiri h4n
gi6i quy6t

Dia
ili6m
thuc
hiQn

Ph!
l€ phi Cnn cft phfp lf

Qua
DV
brru

chinh
c6ng
ich

Thgc
hi6n

t?, B0
ph4n
M0t
cria

Dich\

"a"g 
t\

tuv6n \
Mric
d03

Mrirc
d04

6 cip
Chung chi
hnnh ngh6
duo.,c theo
hinh thtc
x6t hd so
trong
tnrcrng
hqp
CCHND
bi ghi sai
do lol cua
co quan
cap
CCHND]I

05 ngiy lim
vrec t(e tu ngay
ghi ir6n Phiilu
ti6p nhin h6 so

56 Y tii Kh6ng c6 quy
dinh

- Lu{t dugc
105/2016/QH13

- Nghi dinh
54l20t7ND-CP
- Nghi dinh
155/201 8A,{D-CPt2

so

so

so

x x x

'7 CAp lai
Chung chi
hlnh ag56
dugc theo
hinh thuc
xet h6 so
(truong
hqp bi hu
hdng hodc
bt rat) -

05 ngdy lim
vi6c k6 tt ngiy
nhan du ho so

Scr Y tC
Chua c6 qu1 d!n-h - Lu{t dugc sd

105/2016/QH13

- Nghi dinn s6
54120',t7,ND-CP

- Nghi diDh s6
I 55/20I 8/ND-CPt5

xx

Phlt lltc I cia Ngh, dinh saj 51,/2017/ND-CP, 02 anh chdn dung cia nguoi di nghi cdp Cking chi hdnh nghi duqc trong rhoi
gian khong qud U6 thdng .

- Sia d6i n6i dung thao! ph6n h6 so ru "Bria chinh hodc bitn sao co chting thrc Giuy' chring nhdn stc khoe do co so khdm
bQnh., chfia b(nh ciip theo qu), dinh tqi Ludt khdm bQnh, chfra b€nh" thdr,h" Giii chring nhdn stc khde do co so y i co thim
quy2n cdp "
- Cat glam 0l thirn-h phin h6 ss Ddi."oi ngroi nuoc ngodi. ngroi I iit .\'am dinh ru o nttoc ngobi.di nghi cdp Chtmg cht
hdnh ngh1 cfuqc theo hinh th*c xit h6 so, phdi co cac tdi liiu ching minh vi viic dtip itng y€u cdu v€ su dung ng6n ngit theo
quy dinh tqi khodn 2 Diiu 14 cia Ludt duoc(Ddp ng ydu ciu vi si dyng ngon ng* rrong hanh nghi duqc theo quy dinh cua
Bo trvong Bd Y tit. Neu khong co, phai co ndi dung can kdt c6 phiin dich Lhi hanh nghi nong don di nghi
eTh&i hatr giei quyiit: Giam thoi gian gidi quy€t nr " 20 ngay" x$ng 15 ngay".
roCin 

cri, ph6p lj: 86 sung thEm "Nghi dinh sA ISS.ZOiAtNO-Cp ngb. l2/ll/2018ciaChinhph s*a dat, b6 sung ndt s6
uy dinh lidn quan din diiu kiin ddu u. kinh doanh rhudc pham vi quan l.i nha nuoc cia B6 Y ti '

'Thi nh pnio hd so:Sia doi nOi dung thirnh phin hii sa ti "Don di nghi cdp Chi,ns chi hanh nghi dtto. c thtrc hi€n rheo Miu
sa 02 Ph, luc I cia Nghi dinh s,j S,ttZOtztNo-Cp,02 dnh chdn dung cd 4cm x 6cm cia ngudi di nghi c<ip CHng chi hdnh
nghd duoc ch-up trin nin rdng tong thdi gian kh6ng qud 06 thdng"thdnh "Don di nghi ctip Ch mg chi hdnh nghi duqc thqrc
hiak lheo Miu sd 02 Phu luc I cia Nghi dinh sij 54/2017/ND-CP, 02 dnh chdn dung cia ngrcti di nshi c(ip Ch ng chi hanh
ngh? &.oc trong thoi gian kh6ng qud 06 thdng".
rzCin 

cri ph{p l;i: Bd sung rhl.m'.Nghi dinhsdt55,20l8/ND-CPngdyl2'tlr20lsciaChinhphisuadbi.b6sungnqs6
quy dmn uen quan den dteu KLen ctau tu, kinh doanh thu6c pham vi qudn li nhd wdc c a Bd Y i!"
r3Thioh phi, hd so:Sria tl6i nQi dung thantr ph6n h6 so ti "Don di ngh! ciip lqi Chti,ng chi hdnh nghi duqc thtlc hiQn theo
Uiu.sA U phu luc I cia Nghj djnh 54/20t 7/ND-CP, 02 dnh chdn dung cd 4cm x 6cm cia ngttdi di nghi cdp Ch*ng cht hanh
nghi dtro.,c chttp ten nin trdng *ong rhoi gian kh6ng qua 06 thang"thi\th "Don di nghi ciip lqi Ch ng chi hdnh nghi &rqc
thuc hiAn rheo Mdu s6 04 Phu luc I cita Ngh! dinh 54/2017/ND-CP, c6 dnh chdn dung cia ngudi di nghi cip Chimg chi hanh
nghi duoc chup trong thoi gian kh6ng qwi 06 thring".

''Thli h4n giii quy6t: Gi6m thdi gian giii quy6t * "lo ngoy" xt6ng "05 ngay".
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cA Gey
dr"ng*itd:
diar@1ki*r
dsh d-cc
dJ \ot ru:mg

ilpU darlff
Gay dl{s
nlft d.t diAl

ki.Cn ki,rh

Mr dDc
fr.tc lltrn
qrlsr oE So

Y6(C0si
tm hrel
tlrc. ryu)sr
Er lirnfiic
Co so bir b
trrrErms:rn
da hrc,
c4'tt6o q
ftictrny€
g,oso
dr{ertatE
dec lAt
ftr6c fuSc

lEr tlrr m
m4su

- 30 ngiy k0 ti
ngdy nhqn dit
h6 s<r tliii v6i
trud:rg hgp phii
tli tlfnh gi6 co
sd

', . -.;.- lham drnn OleU

h€n kinh doanh

thuti d6i voi co scv

bin bu6n (GDP):

1.000.000dhd so

fnam ai*r . diCu

hQr. tar chuto h,n
le fiu6c (GPP) hoqc

ti&r chuin vd di€u

hcn banh nghA drca
d6i voi c6a co s0 bdn

16 thu& chrra biit

bu& thttc ht9n

nguyen tac, treu

ch$n thuc hanh tot

nla rtlroc theo t9
trinir:
1.000 000drco sd

- fmm ai.,t't alOu

ki6u ti6u chu6n

brin 16 thu6c (GPP)

diSi voi co so btur

16 tai cric dia ban

thu6c vung kh6
kh6n, midn nui, Mi
dio:500.000d/
co s6.

Th6ng
177,2016,rII-BTC

l5cancri ph6p ti': Bd sung th€m Nghidinhs6 ts5/2018/ND CP ngiiy l2/11/2018c q Chinh.phn sia ddi, bd sung mQt s6

quy ainl iiAn quan ain dii-u kien ddiu, kinh doanh thudc phqm vi quan l!' nhd nadc cua BQ Y t'4"

'6Thinh phin hd-so:.sira rloi noi dung thenh phan hd so ti "Don dd 
-nghi 

diiu chinh nQi dung ch ms.chi !i:!:r!:r!":
rhuc hien rheo Mdu sti 05 phu luc t cii ti/ghi iinh 54 2017 !D-CP 02 anh chdn dy...............ng 

.cd. 
a-cyr x 6cm c,i.a nguoi di nghi cap

';;;;;t;;r;-;shii,*, 
"i,ri 

,,e" 
"2" 

iline't,orc fiai cion kh6ns quti 06 thd,g" tt'am 'Dttn di ng.h! diiu chinh ndi dune

Z,iiZ lni ni"n ,ist i auoc tnic nicn theo tutiu sa is phu-tuc I cia Nihi dinh 54/2017/ND-cP, co dnh chdn dung cia ngtdi

ai neli c,;p Chr;ml chi hdnh nghi dvqc chvp trong thdi gian khdng qud 06 tking" '

"Thdi h4n gi6i quy6t: Giam thdi gian giai qtyit* " 10 ngoy" x:u6r,g "05 ngdy"

l8C5n cri, phrip li: 86 sung thim "Nghi dinh sii 155 2018.ND-CP ngay l2'llt20tsciaChinhphisiad6i bdsungn sd

quy dinh iien quin din dii'u kian dtiitu, kinh doanh thuQc pham fi qudn lit nhd rufic cia BQ Y tE"

IoThinb phin h6 so: Bdi bd nQi dung "Yiu cdu ddi voi Tai lidu quy dinh tai diim ndy phai duoc ddng dtiu. cua co so tr,in

,,"ri'iiir6i,a ia*iiari-ip iii;t voi tat ca cac rrang cdn lqii iia ii liiu ki thudt. Trtons hsp co so khone co con ddu

thiphdi co ch* lcj' cia ngudi dgi diQn theo phap luQt ct)a .at so' '
;ili;il;tet qrratrEia- tnoi giao tu ;'i0'rgi,y" *u6rrs -20 nsoy" d6i v,Oi truong hqp kh6ng phdi di diinh giii co sd'
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Thni h4n
giii quy5t Cnn cri' phrip lf

Thgc
hi0n
tflB0
phan
M0t
clia

trucrng hqp phii
tli tl5nh gi6 co
s6.

(Co so briLn

bu6n
thudc,
nguyen li6u
ldm thuii;
Co so brin
16 thu6c
bao g6-
nhd
tlugc,WAr
thudc,tu
thuac tr4m
y t5 xa, co
sd chuy6n
brin 16 duoc
liQq tlu&
duqa li6u,
thuri 

"6

:.:l-"LtY! ,l !9 'yp 9- _ Irr, dinh s6 i 55D0t 8/ND-cp ngdy t2/1 t/2018 cia chinh phi s*a diii, bii sung m6t sii
?itji!! t'!:q:': dd'!!9y !ie! a:i'", k:inh doanh thu6c phqm vi luin ti'nhd nuoc cia a6 ri6'jrhirnh phin hd str: B6i bd nQl dung..;rau ,;:, i;i ,i-ii t", qiTid,ii i,il ,, iiii* uong ddu cia co sd b€ntrang bia ngodi vd ddng &iu gidp lai di|i vdi tdt cd aic trang idn'l[i aia tdil tieu ky iia. rr"ors n; ci: s;0 kh6ng c6 con diiu
t,hiphai co chn kj'cia nguoi dai didn rheo phdp ludt cia co so,'
"Tbli hqn gidi quy6r:ciam tboi gian o : 30'ngay ' xuing 2T-n|dy" diji voi truong hqp kh6ng phai di d6nrr gid co sd.

t)

chring
nlan dri
tlidu ki€n
hnh doanh
du,,c cho
co so thay
ddi loai
hi"h kinh
doanh
ducyc hoic
thuy d6i
pharn vi
kinh doalh
duoc c6
hm thav
d6i Dia;
ki$n hnh
d9-,h: tt y
d6i dia
Di6m ktuh
doanh

du_oc thuoc
thim
quydn cua
SdYt6

dEn
ki6n kinh doanh

thut5c tl6i voi co sd
brin budn (GDP):
4.000.000dho so

,.n,l
- lIvItrI dtnn drell

ki64 ti€u chuaa

ban 16 thuti (Gpp)
hoic ti6u chu6a vi
tli6u ki6n hlnh
nghd duo. c d6i voi
c,ic co so bdn 16

thu6c chua bit
bu6c thuc hign
nguy€n tic. ti6u
chuin thuc halh t6t
nha thu5c thm 16

toi::h: 1.000.000d
- fnim ainir ai6u
toe.n ueu cbuan

b{in 16 thuaic (cPP)
d6i voi co so brin
16 tai oic tlia ban
thuQc vung kh6
khin, mi6n nrii, Mi
dio:500.000t1

- Luit duoc
t0st2016tQH13
- Nghi dinh s5
54/20t7ND-CP
- Nghi dlnh s6
155/2018AJE-CP24
- Th6ng tu
27712016ff't-BTC



2aCin.cf phdplj:B6sungrh6m'Nghidinhsdt55/2.018ND-CPngayl2/ll/20lsciaChinhphisnadiji.b6sungmdts6
quy dyn trcn quan aen ateu 

^ryn 
uuu'lt, kinh doanh thuQc phamvi qudn li'nhd nudc cia B0 Y,k"'

/rf#'iergiaiqryClraia-,il;i";tu:ri"iao,-*"6ie':tsrgoy-d6rr.toonghqpGidychungn],andndieukiQnkinh
doa duorc bi mat, hu h6ry.
,6Can 

cri, ph6p lj: B,i sunjtt c- "Nghi dinh s6 155/2018/ND-CP ngdy l2/11/2018c q Chinh phti sta ddi, b6 sung mat so

quy dinh li€n quan ddn diiu kiin ddu rtt. kinh doanh thuQc phan vi qudn ly nhd nrdc da Bo Y ti"
I

TT
T6n thi
tgc hinh

6hinh

Thrvi han
girii quy6t

D!"
tti6m
thu-c
hi6n

Phi,
lQ phi Cin cr? phrip lf

Qua
DV
buu

chinh
c6ng
ich

Thu. c
hi0n

ter B0
phan
M0t
cira

Dich vg
c6ng trqc

tuy6n
Mrirc
d03

Mric
d04

Cdp lai
GiAy
chtng
ntr6n drl
dleu (ren
kinh
doanh
dugc
thuOc
tlram
quyen cua

- 15 ngiy kE tti

$?I ry T:"
Phreu tlep nhan
hA so cl6i voi

ry,"'c . 
hqP

ulay cnrmg
nhdn rln di€u
kiPn ki:rh doanh
dugc bi mit, hu
h6ng25.

SdY
Chua c6 quy cllnh - Luit duoc s6

10s/2016/QH13

- Nehi dinh s5

54/2017,ND-CP'?6

- Nghi dinh sii
155/201S/ND-CP

11

6(co s6
brin bu6n
tnuoc,
nguydn
liQu lnm
ruoc; Lo

sd bin 16

thuiic bao
gdm nhi
thuiic,
quay
thu6c. tu
:huoc tram

f, i6 xd. co
sd chuydn
b6n le
dugc liOu,
thutic
dugc IiQu,

thuoc co
truydn)

- 07 ngiy lim
viQc k6 tir ngdy
ghi tr6n Phi6u
ti6p nI-an hO so
dor vol lruoIlg
hqp c6p tai do
I5i crla co quan

t ^.:.cap ulay cmmg
nh{n thi diAu
ki€n kinh doalh
ducv. c.



TT
T6n thri
tgc hinh

chinh

Thcri hgn
giii quy5t

Dla
tIi6m
thgc
hiQn

Phi
l€ phi Cnn ctfr phip lf

Qua
DV
buu

chinh
c6ng
ich

Thgc
hiQ,
tflB0
phan
M0t
clia

"",+ih
Mri'c
d03

Mrirc
d04

12 Di6u chir:h
Glev
chmg
nh6n dt
didu kiQn
hnh doanh
du. c thu6c
thim
quyen cria
SdYt6
(Co s6 b6n
bu6n
Ihuarc

.nguven I
IIi€u lam I

thuocl co
so brin 16 i

thuoc bao ]

edm nhe I

thuoc. 
lquai 
ifiuoc. nr

thu6c tam i

ytexa,col
so chuy6n 

Ibdn 16 I

du-os li€u, I

thu6c duoc ]

Ii€u, rhuo. I

.Ot yen; 
]

15 ngiy
ngiy ghi
Phi6u ti6p
h6 sd7

k6 SdY
Chua c6 qu1' dinh - LuAt ducyc s5

10s/2016/QH13

- Nghi dinh s6
s4/2017ND-CP

- Nghi dinh s6
I55/20I8ntrD-CPz8

trdn
nhfn

13 Th6ng
b6o hoat
tl6ng bdn
16 thu6c
luu d6ngle

05 ngdy ldm
vi6c kC tir ngey
ntrdn dugc
th6ng b6o cria
co s6 t6 ch&c
b6n ld thu6c lLru

tlong

SoYtC
Chua c6 quy tlinh - LuAL duoc s6

105i2016/QH13

- Nghi ilinh sd
5,1/20l7ND-CP

- Nghi rlhl sii
155/2018A,ID-CP30

x x x

"Thoi hatr giii quy6t: Cirim thoi eian hr "20 nsqv, n)6ae .,15 npdv ,

'6ctrn cri'.phdp rf: 86sungrh6m -ysni 
qirlt{ti1,zoia;Noci";ayt2,1t/2018caaChinhphis*od6i,b6sungn6ts6

quv dinh liin-quan.din diau kian dditu, kinh doanh thu6c phqnvi luin g nhd nudc ciq Bi y'ti:. '- --'

]-.'_tl':,tt. 
tqn. ot€n:Bdi bo n9i d,ung: '.'Brdc 2: Sau khi nhtin duoc vfn bgn th6ng bao cia co sd td ch*c ban td thu6c hru

?::?,)"r, 
,::r::,tu:r'! 

1e:€h.i.,6."!t! b:! td thwic tru d6ng phidu tiip nhdn.vdn ban rh6ng bao ban ti thu6c tru dQng

'::: ::'^:t:.' Phu tuc I cia Nghi dinh i4/20i7/ND-cp. Ngdv ghi tr€n phiiiu tiiip nhdn rd ngiy nhQn duqc vdn bdn thbnlgoao cuq co stf -

'-'":.i:,l,tl-rl 'l !9.yg T- _Ie, idinh sii i5y20i8/ND-cp ngdy t2/t t/2018 da chinh phi s*a ddi, bii sung m6t s6quy dlnh tten quqn ddn didu kien ddu tt, kinh doanh thu6c phami qudn lj, nhd nudc cia BQ yid,,.
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TT
T6n thfi
tgc hinh

chinh

Thtri hp
giii quy6t

Dia
tli6m
thgc
hi6n

Phi,
lQ phi CIn cri phip lf

Qua
DV
buu

chinh
c6ng
ich

Thqc
hi0n

t?, B0
phAn
M0t
crfra

Dich vg
c6ng trgc

fir v6n

Mric
d03

Mric
d04

14 Cho ph6p
htiy thu6c

cav
nghiQn,
thui5c
hu.crng
thin,
thutic ti6n
chdt,
nguydn
li€u ldm
thu5c le
dugc ch6t

eav
nghi6n,
dugc chdt
hu6ng
than, tren
chAt ding
lim thu6c
thuQc
thAm
quyAn So'

Y t63r

20 ngdy k6 tii
ngdy ghi trdn
Phi6u ti6p nhin
ho scf -

SdYt
Chua c6 quy dini - Luat Duo. c s6

105/2016/QHl3

- NeIi dinh s6

54/2017ND-CP

- Neli din-h si5

155/2018AID-CP33.

- I hong tu so

20 2017,rfT-BYT
rgiy 10/5/2017 cita
BQ Y tii quy tlinh chi

,. ..1
tret mot so dleu cua
Luit iuoc vi Nghi
dinh s6 5412017lND-
CP ngdy 08 thring 5

nim 201.7 cria Chinh
., l. ,.phu ve thuoc va

nguy6n liQu lim
thudc phii ki6m so6t
OAC DICI

x x x

3rY6u ciu, cliiu kiQn thu,c hiQn thri tqc hinh chinh: 86 s',',g thOm nQi dung: "Co s.o c6 Gidy ch*ng nhtin dit diiu ki(n kinh
doanh duqc phqm vi bdn budn. bdn ld thudc gtiy nghi€n. thu6c htdng thdn. rhu6c tiin chdt: Cdc co so LJam bQnh. chfra b1nh.

co so cai nghidn bdt buQc, co so nghi€n aiz, ddo tqo chuyAn ngdnh y &ryc, c(t sd c6 hoqt d)ng duoc kh1ngvi myc dlch thtrong

mai khdc kh6ng thudc BQ Quiic phdng".

32Thdi hqn giai qu ylttciitm ti " lo ns,ly"xu5ng "20 ngay".

"Cin cri. ph:ip li:B6 sung them 'ivgri dinh sij 155/2018/ND-CP ngdy 12/11/2018 cia Chinh phi s*a d6i, b6 sung mdt s6

quy dinh liAn quandin diiu kiQn ddu tn, kinh doanh thuQc pham vi qudn l! nhd nudc cia 86 Y ft".
3aCtrn cr? phdp lj: 86 sung th€m " Thdng tt sii 20/2017/TT-BYT ngdy 10/5/2017 cia BO Y tii quy dinh chi tidt mQt s6 diiu cia
Ludt dtrq; vd N;hi dinh s6-54/2017/ND:CP nCay 08 thtinC 5 ndm ,0I7 cua Chinh phi vi thudc vi nguy1n liQu ldm thuiic phiri

kiinl sodt ddc hiAt".
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T6n thfi
tgc hinh

chinh

Thoi h4n
grar quyet

Dia
aIi6m
thgc
hi0n

Phi
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Qua
DV
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ich
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tatB0
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M0t
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Mrirc
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d04

t5 Cho ph6p
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cay
nghipn,
thu6c
hu6ng
then,
Inuoc tren
chAt,
thu5c
oang phol
hqp c6
chira ti6n
chdt thu6c
thAm
quyen cua
SdY
tcl5,l6.-1?

30 ngiy kii ru I 
ro r te

ngdy ghi tr€n I

Pt,iaiu ti6p nhan 
I

h6 scr i

Chua c6 qu1 dinh - Lu{t Duoc s6
10s/2016/QH13

- Nghi dlnh s6
54/20t7ND-CP

- Ngh! dinh s6
155/2018AID-CP38

- Th6ng tu si5

20/2017[rT-BY-I

35Theuh phin hd so:
- sna d6i thdEr phan h6 so: "0J 

9:/^by-LT hlrs 
^ua 

thu6c giy nghiin, ttruoc huong thdn, thuijc tiin chdt theo uiu sij l9Phu tltc It cua Nghi dinh 5t/2017/ND-cp" theDn :os a.l ta,fii"rzais.;-,iri, ,';";';;;:7;;;;, tuc rr tqi phu tuc rlban hdnh kim theo Nghi dinh I S 5i20 t B/ND-Cp -
- Bni bd thdnh phAn bd so: "Bdo aio^ket q.ua kinh doanh thuoc goy nghign, thuiic hu6ng thin, thu6c tiin chdt theo Mdu s,j zoPhu luc Il c o Nghi dinh 54,201^ ND_Cp|.

'6T6n m6u don. m6u td khai: Sria ddi noi dung.tu Phu luc l: Don di nghi cip cidj2 chimg nhdn di diiu lidn kinh doqnhdtrrtc theo udu stj t9 Phu tuc I cia.Nghi ai"iiiltiiiinii-{i it u ti, tt, 'rdi 
ieu tk;.it ninico'sd ddp ing cdc bi(nphdp bdo dam an ninh, kh6ns th.!: (::, ,!,!: y!,i ki. ',i, ia""iiei^,r""'iii",i'ii"r';;"i;:, cia Nghi dinh s651 2at1 ND.Cp thani n6i duns *t Mi: sii ol inu-Ur.t "uoiiii dinh s6 5J 20t_,ND_Cp: z. oor.nang muq fiuoc gri

itor':;;,tfr:; !;rr 
thtin. thuic tien chdr rhelo iiu"'; iiTi'i"i, n rai phu tuc u ban hanh kin rheo Nghi dinh sd

"Y€u ciu' tliiu kifn thuc hi€n thi tuc hitrh chinb: sia d6i noi dung. tu; Co so c6 gi6, ching nh.in di diiu kidn kinhdoanh dtsc phan vi bdn bu6n' t"n y inial sy 1{ter. ,ir}" iki,ndn. thu6c tiin chit: co sd ihdn bsnh, chfra binh, cosd cai nghi(n biit bu6c, co sd dii" t i "g1i7"i4,'dq;g' inri" piieriarg ,hudc thay thi, co so nghiin c 11, ki€m nghiQm, coso dao ho chuven nsdnh v droc co.soio hoqr d6ng alii *iatrl ii ,r"1ich thrcng nqi kha" ra|i ,ii )a, ,nrac gdy nghiin.thudc hrdns thdn thuic tin chtir khdns huoc aoi ;uiiiiii i2, ,iirt " .a^*n6i dung . casri cci ciriy ch ng nhdn di diiukiin kinh doanh dnc phan vi btin bu6"n. ta" k il,ri" fay ,giier. ;;;: h"""c;i;;;rar"i,a, "iai'ii orng d6i vdi trudnghqp muq fiudc gq) nghiin rhu6c htong thdn. rhuiic tiin'chit. Cdc i so khdn b(nh, chia bi.nh ru nhrin. co sd cui nghiin bdtbupc' co so diiu tri nghiin ch& dang rlutic phiQ:i bari,iri iiiie. co. sd. nghiin c tt. kiin nghidn. co srjr irao ruo chuyinnganh y droc. co so.cd hoqr dQng duq.c khing ui mui dich rhuing nai khdc ih,ing.thu6c A6 gTriii p*i,rg, ap dung ddi voitrlrcmg hqp mua thuoc gdy nghiEn, thuiic hrrung nin. thuiic tiin chzr. thu6c dang phzi hqp ,a'riir- ,i{r'"iar.r8cEn 
cri' phrip If:Bd sune thdm'tr'g& i dinh sii 155/201s/ND-cp ngdy 12/t t/2018 cia Chinh phi sna dtii, bii sung nQt sii quydinh liin quan din diiu ti-en atiu ul tcinn aoorn tnui" ini- "l)raTii, ,na rrd" 

"ia 
86 y tij,,.
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3eThiLnh phin hd sc:
- BA bd thnnlr phdn bd so: "c) Bdn sao cia mQt trong cac gii1, td sau: Ch mg minh nhdn ddn, thi cdn arbc c6ng tl6n hodc h0
chi6u cia npdi dd cd ching thrlc hodc cd ch* kj' cia ngudi di nghi. Trudng hqp ban sqo c6 cht bj, cia ngbi di ngh! thi
phdi xudt rrinh ban chinh di ddi chiiu khi ndp hi so"
- Sria nQi dung "d) Cdc giti td quy dinh tai didm b, c nEu kh6ng dwrc thi hiin biing tidng Vi hortc tiing Anh thi phdi nQp
thim ban dich cong chring cia tii ti(u do ru tiing Viet hodc tidng Anh" thiut\tQi dtng 'Td.i lilu niy ndu kh6ng drot thd hiin
l:itng tiing Yi€t hodc ridng Anh thi phdi nQp th€n bdn dich cOng ching cia tdi li€u dd ra tiiing yiCt hodc fidngAnh".
aocrn cri ph:ip fy: 86 sung th6m "rtr'g& i dinh sii 155/2018/ND-CP ngdy t2/l l/2018 cia Chinh phi s*a ddi, bii sung n6t s6
quy dinh tiin quan ddn diiu ki€n diu tr, kinh doanh thudc phqm vi qudn l! nhd nudc cia BQ Y td".

11
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"eohde dicu trl
b€nh cho
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:r':2t canl
va kh6ng
phni la
nguy€n
liQu lim
muoc phar
ki6m so6t
<Iac biQt3'q

Trong thoi han
07 @ny) ngny
k6 tu ngiy nh{n
chi h6 so hqp 16

SdYt6 Chua c6 quy tlinh - Luat Dugc sd
10si2016/QH13

- NgIi dinn s6

54l2017ND-CP

- Nghi din-h s6

I 55/201 SAIE-CP4o

x x x
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chinh
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Phi,
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DV
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chinh
c6ng
ich
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hi0n
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Dich\
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d03

Mric
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x x x

'TUant ptio h6 so:Thay rh€ cdc n6i dung trong thiurh phan hd so br.Cam kir cia <a nhtin. rb chuc di nghi nhdp iu
thu6c t d liicchiu trach nhi€m vA ngu6n g6c vd chdt luqng thudc nhdp khdu; c) Bdn sao co chimg thtc hodc bqn sao co chii 

^"-cia ngudi dE nghi cdp phip nhdp khdu hoSc ban sao c6 d6ng ddu c a t6 chtc dA nghi cdp phip.nhqp khdu d6i v(ri don thu1c,
so y bq theo ddi diiu rri ngoai rru. Cnc gi(iy ro.ndy phai c6 d$ di cac npi dung sau; Tin. tu6i ngrcri brjnh: tin rhu6c, hdn
luong hodc ning d6 vd dung rich: s6 llong thu6c (hoac s6 ngiy ding ihu6c): liiu diry: ho tet,. chii kj cia thriy rhu6c: dia chi
cua.binh viAn. phong khannoi thi thuoc han.h nghi. .Trudng hoo n6. p. ban sao co c!* k! cia ngdi di.nghi cdp phip nhdp.

khdu hodc bdn sao c6 ddng ddu cia t6 ch*c di nghi cdp phdp nhdp khdu thi phai xudt trinh ban chinh d€ d6i chiEu khi n)p hn
so.Trudng hoo thu6c kh6ng phai la thu6c gdt nghidn, thuiic hfing thdn. rhuoc riin.chdt ta thuoc hang hoa nhQp canh cua co
quan dqi di1n ngoq' giao, co quan ldnh sr va co quan dgi dien c a t6 chtc9udc t0 tai l'iet \'am hoqc co quan dqi dien ngoai
giao cia l:i€t Nam tui nroc ngoA| nhirng ngucri lam tiec tui cdc cd quah, 16 chtc niv hodc cac t6 ckic dtoc co quan dqi diin
ngoai giao .cua I;iAt \a,n, cd qudn dqi diQn ngoai giao cia lli1t Nam tqi ntdc ngoai gicri thiluthi th6ng phii nQp tai lipu qq'
dinh tai di€m niv.d.1 Ban sao c6 chtng thtrc hodc ban sao c6 cht kj cia ngcri dA nghj cdp phip.nh/p khdu ddi voi m)t tong
cdc,giay to sau: Ching ninh nhdn ddn, thd cdn cuoc c6ng ddn hoic h0 chiiu caa ngudi d6 ddi tdi trudng.hqp ngci nhQp
k!^oi:!r.6r.,1r.:i ,!an.lrv1s. hot yAr bdn sao c6 chi lc! c a ngudi di.ng.hi cip phdp nhQp.khlu thi p.hdi.xuiit 

.tinh 
bdn ch{nh

de ddi chieu khi nop ho so bing ndi dlng "Brir sao co ching thyc hoqc ban sao c6 cht lq cia ngvdi d€ nghi cdp phdp nhdp
khdu hodc b<in sao c6 d6ng dciu cia to chnc di nghi cdp phip nhdp khiiu d6i t'6i don thu6c, sd y ba theo d6i di1u tri ngoai tri.
Cac giay ro nal phai co d$ du <ac noi dung sau. Ten. udi ngoi binh tin thu6c. him lvong hodc nong dd vd dung tich. sd
lrong rhuoc thoac sd ngiy ding thu64; liiu ding: ho rcn. chi kj cia thot rhudc. dia cfu cia binh viin. phong khdmnoi thdy
thuc)c hanh nghi. Truong hqp nQp ban sao co cht kj cia nguoi di nghi cdp phip nhtip khdu hoac bqn sao co dbng driu cia to
chuc di nghi ctip phdp nhtip khdu rhi phdi xud dnh bdn chinh di a6i cniiu khi ndp hd so.Trrdng ho.p thu6c khong phdi la
thudc gdy nghi€n, thuiic hrong thdn, thuijc tiin chtit vd thuQc hdng hoa nhQp cdnh cia co quan dat dien ngoqi giao, co quan
ldnh suvd co quan dai di1n cia td chtc qud" tii tqt lli(t Nan hoic co quan dai diin ngoai giao c a Viit Nam tai nudc ngoii,
nhtng ngudi ldm vi\c kti cdc co quqn, t6 chuc nay hodc cac t6 chuc duqc co quan dai di€n ngoai giao cia yiet Nqm, co quan
dqi diin ngoai giao cia l/i€t Nam tqi rubc ngodi giai thi1uthi kh6ng phqi ndp tdi li€u quy dinh tqi dieu ndt".
o2TCn m6u ttcn, m6u td k-hai:Sria ddi miu don sd 2zn6i dung siu: "Idi cam kit cic thu6c rin chi duqc d ng di diiu tri
b€nh cho ban thdn t6i /(t€n ti ch*c) cam k& cdc thudc tr€n chi dtrqc ditng di diiu tri b(nh cho ban thdn ngfii nhgp cdnh
thuqc 

,ftin 
t6 chid Tdi xin. cam doan thnc hi€n nghiAm iic yd diy di cLic quy dinh vi qudn li thu6c nhgp khiiu kh6ng ti m4c

dich thuong mai. Niu vi phgm t6i xin chiu hodn todn trqch nhiem fiudc pfuip ludt" thitnh riti dung"T6i cam k& cdc thutic tr1n
chi duoc d ng di.diiu tri binh cho bin thdn t6i vd tdi xin ty chiu trdc.h nhiam vi nguin g6c fi chdt bqng cia thuiic di nghi.
nhdp khtiu/(t)n t6 chtic) cam k&.aic thuoc trin chi duoc ditng di diiu tri benh.cho ban thdn ngrdi nhQp canh thu\c (t€n ttj
ch rc) vd chiu trdch nhiQm vi nguan g,ic vd chii luqne cia thuiic di nghi nhdp khiu. TOi/@n i chtic) xin cam doan th{c hiAn
nghiam ruc va drit di cdc quy dinh vi qudn fi rhu6c nhQp khtiu khong vi muc dich htong mqi. Ndu vi phqn t6i/tftn to chtrc)
xin chiu hodn todn trdch nhi€m trudc phdp l*!t".
a'Cdn cri phdp lj: 86 sung th€m"1Vghi ainn td tsstzott/ND-CP ngAy t 2/1 l,20lsciqChinhphisiaddi,bbsungmfisd
quy dinh lien quan dAn diiu kiin ddu tu. kinh doanh rhudc phqm vi quan ly nha nnc cia BQ Y r€".
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1.600.000/hO soa6
- Lu6t duoc s6
105/201 6/QH13
- Nehi dinh s6
s4l2017.ND-CP;
- Nghi dinh s6
I 55/2018/ND-CP47
-lnongtuso
27712016ffT-BTC:,
- I hong tu s0
1 1 4/2017 t"t't -BTC
ngity 24/1012017 sira
0ol, bo sung bleu
mfc thu phi trong
linh vuc duoc, m!
ph6m ban hdntr kdm
theo th6ng tu
s6 277120161TT-
BTC ng)y 14 thrhg
I I nim 2016 cria b6
truong b6 tai chiDl
quy dinh mtc thu,
ch6 tl6 thu, n6p,
quan lf vi su dung
phi trong linh vuc
ouoc, my phiun ".

19 . I.'e ithai , 0i (bdyt neny

I ta, . ga I ke tt ngiy ti6p
I thuoc san I nlan au ld so

I 
xuit trong I theo quy tllntroe.

I nudc i

SGY
100.000ciihd scy - Luit Duoc sii

105/2016/QH13

- Nghi dinh s5

54/2017/NE-CP.

- Nghi dinh s6
155/2018/ND-CP50

- Th6ng tu s6
277 t2016nT-BTC

*Thirnh phin h6 so:
-Bo<li6mn6i dricnl Giiiy-ddng kj, ltru hdnh thutjc hodc giriy ph6p nhdp khiu thutjc,,

;:9,tj"g:oi dTc.,'Mim nop Giti ching nh,in dn dieu kien kinh doanh drmc do aa r ti cip ddiva at sd kinh doqnh dlroc claviat Nan d ng ftn dd nghi xic nhdn n6i dung thdng tin rhuic..
"Thdi han giii quy6t: Giem ru *,15 rpdv'. xu6ni-10 noiv.'
"uPhi. tE phi: Gidm tu * 1.800.000/hi ,-e: *ui:og: t .aoo.6dona ,e.aTcin cri.phep If: 8.6 sung them-Nghi diniT.j Iiiizoietttb-bp 

"gdy 
12 t/2018 cna chinh phi sta diii, bii sung n6t sii

g.tyllnn.tia1 y11 afu diiu kiin dduit. kinh doanh thu6c phan ,i qian ry nha n"O, ,Ao aq i )ii - 
"-- -

-"CIn cf.phrip li: Bd sung th€m ".Th6ng tn st) I 14/20 t TiTT-BTC'ngdy'24/ t 0/2017 snq i6i, b6 sung biiu mtc thu phi trong
lTnh tttlc drqc, mi phtim ban hdnh kim tieo thdng tu s6 277/2016/T|-BTC nga)' t 4 thdng I I ndm 20t 6 cia b6 huong bO fii
i!,:l !? dir!, *,i, thu. chd d6 thu, nQp, qutin tj,ld sti dltng phi trong linh vi dro. c, ,r1y]plir,i- 

--'"--

.3_I -ofr. -*.,u, 
ylviit:Gi?m ru *25 (hai m.uoi ldm) ngay E t,n ngdyliiip nh6n dn h'i si iheo quy dinh,, thdnh ,,07 (bay) trgdy

ke tu ngay tiip nhdn di hd so theo quy dinh"
'uc5n cri'.ph6p li: 86 sung lr,em:ighi ainh sd 155/2018/ND-cp ngdy I2/ti/2018 cia chinh phi sua diii, bii sung m6t siiqqt dinh lian quan d€n diiu ki€n diuiu, kinh doanh thu6c plrqm vi qiai U nlra rubc cia 86 i ,i. - '
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M0t
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Long bo
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cap

II s4,ss,s6

20 Thri tuc
LOng DO

co so thi
tli6u ki6n

tiCm
52-S:lcnung

03 ngiy ldm
.^ 5lvlec

So Y t6.
Dia chi:

s6 1

tluong
Dinh
Ti€n

Hodng,
phunng

Tan

Quang,
Tp.

Tuydn

Quang,
tinh

Tuy€n

K-hdng co

Khdng c6

- Lu{t s6
03120071QH12 ngdy
2l/11/2007 cia
Qu5c H6i ban hdnl
uE Luir phdng.
ch6ng bfni truydn
nhi6m;

- Nghi dinh sti
104/2016/ND-CP
ngdy 01 thring 7 nim
2016 cia Chinh phrl
quy dinlr v6 hoat
d6ng ti6m chring.

- Nghi din}r s5
155/2018AID-CP
tgity 1211112018 cia
Chinh. phi va \iCc
sua tl6i, b6 sung m6t
so quy.din}t lien.quan
tl6n dieu kiin ddu nr
kinl doani, thuOc
ph?- vi quan li Nhi
nuoc cua ljo Y te

Quang

- LuAt
03 2007 QHl2
- Nchi din.h so
155 /2018ND-CP :

- Nchi dinl s5
103/2016,^.rD-CP
ngdy 01 th6ng 7 nim
2016 crla Chinh phrl
quy tlinh v€ dim bdo
an toan sinl hoc tai
phdng x6t nghi€m.

sox

sr cidm tboi gian giei quy6t tir l0 ngiy lim vi0c xu6ng carn lei 03 ngiy."- l hay al6i s6 tuong hO so tt kh6ng quy tllnh thinh 01 hd sa." Thay-tldi y6u ciu, tli6u kiQn rhi rqc hitrh chinh:
Thay d6i y6u c6u vii co s0 v6t cn6t tir:

, . - 
a) Khu vuc chd trudc khi tiOm chring phdi b6 tri di ch5 ngdi trong m6t bu6i tiem chring, bdo cli.Lrn che dugc mua,

ning, kin gi6 vi th6ng tho6Lng;
b) Khu wc thgc hi6n tu v6n, khrim sdng loc c6 di6n tich tiii rhidu h 8 m2;
c) Khu wc thuc hiQn ti€m chring c6 di6n tich t6i thiiiu ld 8 rO;
d) Klu wc.theo d5i vd xti tri phar ring sau ti6m chring c6 dien tich tOi thiriu ld 15 m2;

- 
tl) Ri6ng A6i voi ai6m ti€n? lic xil vi6m gan B li€u-so sinh tai ciic co sd kl6m b6nh, chta b6nh c6 phdng sinh thi

kl6ng thuc h.idn theo cdc diEm a- ditim b. didm c vi di6m d Kloan nay mi rhuc hi€n theo quy Ointr sau a'ay: gai" pfi"rg rJ1p

t4



z,hoic bdn ti6m v6c xin dCng, noi ti€m chun-e bdo dam drl Arn cho trd, cd noi khrim seng loa oho fte, tu v6n cho c6c bi me hoSc
r' ngudi gi6m h0 cua tre:

.., j] Bi" dam cdc didu krdn vd ve ,i,ri. du an-b sang vd bo tri rheo n8u)6n lac m6r chidu mi cdc khu rrrc quy ilintr mi cdc
diem a, di6m b. didm c vd didm d Khoa-n nar.

. Thay d6i ttrAnn: Co sd v6t ch6r: K;tru ruc tre-m cbring phdi bio ddm cbe dugc mua. n6ng. kin gio vi th6ng rhodng vd
bd tri theo nguyen tac mot chi6u tu d6n titip. huon-s dan, tu v6n, kh6m sirng loc, thuc hi€n ti€m chtng, theo d6i vd xri tri phan
ung sau ti€m ch[ng.

Thay aliii y6u ciu v6 trang thi6t bi tir:
. a) C6 tt lanh, phich vic xir hoic hom lanh. cdc thi6t bi theo d6i n-hi€t dd tai noi b6o quan vd trong qu6 tdnl van

chuy€n vic xin;
b ) Co du thi6t bi tiem. cac dung cu. hoa chiir d6 s6r klrur.in vd cdc r dr nr cdn rhi6r khdc:
c) C6. h6p ch6ng siic, phdc dd chdng s6c Eeo tai noi theo d6i. xu tri phan ung sau tiem chtng theo quy dinh cta BQ

truong B0 Y te;
dt Co dung cu chria chit thii y t6 theo qu1 dpi crla Bo truong Bo Y rd.

Thay ali5i thArtrh!

. a) C6 tt 14nh, phich vic xin hodc hom lanh. cac thi6t bi theo ddi nhiet d0 tai noi biLo qufur vi tong qua tdnh van
chuy€n v6c xil;

c) C6. hQp chtlng stic, phdc d6 chiing soc treo rai noi theo d6i. xn tri phan ang sau ti0m chtng theo quy dinh cria BQ
truong 86 Y t6;

Thay tl6i y6u cAu vi nhin sr; tr:
a) 5.6 luong: C6 t6i thiCu 03 nhdn vi6n chu1.6n ngdnh y, fiong do co ir nh5t 0I nhdn vi6n c6 trinh tlQ chuyen m6n tu y

sy trd ICn: ddi voi co sd ti6m ching tai cec rung s6u. vung xa, vung dac biCt kh6 khan phdi c6 t6i thi6u 02 nlan vi6r c6 trinl
d6 tir trung cdp chuyCn nganh y tro len, nong do co ir nhat 01 n}lan vi€n co trt*r d6 chuten m6n tu y sy trd lCn;

b) Nhan vi6n y tii tham gia hoat dQng ti6m chrlrrg phdi duo1c t6p hu6n chuy6n m6n vd ti6m chring. NhAn vi6n tr.uc ti6p
thuc hi6n khrim sdng loc, tu vin, theo d6i. xri tri phan ung sau ti6m chring phii c6 trinh d6 chu.v6n m6n tu y sy trd leq dra;
vi6n thuc hdnh ti6m chring c6 trbl do tu diiu dudng trurg hoc rrd l€n.

Thuy tl6i thinh:
a) E6i voi co sd tiem chtrg tei ciic virng sau, virng xa, vtng dac biet kh6 kldn phii c6 toi thidu 02 nhan vi€n c6 trinh

d6 tir trung c6p chuy€n ngdnh y trd I€n, trong d6 c6 it nhat 01 nhan vieo c6 trinh d6 chuyen m6n tt y sy trd len;
b) Nhan vi6tr y td rham gia hoat dQng tidm ching phii dugc tip hudn chuydn m6n v€ tidnr ching. Nh6n vien rruc d6p

thuc hi6n khrim sAng loc, tu v6.n, theo d6i, xri tri phan rmg sau ti6m chung phdi c6 tridr d6 chuyen m6n tu y sy trd l6n; nhan
r iin thuc.hbnh ti.rm- chriog co n'bl d0 ru rung cdp Y hgc hoflc trung cip Didu dudng H6 sinh tro ldn.

" Tha1' tl6i s6 luqtrg h0 so: tu khdng quy cllnl thdnh 01 h6 so.
55 -.-'" Thar ddi 16u ciu, ili6u ki6n thi tuc hinh chinh tl6i vrii co si x6t nghiem d4t ti6u chu6r an toin sioh hoc cip I:
Thar d6i diiu UEo ri co so vAt cb6t tir:
a7 San. uone- ba.o x6r ugtudm phdi bang phing, khong thim nuoc, chiu dugc nhi6t va cac ioai hoa chit in mdn vd <i6

co nia ve siol:
b) C6 b6n nuoc rua tay, dgng cg rua m6t khdn c6p. hQp so cuu;
c) Co di€n voi he th6ng dien ddp dir vir co ngudn diin du phong;

. d) Co nuoc s4ch, dudng 6ng c6p nudc truc ti6p cho khu vuc x6t nghi6m phai c6 thi6t bi ch6ng chiy nguoc dd beo ve he
th6ng nudc c6ng cOng;

d) C6 cAc thi6t bi phdng, ch6ng ch6y n6;
e) C6 dt rinh s6ng d€ thuc hi6n xet nghiQm.
Thay iloi thirnh:
Di€u ki6n v€ co so vat chat: C6 dung cu rua mit khan cap, hop so cri,u;

Thay ddi vd diau kien va trang thi6t bi rin
a) Cec fiiet bi xdt nghiQm phi hqp vdi ky thuit vi mdu benh phdm ho{c vi sin}r vQt dugc x6t nghi6m;
b) C6 c6ctrao bi, dmg oU, thi6t bi luu chtra chit thdi y t6 theo quy dinh;
o) C6 thiCt bi de khft trung dung cu vi bdnh ph6m;
d) C6c trang thi6t bi bao h6 c6 nh6n phir hqp voi loai B tlu6t x6t nghiEm thgc hiQn @i co so xet nghiCm an toirn sitrh hoc cap l.
Thay tl6i thinh:
at Cric thi6t bi xdt nghifm phn bqp voi ky thudt v2r miu bdnh phAm ho{c vi sinl vat droc xdt Dghiem:
c) Cric trang thi6t bi bio hQ c6 nh^n phr) hoo voi loai k! thudt x6t nghigrn thUc hiQn tai co sd xet nghiCm an toirn sinh hoc cdp I.
Tbay .t6i alidu kien vd nhin sg tr)r:

, a) 56 Iuong nhin vi€n: C6 it nhit 02 nhAn vi6n x6t nghi€m. Nh6n vidn truc tiep thgc hiQn xet nghifm vi sinh vft (sau ddy
goi tit ld nhAn vi€n x€t nghi€m) phai c6 vdn bdag, chring chi dao tao phi hqrp voi loai hinl xet nghiem ma co so d6 thuc hieq

b) Co sd c6 phdng xdt nghiOm phdi phdn cOng ngudi c-hiu hAch nhi6m vd an toi.n sinh hoc;
c) Nhan vien xdt nghi€nL nguoi chiu tr6ch nhi€m vd an Loiru sbh hgc pbii duo. c tap huin vd an oi,u sinh hoc tu cdp t tro teru
d) Nhirn"g nguoi ktr.ic lim vi€c trong khu Wc xdt nghi€m phai duq c huong din vd an toirn sinh hqc phir hgp voi c6ng viQc.
Thay d6i thinh:

. a) 56 luong nhan vien: C6 it nhat 02 nh4n vi6n xdt nghi€m. Nhdn vi6n truc tiep thlrc hiQn xa nghi€m vi sinh v6t (sau d6y
goi tit ld nhan vi6n xet nghiCm) phai c6 vdn b6ng, chimg chi ddo t4o phr) hgp voi loai hinh xdt nghi€m mi co sd cl6 thgc hi6n;

c) Nh6n vien x6t nghr€m, nguoi chi.u tr6ch nhi6m vd an torin sinh hoc pbai cluo. c t{p huin vd an ioin sinh hqc tr c6p I m ten;

Thay al6i diau kien vii quy dlnh thuc hinh tir:
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a) C6 quy dinh ra vio khu r.rrc x6t nghi6m;
b) C6 quy dinh chi5 tI6 b6o c6o:
c) C6 quy tridr 1uu trft hd so;
d) c6 quy trinh x6t nghiQm prru hqp,voi k! thuft vi miu b6nh phdm ho{c vi sinh vdt duoc x6t nghi€m;
d] 

9q huong d,an y dUng cdc t:ane rhiiit biphuc vu ho?r dgry xdt nghiQl,
e ) Co quy rinh ui ktri nhiem vi xri l! cflii rhai; -
g) Cd quy dinh gi6m s6t stc kh6e vd y tii.
Thay rtoi thAnh:
a) C6 quy dinh ra varo khu luc x6t nghiem;

1156 
qZIP xet nghiim phu hoo voi k! $ual va mau benh phim ho6c vi sin-h vdt duoc xetnghidm;* Thay tl6i v€u ciu, tli6u kiQn tht tu-c hhnh chinh d6i 'rdi ca s& x6t nghiQm ttqt ti6u chuin an to"in sinh hoc cdp tr:

Thay di6i di6u kiOn vi co si vAt ch6t tir:
Khu r.rrc x6t nghi6m ptr.ii drip ring cdc didu ki6n sau:
a) C6c di€u ki€n quy dini tai.kho6n 1 Di6u 5 Nghi dinh s6 to:zz0toNo-Cp ngdy 01 tha,ng 7 n6m 2016 cia Chinhpht quy dinl vC bao ddm an todr sin-h hoc tai phdng x6t nihi€m:

. -b) 96 h€ thiing thu gom, xri l]i ho[c trang thict 
-bi ," lj' nudc ttrai. D6i vsi co sd xdt nghi€m dang hoat d6ng trudcngiv Nghi dinl ndv c6 hi€u luc thi hdnh phii c6 kdt qua xdt nghicm nudc ttai aut q"v 

"t 
ri" ty tioii;"6" il;d ;b;"d;

trudc khi thai vdo noi chfa nudc thii chung;
c) Phdi ri6ng bi6r voi cdc phong klrdc cua co so xer nefu6o;

- d) c6 bidn bdo ngul hidm sin-h hoc tr6n cta ra vdo cua khu ruc x6t nghi€m theo Miu sii 0t tai phg luc ban hdnh kdm
theo Nghi dinh ndy.

Thay d6i thanh:
Klru vuc xdt nghiCm phdi drip ung cdc didu ki6n sau:
a) Cdc di6u kiQn quy dint tai khodn I DiAu 5 Nghi dint s6 103/20t6NE-CP;

. bJ 96 he th6ng thu som. xu li hoac bang tnirit ul xu 1! nuoc thdi. oiSi Jl'"o sd xdt nghi€m dans hoat d6ns E-,rd:
ngay Nghi dinh nar co hidu luL tlu h;ui} phdi co k6r qud xet nghrem nuoc thdi dar quy chudn U t-t*' qJ. gia r i m6i r.-c,n..trudc khi thai r ao noi chua nuic rhdi chunp:

. -, c) Co bi€n bao neul hr€m srnh ho-c uen cia ra vio cua kbu \,lrc x6t Dghicm rheo Miu s6 0l rai phu luc bar: biLnh ki::
tLeo N ehi dinli ni1

Thar dCi ri diiu ki6n ri lraDg lhi6t bi tu:
a.t Cric didu ki€n vi,i"re,hi3G q,,., d.irh ; ai,i,n q didm b khoa,2 Di€u 5 Nghi di ndy:
b) Co tu al,l toe! sjnl hoc:
c) Co thi,it bi h6p cidt itrii y ti5 tay *riEm hoac tliit bi khri khuin:
d). Cac&ng thier bi bdo h6 oi nbnn phir hqp voi loai B rh.,ir .r6t nghi€m thuc hi€n tai co so xdt nghi€m an toin sinh hoc cfo tr.
Tiiay d6i thi-Rh:
a) Cic di6u ki€n vi trang thirlt bi quy dini tar di6.rr a, di6n b Lioan 2 ii€u 5 Nghi dinl sii 103/2016,ND-Cp;
b) C6 tu ar toan sinh hoc:
c) C6 thi6t bi hip cirdt rhai I 16 tal.nhiam hoac thi6i bi kh{r khdn:
d) Cd.! trang.rl.ier bi bao h6 ca ohan phn hoo Io loai I{ thu6t xdt nghie-m rhuc hien ^?i co so r6t nghiem an toan sllh hoc cip Il.
Thaf' d6i r'ii diiu ki6n vi nh6n iu tur
a) Cdc didu ki€n qur dini rai di€m a. di6m b r a diilm d khoan l Dieu 5 cua \shi durtr nav:
b) M.in.ii6n xa nghi€rt nguui chiu mich nhidm vd a:: toan sinh troc pbai duo. c gplurin ri - L31 ,ira m" n crfo tr uo len
4. Di6u ki6n r'6 qu1 diah thuc hdrl}l:
a) Cdc qur din} rheo kbodn 4 Dieu 5 \ghi dini r.;ay:
b) C6 kC hoach dao ao, ta-p hurn DIao \:i€n lim r.i6c tai khu ruc x6t nghi€m;

ll lo gr,f airl luu git. biio quan miu benh phdm. ric nhAn gar Uenf, fuVin ,triim tar co sd xel ngtuem:

-^.^ ..,9] !: * hoach d6nh,giri nguy co xav ra su co an roan sinh hoc rai co ,d xer nghiem r.a x61 du"ng'k6 hoach phong
ngua, xtr ty su co an tod.n sinh hoc.

Thay diii thenh:
a) Cric diAu kiQn quy dinh tai cli€m a, di6m b vd diiim d khoan j Di6u 5 cua Nghi dinh ndy;

1l 
*Y^Y'T 

1:1.+(m. nguoi chju n-dch nluem r i an mar sinh hoc phiri duoc ripiuin vE a:r toan sinlr hoc ur cap Il tro l6n.
thav dOi v6 ili6u kifn v€ quy tlinh thUC haDh (ri:
a) Cric quy dinh theo khodn 4 Diiu 5 Nghi dinh ndy:
b) C6 kii ho4ch ddo tao, t6p hu6n ntran vi€n lam vi6i tai khu ruc xdt nghi6m;

:l 99 l?.dnh luu giir. bio qudn miu benl phiim. uic nhan gay be; ;r;; nhiEm tai co sd xdt nghiem;

-^,-^ ..9] 
Co ke ho4ch dani.giii nguy co xay ra su c6 an toan sinl hoc rai co to r,€t nghii. vi x6y dg-ng'ke hoach phong

ngua. xu Iy su co" an toen sinh bgc.
Thav al6i thin h:
at Cdc quy dinh theo khodn 4 Diiu 5 Nghi dinh nny;
b] 

99 ::t dir:h luu giu,.bdo qudn m5u b€nh phim, ric nli6n g6y b€nh truydn nhi6m tai co sd x6t nghi€m;

-^.-- .:] L o K: ho.a:h danh 
.gra 

nguy co xdy ra su c6 an toin sinh hoc tai co sd x6t nghi€m vir x6y dgng kr5 hoach phdng
ngua, xu Iy su cO an toan shh hoc.
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