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Khdnh Hod, ngdy S thdngfindm 2019

QUYET DINH
quy trinh nQi b.Q giii quy6t thri tuc hirnh chinh
qrydn giii quy6t cria S& Y tii Ktrinh Hda

CHU TICH

duyQt
thAm

,, A

CHU TICH UY BAN NHAN DAN TINH KHANH HOA

Cdn cri LuQt td chric chinh quyiin dia phuong ngity 191612015;

.Cdn cri Nghi dinh sO 61I20184TE-CP ngdy.23/412018 cria Chinh phri v6 thUc hiqn
co ch6 mQt cria, m6t cria ti6n th6ng trong gi6i quy5t thu tpc hanh chffi;

Cdn cri Th6ng tu sti OL/2OL91TT-VPCP ngay nnlDTl8 cria Vdn phdng Chfnh
phri huong d6n thi hanh m6t s6 quy dfnh cria Nghi dinh s6 61I20184IE-CP ngey
231412018 cria Chinh phu v6 thuc hi6n co ch6 mQt cria, m6t ctra li6n th6ng trong gi6i
quytit thu tgc henh chinh;

Xdt dC nghi cira Sd Y t€,tqiTd trinh sti lOgt/fTr-SYTngay rcDDOlg,

QUYET D[NH:

Di6u 1. PhC duyQt kdm theo Quy6t dinh ndy quy trinh nQi b0 gi6i quy6t c6c thir
tuc hdnh chfnh thuQc thAm quyen gi6i quytit cria Sd Y ti5 <lugc c6ng Ut5 tai Quy6t dinh
sO t 9+S/qD-LIBND ngey i rcDOlg cria Chu tich UBND tinh.

Di6u 2. Quyiit clinh ndy c6 hiQu lpc thi hanh tC tu ngdy ky.

Diiiu 3. Chanh Vdn phdng UBND tinh, Gi6m cttic So Y t6, Thu trucrng c6c sd,

ban, nginh; UBND c6c huyQn, thi x6, thenh ph6; UBND cdcxd., phulng, thi trdn ve

ctrc t6 chfc, c6 nhdn c6 li6n quan chiu tr6ch nhiem thi hanh Quytit clfnh ndy./.
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euv TRiNHNOT BQ crj.r auyEr rrr0 ru. c EANH cuimr Tlrugc urAvr euvtox
GIAI QIIYET CUA SO Y TE KHAI\E HOA

(Ban hdnh kdm theo Quyiit dinh sd: !!!9/QD-UBND nsdy .Q'./ /ZOtl 
"rla 

Ct"ti tich Oy ban nhdn ddn tinh Khdnh Hda)

I. LiNII vuc DIIqC

, 1. Tht tgc c{p Gi6y ch{mg nhAn alri ati6u kien kinh doanh duqc cho co s& kinh doanh thu6c phii ki6m so6t d{c biet thuoc
thin quyGn cia Sr& Y tG (Ma s6 TTHC: BYT-KIIA-287045, c6 02 quy trinh).

1.1 Quy toinh s6 1, 20 ngdy (Ma si5 quy trinh: BYT-KHA-287045-0i, 6p dung tl6i vOi trutrng hqp lfi6ng ph6i tli <flffi giri co sd)

Co
quan,
tlol vi

Bu0c
thqc
hi6n

TGn budc
thqc hiQn

Trr{ch
nhiQm thgc

hi€n
NQi dung cdng viQc thgc hiQn Bi6u miu/kiit qui

Thtri
gian

(nedv)

Ghi
chri

SOYTC
Burfc

1

Titip nhfln
hd scr

BQ phfn
Ti6p nh{n
vir Tri k6t

qua

- Ti6p nh6n, ki6m tra hd so theo quy tlinh;
- Thu phi theo quy tlinh
- Chuy6n bu1c 2.
- Trudng h.op hi so sau thdm dinh c6 yAn) ,,:
cdu co sd b6 sung h6 so, M|t c*a nhdn vd
chuy€n hi so cila co sd diin Phdng NghiQp
vu Daqc theo trinh tq cila cila nghiQp vq,: ';Do sung ho so.

- Trucrng hqrp h6 so dAy dri, chinh
x6c theo quy diqthi titip nhfln vd in
Giay tiep 40" h6 so vd hsn tri k6t
qu6 (m6u s6 01 ban hanh kdm theo
Th6ng tu sO 0l/2018/TT-VPCP
ngiry 2311112018).
- Trudmg hqr'p hO s0 chua dAy dri,
chua chfnh x6c theo quy tlfnh thi
hucmg d6n hoan thiQn, b6 sung vd in
Phii5u y6u_cAu,b6 sung, hoan thien
hd so (mdu s6 02 ban hanh kdm
theo Th6ng tu s6 01/2018/TT-VPCP
ngiry 23lltl20t9).
- Trucrng hqp to ctrOi ti6p nhan ho
so thi in Phi6u tir ch6i ti€p nhan gi6i
quytit hd so (m6u sO O: ban hdnh

0r5
ngey

1



kdm theo Thdng tu sO 0ll20l8/TT-
VPCP cria Vdn phdng Chinh pht).
- Dt liQu dugc cap nhAt tr6n hQ
.. Imong.

SO Y ti5
Bur6,c

2

ThAm
tlinh h6

s0

Phdng
chuyGn mdn

t2
ngey

2.1
Kii5m tra

,l
no s(I

Chuy6nvi6n

H6 so dAy dfr dring y6u c6u, chuy6n sang
2.2

- Hd so t6 chric, c6ng ddn

8 ngdy

HO so cdn phii b6 sung:
- Chuy6n vi€n so4n th6o Th6ng b5o bO

sung hO so, thdi h4n hoan thanh.
- Trucrng phdng: ki6m tra nQi dung dy
thdo, trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o b6 sung
vd Chuy0n mQt cfta th6ng brio.

- Th6ng b6o b6 sung h6 so theo
Thdng tu sd O\|2OI8ITT-VPCP cria
VIn phdng Chinh pht
- Tam dtmg tinh thdi gian tr6n hQ

th6ng

2.2
Th6m

itinh h6 so
Chuy6nvi6n

- ThAm dinh hO scr phu hgrp; Chuy6n
bu6c 3.

- H6 so tO chric, cOng ddn

4 ngiry
- Tham dinh hO scr kh6ng d6p img y6u
cAu; Chuy6n budc 3.

SOYTO

Bufc
3

Dg thio
trinh K6t
qui th6m

.Iinh

Phdng
chuy6n

mdn

05
ngery

Budc
3.1

Tham muu
Dg th6o
Ktit qui

thAm dinh

ChuyCn
vi€n

HO so phu hgp:
- DU th6o Gi6y chimg
kinh doanh dugc cho t6

nhan thi di6u kiQn
chric, c6 nhdn

- HO so t6 chric, c6ng ddn.
- Gi6y chfmg nhfln dri diOu kiQn kinh
doanh dugc theo MAu s6 ZZ Phuc h/c I
cria Nghi dfnh s6 5412017AID-CP.

2

ngay

2
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Hdao kh6ng d6p img y6u cAu:

- Du th6o Th6ng b5o tir ctrOi giai q,ryet nO

SO

- H6 so td chric, c6ng d6n.
- Dy th6o Th6ng b6o tit ch6i gi6i

I, , )quyet no so

Bu6c
3.2

Ki6m
n0i
trinh
duyQt
qua
dinh

tra
dung,

ph.e

ket
thAm

Truorng
phdng

Ki.tim tra nQi dung, trinh ph6 duyQt k€t qu6
thdm ttinh:

,..( -l- Neu oong y:
+ Ky nh6y vdn b6n 1i6n quan (trucmg hqrp

dU th6o th6ng brlo ttr ctrOi;.
+ Chuy6n bulc 4.
- N6u khdng d6ng y: Chuy€n l4i Bu6c 3.1

- H6 scr t5 chric, c6ng d6n.
- Jh6re b5o tu ctrOi giai quy6t hd so
(n6u c6).
- Gi6y chimg nh?n dri di6u kiqn kinh
doanh dugc MAu sO 22Php,c lqc I cira
Nghi ilinh sO 54l2ol7 ND-CP.

aJ

ngay

SdYtE Budc
4

Xem x6t,
phO duyQt Lflnh tlgo

- N6u tl6ng y:
+ PhC duyQt v[n bdn li6n quan.
+ Chuy6n Bu6c 5.
- Ntiu kh6ng <16ng f : Chuy0n l4iBu6c3.2.

- H6 so t6 chric, c6ng d6n.
^. a- Gi6y chimg nhQn dt iti6u ki6n kinh

doanh dugc M6u sO 22Ph1tc lgc I cria
Nghi tlinh sO 54l2}l71ND-CP..
- Th6ng b6o tu chOi giai quytit h6 so
(trudmg hqp tu ch6i).

215
nghy

S0 Y ti5
Burfc

5

Tri k6t
que

BQ phsn ti6p
nh$n vi tri

k6t qu6

Trudng.hgp Lanh d4o il6ng g cdp pfrdp:
- Vdo s6 theo d6i ti6p nhfln vd trh k6t quA.

- Trhk6t qu6 cho t6 chfc, c6ng ddn-
- Chuy6n Phdng chuy6n m6n luu h6 so.
- Ket thric quy trinh.

- Hd so t6 chric, c6ng d6n.
^. a- Gi6y chimg nhQn dri di6u kiQn kinh

doanh dugc

Trucrng hgp tu ch6i:
- Vdo s6 theo d6i titip nhQn vd tri k6t qu6.
- T16 h6 so vd Th6ng brio tir ctrOi giai quytit
h6 so cho tO chric, c6ng ddn.
- ftit thric quy trinh.

- H6 so t6 chric, cdng d6n.
- Th6ng b6o tu ctrOi giai quy6t h6 so.

chu SO van luu trii theo henhH SO luu m6n. Sau khi
Thanh phin h6 so lrru:
l. Trudng hqp d6ngy cdp phdp

J



nh0n so vd hgn tri Qu6;
Hii so td chric c6ng d6n;

- H6 so v6n bin b6 sung (ntiu c6);
- H6 so vdn b6n ve Ur6c phUc (n6u c6);
- HO so vdn b6n li6n quan;
- Th6ng b6o b6 sung h0 so (n6u c6);
2. Trudng.hqp kh6ng ding y cdp phdp:
- Phi6u tiep nhan lO tg vd hsn trhk€t qud;
- H6 scr vdn bin vC khdc phUc (n6u c6);
- H6 so vdn b6n b6 sung (niiu c6);
- Th6ng b6o b6 sung hti so (ni5u c6);

brlo tt ch6i h6

1.2 Quy trinh s5 2, 30 ngiy (Mn s6 quy trinh: BYT-KIIA -287045-02, 6p dFng d6i v0i trudng hqp ph6i .li tunh gi{ co sO)

Co
quan,
tlcrn vi

Bufc
thqc
hi6n

TGn budc
thqc hiQn

Trfch
nhiQm

thuc hiQn
NQi dung c6ng viQc thrpc hiQn Bi6u m6u/h6t quf,

Th0i
gian

(nedv)

Ghi
chri

Scr Y t6 Budc
1

Titip nh$n
h6 scr

BQ ph$n
^. i.Irep nn?n
vh Trfr k6t

qu6

- Ti€p nhQn, ki6m tra hO so theo quy ttlnh;
- Thu phi theo quy dinh
- Chuy€n bu1c2.
- Trudng hqp hi so sau thdm dinh c6 yAn
cAu co so phdi thwc hi€n khiic phuc, M\t
c*a nhQn vd chuy€n bdo cdo khiic phac

-,.cila co sd d€n Phdng NghiQp vu Duqc
theo trinh h; cila cila nghiQp vu bii sung,)
Lto so.

- Trudmg hqp h6 so dAy dri, chinh
xdc theo quy diq thi ti6p nhfln vd in
Gi6y ti6p nlan h0 so vd hgn tr6 k6t
qu6 (m6u sO 01 ban hanh kdm theo
Th6ng tu sO 0l/2018/TT-VPCP
ngiry 23/ll/2018).
- Truong hqp h0 so chua ddy dt,
chua chfnh x6c theo quy dinh thi
hu6ng d6n hodn thiQn, bO sung vd in
Phitfu y€u cAu b6 sung, hoan thien

0r5
ngAry

4
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hO so (m6u s6.OZ ban hdnh kdm
theo Thdng tu s6 0112018/TT-VPCP
ngiry 23111/2018).
- Trucrng hqp ttr ch6i tiOp nhan h6
so thi in Phi6u tu ch6i ti€p nhQn gi6i
quytit hO so (mdu s6 o: ban hdnh
kdm theo Th6ng tu s6 Oll2OlS/TT-
VPCP cria V[n phong Chfnh phri).
- Du liqu tlugc cOp nhOt tr6n hQ
..i
tnong.

SdYt6

Bufc
)

ThAm
tlinh hO

s0

Phdng
chuy6n

mOn

08
ngiy

2.1
Ki6m tra

,).
no s0

Chuy0n
vi6n,

Trucrng
phdng, Lanh

dao

HO so dAy dt dring y6u cAu, chuy6n sang
2.2

- H6 so t6 chr?c, c6ng ddn

6 ngdy

HO so cdn phii b6 sung:
- Chuy0n vi0n so4n th6o Th6ng b6o bo
sung hO so, thdi h4n hodn thanh.
- Trucmg phdng: kiem tra nQi dung d1r

th6o, trinh ph6 duyQt
- LAnh d4o: phO duyQt Th6ng b6o bO sung
vd Chuy6n mOt cria th6ne b6o.

- Th6ng b5o bO sung hO so theo
Th6ng tu s6 }ll2}l8/TT-VPCP cria
Vdn phdng Chfnh pht
- Jam drmg tinh thdi gian trOn hQ

thOng

2.2
ThAm

dfnh h6 scr
Chuy€nvi6n

- ThAm dinh h6 so phtr hqrp; Chuyen
bu6c 3.

- H6 so t6 chftc, cdng d6n

2 ngiry
- Th6m dinh h6 so kh6ng d6p img y0u
cAu; Chuy0n bu6c 4.

Bufc
3

T6 chftc
th6m tlinh
tai co s&

Phdng
I{\{D

15
ngiy

5



Bu6c
3.t

rhanh lap
dodn thdm

dinh

ChuyCn
vi6n,

Truong phorg

- Chuy6n vi6n: So4n th6o Quyi5t dinh thanh
lflp doan ddnh gi6 vd Th6ng b6o thdi gian,
nQi dung ddnh giilthgc t6.
- Truong phdng: Ki6m tra nQi dung dU
th6o, trinh ph6 duyQt.
- Lanh d4o: PhC duyQt Quy6t dinh thenh lflp
tloan danh giilvit Th6ng b6o ddnh gi6.

- H6 so tO chric, c6ng d6n.
- Quytlt dfnh thdnh lap doan thAm dinh
- Th6ng b6o d6nh gi6 thuc tti (fhOng
b6o b6ng tin nh6n) 02

ngay

Budc
3.2

ThAm dinh
t4i co sd

ChuyCn
vi6n,

Trumgphdng
LEnh tlao

Truong hgrp tLffi gi6 d4t y6u cdu: Ky X6c
nhan bi6n ban ddnh gi6 thgc t6, chuyCn
Bu6c 4.1 (trucrng hqp 1).

Trudrng hqrp d6nh gi6 kh6ng d4t y6u cdu:
T6 chric d6nh gi6 sp phtr hgp ph6i thUc
hign khAc phUc.theo y6u cAu t4i Bi6n bin
ddnh gi6 thgc t6.
- Trucmg hqrp t6 chric d5nh giri sg pht hqrp

khlc phpc t14t y6u cAu, chuy6n Budc 4.1
(truong hqp 1).,
- Trudmg hqp t6 chric d6nh gi6 sp pht hqrp

kh[c phgc kh6ng t14t y6u cAu, chuytin Budc
4.1 (trucrng hSp 2).

- HO scv tO chric, c6ng ddn.
- BiCn ban tlffi gi6.
- HO so vdn ban li€n quan.

- HO so vdn ban 1i6n quan.
- H6 so d6+ gi6 thsc tt5.

- HO so khdc phpc (n6u c6).
- Bi6n bin danh gi6,.

- Th6ng b5o gia h4n thdi gian kh6c
phuc (n6u c6).

13

ngey

B6o
c6o
khic
Phuc
cria
c0
sd
glii
B0

ph0n
m0t
cria

Burfc
4

Dq thio
trinh K6t
qui thAm

tlinh

Phdng
chuyGn

m6n

05
ngiy

Budc
4.1

Tham muu
Dg th6o
K6t qui

thAm dinh

ChuyCn
vi6n

frud"g hW I @dnh gid, khdc ph4c dfi yAu
cau);
Dg th6o:
- Gi6y chimg nhQn tlti di0u kiQn kinh doanh
dugc theo MAu sO ZZ Phgc lpc I cria Nghi

- H6 scv t6 chric, c6ng d6n.
- GiSy chtmg nhfln ihi rli6u ki0n kinh
doanh dugc theo MAu tO ZZ Phuc lqc I
cria Nghf dinh sO 54l2O17A[D-CP.

3 ngdy

6
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dinh sO 54l20l7IND-CP.
Trudng hqp 2 (Thtim dinh, ddnh gid, khtic
phuc kh6ng dqt yAu cdu):
Dg th6o Th6ng b6o tir cfr6i giai quy6t tr6
so.

- Hd so t6 chric, c6ng d6n.
- Th6ng b6o,tir ch6i gi6i quy€t h6 so
(theo Mdu sO 02 - PhU lsc kdm theo
Thdng tv 0l I 20 L8/TT-VPCP).

Bu6c
4.2

Ki6m
n0i
trinh
duyQt
qua
dinh

txa
dung,

ph.e

kct
thAm

Trucrng
phdng

Ki.tim tra nQi dung, trinh phO duyQt k6t qui
tham dinh:
- Ntiu d6ng f :

+ Ky nh6y v[n bdn 1i6n quan (truong harp

dU th6o th6ng b5o tir ctrOi;.
+ Chuy6n bu6c 5.
- NCu khOng tlOng y: Chuy6n lai Budc 4.1.

- HO so tO chric, c6ng ddn.
- Jh6ng b5o tt ctrOi giai quy6t h6 so
(n6u c6).
- Gi6y chimg nhQn dri di6u kiQn kinh
doanh dugc MAu s6 22 Pht;,c luc I cria
Nghi tlinh sO 5412017/ND-CP.

2 ngiry

Bufc
5

Xem x6t,
ph6 duyQt Linh tl4o

- N€u tl6ng y:
+ PhC duyQt vdn b6n li6n quan
+ Chuytin Budc 6.
- NCu kh6ng d6ng y: Chuy6n lqiBuoc 4.2

- HO so td chric, c6ng ddn.
^. a- Gi6y chimg nhan tlt di6u ki6n kinh

doanh dugc Mdu s6 22Phr7c lgc I cria
Nehi dinh sO 5412017/ND-CP.
- Th6ng b6o ttr ctrOi giai quy6t hO so
(trulng hqp tu ch6i).

115

ngey

SOYTC
Buric

6

Tri kiit
que

89 nh0n
ti6p nhfln
vh tri k6t

que

Trucrng hqrp Lanh d4o d6ng 9 cdp ph6p:
- Vdo sO theo d6i titip nh4n vd tri k6t qu6.
- Trhki5t qu6 cho t6 chfc, c6ng ddn.
- Chuy6n Phdng chuy6n m6n ltru hO so.
- f6t thric quy trinh.

- HO so t6 chric, c6ng ddn.

- GiSy chimg nhfln dt tli6u kien kinh
doanh ducrc

Trucrng,hgrp tu chdi:
- Vdo sd theo d6i ti6p nhQn vdtrhk6t qu6.

-",1- Trd hd so vd Th6ng b5o tir ch6i gi6i quy6t
h6 so cho tO chfc, c6ng ddn.
- f6t thric quy trinh.

- HO so tO chric, c6ng d6n.

- Th6ng b5o tir cfrOi giai quy6t h6 so

H SCY lrru Ph Chu m6n. Sau khi han, s0 van luu trt theo dinh hi hdnh.

7



Thanh so lrru
I

t6t qu6;

gifl;

- Bien bin tl6nh gi6;
- H6 so vdn b6n vC khdc phUc (n6u c6);
- H6 so vdn b6n liOn quan;
- Gi6y chimg nhan ctri iti0u kiQn kinh doanh dugc;
- Th6ng b6o bO sung h6 so (n6u c6);
- Hd so vdn b6n bO sung (n6u c6);
2. Trtyong,hqp kh6ng d1ng j, cdp phdp:
- Phi0u ti6p nhan hd scv vd hgn tr6 k6t qu6;
- QuytSt dinh thanh lap <lodn dfunh gi6(n6u co);
- Thdng b6o tl6nh gilndngluc thuc ti5 (nt5u c6);
- Bi0n bin tl6nh gi6 (n6u c6);
- H6 so vdn bin ve mrac phuc (ntiu c6);
- Th6ng b6o bO sung h6 so (ni5u c6);

ThOng b6o tir chtii gidi S 0)

H6 S0 vEn bin bo

2. Cdp sii ti6p nhfln Phi5u cdng b6 sin ph6m mi phim sin xu6t trong nufc.

2.1. Quy trinh s5 01, 03 ngiry (Me sii: BYT-KIIA-287037-0l,6p dqng aiii vOi trudng hqp tIfl c6p phi6u titip nhfn)

Ccr
quan,
tlon vi

Buri,c
thpc
hi6n

TOn buric
thqc hiQn

Trl6ch
nhiQm thqc

hi6n
NQi dung cdng viQc thgc hiQn Bi6u miu lk6t quit

Thoi
gian

(ngiv)

Ghi
chri

S&YtC Budc Ti6p nhOn B0 ph0n - Ti6p nhQn, ki6m tra hO so theo quy dinh; - Trucrng hqp h6 so ddy dri, chinh 0,5

8
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1 h6 so Ti6p nh$n
vi Trfl k6t

que

- Thu phi theo quy dfnh
- Chuy6n buoc2.

x6c theo quy diq thi ti6p nhfln vd 
1n

Gi0y ti6p 40, hO so vd hen tr6 k6t
qu6 (mdu s6 01 ban hanh kdm theo
Th6ng tu s6 0l/201S/TT-VPCP
ngiry 23llll2018).
- Trucrng hqrp hO so chua ddy dri,
chua chfnh x6c theo quy tlfnh thi
hucrng ddn hoan thiQn, b6 sung vd in
Phi6u yOu cAu b6 sung, hoan thien
hO so (mdu sO OZ ban hdnh kdm
theo Th6ng tu s5 oll2018/TT-VPCP
ngiry 2311112018).
- Trudng hqp to ch6i tiep nhan h6
so thi in Phi6u tu ch6i ti6p nhan gi6i
quyiSt hO so (mdu sO O: ban hdnh
kdm theo Thdng tu s6 Oll2OlS/TT-
VPCP cria Vdn phdng Chinh pht).
- DU liQu clugc cap nhQt tr6n h0
., l
tnong.

ngiy

56Yt6 Buri,c
)

ThAm
tlinh h6

so

Phdng
chuy6n m6n

- Tham dinh hO so pht hgp; Chuy6n
budc 3.
- Thdm dinh hO so kh6ng d5p img y6u
cAu; Chuy6n bu6c 3.

- H0 scv t6 chric, c6ng ddn.
I

ngay

SdYt6 Buric
3

Dg thio
trinh K6t
qui thAm

dinh

Phdng
chuy6n

mdn

1

ngiry
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Bu6c
3.1

Tham muu
Ds th6o krit

qu6 thAm
dinh

ChuyCn
vi6n

HO so phtr hqrp: 
,- Dg th6o Phi6u cdng b6 s6n ph6m m!

phAm (Phr; lpc I-MP ban hdnh kdm theo
Th6ng tu 06/20 1 I/TT-BYI)
H6 so'kh6ng d6p fnE yen-du:
- DU th6o Thdng b6o tir ctrOi giai quyt5t hO

SO

- H6 scy t6 chric, c6ng ddn.
- Phitiu c6ng bO s6n phdm m! ph6m
(Phg lpc I-MP ban hdnh kdm theo
Thote tu 96/201 I/TT-BYT)
- H6 so t6 chric, cdng ddn.

- Dg th6o Th6ng b6o tu ch6i gi6i
quytit h6 so theo Th6ng tLr sO

01/2018/TT-VPCP cria VAn phong
Chinh pht

0,5
ngay

Budc
3.2

Ki6m tra
nQi dung,
trinh phe
duyQt fe,qua th6m
dM

Trucnrg
phdng

Ki€m tra nQi dung, trinh ph6 duyQt Phi6u
^ .A " A

c6ng b6 sin p6m m! ph6m
- Ntiu d6ng f :

+ Ky nh5y vdn b6n li6n quan (trudng hap
dU th6o th6ng brio tir cfrOi;.
+ Chuy6n bu6c 4.

- N6u kh6ng d6ng y: Chuy€n 14i Bu6c 3.1.

- H6 so tO chric, c6ng d6n.
- Phi6u c6ng b6 sin phAm m! phAm
(Php lpc I-MP ban hdnh kdm theo
Th6ng tu 0612011/TT-BYT)
- lh6ng b5o tt ctr6i giai quyt5t h6 so
(n€u c6).

0,5
ngey

SEYTE
Bufc

4

Xem x6t,
ph6 duyQt Lflnh tl4o

- Ntiu tl6ng y:
+ PhO duyQt vdn b6n 1i6n quan.
+ Chuy6n Budc 5.

- NCu kh6ng dOng y: Chuy6n lqiBuoc3.2.

- HO scv tO chric, cdng ddn.
- Phi6u c6ng b6 san ph6m m! phAm
(Phtt lpc I-MP ban hdnh kdm theo
ThOng tu 06l20l1iTT-BYT)
- Th6ng brio tir ctrOi giai quytit h6 scr

(truong hqp tu cfrOi;.

0'5
ngiy

Sd Y ti5
Bufc

5
Tri k6t

que

BQ phSn tiSp
nhfn vh tri

kilt qui

Trudng hqrp Lanh d4o d6ng y fiep nhfn:
- Vdo sO theo d6i ti€p nhan vd tr6 k6t qu6.

- Thdng b6o quan trf mpng ddng t6i website
sd y t6..
- Chuy€n Phdng chuy6n m6n luu h6 so.
- Ket thric quy trinh.

- HO so t6 chtic, c6ng ddn.
- Phi€u c6ng bO s6n ph6m m! phAm
(PhU h;c I-MP ban hdnh kdm theo
Thdng tu 06l20l1iTT-BYT)

Trucrng hqp tu chdi - Hd so t6 chric, cdng d6n.

10



- Vdo s6 theo d6i ti6p nhdn vd tr6 k6t qu6.
-,,), 

\mr- T16 hO so va Th6ng b6o tt chdi gi6i quy6t
h6 so cho tO chfc, c6ng d6n.
- f6t thric quy trinh.

- Th6ng b6o tir ch6i gi6i quy6t hO so.

Quy trinh c6 t6ng thdi gian: 03 ngdy.
H6 so dugc luu tai Phong Chuy6n m6n. Sau khi h6t h4n, chuy€n hO so xu6ng vdn phdng luu trt theo quy dinh hiQn hanh.
Thanh phAn h6 so luu:
l. Tradng hqp d6ng y cdp phdp:
- Phi6u ti6p nhfn hO so vd hsn tri ktit qu6;
- HO so tO chrlc c6ng ddn;
- H6 so v6n btn vA ttr6c phuc (nt5u c6);
- H6 so vdn bin li6n quan;
- Th6ng b5o b6 sung h6 so (n6u c6);
- H6 so vdn b6n b6 sung (n6u c6);
- Phi6u c6ng bO s6n phdm mf ph6m (Phu luc I-MP ban hdnh kdm theo Th6ng tu 06/2011/TT-BYT)
2. Tradng ho.p kh6ng d6ng y crip phdp:
- Phi6u ti6p nhfln lO rg vd hsn trdk6,t qth;
- H6 so vdn b6n vC khdc phuc (n6u c5);
- Th6ng brio b6 sung hO so (n6u c6);
- T46ne b6o tu ctr6i giai quyi5t hO so;
- H6 so v6n b6n b6 sung (n€u c6);

2.2. Quy trinh s6 02, 05 nghy (Mn s5: BYT-KH A-287037-02, 6p dqng Oiii vrii trulng hqp chua c6p phi6u ti6p nhgn)

Co
quan,
don vi

Buric
thgc
hi6n

TGn buri'c
thgc hiQn

Trfch
nhiQm thqc

hi0n
NQi dung c6ng viQc thgc hiQn Bi6u miu/ktit qui

Thdi
gian

(nedv)

Ghi
chr[

SEYt6 Burfc
1

Ti6p nh$n
hO so

BQ phfn
Ti6p nhfln
vi Tri k6t

- Ti€p nhQn, ki6m tra hO so theo quy tlfnh;
- Thu phi theo quy tlinh
- Chuy€n bu$c2.

- Trucrng hqrp hd so dAy dri, chfnh
x6c theo quy dinh. thi tii5p nhan vd i.n
Gi6y ti6p nhQn h6 so vd hgn tri ktit

0r5
ngay

11



qua - Trudng hqp h6 so sau thdm,dlnh c6 yAn
cdu co sd phdi thac hiQn khdc ph4c, MQt
cica nhQn vd chuydn bdo cdo khiic phqc

-,!cila co sd d€n Phdng NghiQp vu Duoc
theo trinh tw cila cila-ngit4p'vu bii sung,:
no so.

qu6 (m6u s6 Ot ban hdnh kdm theo
Th6ng tu s6 0l/2018/TT-VPCP
ngiry 23llll20t8).
- Trudng hq'p hO so chua dAy dri,
chua chfnh x6c theo quy dinh thi
huqlg d6n hoan thiQn, b6 sung vd in
PhiCu y6u cdu.b6 sung, hoan thiQn
h6 so (mdu s6.02 ban hanh kdm
theo Th6ng tu sO 0l/2018/TT-VPCP
ngdy 2311112018).
- Trudrng hqp tu cfrOi titip nhan ho
so thi in Phi6u tu ch6i ti6p nhfln gi6i
quytit hd so (m6u sO Og ban hdnh
kdm theo Th6ng tu s6 Oll2Ol8/TT-
VPCP cria Vdn phdng Chinh pht).
- Dtr liQu tlugc cQp nhat tr€n hQ
.,L
mong.

SdYtE
Buric

2

Th0m
tlinh hO

s(r

Phdng
chuyOn m6n

- Thdm dinh hO so pht hqp; Chuy6n
bu6c 3.
- ThAm dinh hO so kh6ng t16p img y€u
cAu; Chuy6n budc 3.

- H6 so t5 chric, cdng ddn

215

ngiy

56YtC

Burfc
3

Drp thio
trinh KGt
qui th6m

dinh

Phdng
chuyGn

mdn

1r5

ngiy

Budc
a
J 1

Tham mtru
Dy th6o ktit

qu6 thAm
dinh

Chuy6n
vi6n

H6 sopht hqp:
- Dr,r th6o Phi6u c6ng b6 sdn phdm m!
ph6m (Php lpc I-MP ban hdnh kdm theo
Th6ng tu 061201,1/TT-BYT)

- HO so t6 chric, c6ng ddn.

- Phitiu c6ng bti s6n ph6m m! phdm
(Php lpc I-MP ban hdnh kdm theo
Th6ng tu 0612011/TT-BYT)

0,5
ngay

12



tl-rl rw .. a--- . <rl

H6 so kh6ng t16p tmg y€u cAu:

- Du th6o Th6ng b6o tu ctrOi giai quy0t trO
SO

- HO so t6 chric, c6ng d6n.
- DU th6o Th6ng b6o tu ch6i gi6i
quyt5t hO so theo Th6ng tu sO

lll2ll8lTT-VPCP cria Vdn phdng
Chinh pht

Bu6c
3.2

Ki6m tra
nQi dung,
trinh ph.e

duyQt k6t
qua thdm
dinh

Truorng
phdng

Ki6m tra nQi dung, trinh phO duyQt Phi€u
^ ,A " A

cdng b6 s6n p6m m! phdm
- Ntiu ddng y:
+ Ky nh6y vdn bin li€n quan (trudng hqp
dU th6o th6ng b6o tu ch6i).
+ Chuytin bu6c 4.
- Ni5u kh6ng d6ng y: Chuy6n lpi Bu6c 3.1.

- HO so t6 chric, c6ng d0n.
- Jh6ng b6o ttr ctrOi giai quytit h6 so
(n€u c6).
- Phi6u cdng b6 sin phAm m! phAm
(PhU lUc I-MP ban hdnh kdm theo
Th6ng br 061201 I/TT-BYT)

1

ngey

SEYt6 Budc
4

Xem x6t,
ph6 duyQt Lf,nh tl4o

- N€u tl6ng y:
+ Ph€ duyQt v6n b6n li6n quan.
+ Chuy6n Bu6c 5.
- NOu kh6ng tl6ng y: Chuy0n lqiBuoc 3.2

- HO so t6 chric, c6ng ddn.
- Phii5u c6ng b6 sdn phAm m! phAm
(PhU lUc I-MP ban hanh kdm theo
Thdng tu 061201 I/TT-BYT)
- Th6ng b6o tr) cfrOi giai quytit hii so
(trucrng hqp tu cnOi;.

0r5
ngery

36Yt6 Bufc
5

Tri k5t
qua

BQ ph$n tiiip
nhfn vdr tri

k6t qui

Trucrng.hQrp Lanh d4o tl6ng f tiCp nJra",
- Vdo s6 theo d6i ti6p nhan vd tri k6t qui.
- Th0ng b6o qu6n trf m4ng il6ng tdi website
s0 y t6.
- Chuy6n Phdng chuy6n m6n lrru h6 so.
- Ket thric quy trinh.

- H6 so t6 chric, c6ng d6n.
- Phi6u cdng b6 san phAm mf phAm
(PhU lUc I-MP ban hdnh kdm theo
Th6ng tu 061201 I/TT-BYT)

Trucrng,hgp tu ch6i:
- Vdo sO theo d6i ti6p nh4n vi trA kOt qu6.
-".).- Tri h6 so vd Th6ng b6o tu ch6i gi6i quy6t

hii so cho t6 chric, c6ng ddn.
- f6t thric quy trinh.

- H6 so t6 chric, c6ng ddn.

- Th6ng b6o tir ch6i gi6i quy6t hd so

13



hO so vdn luu trt theo henhHO scv luu Chu m6n. Sau khi htit h4n, chu
Quy trinh c6 thoi gian: 05 ngdy.

Thanh phAn hO so luu:
1. Trudng.hqp dinq ! ciip phdp;
- Phi6u ti6p nhQn hd so vd hgn tr6 k6t qu6;
- HO so tO chric c6ng ddn;
- HO so vdn bin ve nrac phUc (niiu c6);
- HO so vdn bdn li6n quan;
- Th6ng b6o b0 sung hO so (n6u c6);
- Hd so vdn b6n b6 sung (ntiu c6);
- Phi6u c6ng bO s6n phAm m! ph6m (Php lsc I-MP ban hdnh kdm theo Th6ng tu 0612011/TT-BYT)
2. Tradng.hqp kh6ng d6ng y ctip phgp:
- Phi6u titip nhfln hO so vd hsn tri k6t qu6;
- Hd so vdn bin ve nrac phuc (n6u c6);
- Th6ng b6o b6 sung hti so (ni5u c6);
- T!6ng b5o tu ctrOi giai quytit hO so;
- HO scr vdn bin bO sung (n6u c6);

3. C6p gi6y chrfrng nh$n dri tlidu kiQn sin xu6t my ph6m, c6 01 quy trinh (Me s6: BYT-KH A-286777-01).

Co
quan,
tlcrn vi

Bufc
thgc
hi6n

TOn bufc
thqc hiQn

T16ch
nhiQm thgc

hi6n
NQi dung cdng viQc thgc hiQn Bi6u mfiu/k5t qui

Thli
gian

(nedv)

Ghi
chri

SdYt6 Budc
I

Ti6p nhfn
h6 so

BQ phfn
Ti6p nh$I
vdr Trfl k6t

que

- Ti6p nhfln, ki0m tra hO so theo quy dinh;
- Thu phi theo quy dinh
- Chuy6n buoc2.
- Trudng hqp h6 so sou thdm dinh c6 y1n cdu
co sd phdi thqrc hi€n khdc phuc, M6t cua
nhdn vd chuyAn bdo cdo khdc phac cita co s0

- Trucrng hqrp hO so ctdy thi, chinh
x6c theo qly dlnh t{ri ti6p nhfln vd
in Gidy ti6p nhQn h6 so vd hgn tr6
ktit qu6 (m6u s6 Ot ban hanh kdm
theo Th6ng tu sO O\/2018/TT-
VPCP ngey n11U2018).

0,5

ngiy
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d€n Phdng NghiQp vy Duqc theo trinh tq cila
,,1

cila nghigp vu b6 sung h6 so.

- Trudrng hqp hO so chua ddy dri,
chua chinh x6c theo quy dfnh thi
hudng ddn hoan thiQn, bO sung vd
in Phitiu y6u cdu bO sung, hodn
thiQn hd so (m6u s6 OZ ban hanh
kdm theo Th6ng tu sti
0L/2018/TT-VPCP ngey
23ltU20r8).
- Trudmg hgp tu ctrOi titip nhfln hO

so thi in Phi.Su tu ch6i titip nhQn
.<. , >.gi6i quy0t hO so (mdu s6 03 ban

hanh kdm theo Th6ng tu sO

0L/2018/TT-VPCP cria VIn
phdng Chinh pht).
- DU liQu dugc cQp nh4t tr6n hQ

th6ne.

SEYTC

Bufc
2

ThAm
tlinh hd

s0

Phdng
chuy6n m6n

05 ngiy

2.t Kitim tra
'>.no so

Chuy6nvi6n,
Truong

phdng, Lantr
dao

HO so ilAy ctri dring y6u cAu, chuy6n sang2.2 - HO so t6 chrlc, c6ng ddn

1,5

ngay

H6 so cdn ph6i b6 sung:
- .Chuy6n vi6n so4n th6o Thdngbdo bd sung
hd so, thdi han hodn thanh.
- Trucmg phdng: kiOm tra nQi dung dp thdo,
trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o bO sung vh
Chuy6n mQt cria th6ng b6o.

- H6 so t6 chric, c6ng ddn
- Th6ng b6o. bO sung h6 so theo
Th6ng tu s6 0L/2018/TT-VPCP
cria V[n phong Chinh pht
- Tam dring tinh thdi gian tr6n hQ

th6ng

2.2 ThAm Chuy6nvi6n - ThAm dinh hO so phir hcrp; Chuy6n bu6c 3
- H6 scr tO chric, c6ng d6n ?5

J )-
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dinh hO scr - Th6m dinh hO so kh6ng ddp tmg y6u ciu;
Chuy6n bu6c 4.

ngdy

Bufc
3

TO chric
tl6nh gi6
thrpc t6

Phdng
chuy6n

mdn, Linh
.tlao

17,5
ngiy

Bu6c
3.1

Thdnh lfp
clodn d6nh
gi6 thyc tti

Chuy6n vi6n,
Truong phcng

LEnh dao

Chuy€n vi6n:
Th6ng b6o thdi gian, n6i dung tl6nh gi6 cho
c6c thdnh vi0n doan vd co sO rlugc d{nh gi6
(thdng b6o bdng tin nhAn).
- Quy6t dinh thanh 10p tlodn ddnh ei6.

- H6 so t6 chr?c, c6ng ddn.
- Quy6t dinh thanh lap doan d6nh
gi5 dugc thanh lAp mQt lAn ftiQn
todn n€u c6 thay c16i)

5,5
ngey

Budc
3.2

Ddnh gi6
thUc t6

Chuy6n vi€n,
Truongphcng

LSnh dao

Trudmg hqrp dffi gi6, dat y0u cdu: Ky X5c
nhfln bi6n ban d6nh gi6 thgc t6, chuyi5n Bu6c
4.1(trucrnehqp 1).

- HO so tO chrlc, c6ng ddn.
- Bi.en bh ddnh gi6.
- H6 so vdn bAn 1i6n quan.

t2
ngay

Trudrng hgp tl6nh gi6 kh6ng dat y6u cdu: T6
chric tl6nh giri sg phu hgrp phii thpc hiQn kh[c
p.huc theo y6u cdu t4i Bi6n ban d6nh gi6 thgc
tc.
- T**g hgi,p tO chfrc. ddnh gi6 sU pht hqrp

khdc phpc d4t y6u cdu, chuy6n Budc 4.1

(trucrng hqp 1).

- Truong hgp t6 chric d6nh gi6 sr,l pht hqrp

kh6c phpc kh6ng tt4t y6u cAu, chuytin Bu6c
4.1 (trucmehW 2).

- H6 so t6 chric, c6ng ddn.
- HO so vdn ban li6n quan.
- H6 scv dtuth gi|thUc t6.
- H6 so khdc phgc (n6u c6).
- Bi6n btn ddnh gi6.
- Th6ng bin gia h4n thoi gian kh6c
phuc (n6u c6).

Bu6c
4

Dg thflo
trinh I(5t
qui thAm

dinh

Phdng
chuy6n

mdn

05

ngiy

Bu6c Tham muu ChuyCn Tradng hW I @dnh gid, khdc phuc dqt yAu - H6 so tO chric, c6ng d6n. 02
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4.t DU th6o
Circ vdn

bin c6 li6n
quan

vlen cdu);
Dg th6o:
Cdcvdn b6n c6 lien quan

- Quy6t dinh + Gi6y chung nhQn dir

diOu kipn sAn xudt m! phdm theo
mdu s6 01 ban hanh kdm theo Nghi
dinh s6 %t2ot6tND-cP

ngey

Trudng hW 2 (Thiim dinh, ddnh gtd, khiic
phuc kh6ng dqt yAu cdu).
DU th6o Th6ng b6o tu cfrOi giai quytit h6 scv.

- HO so t6 chric, c6ng ddn.
- Th6ng b6o tir, ch6i gi6i quy6t hd
so (theo MAu s6 02 - Php lpc kdm
theo Th6n e tu 0U201 8/TT-VPCP).

Budc
4.2

Ki0m tra
nQi dung,
trinh ph6

duyQt Gi6y
chimg {r0"

dt diOu

kiQn s6n
t.

xuat my
phdm

Trucmg
phong

Ki6m tra nQi dung, trinh ph6 duyQt cdcvdnbin
1i€n.quan
- NOu d6ng y:
+ Ky r*rdy c6c vdn bin liOn quan.
(trucrng. hqp dU th6o th6ng b6o tu ctr5i).

+ Chuy6n bu6c 5.
- NCu kh6ng d6ng y: Chuy6n l4i Budc 4.1.

- H6 so t6 chric, c6ng ddn.
^. a

- Gi6y chimg nhfln dt tli€u kien sdn
xu6t my phAm theo m6u sO 01 ban
hanh kdm theo Nghi dinh sO

9312016/ND-CP
- Th6lg b6o ttr ctrOi giai quy6t frO

so (nOu c6).

3 ngdy

Budc
5

Xem x6t,
ph6 duyQt Lflnh tl4o

- NCu ddng y:
+ Ph0 duyQt cdcvdnbin 1i6n quan
+ Chuy6n Budc 6.
- NCU kh6ng d6ng y: Chuy6n lqiBuoc 4.2

- HO so td chric, c6ng d6n.
- GiSy.chimg F0" dri dicu kiQn
s6n xu6t m! ph6m theo m6u sd 0l
ban hdnh kdm theo Nehi tlinh so
9312016/ND-CP
- Th6ng b6o ttr chOi giai quy6t hO

so (trucmg hqp tu cfrOil.

2
ngiy

56Yt6 Bufc
6

Tri k6t
que

BQ phfn ti6p
nh$n vir trf,

ktit quf,

Trudng.hqp Lilnhd4o d6ng 9 
"6p 

pf.r6p:

- Vdo s6 theo d6i tiOp nhfln vd tr6 k€t qu6.
- Tri k6t qu6 cho tO chtc, c6ng ddn.
- Chuy6n Phdng chuy6n mdn luu hO so.
- KCt thric quy trinh.

- H6 so t5 chric, c6ng ddn.
^. A- Gi6y chimg nhAn thi diOu kiQn sdn

xu6t my phAm theo mdu sO 0l bart
hanh kdm theo Nghi dinh sO

9312016A{E-CP
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Trubng,hgp tu ch6i:
- Vdo sO theo d6i ti6p nhQn vd tri k€t qu6.
- Trdh6 so vd Th6ng b6o tu cfr6i giai quyet nO

so cho t6 chric, c6ng dAn.

- f6t thric quy trinh.

- H6 so t6 chric, c6ng ddn.

- Th6ng b5o ttr ch6i gi6i quy6t hO

so.

Quy trinh c6 t6ng thdi gian: 30 ngdy.
H6 so dugc tuu tai Phdng Chuy6n mdn. Sau khi h6t h4n, chuy6n h6 so xu6ng vdn phdng luu trii theo quy tlinh hien hanh
Thanh phdn hd scv luu:
l. Tradng h.p d6ngy cdp phdp:
- Phi6u tiep nhfln hdi so vd hsn tri k6t qu6;
- H6 so td chric cdng ddn;
- Bi6n b6n cl6nh gi5;
- HO scv v6n bin vC khdc phUc (n6u c6);
- Hd scv vdn bin lien quan;
- Gi6y chimg nhQn dri tli6u kiQn sin xu6t my phAm;
- Thdng b5o b6 sung h6 so (n6u c6);
- HO so vdn b6n bO sung (n6u c6);
2. Trudng hqp kh6ng ding y ctip phdp:
- Phi6u ti6p nhfln h6 so vd hgn tri ktit qu6;

- Bi6n bin dtffi girl (ntiu c6);
- HO so vdn bin vC mrac phUc (nt5u c6);
- Th6ng brlo b6 sung hd so (n6u c6);
- Th6ng b6o tu cfrOi giai quytit hd so;
- Hd scr vdn b6n b6 sung (n6u c6);

a. C6p qi gi6y chrfrng nhgn thi tli6u kiQn sin *,r6t m] ph6m, c6 01 quy trinh (M6 s6: BYT-KII A-286778-01)

Co
quan,
tlon vi

Buric
thrJc
hi6n

TGn budc
thgc hiQn

Trdch
nhiQm thqc

hi6n
NQi dung c6ng viQc thr;c hiQn Bi6u m6u /k& qurtt

Thd'i
gian

(nedv)

Ghi
chri

l8



S0 Y tti Burfc
1

Ti6p nhfn
hd scr

BQ ph$n
Ti6p nh$I
vh Tri k6t

que

- TiCp nhfln, ki6m tra h6 so theo quy dinh;
- Thu phi theo quy dinh
- Chuy6n bulc2.
- Trudng hqp hO so sau thiim.dinh c6 yAn
cdu co so phdi thwc hi€n khdc phqtc, MQt
c*a nhdn vd chuyiin bdo cdo khdc ph4c
cila co sd d€n Phdng NghiQp vq Duqc
theo trinh tU cua cila nghiQp vw b6 sung,:
ho so-

- Trucrng hqrp hO scr d0y dri, chinh
x6c theo quy dinh. thi ti0p nhfln vd i,n
Gi6y ti6p nhan h6 so vh hgn tr6 kOt
qu6 (m6u sO 01 ban hinh kdm theo
Th6ng tu s6 0l/2018/TT-VPCP
ngiry 23111/2018).
- Trucrng hgp h6 so chua t16y dri,
chua chfnh xiic theo quy ilinh thi
hudng ddn hoan thiQn, b6 sung vd in
Phi6u y6u-cAu.bO sung, hodn thien
hO so (mdu sO 02 ban hdnh kdm
theo Th6ng tu s0 Oll2O18/TT-VPCP
ngdy 23llll20l8).
- Trudng hqp tu cfrOi ti6p nhQn h6
so thi in Phi6u tu ch6i ti6p nhan gi6i
quytSt hO so (m6u sO O: ban hanh
kdm theo Th6ng tu s6 0ll20l8/TT-
VPCP cria Vdn phdng Chinh pht).
- Dtr liQu dugc cQp nhQt tr€n hQ

th6ng.

0r5
ngery

56Yt6 Bufc
2

Thflm
tlinh hO

s(r

Phdng
chuy6n m6n

215

ngiy

2.1
Kitim tra

';no s0
Chuy0nvi6n

H6 so dAy dri dring y6u cAu, chuy6n sang
2.2

- H6 so t6 chric, c6ng ddn

1,5

ngay
HO so c6n phii b6 sung:
- Chuy6n vi6n soan th6o Th6ng b6o bd
sung h6 so, thdi h4n hodn thenh.
- Trucrng phdng: ki6m tra nQi dung dg

- Th6ng b5o b6 sung h6 so theo
Th6ng tu s5 }llz}lLlTT-VPCP ctia
Vdn phdng Chinh pht
- TAm drmg tfnh thdi gian tr6n hQ

t9



th6o, trinh ph6 duyQt.
- Lanh d4o: phO duyQt Th6ng b6o b6 sung
vd Chuy€n m6t cria thdng b6o.

th6ng

2.2
Th6m

clinh hO so
Chuy6nvi6n

- Them dinh hO scr pht hgp; Chuy€n
bu6c 3.

- H6 so t6 chric, c6ng dAn

1 ngdy
- ThAm dinh hO so khdng d6p img y6u

).^.4.
c6u; Chuy6n budc 3.

Scr Y t6

Bufc
3

Dg thio
trinh K6t
qui th6m

dinh

Phdng
chuy6n

mOn

115

ngiy

Bu6c
3.1

Tham muu
Dg th6o
KOt qui

thAm dinh

ChuyOn
vi6n

H6 so pht hqrp:

- DU th6o Gi6y chimg
kinh doanh dugc cho t6

nh0n dri di6u kiOn
chfc, c6 nh6n

- HO so tO chric, c6ng d6n.
- Gi6y chimg nhQn thi tliOu kiQn s6n
xu6t my phdm theo mdu sO Ot ban
hanh kdm theo Nghi dinh sO

93/2016/ND-CP
0,5

ngey
H6 so khdng t16p img y6u cdu:
- DU th6o Th6ng b6o ttr ctr6i giai quytit trO

SO

- H6 so t6 chric, c6ng d6n.
- Dg th6o Th6ng b6o tu ch6i gi6i
quytit hii scv

Bu6c
3.2

Ki6m tra
nQi dung,
trinh ph.e

duyQt |<ctqua thdm
dinh

Trucrng
phdng

Ki€m tra nQi dung, trinh ph6 duyQt ktit qu6

- N6u it6ng y:
+ Ky nh6y vdn bar li€n quan (trucrng hqp
dg th6o th6ng b6o tu ch6i).
+ Chuy6n budc 4.

- N6u kh6ng d6ng y: Chuy6n lai Bu6c 3.1.

- HO so t6 chric, c6ng ddn.
- Gi6y chfmg nhan dt clidu kiQn sin
xu6t my pham theo m5u sO Ot ban
hdnh kdm theo Nghi dinh sO

93/20r6lND-CP.
- Jh6ng b6o tri chOi gial quytit hO scr

(n€u c6).

1

ngay

SOYTC
Budc

4

Xem x6t,
phO duyOt

Lflnh tl4o
- NOu d6ng y:
+ PhC duyQt vdn bin li6n quan.

- HO so tO chric, cOng d6n.
- Gi6v chimg nhQn dri di€u kiQn s6n

0r5

ngiv
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+ Chuy6n Bu6c 5.

- Ntiu kh6ng il6ng y: Chuy0n 14i Bu6c 3.2.
xu6t my phAm theo m5u s6 01 ban
hdnh kdm theo Nghi dinh sO

93l2Ol6lND-CP - Thdng b6o tir ch6i
gi6i quytlt hO so (trunng hqp tu chOi;.

Trucmg"hgrp Lanh it4o tt6ng ! 
"6p 

ph6p:
- Vdo s6 theo d6i ti€p nh4n vd tr6 k6t qu6.
- Trhktit qu6 cho t6 chtc, c6ng ddn-
- Chuy6n Phdng chuy€n m6n luu h6 so.
- Ket thric quy trinh.

- H6 so t6 chric, c6ng d6n.

- Gi6y chfng nhan dti di6u ki6n s6n
xu5t my phAm theo m6u sO Ot ban
hanh kdm theo Nghi dinh sO

9312016/ND-CPS6Yt6 Burfc
5

Tri k6t
que

BQ phfn ti6p
nhfn vh tri

k6t qui Trucmg.hqrp tu ch6i:
- Vdo s6 theo d6i ti€p nhfln vd tri k€t qu6.
- Trdh6 so vd ThOng b6o tir ctrOi giai quytit
hO scv cho t6 chfc, cdng dAn.
- f6t thric quy trinh.

- HO so t6 chric, c6ng ddn.

- Th6ng biio tu ch6i gi6i quy6t hO so.

Quy trinh c6 tdng thdi gian: 05 ngdy.
HO so dugc luu t4i Phdng Chuy0n m6n. Sau khi h6t h4n, chuyiSn h6 so xu6ng vdn phdng luu trfr theo quy ilinh hiQn hdnh

I. Tradng.hqp ding y ciip phdp
- Phi6u ti6p nhfln hO so vd hgn trd k6t qu6;
- H6 so td chric cdng d6n;
- HO so v6n b6n ve mrfc phUc (ntiu c6);
- H6 scy vdn b6n 1i6n quan;
- Thpng b6o b6 sung h6 so (n6u c6);
- Gi6y chimg nhQn clti di€u ki€n sdn xudt m! phdm;

so luu:Thenh

2

2t



- Th6ng b6o sung h so( c6);
ThOng bao tt ch6i gihi h6 SO;

Ho SO vdn bhn bo co

. S. CAp Chrimg chi hirnh nghd duqc (bao g6m ci trutmg hgp cAp Chftng chi hdrnh nghd dugc nhung Chring chi hirnh
ngt6 du.oc bi thu hdi theo quy ilinh tgi cfc khoin 1,2,4,5,6,7,8,9, 10, 11 Di6u 28 cria LuQt atuqc) theo hinh tnfc x6t hd
so, c6 0l quy trioh (Mi s6: BYT-KHA-286937-01)

Ccr
quan,
tlon vi

Bufc
thrpc
hi6n

TGn bufc
thrpc hiQn

Trich
nhiQm thrpc

hiQn
NQi dung c6ng viQc thgc hiQn Bi6u miu/k6t qui

Thdi
gian

(nedv)

Ghi
chr[

S&YtE
Bufc

1

Ti5p nhgn
hii so

BQ phSn
Ti6p nh$n
vi Tri k6t

que

- Titip nhfln, ki6m tra hO so theo quy
dinh;
- Thu phi theo quy dinh
- Chuy€n bufc 2.

- Trudng hqp h6 so sau thiim dinh c6 yAn
;,cdu co sd phdi thuc ht€n khdc phqc, MQt

c*a nhQn vd chuy€n bdo cdo khdc ph?lc cila
co sd dAn Phdng Nehi€p vu Duqc theo

trinh tq ctta cila nghiQp vu bO sung hO so.

- Trucmg hqi,p h6 so dAy dt, chinh
x6c theo quy tlinh thi ti6p nhdn vd in

I Ci6y titip nhQn h6 scy vd hsn trd ktit
I qui (m6u s6 01 ban hanh kdm theo

I trong tu s6 oU2ol8lTT-vPCP

| ,eay n/nt2otr).
| - Trucrng hqp h6 so chua ddy dt,

chua chfnh xdc theo qly dinh thi
huong d6n hoan tlriQn, bO sung vd in
Phi6u y6u c6u b6 sung, hoan thiQn
,l / x AhO so (m6u s6.02 ban hanh kdm
theo Th6ng tu s6 0l/2018/TT-VPCP
ngity 23/ll/2018).
- Trudng hqp to ctrOi ti6p nhan ho
so thi in Phi6u tir ch6i ti€p nhan gi6i
quy6t h6 so (mdu s6 03 ban hdnh
kdm theo Th6ng tu s6 0Il2Ol8/TT-
VPCP cria Vdn phong Chinh phri).

0r5

ngiry
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- Dt liqu dugc cflp nhQt tr6n hQ
..^
mong.

SEYt6 Bufc
2

Thim
tlinh hd

s(r

Phdng
chuy6n m6n

07
ngiy

2.1
Kitlm tra

,).ho s(y
Chuy€nvi€n

H6 so tl6y dt dring y6u c6u, chuy6n sang
2.2

- Hd so tO chric, c6ng d6n

5 ngdy

HO so cAn phii b6 sung:
- Chuy6n vi€n soan th6o Th6ng brio b6
sung h0 so, thdi han hodn thanh.
- Tru&ng phdng: ki6m tra nQi dung d1r

th6o, trinh ph6 duyQt.
- Lanh d4o: ph€ duyQt Th6ng brio b6 sung
vd Chuy6n m6t cria th6ng b5o.

- Th6ng b6o bd sung h6 so theo
Th6ng tu s6 Tll2Ol8lTT-VPCP cria
Vdn phdng Chfnh phri
- T+m dtrng tinh thdi gian tr6n hQ

thOng

2.2
Thdm

dinh h6 so
Chuy6nvi6n

- Tharn dinh hO so phir hgp; Chuy6n
budc 3.

- HO so tO chric, c6ng ddn

2 ngiry
- ThAm dinh h6 so kh6ng t16p img yOu

cAu; Chuy6n budc 3.

56Yt6

Bufc
3

Hep HQi
tliing tu

van

Phdng
chuyOn

mdn

0r5
ngiy

Budc
3.1

Tham muu
HQi ddng
tu vdn vC

Danh s6ch
c6 nhdn clt

-. ),
oleu Klen
c6p chrlmg
chi hdnh

Chuyen
vi6n

Dg th6o:
- Danh s5ch c6 nhdn dC nghf c6p chring chi
chuy€n email cho c6c thanh vi6n HQi d6ng
tu vdn
- Bi6n,ban hqp,HQi d6ng tu v6n
- Quy6t dinh c6p chfmg chi hdnh nghe
- Gi6y chr?ng chi hdnh ngh6 duoc- Mdu sd
06, Php lqc I, Nehi dinh 5412017INID-CP.

- H6 so c6ng ddn.
- Bi0n b6n hgp HQi d6ng tu v6n
- Danh s6ch c6 nh0n dO nghi cap
chimg.chi
- Quy6t dinh cdp chimg chi hdnh ngh6
- ci6y chimg chi hdnh ngh6 dugc-
Mdu s6 06, Phu luc I, Nghi dinh
54/2017 /NE-CP.

4
ngey
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nghe

Bu6c
3.2

Kitim tra
nQi dung,
trinh phO

duyQt Gidy
chimg chi
hinh ngh6

dugc.

Trucrng
phdng

Ki6m tra nQi dung, trinh ph€ duyQt vdn b6n
li6n.quan
- NCu tl6ng y:
+ Ky nhSy vdn b6n li6n quan (trucrng hqp
dy th6o th6ng b6o tir ctr6i;.
+ Chuytin bu6c 4.
- N€u kh6ng tl6ng y: Chuy6n lai Bu6c 3.1.

- H6 so c6ng ddn.
- lh6ng b6o tu ctrOi giai quytit h6 so
(n6u c6).
- gi5y.chring chi hdnh nghd dusc-
Mdu sO 06, Phu luc I, Nghi dinh
s4/20t7lND-CP.

)5
ngey

SEYt6 Burfc
4

Xem x6t,
phG duyQt Lflnh tl4o

- NCu ddng y:
+ Phe duyQt vdn bin li€n quan
+ Chuy6n Budc 5.

- N6u khdng d6ng y: Chuy6n lqiBuoc 3.2.

- H6 so tO chric, c6ng dAn.
- gi5y.chimg chi hanh nghd dugc-
Mdu sO 06, Php lpc I, Nghi dinh
54/20t7 ND-CP.
- Th6ng b5o tir ctrOi giai quytit hO so
(trulng hqp tir cfrOi;.

1

ngiy

SOYt6
Burfc

5

Trf, kiit
que

BQ ph$n titip
nhal vh tri

k6t qui

Trudmg hqrp Lanh
- Vdo sO theo dOi

d6ng !,"6P Ph6P:
nhfln vdtrhk6t qu6.

dao
titip

- Trdk6t qui cho tO chftc, c6ng ddn.
- Chuy0n Phdng chuy6n m6n luu h6 so.

- Ket thric quy trinh.

- HO so tO chric, c6ng ddn.
- giSy.chimg chi hdnh ngh0 dusc-
Mdu s6 06, Phu luc I, Nghi dinh
5412017AID-CP.

Trucmg hqp tu ch6i:
- Vdo rO th.o doi tii5p nhQn vd tr6 kiSt qu6.

- Trbh6 so vd Th6ng b6o tu ctrOi giai quytit
hii so cho t6 chtc, c6ng d6n.
- frSt thric quy trinh.

- H6 so td chric, c6ng d6n.
- Th6ng b5o tir ctrOi giai quyiSt h6 so

Quy trinh c6 tdng thdi gian: 15 ngdy
U6-ro dugc trru Ai Phdng Chuy6n mdn. Sau khi h€thqn, chuytin h6 so xrrtirrg van phdng ltru trff theo quy dinh hiQn hdxl.
ThAnh ph6n hO so luu:
l. Trudng hqp d6ng i, cdp phdp
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nh0n so vd hgn tri qui-;
- Hd so t6 chric c6ng d6n;
- H6 so vdn bin ve mrac phr,rc (n6u c6);
- Hti so vdn bin li6n quan;
- Thgng b6o b6 sung hd so (n6u c6);
- Gi6y Chimg chi hdnh ngh€ dugc;
- H6 so vdn bAn b6 sung (ntlu c6).
2. Trudng.hqp kh6ng d6ng!,ciip phfp:
- Phi€u ti6p nhan 16 rg vd hsn tr6 k6t quf;
- H6 so vdn b6n v€ khdc phqc (n6u c6);
- Th6ng b6o b6 sung h6 so (n6u c6);

Th6ng b6o tu ctrOi gihi SO;

Ho SO vdn ban b6

6. Cdp Chflmg chi hAnh nghA duqc theo hinh thric x6t hd-so trong truhlg hqp Chrtng chi hinh ngh6 duqc bi ghi ssi do l6i cia
cc quan cip Chring chi hirh ngh6 duqc, c6 01 quy trinh (Mfl s5: BYT-286938-01)

Ccr

quan,
tlorr vi

Buric
thgc
hi€n

TGn buri,c
thgc hiQn

Tr:ich
nhiQm thgc

hi0n
NQi dung c6ng viQc thrpc hiQn Bi6u m5u/k6t qui

Thtri
gian

(nedv)

Ghi
chf

SdYt6 Bufc
I

Titip nh$n
h6 scr

BQ phfn
Ti6p nhfl
vir Trf, k6t

que

- Tiep nhan, ki6m tra h6 so theo quy
dinh;
- Thu phf theo quy dfnh
- Chuy6n bu1c 2.

- Trulng hgrp hd so dAy dri, chinh x6c
th."o qry dinh thi titip nhan.vi in Gi6y
ti6p nhan hO so vd hgn tri k6t qu6 (m6u
sO Ot ban hanh kdm theo Th6ng tu sd
0r /20 L8/TT-VPCP ngdy 23 / I I /20 L8).

- Trulng hq,p hO so chua dAy dri, chua
chinh x6c theo quy ctinh thi hucrng d6n
hodn thiQn, b6 sung vd in Phi0u y6u
cdu bO sung, hodn thiQn h6 so (m6u sO

02 ban hdnh kem theo Th6ng tu so

0r5
ngay
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0l /20 LS/TT-VPCP ngdy 23 I I L 12018).
- Trudrng.hqp tu ch6i ti€p nhOn h6 so
thi in Phi6u ttr ch6i ti6p nhfln gi6i quy€t
hO so (mdu sO O: ban hanh kdm theo
Th6ng tu s6 O||2O|8ITT-VPCP cria
Vdn phdng Chinh phti).
- Dt liQu tlugc c4p nh4t tr6n hQ th6ng.

S&Yt6 Budc
2

Thim
tlinh hd

scr

Phdng
chuyOn m6n

- Th6m dinh hO so phu hsp; Chuytin
bu6c 3.
- Tham dinh hO scr kh6ng d5p img ydu

).^.4,
c6u; Chuy0n budc 3.

- HO so t6 chric, c6ng d6n.

2
ngiry

SdYtO

Bu6c
3

Dq thio
trinh K6t
qui thAm

.Iinh

Phdng
chuy6n

m6n

2

ngAry

Budc
3.1

Tham muu
Dg th6o
Ki5t qun

thAm dinh

ChuyOn
vi€n

Hd so pht hgp:
- Du tli6o Gi6y chimg nhan dri di6u kien
kinh doanh dugc cho tO chtic, c6 nh6n

- H6 so c6ng d6n.
- Gi5y chimg chi hanh ngh6 dugc- MAu
s5 06, Php lpc I, Nghf dinh 5412O17AID-

CP.
1

ngey
H6 so kh6ng ddp ungy€u cAu:

- Dg th6o Thdng b6o tu ch6i gi6i quy6t
h6 so

- HO so c6ng d6n.
- Th6ng b6o tri ctrOi giai quy6t h6 so

Bu6c
3.2

Ki6m
n0i
trinh
duyQt
qua
dinh

tra
dung,

p4c
ket

thAm

Trubng
phdng

fiilm tra nQi dung, trinh phO duyQt k6t
qu6.thAm dinh:
- N6u d6ng'!:
+ Ky nh,iy vdn bin li6n quan (trucmg
hqp dU th6o th6ng b6o tir ch6i).
+ Chuy0n buoc 4.

: tr6 so cong aan.
- Gi6y chimg chi hanh nghC dugc- Mdu
s6 06, Php lpc I, Nghi dinh 5412017/I.{E-

CP.
- Th6ng b6o tu cfr6i giai quy6t h6 scr (nt5u

c6).

1

ngiLy
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77 i\- _ qfvm *F \ v. \!

- N6u kh6ng d6ng y: Chuy6n l4i Budc
3.1.

SEYTE
Buri,c

4

Xem x6t,
ph6 duyQt L6nh tl3o

- NCu d6ng y:
+ PhC duyQt vdn bin li6n quan.
+ Chuy6n Bu6c.5.
- N6u kh6ng d6ng y: Chuy€n lpi Budc
3.2.

- H6 so c6ng d6n.
- Giay chimg chi hdnh ngh6 dugc- M5u
s6 06, Phu luc I, Nghi dinh
5412017 NE-CP.
- Thdng b6o ttr ctrOi giai quytit h6 so
(trucmg hqp tt ch6i).

0,5
ngiy

Trucrng l,rqp I-a"h i14o cl6ng !, 
"6p 

phdpi
- Vdo s6 theo d6i ti6p nhQn vd trd k6t
qua.
- Trik6t qu6 cho tO chric, c6ng ddn.
- Chuy€n Phdng chuy0n m6n luu h6 so.
- fOt thric quy trinh.

- H6.so c6ng ddn.
- Giay chfmg chi hdnh ngh6 duqc- MEu
s6 06, Php lpc I, Nghi dinh 54l2Ol7A{D-
CP.

SEYTE
Budc

5

Tri k6t
que

BQ phin fi6p
nh$n vir tri

k6t qufr
Trudng |rof tu ch6i:
- Vdo sO theo d6i ti6p nhfln vd tri k6t
qua.
- Trh hO so vd Th6ng b6o tit ch6i gi6i
quytft hO so cho tO chric, c6ng ddn.
- Ket thric quy trinh.

- HO so c6ng ddn.
- Th6ng b6o tu ctrOi giai quytit h6 so.

Quy trinh c6 t6ng s6 ngdy: 05 ngdy.
H6 so dugc luu tai Phdng Chuy6n m6n. Sau khi h6t han, chuyi5n hO so xu6ng v5n phdng luu trfi theo quy tlinh hien hanh

scv ltru
I phdp

tci5ttrh LLAhgn q

b6o bO hO so neu co

Thenh

- Hti so vdn b6n ve mrac phpc (ntiu co);
- H6 so v5n b6n 1i6n quan;
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Chimg chi hdnh duoc;

2

- Hd so v6n b6n b6 co

7. CAp hi Chfng chi hiLnh nghd dugc theo hinh thric x6t h6 so (trudmg hqp b! hu h6ng hoic bi m6t), cO 01 quy trinh. Mi s6:
BYT-286939-01. Quy tdnh c6 t6ng s6 ngiy: 05 ngiy

Ccr
quan,
tlcrn vi

Butfc
thqc
hi6n

T0n bufc
thgc hiQn

T16ch
nhiQm thqc

hi6n
NQi dung c6ng viQc thrpc hiQn Bi6u miu/k6t qun

Thcri
gian

(neav)

Ghi
chr[

SEYTC
Bufc

1

Ti6p nhfn
hO so

BQ phfn
^.tIlep nnen
vdr Tri k6t

que

- Ti6p nhfln, ki(im tra hO so theo quy
ilinh;
- Thu phi theo quy dinh
- Chuy0n buoc 2.

- Truong hqrp hO so ddy dt, chinh
x6c theo quy dinq thi titip nhfln vd in
Gi6y ti6p nhAn hO so vd hgn tri k6t
qui (m6u si5 O.t ban hanh kdm theo
Th6ng tu s6 0ll20l8/TT-VPCP
ngiry 23111/2018),
- Trucmg hgrp hO so chua dAy dir,
chua chinh x6c theo quy dinh thi
hucrng d6n hodn thiQn, b6 sung vd in

0,5
ngiry

28



Phitiu y0u_cAu.b6 sung, hodn thiQn

hO so (mdu s6 02 ban hdnh kdm
theo Th6ng tu sO Oll2O18ITT-VPCP
ngiry 23lll/2018).
- Trucmg hgp tir cfrOi tiep nhQn h6
so thi in Phitiu tir ch6i ti6p nh{n gi6i
quytit hO so (m6u sO O: ban hdnh
kdm theo Th6ng tu s5 0l/2018/TT-
VPCP ctra Vdn phong Chinh pht).
- Dt liQu dugc cQp nhat tr0n hQ
..4
tnong.

SdYtC Bufc
2

ThAm
tlinh hO

s0

Phdng
chuy6n m6n

- ThAm dinh hO so phr) hqp; Chuy6n
budc 3.
- ThAm dinh hO so kh6ng t16p fmg y6u
cAu; Chuy€n bu6c 3.

- HO so tO chric, c6ng ddn.
2

ngiry

56Yt6

Bu6c
3

Drp thio
trinh K6t
qui th6m

tlinh

Phdng
chuyOn

mdn

2
ngiy

Bu6c
3.1

Tham muu
DU thio
K6t qui

thdm rlinh

ChuyCn
vi6n

Hd so pht hgp:
- Dg th6o Gi6y chimg
kinh doanh dugc cho t6

nhan dt diAu kiQn
chfc, c6 nhdn

- H6so c6ng d6n.
- gi6y.chimg chi hdnh ngh6 dugc -
Mdu s6 06, PhU lgc I, Nghi dinh
54/20t7 /ND-CP.

I
ngey

HO so kh6ng t16p img y€u cAu:
- D1r th6o Th6ng b6o tu ctrOi giai quyi5t hO

SO

- H6 so c6ng ddn.
- Th6ng b6o ttr ctrOi giai quytit h6 so

Bu6c
3.2

Ki6m tra
nQi dung,
trinh ph6

Tru&ng
phdng

Ki6m tra nQi dung, trinh ph6 duyQt k6t qui
th6m dinh:
-.,< -).- Neu oong y:

- H6 so c6ng ddn.
- Jh6ng b6o tir ctrOi giai quyt5t h6 so
(n6u c6).

1

ngay
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duyQt ket
qua thdm
dinh

+ Ky r*rdy vdn bin li6n quan (trucrng hqrp

dU th6o th6ng b6o tu cfrOil.
+ Chuy6n buoc 4.
- N6u kh6ng ddng y: Chuytin lai Bu6c 3.1.

- 9iay.chimg chi hdnh ngh6 dugc-
Mdu s6 06, PhU lUc I, Nghf dinh
54l20tt lNE-CP.

SdYt6 Burfc
4

Xem x6t,
ph6 duyQt Linh d4o

- NCu tl6ng y:
+ Phe duyQt vdn b6n li€n quan.
+ Chuy€n Bu6c 5.

- N€u khdng d6ng y: Chuy6n lqiBufc 3.2

- H6 so c6ng d6n.
- giay,chimg chi hanh ngh6 dugc-
Mdu sO 06, Php luc I, Nghi dinh
5412017 tNE-CP.
- Th6ng b6o tu ctrOi giai quytit h6 so
(trucmg hqp tu ctrOil.

0,5
ngiy

Se Y tis
Burl,c

5
Trn k5t

que

BQ phQn tiiip
nh$n vir tri

k6t qufr

Trudng hgp LAnh rl4o t16ng !, cdp ph6p:
- Vdo sO theo d6i ti6p nhfln vd tri k6t qu6.
- Trdktit qud cho t6 chfc, c6ng d6n.
- Chuy6n Phdng chuyOn mOn ltru hii so.
- fet thric quy trinh.

- HO scv c6ng ddn.
- giSy.chrlmg chi hdnh nghe dugc-
Mdu sO 06, Phu lUc I, Ngh! dinh
s4/2017 ND-CP.

Trucrng hgp tu ch6i:
- Vdo sO theo d6i titSp nhfln vd tri ki5t qu6.

- Trd hO so vd Th6ng b6o tir ctrOi giai quy6t
hO so cho t6 chfc, c6ng ddn.
- fet thirc quy trinh.

- HO so c6ng d6n.
- Th6ng b6o tir ctr5i giai quy6t h6 so.

SO luu tai m6n. Sau khi SO van luu trt theo hAnh

phdp:
hgn tr6 k6t qui;

- H6 so t6 chric cdng ddn;
- H6 scr vdn b6n re Wrac phuc (ntiu c6);
- H6 scv v6n bin li6n quan;

- Thdng b6o bd sung h6 so.(n6u c6);
ngh6 dugc;- Gi6y chimg chi henh

30



phdp
ttit qua )

- HO so vdn b6n vC t<trac phgc (n6u c6);
- Th6ng b6o b6 sung hii so (ntiu c6);

Th6ng b6o tir ctrOi gihi SO;

H6 SO v5n bafi b6

8. Diau chlnh,noi dung Chrtng chl hlnh ngh6 dugc theo htnh thrfrc x6t hd so, c6 0l quy trinh (Mi s5: BYT-KIIA-2S6940-01).
Quy trinh c6 t6ng s6 ngiy: 05 ngiy

Ccr
quan,
don vi

Buric
thgc
hi6n

TOn buritc
thgc hiQn

T16ch
nhiQm thrSc

hiOn
NQi dung c6ng viQc thgc hiQn Bi6u miu/kiit qun

Thcri
gian

(nedv)

Ghi
chr[

56Yt5 Budc
1

Ti6p nhfln
hd so

BQ phSn
Ti6p nhfn
vi Tri k6t

que

- Ti6p nhfln, ki€m tra h6 so theo quy
dinh;
- Thu phi theo quy clinh
- Chuy6n bufic 2.

- Trucrng hgp h6 scr d6y dri, chinh
x6c theo quy <linh thi tirSp nhQn vd in
Giay ti6p 40" hti so vd hen tr6 ktit
qu6 (mdu sd 01 ban hdnh kdm theo
Th6ng tu sO Oll2018/TT-VPCP
ngiry 23ltll20l8).
- Trudng hqrp h6 so chua d6y dri,
chua chfnh x6c theo quy dinh thi
hu6ng ddn hoan tfriQn, bO sung vd in
Phi6u y6u_cAu,bO sung, hoan thiqn
hO so (m6u s6.02 ban hanh kdm
theo Th6ng tu sO 0l/2018/TT-VPCP
ngiry 23/11/2018).
- Trucmg hqp t* cfr6i ti6p nh0n hd
scv thi in Phi6u tt ch6i ti6p nhfln gi6i

0r5
ngay
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quyist h6 so (m6u s6 O: ban hdnh
kdm theo Th6ng tu sO 0ll2O18/TT-
VPCP cria Vdn phong Chinh pht).
- Dfi li€u dugc cap nhat tr6n hQ
..4
mong.

56Yt6 Bufc
2

ThAm
tlinh hO

s(I

Phdng
chuy0n mdn

- ThAm dinh hO so pht hgrp; Chuyen
bu6c 3.
- ThAm dinh hd so kh6ng d6p img y6u
cAu; Chuy6n bu6c 3.

- HO so t6 chric, c6ng ddn.
2

ngay

SOYt6

Bufc
3

Dq th6o
trinh K6t
qufr thAm

ilinh

Phdng
chuy6n

mdn

2
ngiy

Budc
3.1

Tham muu
DU th6o
K6t qui

thAm dinh

ChuyCn
vi6n

H6 so pht hqrp:

- Dg th6o Gi6y chimg
kinh doanh dugc cho t0

nh?n dri diAu kiQn
chric, c6 nh6n

- H6 so c6ng ddn.
- Giay chimg chi hdnh ngh6 dugc
- M5u s5 06, Phr,r tpc I, Nghi dfnh
54/2017 ND-CP.

1

ngey

HO scv kh6ng d6p img y6u c6u:

- Dg th6o Th6ng b6o ttr ch6i gi6i quy6t hd
SO

- Hd so c6ng ddn.
- Th6ng b6o tt cfrOi giai qry6t h6 so

Budc
3.2

Ki0m tra
nQi dung,
trinh ph.e

duyQt Bctqua thdm
dinh

Truorng
phdng

Ki0m tra nQi dung, trinh ph6 duyQt k6t qu6

thAm dinh:
- N6u ddng y:
+ Ky rJrrdy vdn bin li6l euan (trucrng hqp
dr,r thio th6ng b5o tu ch6i).
+ Chuy6n bu1c 4.

- Nt5u kh6ng d6ng y: Chuy6n lai Bu6c 3.1.

- ttO so c6ng d6n.
- GiAy chimg chi hdnh ngh6 dugc-
Mdu sO 06, Phu luc I, Nghi dinh
54l20t7lND-CP.
- Th6ng b6o tir ctrOi giai quy6t hO so
,T.
(neu co/.

I
ngey

SOYt6 Bufc
4

Xem x6t,
ph6 duy0t

Lf,nh d4o
- NCu d6ng y:
+ PhC duyQt v[n b6n 1i6n quan.

- HO so c6ng ddn.
- Gi6y chimg chi hdnh nghA dugc-

0r5

ngAv
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+ Chuy6n Bu6c 5.

- N6u kh6ng d6ng y: ChuyOn lai Budc 3.2
MAu s6 06, Php luc I, Nghi dinh
5412017 ND-CP.
- Th6ng b6o tir ctrOi giai quytit h6 so
(trucrng hqp tu ctrOi).

Sd Y ti5 Budc
5

Tri k5t
que

BQ ph$n ti6p
nhfn vi trf,

k5t qui

Trucmg hgp LAnh dpo tl6ng ! cdp ph6p:
- Vdo sO theo d6i titip nh{n vdtrhktlt qu6.
- Trhk6t qu6 cho t6 chric, c6ng ddn.
- Chuy0n Phdng chuyOn mdn luu hO so.

- f6t thric quy trinh.

- HO so c6ng ddn.
- gi6y.chimg chi hdnh nghA dusc-
Mdu s6 06, Phu luc I, Ngh! dinh
s412017l1\{D-CP.

Trucrng.hgrp tu ch6i:
- Vdo sO theo d6i tiOp nhfln vd tr6 k6t qu6.
- Trd h6 so vd Th6ng b6o tu ctrOi giai quytit
hO so cho tO chric, c6ng d6n.
- f6t thric quy trinh.

- HO so c6ng ddn.
- Th6ng b6o ttr cfrOi giai quy6t h6 sry

SO luu m6n. Sau khi SO vf,n luu trt theo dinh hiEn hdnh.
Thanh phdn h6 so lrru:
1. Tradng hqp d6nq y cdp phdp:
- Phi0u ti6p nhAn hO so vd hgn tr6 k€t qu6;
- H6 so td chrlc cdng d6n;
- Hti so vdn bin vC t<trac phpc (ntiu c6);
- H6 so vdn b6n li6n quan;
- Th6ng b6o b6 sung hii so.(ntiu c6);
- Gi6y chimg chi hdnh nghO dugc;
- H6 so v[n bdn b6 sung (ni5u c6);
2. Tradng.hqp kh6ng ding y ctip phfp:
- Phi0u tiOp nhQn 16 rg vd hsn tri kOt qu6;
- Hd so vdn bin ve khdc phpc (n0u c6);
- Th6ng b6o b6 sung hti so (n6u cd);
- Thdng b6o ttr ch6i gi6i quy6t h6 so;

JJ



- H6 so v5n b6n bO sung (n6u c6);

e. c6p lAn aAu ve c6p Gi6y chrfrng nh$n .lt diau kien kinh doanh duqc d6i vdi trulng h{e bi thu h6i ci6y chfTs nhEn .tfi
diau kien kinh doanh du. c thuQc thim quy6n cia S,& Y t6 (Cd s& bdn bu6n thu6c, nguy6n liQu lim thu5c; Ca s& bdn tC tnu5" U"o
gdm nhi thu6c, quiy thu5c, tri thu5c tr4m y t6 x6, ca s0 chuyGn b6n lC duqc liQu, thu5c duqc lipu, thuSc c6 truy6n), c6 02 quy trinh.

9.i Quy trinh I c6 t6ng thdi gian 20 ngdy (Ma s5: BYT-KHA-286941-01, 6p dung diii voi tudng hqp kh6ng phai di d6ni gi6 co sd).

Co
quan,
tlon vi

Bufc
thgc
hiOn

TGn budc
thrpc hiQn

T16ch
nhiQm thqc

hiOn
NQi dung cdng viQc thqc hiQn Bi6u miu kiit quh

Thcri
gian

(neav)

Ghi
chri

SEYTE
Bufc

T

Titip nhQn

hd so

BQ phfn
Titip nhfn
vi Tri kOt

que

- Ti6p nhan, ki6m tra h6 so theo quy
tlinh;
- Thu phi theo quy dfnh
- Chuy€n buoc 2.

- Tradng hqp hi so sau thiim dinh c6 yAn
).,cdu co sd phdi thac hi€n khdc phqc, MQt

ctha nhdn vd chuydn bdo cdo khdc ph4c cfia
co sd diin Phdng NghiQp v4 Duqc theo
trinh ta cila cila nghtQp vw b6 sung h6 so.

- Trucmg hqp h6 so dAy dri, chinh
x6c theo quy dinh. thi ti0p nhfln vd in
ciAy titSp nhfln h6 so vd hsn trh k6t
qu6 (m6u sO Ot ban hdnh kdm theo
Th6ng ru sti Oll2}lSiTT-VPCP
ngey nllll2}t&).
- Trudng hqrp h6 so chua d6y dri,
chua chinh x6c theo quy tlinh thi
huong d6n hodn thiQn, b6 sung vd in

I fni6u y6u_cAu.bO sung, hodn thiQn

I h6 so (m6u s0.02 ban hdnh kdm

I theo Th6ng tu sO 0l/20l8iTT-VPCP
i nedy 23llll20r8).
| - frucng hqp tu chdi ti6p nhQn h6

I so thi in Phit5u tu chtii tiep nhfln gi6i
I quy€t h6 so (m6u s6 03 ban hirrh

kdm theo Th6ng tu sri 0l/2018/TT-
VPCP cria Vdn phong Chfnh pht).
- Dtr liQu dugc cap nhat tr6n hQ

0'5
ngiy
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th6ng.

SdYt6 Burfc
2

ThAm
tllnh hd

s(r

Phdng
chuy6n mdn

- ThAm dinh hO so pht hsp; Chuy6n
bu6c 3.
- Th6m dinh h6 so kh6ng tt6p img yOu

cdu; Chuytin bu6c 5.
- Thdm tlinh h0 so phii b6 sung; Chuy0n
budc 5.

- HO so t6 chfc, c6ng ddn.
- DU th6o Th6ng bflo ttr ch6i gi6i
quy6t hd s0 theo Th6ng tu s6
0112018/TT-VPCP cria Vdn phdng
Chfnh phri
- Dg th6o Th6ng b6o b6 sung hd scr.

13

ngiy

2.1
Kii5m tra

,).
no so

Chuy6nvi6n

HO so dAy ihi dring y6u cAu, chuy6n sang
2.2

- H0 so tO chric, c6ng d6n

6,5
ngay

HO so cdn phii b6 sung:
- Chuy0n vi6n soan th6o Th6ng b6o bo
sung hd so, thdi h4n hodn thanh.
- Tru&ng phdng: kiem tra nQi dung dg
th6o, trinh phO duyQt.
- Lanh d4o: ph6 duyQt Thdng b6o b6 sung
vd Chuy6n mQt cria th6ng b6o.

- Th6ng b6o b6 sung hO so
- T?m dung tinh thdi gian tr6n hQ

thOng

2.2
Th6m

tlinh h6 so
Chuy6nvi6n

- ThAm dinh hO so pht hsp; Chuy0n
budc 3.

- H6 so t6 chric, c6ng ddn
6,5

ngay- Tham dinh hO scr kh6ng d6p img y6u
cAu; Chuy6n bu6c 3.

S0 Y tt5

Budc
3

Dq thf,o
trinh K6t
qui thim

dinh

Phdng
chuy6n

m6n

5

ngiry

Bu6c
3.1

Tham muu
DU th6o
K6t qu6

thAm dinh

Chuy6n
vi6n

H6 so pht hqrp:
- Gi6y chimg nh{n dri di€u kiQn kinh doanh
dugc cho tO chric, c6 nhdn.

- HO so t6 chric, cdng d6n.
^.a- Gi6y chimg nhfln dt cli€u kiQn kinh

doanh dugc theo M6u sO ZZ Phpc lgc I
cria Nghi tlinh sO 54120174{D-CP.

2
ngay
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H6 so kh6ng d6p img y6u cAu:
- Dg th6o Thdng b5o tu ctrOi giai quy6t trO

SO

- HO scr cdng ddn.
- ThOng b6o ttr cfrOi giai quytSt h6 scr

Budc
3.2

Ki6m tra
nQi dung,
trinh phl
duyQt fctqua th6m
dinh

Trucrng
phdng

Ki6m tra nQi dung, trinh ph6 duyQt ktit qui
thdm dfnh:
- N6u ddng y:
+ Ky rf;,dy v6n bin 1i6l guan (trudmg hop
dU th6oth6ng brlo tit ch6i).
+ Chuy6n bufc 4.
- Ntiu kh6ng d6ng y: Chuy€n lai Budc 3.1.

- H6 scy t6 chric, c6ng ddn.
^. A- Gi6y chimg nh?n thi di6u kiQn kinh

doanh dugc theo MIu sO ZZ PhUc luc
I criaNghi tlinh sO 54l2O77IND-CP.
- Jh6ng b6o tri ctrOl giai quytit hd so
(n6u c6).

aJ

ngey

S6YtC Budc
4

Xem x6t,
ph6 duyQt Lflnh tl4o

- NOu ddng y:
+ Ph6 dyVet vln b6n li6n quan
+ Chuy6n Budc 5.

- Ntiu kh6ng d6ng y: Chuy6n lqiBuoc3.2

- H6 so t6 chric, c6ng ddn.
- Gi6y chimg nhfln thi ili6u ki6n kinh
doanh dugc theo M6u sO ZZ Phgc lpc
I cria Nghi dinh sd 54120174{D-CP..
- Thdng b6o tir ctrOi giai quytit h6 so
(trucrng hqp tir ctrOi;.

115

ngAry

SOYTC
Bufc

5

Trfr k5t
qua

BQ phin ti6p
nhfn vh tri

. a.
Ket qua

Truong hqrp Lanh d4o tl6ng !, cdp ph6p:
- Vdo sO theo d6i tii5p nhfln vdtrhktit qu6.

- Trdk0t qu6 cho t6 chfc, cOng ddn-

- Chuy6n Phdng chuy6n m6n luu h6 so.

- fet thirc quy trinh.

- HO so tO chric, c6ng ddn.
^. a- Gi6y chimg nhan dt di6u kiQn kinh

doanh dugc

Trucrng.hgp tu chdi:
- Vdo s6 theo d6i ti€p nhfln vd tr6 k6t qu6.

- Trhhti so vd Thdng b6o tu cfrOi giai quyet
hO so cho t6 chric, c6ng d6n.

- ft5t thric quy trinh.

- H6 so t6 chric, c6ng d6n.
- Th6ng b6o tu ctr6i giai quy6t hO so.

hi hdnhSO van luu trfr theoFJ, scr dugc lrru P Chu m0n. Sau khi h
Thanh phdn hO so luu:
l. Trudng hW d6ns i cdp phdp
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1'!li rt-t, \

ti nh0n so vd hgn tr6 qu6;
- H6 so t6 chric c6ng ddn;
- Hd so vdn b6n ve nrac phr,rc (n6u c6);
- Hii so vdn b6n bd sung (n6u c6);
- H6 so vdn bin li6n quan;
- Thpng brio bO sung h6 so (ntiu c6);
- Gi6y chimg nhfln dri di6u ki6n kinh doanh duoc
2. Trudng,hqp kh6ng d1ngy ciip phlp:
- Phi6u ti€p nhan 46 rg vd hgn trd k6t qu6;
- H6 so v6n b6n vC khdc phUc (nOu c6);
- Th6ng b6o b6 sung h6 so (n6u c6);
- T!6ng b6o tu ch6
- H6 so vdn b6n b6

I sihi h6 S o
co

9.2 Quy trinh s6 2, 30 ngiy (Mn s6 quy trinh: BYT-KIIA-286941-2, {p dgng tl5i vdi trudng hqp phii tli ttinh gi6 cr s&)

Co
quan,
tlon vi

Budc
thqc
hi6n

TGn bufc
thgc hiQn

Trdch
nhiQm thqc

hiOn
NQi dung c6ng viQc thrSc hiQn Bi6u mdu/k6t qui

Thcri
gian

(nedv)

Ghi
chri

SOYt6 Bufc
I

Ti6p nhgn
h6 so

BQ phfln
Ti6p nh$l
vh Tri k6t

que

- Titip nhQn, ki€m tra h6 so theo quy
rlinh;
- Thu phi theo quy dinh
- Chuy6n buoc 2.

- Tradng hqp hO so sau thdm.dinh c6 yAn
cdu co sd phdi thwc hi€n khdc phqc, MQt
cira nhQn.vd chuy€n bdo cdo khdc phqc cila
co s6 dAn Phdng NghiQp yu Duoc theo
trinh try cfia cila nghiQp vu bfi sung h6 so.

- Trudrng hQp hO so tt6y dri, chinh
xdctheo quy diq thi ti6p nhan vd i1
Gi6y tiOp 40n nO so vd hen tr6 k€t
qu6 (mdu sd 01 ban hdnh kdm theo
Th6ng tu sO 0l/20l8iTT-VPCP
nsiry 23lrll20l8).
- Trudrng hgp hO so chua dAy dti,
chua chinh x6c theo quy ilfnh thi
hucmg d6n hoan tfriQn, b6 sung vd in
Phi6u y6u_c6u,bO sung, hoan thiQn
hO so (mdu s6 02 ban hdnh kdm

0r5
ngery
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theo Th6ng tu s6 oU2O1SITT-\rPCP
ngiry 23lll/2018).
- Trudng hgp tir ctrOi ti6p nhan hd
so thi in Phi6u tu ch6i ti6p nhan gi6i
quy6t hd s<y (m6u sti O: ban hanh
kdm theo Th6ng tu sO Oll2Ol8/TT-
VPCP cria Vdn phdng Chinh pht).
- Dfr liQu dusc cflp nhflt tr6n hQ

th5ng.

SEYt6

Budc
)

Thffm
tllnh h6

s0

Phdng
chuy6n mdn

08
ngAry

2.1
Ki6m tra

',\no so
Chuy€nvi€n

H6 so ddy dri dring y6u cdu, chuy6n sang
2.2

- HO scr tO chric, cOng ddn

6,5
ngey

H6 so c6n ph6i b6 sung:
- Chuy0n vi6n soan th6o Th6ng b6o b6
sung hO scr, thdi h4n hodn thanh.
- Trucmg phdng: ki6m tra nQi dung dp
th6o, trinh ph6 duyQt.
- LAnh dpo: ph6 duyQt Thdng b6o b6 sung
vd Chuy6n mQt cria th6ng b6o.

- Th6ng b6o b6 sung hO so theo
Th6ng tu s6 }L1}OL8/TT-VPCP cria
Vdn phdng Chfnh pht
- T?m dung tinh thdi gian tr€n hQ

th6ng

2.2
ThAm

dinh h6 so
Chuy6n vien

- Tham dinh hO so pht hqrp; Chuy6n
bu6c 3.

- HO so t6 chric, cdng ddn

1,5

ngay- Tham dinh h6 scr kh6ng d6p img y€u
cAu; Chuy6n budc 3.

Bufc
3

Tti chric
tl6nh gi6
thqc tO

Phdng
chuy6n

m6n, Linh
dao

17
ngely
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,,-.s:ri

Bu6c
3.1

Thdnh lQp

dodn rfSnh
gi5 thyc tti

Chuy6n vi6n,
Truong ph&g

LEnh dao

- Chuy6n vi6n: So4n th6o Quy6t dinh thdnh
lQp ilodn d5nh gi6 vd Th6ng b6o thdi gian,
nQi dung d6nh gi6ndng lgc thqc t6.
- Truong phdng: Ki6m tra nQi dung dq
th6o, trinh ph€ duyQt.
- Lanh d4o: PhC duyQt Quy6t dinh thanh lflp
cloan tt6nh gi6vit Th6ng bilo ddnh gi6.

-H6 so t5 chirc, c6ng d6n.

- Quy6t dinh thanh lQp doan d6nh gi6
dugc thgc hiQn mOt lAn (KiQn todn n6u
c6 thay d6i)
- Th6ng b5o d6nh gi6 thpc t6 (ThOng
b6o bdng tin nhAn)

03
ngey

Bu6c
3.2

D5nh gi5
thUc t6

Chuy6n viOn,
Tnrongphog

Ldnh dpo

Trudmg hqp d6nh gi6 d4t y6u cdu: Ky X6c
nhan bi6n bin <16nh girl thgc tti, chuytin
Budc 4.1 (trucrng hqp 1).

- HO so tO chric, c6ng d6n.
- Bi6n btn dhnh gi6.
- Hd so vdn b6n li6n quan.

t4
ngay

Trunng hqrp d6nh gi6 kh6ng d4t y6u c0u:
T6 chric dtuth gi6 sg pht.hqrp phdi thgc
hien khdc phug theo y€u cdu tpi Bi6n b6n
ddnh gi6 thgc t6.
- I**g hq'p tO chric ddnh gi6 sU phu hqrp

khlc phpc dpt y6u cdu, chuy€n Bu6c 4.1
(trulng hqp 1)..
- Try*g hgp t6 chtc tilffi gi6 s1r pht hqrp

khdc phpc kh6ng d4t y6u cdu, chuy6n Budc
4.1 (trucnrehW 2).

- H6 so t6 chric, c6ng d6n.
- Hii so v5n b6n li6n quan.
- HO so dtuth gilthpc ti5.

- HO so khdc phpc (n6u c6).
- Bi€n btrn ddnh gi6.
- Th6ng b6o gia h4n thoi gian kh[c
phsc (nOu c6).

Bufc
4

Dg thio
trinh K6t
qui thim

dinh

Phdng
chuyGn

m6n

3r5
ngiy

Budc
4.1

Tham muu
DU th6o
-- 4.l(et qua

th6m dinh

Chuy0n
vi6n

Tradng hW I (ddnh gid, khdc phwc dil yAu
cdu):
Dg th6o:
- ci6y chimg S0" dir diAu kiQn kinh do3nh
ducvc Phi6u ti6p nhQn hO so theo Mdu s6 01

- HO so t6 chric, c6ng ddn.
- Giay chimg nhfln thi diOu kiQn kinh
doanh dugc theo Mdu sO ZZ Phgc lpc
I criaNghi <linh s6 54l2ol7/NE-CP.

02
ngay
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Phuc lpc I cta Nghi dinh s6 54120174IE-
CP.
Trudng hW 2 (hAm dinh, ddnh gid, khdc
phuc kh6ng dqt yAu cdu);
DU th6o ThOng b5o tu ctr6i giai quyet fr6
so.

- HO so t6 chric, cdng d6n.
- Th6ng b6o tu ctrOi giai quy6t h6 so
(theo MAu s6 02 - Phu lpc kdm theo
Th6ng tu 0 I I 20 L8/TT-VPCP).

Bu6c
4.2

Ki0m tra
nQi dung,
trinh ph.e

duyQt fctque th6m
dinh

Trucmg
phdng

Ki6m tra nQi dung, trinh ph6 duyQt k6t qui
th6m tlinh:
- NtSu d6ng y:
+ Ky nt6y vdn bin 1i6n quan (trucrng hqrp

dg th6o th6ng b6o tu ctrOi;.
+ Chuy6n bu6c 5.

- Ntiu kh6ng tl6ng y: Chuy6n lai Budc 4.1.

- HO so t6 chric, c6ng ddn.

- Th6ng b6o ttr ctrOi giai quytlt h6 so
(n6u c6).
- Gi6y chimg nhan dri di6u kiQn kinh
doanh dugc theo MAu s6 ZZ Phgc lqc
I cria Nghi dinh sO 5412OL7ND-CP.

1,5
ngey

Buri.c
5

Xem x6t,
ph6 duyQt Lflnh tl4o

- NCu il6ng y:
+ PhC duyQt vdn b6n li6n quan.
+ Chuytin Budc 6.
- NCu kh6ng d6ng y: Chuy6n laiBuoc 4.2

- Hd so t6 chric, cdng ddn.

^.i- Gi6y chimg nhdn dt tli6u kiQn kinh
doanh dugc theo MAu sO ZZ Phpc lpc I
criaNghi dinh s5 54/20174{D-CP.
- Th6ng b6o ttr cfrOi giai quytlt h6 so
(trucmg hqp tu ctrOi).

1 ngiy

56Yt6 Budc
6

Tri ktit
que

BQ ph$n ti5p
nh$n vh trf,

k}t quit

Trucrng hgrp Lanh
- Vdo s6 theo doi

dao d6ng !, cA'P P|6P:
ti6p nhQn vdtrdk€t qu6.

- Trdk6t qui cho tO chfc, cdng ddn.
- Chuy6n Phdng chuy€n m6n luu h6 so.
- fet thric quy trinh.

- H6 so tO chric, cdng ddn

- GiSy chimg nhan dri di6u kiQn kinh
doanh dugc

Trucrng hqp tu ch6i:
- Vdo sO theo d6i ti6p nh4n vdtrhktit quA.

- Trdh6 so vd Th0ng b6o tir cnOi giai quyiSt

- H6 so t6 chtc,c6ng d6n.
- Th6ng brlo tir ctrOi giai quy6t h6 so
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choSO d6n.chfc, c6ng
ret uthric trinh

m6n. Sau khi h4n, chuSO luu Chu SO vIn luu trt theo ilinh hiQn henh
Thanh so lrru
L Trudng hqp d1ng y ciip phdp.
- Phi6u ti6p nh4n hO so vd hgn tr6 k6t qu6;
- H6 so t6 chirc c6ng ddn;
- Quy6t dinh thdnh lQp rtodn ddnh gi6;
- Th6ng b6o tl6nh gif-ndnglUc thgc tt5;

- BiCn b6n d6nh gi6;
- Hd so vdn bin vC khlc phUc (n6u c6);
- H6 so v6n b6n bO sung (n6u c6);
- H6 so vf,n bdn li6n quan;
- Giey chimg nhdn dri tli6u kiQn kinh doanh dugc;
- Th6ng b6o b6 sung hd so (n6u c6);
2. Tradng hqp kh6ng ding y ciip phlp:
- Phi6u ti€p nhQn h6 so vd hgn trd k6t qu6;
- Quytit dinh thanh lap tloan ddnh gi6(n5u c6);
- Th6ng b6o d6nh gi|ndnglgc thgc t6 (n6u c6);
- Bi6n bin d6nh gi6 (n6u c6);

Ho SO van bAn ve khdc phyc
(nCu

(n6u co);
Ho So vdn bhnb6 sung

,h6
co) )

Th6ng bao bo SO (neu co)
b6o tu al h6 SO;

10. Cdp Gi6y chfmg nh$n-tlrl tti6u kiQn kiuh doanh duqc cho cc sO-ttray d6i loqi hlnh kinh rloanh drqc ho{c thay a6i pnam vi
kinh doanh duqc c6 lim thay tt6i Di6u ki€n kinh doanh; thay d6i atla Dl6m klnh doanh duqc thu(c thAm quy6n crla Sb Y t6 1Cr s&

4l



bdn bu6n thuiic, nguyGn lieu lim thu5c; Cc sd b{n 16 thu5c bao gdm nhi thu6c, quiy thu5c, ti thu6c trgm y t6 x5, cd s& chuy0D b6n
16 dugc li€u, thuiic duqc li0u, thuSc c6 truyln). (M6 s6: BYT-2E6942)

10.i Quy trbh l c6 t6ng thdi gian 20 ngdy (MA s5: BYT-286942-KIIA-01, 6p dqng d6i voi tru&ng hqp kh6ng phai di .tAnn gi6 co
s&).

Co
quan,
tlon vi

Budc
thrpc
hi6n

TGn budc
thgc hiQn

Trich
nhiQm thgc

hi6n
NQi dung c6ng viQc thpc hiQn Bi6u miu/ktit qu6

Th0i
gian

(nedv)

Ghi
chri

SdYt6 Bufc
1

Ti6p nhfn
hti so

BQ ph$n
Ti6p nhf.n
vir Tri k6t

que

- Tiep nhQn, kiem tra hO scr theo quy
tlinh;
- Thu phf theo quy dinh
- Chuy0n buoc 2.

- Tradng hqp hd so sau thdm dinh c6 yAn:,cdu co sd phdt thuc hi€n khdc phqc, MQt
c*a nhdn vd chuyAn bdo cdo khdc phqtc cila
co sd diin Phdng NghiQp v4 Dugc theo
trinh tq cita cila nghiQp vq b6 sung h6 so.

- Trucrng hqrp h6 so cl6y dt, chfnh
x6c theo quy di{ thi titip nhfln vi in
ciay tii5p nhfln h6 so vd hgn tr6 ki5t

qui (m6u sO Ot ban hdnh kdm theo
Th6ng tu s6 0ll20l8/TT-VPCP
ngiry 23llll20l8).
- Trudmg hqrp hO so chua tl6y dri,
chua chfnh x6c theo quy clinh thi
hudng d6n hoan tfriQn, bO sung vd in
Phi6u y6u_cdu.b6 sung, hoan thiqn
hO so (mdu s6 02 ban hanh kdm
rheo Th6ng tu s6 oll2018/TT-VPCP
ngiry 23llll20l8).
- Trudrng hqp to ctrOi ti6p nhan ho
so thi in Phitiu tu ch6i tiep nhan giai
quyiSt h6 scv (mdu sO O: ban hanh
kdm theo Th6ng tu s6 Oll2OtS/TT-
VPCP cria Vdn phdng Chinh phti).
- Dr hQu dugc clp nhlt trOn h0
th6ng.

0r5
ngiy

56YtC Bufc ThAm Phdng
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\\ !.riC .//

2 ilinh hO

s0
chuy6n m6n,

Lflnh rlgo

12

ngery

2.1
Kitim tra,x

no so
Chuy6nvi6n

H6 so ddy tltr dring y6u cdu, chuyen sang
2.2

- HO so tO chric, c6ng d6n

8 ngdy

HO so c6n phii bd sung:
- Chuydn viOn soan th6o Th6ng b6o b6
sung hti so, thdi han hodn thdnh.
- Tru&ng phdng: ki€m tra nQi dung dU
th6o, trinh ph€ duyQt.
- LAnh d4o: ph6 duyQt Th6ng b5o b6 sung
vd Chuy6n mQt cria th6ng b6o.

- Th6ng b6o b6 sung hO so theo
Th6ng tu s6 }llzOl8iTT-VPCP ctia
Vdn phdng Chinh pht
- T?m dtrng tfnh thdi gian trOn hQ
',m̂ong

2.2
ThAm

dinh h6 so
Chuy6nvi6n

- Thdm dinh hO so pht hsp; Chuy0n
bu6c 3.

- H6 so tO chric, c6ng d6n

4 ngiry
- Thdm
cAu; Ch

dinh hO so kh6ng d6p img y€u
uytln bu6c 3.

SEYt6

Bufc
3

Dr3 thio
trinh K6t
qui thim

dinh

Phdng
chuy6n

m6n

05
ngiy

Budc
3.1

Tham mrru
Dg th6o
Ktlt qu6

thAm dinh

ChuyCn
vi6n

HO so pht hqp:
- DU th6o Gi6y
kinh doanh dugc

chimg
cho tO

nhfln thi di6u kien
chfc, c6 nhdn

- H6 so t6 chftc, c6ng ddn.
- Giay chimg nhQn thi di6u kiQn kinh
doanh dugc theo MAu sa ZZ Phuc lpc I
cria Nghi dinh sO 54l2O17AIE-CP.

02
ngey

HO so kh6ng d6p img yOu cdu:
- Dg th6o Th6ng b6o tir ctr6i giai quytit tro
SO

- H6 scv c6ng ddn.
- Th6ng b6o tu ctrOi giai quytit hd so

Bu6c Ki€m tra Truorng Ki6m tra nQi dung, trinh ph€ duyQt k6t qud - H6 so tO chric, c6ng ddn. 03
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3.2 nQi dung,
trinh pqe
duyQt k6t
qua thAm
dinh

phdng th6m clinh:
-.( -l- Neu oong y:

+ Ky rtdy vdn b6n li6n quan (truong hArp

dy th6o th6ng b6o tu ctrOi;.
+ Chuy0n budc 4.
- NOu kh6ng d6ng y: Chuy6n l4i Bu6c 3.1.

- Jh6ng b6o tu ch6i gi6i quy€t h6 s<y

(n6u c6).
- Gi6y chimg nhqn dri di6u kien kinh
doanh dugc theo M6u s6 22 Phgc lpc I
cria Nghi dinh sO 54l2Tl7/ND-CP.

ngey

SEYTE
Bufc

4

Xem x6t,
phO duyQt Linh d4o

- NCu d6ng y:
+ PhC duyQt vdn b6n li6n quan.
+ Chuy6n Budc 5.

- Ni5u kh6ng tt6ng f: Chuytin lqiBuoc3.2.

- H6 so t6 chric, c6ng ddn.
- ci6y chimg nhfln dri tli6u kiQn kinh
doanh dugc theo MIu sO ZZ Phuc h;c
I cria Nghi ttinh sO 5412O17AID-CP..
- Th6ng b5o ttr ctrOi giai quytit h6 scr

(trulng hqp tu ctrOil.

2r5
ngery

SOYt6 Bufc
5

Tri ktit
que

BQ ph$n ti6p
nhal vir tri

k6t qui

Trucmg.hgp Lanh d4o ddng ! "6p 
pl6p:

- Vdo sd theo d6i ti6p nhfln vdtrhk€t qu6.
- Tri ktit qu6 cho t6 chfc, c6ng ddn.
- Chuy6n Phdng chuy€n m6n luu h0 so.
- I(6t thirc quy trinh.

- H6 so t6 chric, c6ng d6n.
^. a- Gi6y chimg nhan dri tli€u kiQn kinh

doanh dugc

Trucrng,hgp tu ch6i:
- Vdo s6 theo d6i ti6p nhAn vdtrhk6t qu6.

- Trhh6 so vd Th6ng b6o tt cn6i giai q,ry6t
h6 so cho t6 chric, c6ng ddn.
- fet thric quy trinh.

- H6 so t6 chric, c6ng ddn.
- Th6ng brio tt chdi gi6i quyOt hd so.

SO luu Chu m6n. Sau khi han, s0 vdn luu trft theo hanh.

Thenh so luu:
I y cap

so va
phdp:
hen tr6 k€t qu6;

HO so t6 chric
H6 so vdn b6n

)

neu co
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so vdn b6n sung ( c6);
- H6 so vdn b6n 1i6n quan;
- Th6ng b6o b6 sung hti so (ni5u c6);
- Gi6y chimg nh4n thi tli6u kiqn kinh doanh dugc
2. Trudng ho. p kh6ng d1ng y ctip phdp:
- Phi6u ti€p nhan 116 rg vd hgn tri k6t qu6;
- H6 so vdn b6n ve khac phpc (n6u c6);

HO SO van (neu co);
Th6ng bao SO (neu co);

bao h6 SO;

10.2 Quy triEh s6 2,30 ngAy (Me si6 quy trinh: BYT-KIIA -286942-02, ip dtng diii vrii trll&ug hqp phii tli tt6nh gi6 cc s&).

Co
quan,
dmr vi

Budc
thrpc
hi6n

TGn bufc
thgc hiQn

Trich
nhiQm thryc

hi6n
NQi dung c6ng viQc thr;c hiQn Bi6u m6u/ktit qui

Th0i
gian

(nedv)

Ghi
chri

SOYTC
Budc

1

Titip nhfln
hd so

BQ phfn
Ti6p nh$n
vh Trf, k6t

que

- TiCp nhfln, ki6m tra h6 so theo quy
ctinh;
- Thu phi theo quy clinh
- Chuy6n buoc2.

- Tradng hqp hO so sau thdm dinh cd yAn
cAu co so phdi thtrc hiQn khdc phac, MQt
c*a nhdn vd chuy€n bdo cdo khdc phqc c*a
co sd d€n Phdng NghiQp vq Duqc theo
trinh tu cila cila nghiQp vu bti sung h6 so.

- Trucrng hgrp hO so t16y dri, chinh
x6c theo quy dinh thi titip nhQn vd in
GiSy titlp 44" h6 so vd hsn trhk€t
qud (mdu sO 01 ban hdnh kdm theo
Th6ng tLr s6 0l/2018iTT-VPCP
ngiry 23/lll20t8).
- Trudng hqp h6 so chua il6y dri,
chua chinh x5c theo quy dinh thi
hucmg ddn hodn thiQn, bO sung vd in
Phi0u y6u cAu b6 sung, hodn thi-en
h6 so (mdu sO OZ ban hanh kdm
theo Th6ng tu sO Oll2O18ITT-VPCP
ngiry 23llll20l8).
- Trudng hgp tu ch6i ti0p nhfln h6

0,5
ngery
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so thi in Phi6u tu ch6i tiOp nhan gi6i
quy6t h6 so (mdu sO Ol ban hanh
kdm theo Th6ng tu sO Oll2Ol8/TT-
VPCP cria Vdn phdng Chfnh pht).
- Dt liQu tlugc cfp nhflt tr6n hQ
',itnong.

SOYTE

Bufc
2

Th0m
tlinh hd

s(r

Phdng
chuy6n mdn

07
ngay

2 I
Ki6m tra h6

SO

ChuyCn
vi6n

H6 so ddy clt dring y6u c6u, chuy6n sang
2.2

- H6 so t6 chric, c6ng dAn

5,5
ngey

Hd so cAn ph6i b6 sung:
- Chuy€n vi6n so4n th6o Th6ng brio bO

sung hd so, thdi h4n hodn thanh.
- Tru&ng phdng: ki6m tra nQi dung dg th6o,
trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o b6 sung
vd Chuy€n mQt ctia th6ng b6o.

- Th6ng brio b6 sung hO so theo Th6ng
tu sO jllzjl8lTT-VPCP cria Vdn
phong Chinh pht
- T4m durrg tinh thdi gian tr6n hQ

th6ng

2.2
ThAm dinh

,).
no so

ChuyCn
vi0n

- Th6m dinh hO so phir hqp; Chuy6n budc
3.

- H0 so t0 chric, cOng ddn
1,5

ngay- ThAm dinh hO so kh6ng diry imgy6u cAu;

Chuy6n trudmg hw 2,buoc 4.

Burfc
3

T6 chrfrc
tl6nh gi6
nlng h;c
thuc tG

Phdng
chuy0n

m6n, Lflnh
dao

18
ngay

Budc
3.1

Thdnh lap
dodn d6nh
giil ndng

Chuy6n vi6n,
Truong ph&B

LEnh dao

- Chuy6n vi6n: So4n th6o Quy6t dinh thdnh
l4p ilodn ddnh giit vd Th6ng b6o thoi gian,
nQi dung dbnh giSndng lgc thr,lc tti.

- H6 so t6 chric, cdng ddn.

- Quy6t dinh thanh lap rloan ddnh gi6

03

ngay
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lgc thgc tC - Tru&ng phdng: Ki6m tra nQi dung d1r

th6o, trinh ph6 duyQt.
- Lanh d4o: PhC duyQt Quy6t dinh thenh 14p

dodn d6nh ei6viL Thdng b6o ddnh eiil.

dugc thgc hiQn mQt 16n (KiQn todn n6u
c6 thay ddi)
- Th6ng b6o dtu'fr. gi6 thsc t6 (fh6ng
b5o bdng tin nhdn)

Budc
3.2

Dinh gi6,

ndng lpc
thuc tC

Chuy6n viOn,
Trumgphcrg

LEnh dao

Trudng hgp dSnh gi6 dqt y6u cdu: Ky Xdc
nhan bi6n bin ddnh gi6, thgc t6, chuy6n
Bu6c 4.1 (trucrnghqp 1).

- H6 so t6 chric, c6ng d6n.
- Bi6n ban cLffi gi6.
- Hd scv v6n bdn 1i0n quan.

15

ngay

Ty*g hqp d6nh gi6 kh6ng d4t y6u c6u:
TO chric ddnh gi6 sg phir hqrp ph6i thgc
hiQn kh6c phuc theo y6u cAu tai Bi€n bin
dfunh gi|ndng lyc thUc tt5.

- T**g hq'p t6 chric. dtnh gi6 sU pht hqrp

kh[c phqc d4t y6u cdu, chuy6n Bu6c 4.1
(truorrg hSp 1).
- T**g hqrp tO chric <t6nh giri sg pht hqrp

khdc phgc kh6ng d4t yOu cdu, chuy6n Budc
4.1 (tru<rnehW 2).

- Hd so t6 chric, c6ng ddn.

- HO so vdn ban 1i0n quan.
- H6 so ddnh gilndnglUc thuc t6.
- HO so khlc phpc (n€u c6).
- Bi0n ban danh gi5.
- Th6ng b6o gia h4n thdi gian khdc
phuc (ni5u c6).

Budc
4

Dg thf,o
trinh K6t
qui th6m

dinh

Phdng
chuy6n

m6n

3r5
ngiy

Bu6c
4.1

Tham muu
Dg th6o
K6t qui

thdm dinh

ChuyCn
vi6n

Tradng hW I @dnh gid, khdc phwc dqt yAu
cdu):
DU th6o:
- Gi6y chimg nhfln dri di6u kien kinh doanh
dugc theo MAu s6 ZZ Phuc lpc I cria Nghi
dinh s6 5412OL7ND-CP.

- H6 so t6 chric, cdng ddn.

- Giay chimg nhQn dri tliAu kien kinh
doanh theo MAu s6 ZZ Phgc lr,rc I cria
Nehi dinh sO 54l2ol7/NE-CP.

02
ngay

Tradng hW 2 (Thiim dinh, ddnh gid, khdc
phuc kh6ng dfi yAu ciu):

- HO so tO chric, c6ng ddn.
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Dg th6o Thdng b6o tri ch6i gi6i quy€t h6
so.

- Th6ng brio tri ch6i gi6i quyiSt h6 so
(theo MAu s6 02 - Phu lpc kdm theo
Th6ng tu 0l 12018/TT-VPCP).

Bu6c
4.2

Ki6m tra
nQi dung,
trinh phe
duyQt b6,qua th6m
dinh

Tru6rng
phdng

Ki.iim tra nQi dung, trinh ph6 duyQt k6t qui
th6m dinh:
- Ni5u ddng y:
+ Ky nh5y vdn bin li€n quan (truong hqrp

dr,r th6o th6ng brlo tir ctrOi;.
+ Chuy6n budc 5.

- NCu kh6ng tl6ng f : Chuy0n l4i Bu6c 4.1.

- H6 so td chfc, c6ng ddn.

- Th6ng b6o tu cfrOi giai quy6t hd so
(n6u c6).
- Gi6y chfmg nhAn thi tli€u kien kinh
doanh dugc theo M6u sO ZZ Phpc lr,rc I
criaNehi dinh sO 54120174{D-CP.

1,5

ngey

Bufc
5

Xem x6t,
ph6 duyQt Lflnh d4o

- N6u d6ng y:
+ Phe duyQt vdn b6n li€n quan.
+ Chuy6n Bu6c 6.
- N6u kh6ng ddng y: Chuy6n laiBuoc 4.2.

- H6 so t6 chric, c6ng ddn.
- Gi5y chimg nhQn dri diAu kiQn kinh
doanh dugc theo MAu sO ZZ Phuc luc I
criaNghi ilinh sO 54/2017ND-CP.
- Th6ng b6o tir cfrOi giai quyet hO so
(trudmg hqp tu ctr6i).

1 ngiy

SOYTC
Bufc

6

Tri ktit
que

BQ phfn ti6p
nh$n vi tri

ktit qui

Trucrng hqrp Lanh rl4o tl6ng !, cdp ph6p:
- Vdo sd theo d6i tii5p nhfln vdtrhktit qu6.
- Tri k6t qui cho t6 chfc, c6ng ddn.
- Chuy€n Phdng chuy6n m6n luu hti so.
- fet thric quy trinh.

- Hd so t6 chric, cdng ddn.
- Giay chimg nhfln thi di6u kign kinh
doanh dugc

Trudng hqrp tu ch6i:
- Vdo sO theo d6i ti6p nhfln vd tri kilt qu6.

- Trhhd so vd Th6ng b6o tt ctrOi giai quytit
hO so cho tO chfc, c6ng ddn.
- ftit thric quy trinh.

- H6 so tO chric, c6ng ddn.
- Th6ng b6o tt ch6i gi6i quy6t hd so.

SO Itru Chu m6n. Sau khi SO vdn luu trfr theo dinh hi0n hdnh
Thdnh ph6n hO so luu:
l. Trudng h.op
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- Phi0u nh0n so vd hgn tri guiu
- H6 so t6 chric c6ng d6n;
- Quytit dinh thdnh lflp dodn ddnh gi6;
- Th6ng b6o dSnh gi6 ndng lgc thyc t6;
- Bien bin d6nh gi6;
- H6 scy v6n b6n vC khlc phpc (n6u c6);
- H6 so v6n b6n b6 sung (ntlu c6);
- H6 so vdn b6n 1i6n quan;
- Giay chimg nhfln dri tti6u ki6n kinh doanh dugc;
- Th6ng b5o bd sung hii so (n6u c6);
2. Trudng.hqp kh6ng d6ng y chi dinh;
- Phi6u ti€p nhdn h6 so vd hgn tri k6t qu6;
- Quy6t dinh thdnh lpp tlodn drinh gi5 (n6u c6);
- Th6ng b6o d6nh gi6 ndng luc thgc tti (n6u c6);
- BiOn bin d6nh gi6 (n6u c6);
- HO so vdn bdn ve Ur6c phqc (n6u c6);
- Hd so vdn b6n b6 sung (16, 

"O);- Th6ng b5o bO sung hd so (ntiu c6);
b6o tir chdi hd scr;

11. Cfp hi ci{y chftrg nh$n tt& di6u kien kinh doanh duqc thuQc th6m quy6n cia S& Y t5 (Cc s& b6n bu6n thudc, nguyGn
lifu lim thudc; Ca.sd b6n 16 thu6c bao gdm nhir thu5c, quiy thu5c, ti thu5c trgm y t6 x5, cc s& chuyGn bin 16 dugc IiQu, thu5c dugc
IiQu, thu6c c6 truy6n), c6 02 quy trlnh.

t l.t Quy trinh I c6 t6ng thoi gian l5 ngdy (Ma s6: BYI-2E6943-OI. iA dung dtii v6i trulng hqp Gidy chrmg nhAn dt dieu kien kinh
doanh dugc bi met, hu h6ng).

Co
quan,
dotr vi

Buric
thrpc
hi6n

TOn bufc
thgc hiQn

Trich
nhiQm thrSc

hi6n
NQi dung c6ng viQc thr;c hiQn Bi6u miu lkiit q:uir

Thli
gian

(neay)

Ghi
chri
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56YtE Burfc
1

Ti6p nhfn
hd scr

BQ ph$n
Ti6p nhfn
vi Tri k6t

qua

| - fi6p nhfln, ki6m tra hO so theo quy
I ainl:
| - Thu phi theo quy dinh

- Chuy6n buoc 2.

l- Trudng hqp h6 so sau thdm dinh cd yAn;,cdu co sd phdi th,wc hi€n khdc,ph4c, MQt
crha nhQn vd chuy€n bdo cdo khdc phuc cila
co sd d€n Phdng NghiQp vu Duoc theo
trinh tU cua cua nghiQp vu bii sung h6 so.

- Truong hqrp h6 so <I6y dri, chfnh
x6c theo quy diq thi titip nhQn vi in
GiSy tiep nh4n hO scy vd hsn tri ktit
qu6 (m6u sO Ot ban hdnh kdm theo
Th6ng tu sO Otl2}l8/TT-VPCP
nsey nlnD018).
- Trudng hq,p hO so chua clAy dri,
chua chinh x5c theo quy ttfnh thi
hu6ng d6n hoan thiQn, bO sung vd in
Phi6u y6u cAu b6 sung, hoan thiQn
hO so (m6u sO OZ ban hdnh kdm
theo Th6ng tu sO Oll2O18/TT-VPCP
ngey n/lll20l8).
- Trudrng hqp tu chdi ti6p nhfln hd
so thi in Phi6u tt ch6i ti6p nhfn gi6i
quyet h0 so (m6u s6 O: ban hdnh
kdm theo Th6ng tu sO 0ll20l8lTT-
VPCP cria V5n phdng Chinh pht).
- Dt liQu dugc cap nhpt tr6n hQ

th6ng.

0r5
ngiy

SEYt6 Bufc
)

ThAm
tlinh h6

s(r

Phdng
chuyGn m6n

8r5
ngiy

2.1
Ki6m tra hO

SO

Chuy0n
vien

HT ao dAy dri dring y6u cAu, chuy6n sang

2.2
- HO so t6 chric, c6ng d6n

4,5

ngdy
H6 sild, phai b6 sung:
- Chuy6n vi6n so4n th6o Th6ngb6ob6
sung hO so, thdi han hodn thanh.
- Truong phdng: ki6m tra nQi dung dg th6o,

- Th6ng b6o b6 sung h6 so theo Th6ng
tu s5 0112018/TT-\PCP cta Vdn
phdng Chinh phri
- TAm dtmg tinh thdi gian tr6n hQ
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trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th0ng b6o b6 sung
vd Chuy6n m6t crta th6ng b6o.

th6ng

2.2
ThAm dinh,x

no s0
Chuy€n

vi6n

- ThAm dinh hO scr pht hqp; Chuy6n budc
3.

- Hd so t6 chr?c, cdng ddn

4 ngiry
- ThAm dinh hO so kh6ng d6p rmg y6u cAu;

Chuy6n bu6c 3.

SdYt6

Budc
3

Dg thio
trinh K6t
qui thim

tlinh

Phdng
chuy6n

mdn

05
ngiy

Bu6c
3.1

Tham muu
DU th6o
-- t.Ket qua

thAm dinh

ChuyOn
vi6n

H0 scr phu hgp:
DU th6o:
- Gi6y chimg nhQn ihi ili6u kiQn kinh doanh
dugc cho tO chtc, cri nhdn
HO so kh6ng t16p rmg y€u c6u:
- Du th6o Th6ng b6o tu ctrOi giai quy6t hd
s0

- H0 srv t6 chric, cdng ddn.
- GiSy chimg nhQn tfil dieu kien kinh
doanh dugc theo M6u s6 ZZ Phpc lpc I
cta Nghf dinh s6 s4lzolTIND-CP.
- H6 so cdng ddn.
- Th6ng b6o ttr ctr6i giai quytft h6 so

2
ngay

Bu6c
3.2

Ki6m tra
nQi dung,
trinh phl
duyQt k6t
qua th6m
dinh

Trucmg
phdng

Ki6m tra nQi dung, trinh ph€ duyQt kOt qu6
thAm dinh:
- N6u d6ng y:
+ Ky rJildy v5n b6n 1i6n quan (trucrng harp

dU th6o,th6ng b6o tu ctrOi;.
+ Chuy6n bu6c 4.
- Ntlu kh6ng cl6ng y: Chuy6n 14i Bu6c 3.1.

- HO so t6 chric, c6ng ddn.
- Jh6ng b6o tir ctrOi giai quy6t h6 so
(n6u c6).
- ci6y chimg nhan dri diCu kiQn kinh
doanh dugc Phiiiu tii5p nhfln hO so
theo MAu sO ZZ Phpc lgc I cria Nghi
dinh sO 5412017 ND-CP.

J

ngay

56Yt6 Burfc
4

Xem x6t,
ph6 duyQt Lflnh dgo

- NOu d6ng y:
+ PhC duyQt vdn bin 1i6n quan.
+ Chuy0n Bu6c 5.

- H6 so tO chric, c6ng ddn.
- Giay chimg nh{n dri di6u kien kinh
doanh duoc theo MAu sO ZZ Phuc luc I

1

ngiy
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- N6u kh6ng cl6ng y: Chuy6n lqiBuoc 3.2. ctia Nghi clinh sO 54/2O17ArD-CP-
- Th6ng b6o tu cfrOi giai quylSt h6 so
(trudmg hqp tu ctrOi;.

SEYt6 Bu6c
5

Tri k6t
que

BQ phfn ti6p
nh$n vir tri

k6t qui

Trucmg hgp LAnh t14o d6ng ! "6p 
ph6p:

- Vdo sO theo d6i titip nhfln vd tr6 ktit qu6.
- T16 k6t qu6 cho t6 chfc, c6ng ddn-
- Chuy6n Phdng chuy6n mdn luu hO so.
- KCt thric quy trinh.

- H6 so t6 chric, c6ng din.
- Gi6y chimg nhQn dri ctiOu kiQn kinh
doanh dugc

Trudng hgrp tu chOi:
- Vdo sO theo d6i titip nhfln vdtrhktit qu6.
-,,).- Trd h6 scv vd Th6ng b6o tir ch6i gi6i quy6t

hO scv cho tO chric, cdng d6n.
- ft5t thric quy trinh.

- HO so t6 chric, c6ng ddn.
- Th6ng b6o tu cfrOi giai quytit hO so

so luu m6n. Sau khi chu SO vdn luu trt theo hi hanh

Thanh so luu
I. Tradng.hqp ding y cdp phdp:
- Phi6u ti6p nhfn h6 so vd hgn tr6 k6t qu6;
- HO ss tO chfc c6ng ddn;
- H6 so v[n b6n vC ttrac phuc (n6u c6);
- HO so vdn ban bO sung (n6u c6);
- Hd scr vdn bin li6n quan;
- Th6ng b6o bO sung hii so (ntiu c6);
- Gi6y chimg nhQn tlt di6u kiQn kinh doanh dugc
2. Trudng.hqp kh6ng ding i, cdp phdp:
- Phi6u titip nhfn hO so vi hsn tri ktlt qu6;

- H6 so van bin vA rurac phuc (ntiu c6);
HO so vdn
Th6ng b6o

(n€u c6);,^
s0 (neu co);

b6o hd so;
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11.2 Quy trinh si' 2, t6ng thoi gian 7 ngdy (IvIa si5 quy trinh: BW-286943-2,6p dung d6i v6i truong hqp cdp I4i do l6i cta co quan

c6p Gi6y chfng nhfln dr1 <liAu ki6-n kinl doanh duo. c)

Co
quan,
tlun vi

Bu6c
thgc
hi6n

TGn bufc
thqc hiQn

Trfch
nhiQm thr;c

hiOn
NQi dung c6ng viQc thr;c hiQn Bi6u m6u tkiit quh

Th0i
gian

(ngdv)

Ghi
chr[

SOYt6 Burfc
1

Ti6p
h6

nh$n
s(r

BQ phfn
Ti6p nhfn
vh Tri k5t

que

- Ti0p nhfln, ki6m tra hO so theo quy
dinh;
- Thu phf theo quy <lfnh
- Chuytin bulc2.

- Trudng hqrp hd so dAy thi, chinh
x6c theo quy dinh. thi ti6p nhfln vd 

1n
Gi6y ti6p nlan hO scr vd hsn tri k6t
qui (mdu s6 01 ban hdnh kdm theo
Th6ng tu s6 0Il2018iTT-VPCP
ngiry 23/ll/2018).
- Truong hqp hO so chua rl6y ihi,
chua chinh x6c theo quy dinh thi
hudng d6n hoan thiQn, b6 sung vd in
Phi(iu y6u cAu b6 sung, hoan thien
hii so (m6u sO OZ ban hdnh kdm
theo Th6ng tu s6 Oll2Tl8ITT-VPCP
nsiry 23ltt/20t8).
- Trucmg hqp tu cnOi ti6p nhan ho
so thi in Phi6u tu ch6i ti6p nhan gi6i
quy6t hO so (m6u sO O: ban hdnh
kdm theo Th6ng tu sO Oll20l8/TT-
VPCP cria Vdn phong Chinh pht).
- Dt liQu clugc cflp nhflt tr€n hQ
',4tnong.

0r5
ngiy

SoYt6 Budc
2

Thflm
tlinh h6

so

Phdng
chuy6n m6n

- Thdm dinh h6 so pht hgrp; Chuy€n
bu6c 3.
- Thdm dinh hO so kh6ng d6p img yOu

- H6 scv t6 chric, c6ng ddn. 4
ngiy
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cAu; Chuy6n budc 3.

SOYt6

Budc
3

Dg thio
trinh K6t
quf, thAm

tlinh

Phdng
chuy6n

mdn

2
ngiy

Budc
3.1

Tham muu
Dg th6o
K5t qui

thAm dinh

ChuyCn
vi€n

H6 so pht hqrp:

Dr,r th6o:
- GiSy chimg nhfln dri <IiAu kiQn kinh doanh
dugc cho t6 chfc, c6 nhdn
HO so kh6ng d6p rmg y€u cdu:
- Dg th6o Thdng b6o tu cfrOi giai quytit trO

SO

- HO so t6 chr?c, c6ng ddn.
^. A- Gi6y chimg nhfln tlt di6u kiQn kinh

doanh dugc theo MAu sO ZZ Phgc lgc I
cria Nghf tlinh sO 54/20174{D-CP
- HO so c6ng ddn.
- Th6ng b6o ttr cfrOi giai quytit hO so

I
ngay

Bu6c
3.2

Ki6m tra
nQi dung,
trinh ph.e

duyQt ket
qua th6m
dinh

Trucrng
phdng

Ki6m tra nQi dung, trinh ph6 duyQt k€t qu6
thAm dinh:
- N6u ddng y:
+ Ky nh6y vdn bdn li6n quan (trudng hqp
dU th6oth6ng b6o tu ch6i).
+ Chuy6n budc 4.
- Ntiu kh6ng cl6ng y: Chuy6n 14i Budc 3.1.

- H6 so t6 chfc, c6ng ddn.

- Jh6ng b5o tir ctrOi giai quytft h6 so
(n0u c6).
- Giay chimg nhAn thi diOu kiQn kinh
doanh dugc theo MAu sO ZZ Phuc hJc I
cria Ngh! dinh s6 54l20l7lND-cP

1

ngay

SOYTC
Budc

4

Xem x6t,
ph6 duyQt Lflnh d4o

- Ntiu tlOng f :

+ PhC duyQt vdn b6n li6n quan.
+ Chuy€n Bu6c 5.

- N6u kh6ng rl6ng y: Chuy6n l1iBuoc3.2

- HO so t6 chric, c6ng d6n.

- GiSy chimg nhfln dri rli6u kign kinh
doanh dugc theo MAu s6 zZ Phuc luc I
ctaNghi ilinh sO 5412OI7A{D-CP
- Th6ng bilo tu cnOi giai quytlt h6 so
(trucrng hgp tu cfrOi).

0r5
ngiy

SOYTO
Bufc

5

Tri k6t
que

BQ phfn ti6p
nhin vh tri

Trucrng hgp Lanh d4o d6ng y cAp ph6p:
- Vdo sO theo d6i ti6p nh{n vd tr6 k6t qu6.

- Hd so t6 chric, c6ng ddn.
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k6t qufr - Trhk6t qui cho t6 chfc, c6ng ddn-
- Chuy0n Phdng chuy0n m6n luu hd so.
- KCt thirc quy trinh.

- Gi6y chimg nhAn dri di0u kiqn kinh
doanh dugc

Trudmg hqp tu ch6i:
- Vdo sO theo d6i titlp nhfln vi tri ktit qu6.

- Trdh6 so vd Th6ng b6o tir ctrOi giai quy6t
hO so cho t6 chfc, c6ng d6n.
- fet thric quy trinh.

- HO so t6 chric, c6ng ddn.

- Th6ng b6o ttr ch6i gi6i quy6t hO so

SO lrru Chu m6n. Sau khi chu SO vdn luu trt theo hi hanh.
Thanh phdn h6 so lrru:
1. Tradng hry ding y ciip phdp:
- Phi6u titip nhQn hO so vd hgn tri k6t qu6;
- HO so t6 chric c6ng ddn;
- HO so vdn b6n ve Wrac phgc (ntiu c6);
- HO so vdn b6n b6 sung (ntiu c6);
- Hd so vdn b6n li6n quan;
- Gi6y chimg nhdn dri di€u kien kinh doanh dugc;
- Th6ng brlo b6 sung h6 so (ntiu c6);
2. Trudng.hqp kh6ng ding y ctip phfp:
- Phi€u ti€p nhan 16 rg vd hgn tr6 kOt qu6;
- Hd so vdn b6n vC khdc phpc (n6u c6);
- HO so v6n b6n bO sung (ntiu c6);
- Th6ng beo bO sung h6 so (n6u c6);
- Th6ng b6o tu ctrOi giai quy6t h6 so;

nguyOn
thu5c d

12. DiAu chtnh Ci6y chrtng nh{n tffr tfitu kiQn kinh doanh duqc thu{c thAm quyCn crla SO V t6 1Co s0 bdn buon thu5c,
IiQu lirm thuiic; co s& bfn 16 thuiic bao gom nhi thu6c, quAy thu5c, ttl thu6c trAm y t6 xi, co sO chuy6n bfn 16 duqc liQu,

Co' Bufc TGn budc Trich Bi6u m6u/ktit qui Thcri GhiNQi dung c6ng viQc thgc hi€n
thuiic c6 c6 01 trinh so : BYT-KHA-286944-0 trinh c6 thdi n: 15
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quan,
clorr vi

thgc
hi6n

thqc hiQn nhiQm thgc
hi6n

glan
(ngdv)

chri

SOYTC
Budc

1

Titip
h6

nh$n
s0

BQ phfn
Ti6p nhSn
vdr Tri k6t

que

- Ti6p nhQn, ki6m tra h6 so theo quy
dinh;
- Thu phi theo quy clinh
- Chuy6n bufc 2.

- Trudng hqp h6 so sau thiim dinh cd yAn:,cdu co sd phdt thwc hi€n khdc phqc, MQt
crla nhdn vd chuy€n bdo cdo khiic phac cila
co sd dAn Phdng Nehi€p vy Duqc theo
trinh tw cua cua nghiQp vu bii sung h6 so.

- Truong hqrp h6 so ddy dfi, chinh
xdc theo quy dinh. thi titip nhfln vd in
Gi6y ti6p 40" h6 so vd hen tr6 k6t
qu6 (mdu sO 01 ban hdnh kdm theo
Thdng tu s6 0112018/TT-VPCP
ngey n/ll/2018).
- Trucrng hgp h6 so chua dAy dri,
chua chfnh x6c theo quy dinh thi
huqrg ddn hodn tlriQn, b6 sung vd in
Phi0u y€u cdu.b6 sung, hoan thien
h6 so (mdu s6 02 ban hanh kdm
theo Th6ng tu s6 Ol/2018/TT-VPCP
ngiry 23/tl/2018).
- Truong hqp to ch6i ti6p nh0n h6
so thi in Phi6u tu ch6i ti6p nhfln gi6i
quytit hO scv (m6u sO O: ban hdnh
kdm theo Th6ng tu s6 oll2o18/TT-
VPCP cria Vdn phong Chinh phri).
- Dt liQu dugc cOp nh0t tr6n hQ
',4tnong.

0r5
ngiy

SEYt6 Bufc
2

ThAm
dinh hd

s0

Phdng
chuyOn mdn

7

ngiy

2 1
Ki6m tra h6

SO

ChuyOn
vi6n

@ cAu, chuy6n sattg

2.2
- H6 s<v t6 chric, c6ng d6n

4,5
ngeyHO so cAn phii b6 sung:

- Chuy6n viOn soan th6o Th6ng b6o b6
- Th6ng b6o b6 sung hO so theo Th6ng
tu sO }llz}l8/TT-VPCP cva Vdn
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sung hO s0, thdi hpn hodn thanh.
- Truong phdng: ki6m tra nQi dung d1r th6o,
trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o bO sung
vd Chuy6n mQt cria th6ng b6o.

phdng Chinh phir
- T?m drmg tinh thdi gian trOn hQ

th6ng

2.2
ThAm dinh

,l
no s0

ChuyCn
vi6n

- Th6m dinh hO scr pht hgp; Chuy6n budc
3.

- HO so t6 chric, c6ng ddn
215

ngey- Th6m dinh hO so kh6ng ddp rmg y0u cAu;
A.

unuyen Duoc J.

SEYTE

Buric
3

Dq thio
trinh K6t
qui thAm

iI!nh

Phdng
chuyGn

m6n

615

ngery

Budc
3.1

Tham muu
DU th6o
K6t qui

thdm dlnh

ChuyCn
vi6n

H6 so phu hqrp:

Dg th6o:
- Giey chimg nhan dri cli6u kien kinh doanh
dugc

- H6.so c6ng dAn.

- Giay chimg nhQn dt cli6u kien kinh
doanh dugc

4
ngay

HO so kh6ng it6p rmg y6u c6u:
- DU th6o Th6ng b5o tir cfrOi giai quytit h6
so

- H6 so c6ng ddn.
- Th6ng b6o tu ctrOi giai quytit hii so

Bu6c
3.2

Ki0m tra
nQi dung,
trinh ph.e

duyQt ket
que thAm
dinh

Trucrng
phdng

Ki.Cm tra nQi dung, trinh phO duyQt ki5t qu6
thdm dinh:
- Ntiu ddng y:
+ Ky nh6y vdn b6n 1i6n quan (trucrng hqrp

dp th6o th6ng b6o tir cfrOi;.
+ Chuy6n budc 4.
- NOu kh6ng tt6ng y: Chuy6n lai Budc 3.1.

- HO so c6ng d6n.
- Jh6ng b6o tu cfrOi giai quytlt h6 so
(n6u c6).
- GiSy chimg nh?n dri di€u kiQn kinh
doanh dugc

2,5
ngay

SdYtC Budc Xem x6t, Lflnh dao - N€u d6ng y: - H6 scv t6 chirc, c6ng ddn 1
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4 ph6 duyQt + PhC duyQt v6n b6n 1i0n quan.
+ Chuy6n Budc 5.

- NCu khOng d6ng y: Chuy6n lqiBuoc3.2

- Gi6y chring nhQn dri tli€u ki6n kinh
doanh dugc
- Th6ng brio tir ctrOi giai quytit h6 so
(trudrng hqp tu ctrOil.

ngiy

SEYt6 Burfc
5

Trn kiit
que

BQ ph$n tiiip
nhfn vh tri

k6t qui

Trucmg hqrp LAnh dpo d6ng !, cdp ph6p:
- Vdo sO theo d6i ti€p nhflri vdtrhk6t qu6.

- Trhk6t qui cho tO chfc, c6ng ddn-
- Chuy€n Phdng chuy6n m6n luu h6 so.
- f6t thric quy trinh.

- H6 so t6 chric, c6ng ddn.
- GiSy chimg nhan thi di6u kiQn kinh
doanh dugc.

Trudng hgp tu ch6i:
- Vdo sO theo d6i titip nh4n vdtrdk6t qu6.

-",1- Trd hO so vd Th6ng b5o tir ch6i gi6i quyOt\,
hO scv cho t6 chfc, c6ng ddn.
- ftlt thric quy trinh.

- HO so t6 chric, c6ng ddn.
- Th6ng b5o tir cfrOi giai quyiSt h6 so.

SO luu m6n. Sau khi SO van luu trfr theo henh

Thanh so luu:
I phdp:

hgn tri ktlt qu6;

- HO so vdn bin ve tn6c phuc (nriu c5);
- HO so vdn ban b6 sung (n6u c6);
- Hii so vdn b6n li6n quan;
- Th6ng b6o b6 sung hti so (n6u c6);
- Giay chimg nhfln clt di6u kiQn kinh doanh dugc;
2. Trudng ho.p kh6ng dlng !' crip phdp:
- Phi6u ti0p nhQn bO .g vd hsn trhk€t qruh;

- H6 so vdn b6n vC khdc phUc (n€u c6);
H6sovan b6n bO (ntiu co

b6o b6 SO

);
c6

58



b6o tu 1 AL SO;

13. Th6ng b{o ho8t along bin l€ thu5c luu d0ng, c6 01 quy trinh (Mf, s5: BYT-KIIA-286945-01). Quy trinh niry c6 t6ng thdi
gian: 05 ngiy

Co
quan,
tlorn vi

Buric
thgc
hi0n

TOn burfc
thgc hiQn

T16ch
nhiQm thqc

hi0n
NQi dung c6ng viQc thr;c hiQn Bi6u miu/k6t qui

Thli
gian

(nedv)

Ghi
chri

SOYt6 Burfc
1

Ti6p nhgn
h6 so

BQ phfln
Ti6p nhflI
vir Trfl k6t

que

- Ti0p nhfln, ki6m tra hO so theo quy
dinh;
- Thu phf theo quy dinh
- Chuy6n bufc 2.

- Trucrng hgrp hO so d6y dt, chinh
x6c theo quy dinh. thi tii5p nhfln vd r.n
Gi6y ti€p nhOn h6 so vd hgn tra ket
qui (mdu sO Ot ban hdnh kdm theo
Th6ng tu s6 0112018/TT-VPCP
ngiry 231t1/2018).
- Trudng hqp hO s0 chua tl6y thi,
chua chinh x6c theo quy dinh thi
hucmg d6n hodn thiQn, b6 sung vd in
Phi6u yOu cAu bi5 sung, hodn thien
h6 so (mdu sO OZ ban hdnh kdm
theo Th6ng tu sO }llz}l8/TT-VPCP
ngiry 23/ll/2018).
- Trucrng hqp tt ctrOi titSp nhan ho
so thi in Phi6u tu ch6i ti6p nhan gi6i
quy6t hii so (m6u sO O: ban hdnh
kdm theo Th6ng tu sti Oll2O18/TT-
VPCP cria Vdn phdng Chinh phri).
- Dfr 1i0u dugc c4p nh4t tr6n hQ
..4
tnong.

0r5
ngay

SdYt6 Bufc Th0m Phdng - Thdm dinh hO so phr) hsp; Chuy6n - H6 so t6 chric, c6ng ddn 2

s9



2 clinh h6
s0

chuy6n mdn bu6c 3.
- ThAm dinh hO so kh6ng d6p img y€u
cAu; Chuy6n bu6c 3.

ngiy

56YtC

Budc
3

Dg thio
trinh K6t
qui thim

dinh

Phdng
chuyOn

m6n

2
ngiy

Bu6c
3.1

Tham muu
DU th6o
Ktit qui

thAm dinh

ChuyCn
vi0n

H6 so phu hqp:
Dg th6o:
- Th6ng b6o hopt d0ng b5n 16 thu6c luu
dQng cho Phdng Y t6 huyQn d6 gi6m s6t,
ki6m tra.

- H6 scy t6 chric, c6ng d6n.
- Th6ng b6o ho4t dQng b6n 16 thu6c
luu dQng cho Phdng Y tti huyQn d0
gi6ms6t, ki6m tra. 1

ngdy
Hd so kh6ng d6p img y6u cdu:
- Du thio Th6ng b6o ttr cfrOi giai quytit trO

SO

- H6 so cdng ddn.
- Thdng b6o tri ctrOi giai quy6t h6 so

Bu6c
3.2

Ki6m
n0i
trinh
duyQt
qua
dinh

tta
dung,

ph."
ket

tham

Truong
phdng

Ki6m tra nQi dung, trinh phO duyQt k6t qu6
th6m dinh:
- Ntiu tl6ng y:
+ Ky nh6y vdn btn li6n quan (trudng hqp
dp thiolhdng b6o tu ch6i).
+ Chuy6n bu6c 4.
- Ntiu khdng d6ng y: Chuy6n lai Bu6c 3.1.

- HO so t6 chric, c6ng ddn.
- Th6ng b5o tu cn6i giai quy6t hd scv

(n6u c6).
- Th6ng b6o hoat dQng ban le thu6c

LTx-l"#:;H;l:* 
Y tti huv6n d6

1

ngay

S&Yt6 Bufc
4

Xem x6t,
ph6 duyQt Lflnh dgo

- NCu d6ng y:
+ PhC duyQt vdn b6n li6n quan.
+ Chuy€n Bu6c 5.

- N6u kh6ng tl6ng y: Chuy6n lqiBuoc3.2

- H6 so t6 chric, c6ng ddn.
- Th6ng b6o ho4t tlQng b6n 16 thu6c
luu dQng clo Phdng Y tti huyQn tt6
gi6m s6t, kiCm tra.
- Th6ng brio tu cttOi giai qrySt h6 so
(trucrrrg hgp tu ch6i).

0,5
ngiy

SdYtC Budc Tri k6t BQ phfn ti6p Truong hqp LAnh d4o d6ng y c6p ph6p - HO so t6 chric, cdng dAn.
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5 que nhfln vi tri
k6t qui

- Va";iltheo Aoi ti6p nhan vd tr6 k6t qu6.

-Trhk6t qu6 cho td chfc, cdng dAn.

- Chuy6n Phdng chuy6n mdn luu h6 scv.

- t<iSt ttrric trinh
Tru<rng hqp tu i:
- Vdo sO theo d6i ti6p nhfn vd tr6 kt5t qu6.
-,,).- T16 hO so vd Thdng b6o tu ch6i gi6i quy6t

hO so cho tO chfc, c6ng dAn.

- f6t thric quy trinh.

- Th6ng b6o hoat dQng b6n 16 thu6c
luu dOng cho Phdng Y tC huyQn d0

gi6m s6t, ki6m tra.
-Thongueqg@
=6;1115 

ch,iq cong dan.
- Th6ng b6o tir ctrOi giai quytit h6 so

SO luu Chu mdn. Sau khi chu SO vdn luu trt theo tlinh hiQn henh
Thanh phdn hO so luu:
l. Trudng ho.p d6ng y cdp phdp:
- Phi6u ti6p nhQn h6 so vi hsn tr6 kt5t qu6;
- H6 so t6 chric c6ng ddn;
- Hd so v6n bin ve mrac phpc (n6u c6);
- Hti so vdn b6n bO sung (ni5u c6);
- H6 so vdn b6n li6n quan;
- Th6ng b6o b6 sung hO so (ni5u c6);
- Th6ng b6o ho4t elOng b6n 16 thu6c luu dQng cho Phdng Y t6 huyQn iI€ gi6m s6t, kitim tra;
2. Trudng h.op kh6ng d6ngy cdp phdp:
- Phi6u ti6p nhfln bO rg vd hgn trhkdt quh;
- H6 so vdn bin vC khdc phuc (n6u c6);
- H6 so vdn bdn b6 sung (nOu c6);
- Th6ng b6o bd sung h6 so (n6u c6);
- Th6ng b6o tri ch6i gi6i quy6t h6 stv;

14. Cho ph6p hriy thuiic giy nghi€n, thuiic hufng thAn, thu6c ti6n chdt, nguyCn liQu lim thuSc li duqc chdt giy nghiQn, dugc
cndt nu&ug tnf,n, tidn ch6t dtng lirr thu6c thuQc thAm quy6n S& Y t6, c6 01 quy trinh. (Mn s6: BYT-KEA-2S6946-01). Quy trinh
c6 t6n rhoi 20

6r

Thcri GhiCo Burfc TGn budc Trich NOi dune cdng vi€c thuc hiOn Bi6u m6u/k6t qui



quan,
don vi

thqc
hi6n

thr;c hiQn nhiQm thgc
hi6n

gian
(nedv)

chri

SEYTE
Budc

1

Ti6p nhfln
hti so

BQ ph$n
Ti6p nhSn
vh Tri k6t

que

- Ti6p nhQn, ki6m tra hO so theo quy
dinh;
- Thu phi theo quy tlinh
- Chuy0n buoc 2.

- Trudng hqp h6 so sau thdm,dlnh c6 yAn
cdu co sd phdi thqc hiQn khdc phqc, MQt
c*a nhQn vd chuydn bdo cdo khdc phqc cila
co sd d€n Phdng NghiQp vu Duqc theo
trinh tqr cila cila nghtQp vu bii sung hi so.

- Trudrng hQp h6 so dAy dri, chinh
x6c theo quy diq thi tiiip nhfln vd in
Gi6y ti6p nhQn h6 so vd hgn tre ket
qu6 (m6u sO Ot ban hanh kdm theo
Th6ng tu s6 Oll2O18/TT-VPCP
ngiry 23/ll/2018).
- Trudrng hqrp h6 scy chua dAy dri,
chua chfnh xiic theo quy dinh thi
hucmg d5n hoan tfriQn, b6 sung vd in
Phi6u y6u_cdu.bO sung, hoan thiQn
hO so (m6u s6 02 ban hanh kdm
theo Th6ng tu sd 0l/2018/TT-VPCP
ngiry 23ltl/20t8).
- Trudng hgp tu ch6i ti6p nhan hO

so thi in Phi6u tu ch6i ti6p nhfln gi6i
quytit h6 so (mdu sO Og ban hanh
kdm theo Th6ng tu sO OI|2O18ITT-
VPCP cria Vdn phdng Chinh phti).
- Dt liQu dugc cflp nhflt tr0n hQ
',4mong.

0r5
ngay

SEYTC
Burfc

2

ThAm
tlinh hd

s(I

Phdng
chuy6n mdn

12

ngiy

2.t Ki€m tra hd
SO

ChuyCn
vi6n

HO so dAy chi dring y€u cAu, chuy6n sang
2.2

- H6 so t6 chric, cdng ddn

8 ngdy
HO so cAn ph6i b6 sung:
- Chuy6n viOn so4n th6o Th6ng b5o bO

- Th6ng b6o b6 sung h6 so theo Th6ng
tu s6 otl2o|8lTT-vPCP cia vdn
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4)f%il6

sung h6 so, thdi h4n hodn thenh.
- TruOng phdng: kiOm tra nQi dung dp th6o,
trinh ph0 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o b6 sung
vd Chuytin mQt cria th6ng b6o.

phdng Chfnh phti
- fa* dirng tinh thdi gian trOn hQ

th6ng

2.2
Th6m dinh,x

no so
Chuy€n

vi6n

- Th6m dinh h6 so phir hqp; Chuy6n bu6c
3.

- HO so t6 chfc, cdng ddn

4 ngiry
- Th6m dinh h0 scr kh6ng d6p rmg y€u cdu;

Chuy6n budc 3.

SdYt6

Burfc
3

Dq thio
trinh KOt
qui thim

dinh

Phdng
chuy6n

m6n

05
ngiy

Budc
3.1

Tham mtru
DU th6o
Ktit qu6

thdm tlfnh

ChuyCn
vi6n

FI6 so phi hqp:
Dg th6o:
- tho ph6p .hriy thu6c gAy nghiQn, hucrng
than, ti€n chdt dtng ldm thu6c, nguy6n liQu
ldm thu6c ld .dugc chat. gay nghiQn, dugc
ch6t huryng thAn, ti6n ch6t dtrng ldm thu6c
HO so kh6ng d6p tmg y€u c6u:
- DU th6o Th6ng b6o ttr ch6i gi6i quy€t h6
SO

- H6 srv t6 chric, c6ng ddn.
- Cho phdp hriy thu6c gdy nghiQn,
hucnrg thdn, ti€n chAt dtng ldm
thu5c, nguy0n liQu ldm thu6c ld dugc
chdt gdy nghiQn, duoc chdt hudng
thAn, ti6n chSt dirng ldm thu6c
- HO so c6ng ddn.
- Th6ng brlo tir ctrOi giai quytit h6 scv

02
ngey

Bu6c
3.2

Ki6m tra
nQi dung,
trinh pqe
duyQt k6t
qua thAm
dinh

Trucmg
phong

Ki6m tra nQi dung, trinh ph€ duyQt k6t qui
thAm dinh:

.-,<->.- Neu oong y:
+ Ky nh6y vdn b6n li6n quan (trucrng hqp
dp th6o th6ng b6o ttr ctrOi;.
+ Chuytin bu6c 4.
- Ntiu kh6ng ddng y: Chuy6n lai Budc 3.1.

- HO so t6 chric, c6ng ddn.
- Jh6ng b6o tu ch6i gi6i quy6t h6 so
(n6u c6).
- Cho ph6p hriy thu6c g6y nghiQn,
hu6ng thAn, ti€n ch6t dtng ldm thu6c,
nguy€n liQu ldm thu6c ld dugc ch6t
g6y nghiQn, dugc ch6t hufng thAn,

03
ngay
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ti6n chAt dtrng ldm thu6c

56YtC Bufc
4

Xem x6t,
ph6 duyQt LInh tl4o

- NCu tl6ng y:
+ Ph6 duyQt v5n btn 1i6n quan.
+ Chuy0n Bu6c 5.
- Ntiu kh6ng tl6ng y: Chuy6n lqiBuoc3.2.

- HO so tO chric, c6ng d6n.
- Cho ph6p hriy thu6c g6y nghi€n,
hu6rng thAn, ti6n chdt grrg ldm
thu6c, nguy€n liQu ldm thu6c ld dugc
chdt gdy nghiQn, dugc ch6t hu6ng
thdn, ti6n ch6t dtng ldm thu6c -
Th6ng b5o tu ctrOi giai quytit h6 scr

(trudrng hgp tu cfrOi;.

)<
ngiy

SOYTC
Bufc

5

Tri k6t
que

BQ phfn ti5p
nh$l vh trfr

k6t qui

Trudmg hqp Lanh d4o d6ng ! cdp ph6p:
- Vdo sO theo d6i titip nh?n vdtrhk6t qu6.
- TrdkiSt qui cho tO chric, c6ng d6n.
- Chuy6n Phong chuyOn mOn luu hO so.
- KCt thric quy trinh.

- H6 so tO chric, c6ng d6n.

- Cho pbdp hriy thu6c g6y nghiQn,
hucmg thAn, ti6n ch6t dung ldm thudc,
nguy6n liQu ldm thu6c ld duoc ch6t
g6y nghiQn, duoc ch6t hucrng thin,
ti6n ch6t dtng ldm thu6c

Trucrng,hArp tu ch6i:
- Vdo s6 theo d6i ti6p nhfln vdtrdk0t qu6.

-",t- TrL hO so vd Th6ng b6o ttt ch6i gi6i quy€t
hO so cho t6 chtc, cdng ddn.

- fet thric quy trinh.

- HO so t6 chric, c6ng ddn.

- Th6ng b6o tir ctrOi giai quy6t h6 scr

H so dugc luu Chu m6n. Sau khi h?n, SO van luu trfr theo henh.

ThAnh so luu
l. Trudng hqp d6ng y cdp phdp:
- Phitiu tGp nhQn hd so vd hgn tr6 k6t qu6;

- H6 so t6 chric c6ng d6n;
- HO scr vdnbtnve rcr6c phUc (nr5u c6);
- H6 so vdn b6n 1i0n quan;

b5o b6 h6 so neu co ,
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SO van bal ( co)
2

)

b6o ttr ch6i h6

15. Cho ph6p mua thu5c gty nghiQn, thu6c hudrng thin, thuiic tidn ch{t, thu6c d+ng ph6i hgp c6 chrfta ti6n cn{t ttuQc tnim
quydn cria S0 Y t6, c6 01 quy trinh (Mn s5: BYT-KHA-286949-01). Quy trinh c6 t6ng thdi gian: 30 ngiy.

Ccr
quan,
don vi

Budc
thqc
hi6n

TGn burfc
thgc hiQn

Trfch
nhiQm thr;c

hi6n
NQi dung cdng viQc thgc hiQn Bi6u m6u/k6t qun

Thli
gian

(rgev)

Ghi
chri

56Yt6 Budc
I

Titip nh{n
hO str

BQ phfn
Ti6p nhal
vir Tri k6t

que

- Ti6p nhfln, ki6m tra h6 so theo quy
dinh;
- Thu phi theo quy dinh
- Chuy6n buoc 2.

- Tradng hqp h6 so sou thdm dinh cd yAn:,cdu co s& phdi thuc hi€n khdc phqc, MQt
cfta nhQn vd chuydn bdo cdo khdc ph4c cila
co sd dAn Phdng NghiQp vu Duqc theo
trinh tU cila cila nghiQp vu b6 sung h6 so.

- Trucrng hqrp h6 so dAy dri, chinh
x6c theo quy tlinh thi titip nhQn vd in
Gi6y tiep nhQn hO so vd hqn tr6 k6t
qui (m6u sO 0.1 ban hdnh kdm theo
Th6ng tu s6 0l/2018/TT-VPCP
ngay nltu20t8).
- Trudng hgrp h6 so chua ddy thi,
chua chinh x6c theo quy dinh thi
hucmg ddn hodn thiQn, bO sung vi in
Phi6u y6u cdu.b6 sung, hoan thiQn
h6 so (m6u s6 02 ban hdnh kdm
theo Th6ng tu s6 oll2o18/TT-VPCP
ngiry 23llll20l8).
- Trudng hq.p t" ch6i ti6p nhfln h6
so thi in Phi0u tu ch6i ti6p nhan gi6i

0,5
nghy
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quy0t hO so (m6u sO 03 ban hdnh
kdm theo Th6ng tu sO Oll2Ol8/TT-
VPCP cria VIn phdng Chinh phti).
- Dfi liQu dugc cQp nhat tren hQ
.. I
mong.

SOYt6 Bufc
2

Thdm
tlinh h6

s0

Phdng
chuy6n m6n

20
ngAry

2.1
Ki6m tra h6

SO

ChuyCn
vi0n

H6 so dAy dri dring y6u cAu, chuy6n sang
2.2

- HO so t6 chric, c6ng ddn

8 ngdy

HO so c6n ph6i b6 sung:
- Chuy€n viOn soan th6o Th6ng b6o bO

sung hii so, thdi h4n hodn thanh.
- Trucmg phdng: ki6m tra nQi dung du th6o,
trinh ph6 duyQt.
- LAnh d4o: ph6 duyQt Th6ng b5o bO sung
vd Chuy6n mQt cria th6ng b6o.

- Th6ng b5o b6 sung h6 so theo Th6ng
tu s6 OIl2018/TT-VPCP cria VIn
phdng Chinh pht
- T,qm dtmg tinh thdi gian trOn hQ

th6ng

2.2
Tham dinh,;.

NO SCY

ChuyCn
vi6n

jnam dinh hO so phir hgp; Chuytin bu6c
aJ.

- HO so t6 chric, c6ng d6n
t2

ngay- Th6m dinh h0 so kh6ng d6p img y6u cAu;

Chuytin budc 3.

SEYt6

Budc
3

Dp thio
trinh Kiit
quf, thim

tlinh

Phdng
chuy0n

mdn

07
ngery

Bu6c
3.1

Tham mtru
DU th6o
K6t qu6

thAm dinh

ChuyCn
vi6n

H6 so phu hqp
Dg th6o:
- Cho ph6p mua thu6 c gily nghiQn, thu6c
hudng thAn, thudc titin ch6t, thu6c dqng

- H6 so t6 chric, c6ng d6n.

- C4o phdp mua thu6c gity nghiQ.n,

thuQc huctng th6n, thu6c tiOn ch6t,
thu6c dang ph6i hcrp c6 chria ti6n

02
ngay
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- .27:\\ 

-'.rr 
\\

ph6i hqp c6 chrla ti6n chdt chat
H6 so kh6ng ddp tmg y6u c6u:
- Dg th6o Th6ng brio tir cfrOi giai quy6t h6
SO

- H6 so c6ng d6n.
- Th6ng b6o ttr cfrOi giai quytit h6 so

Budc
3.2

Ki€m
n0i
trinh
duyQt
qua
dinh

tra
dung,

phc
t<ct

thAm

Trucmg
phdng

Ki.em tra nQi dung, trinh ph€ duyQt k0t qui
th6m clinh:
- Ntiu ddng y:
+ Ky r*rdy vdn bin li6n quan (trucrng hgp
dr,r th6oth6ng b6o ttr ch6i).
+ Chuy6n bu6c 4.
- Ntiu khdng d6ng y: Chuy6n lai Bu6c 3.1.

- H6 so t6 chric, c6ng d6n.
- Th6ng b5o ttr ctrOi giai quy6t h6 so
,l
(neu co).
- Cho ph6p mua thudc gily nghiQn,
thu6c hu6ng thAn, thu6c tiOn ch6,rt,

thu6c d4ng ph6i hqp c6 chr?a ti6n ch6t

05
ngdy

SOYTC
Budc

4

Xem x6t,
ph6 duyQt Linh tl4o

- NCu il6ng y:
+ Ph0 duyQt vdn bin lien quan.
+ Chuy€n Bu6c 5.

- N€u kh6ng d6ng y: Chuy€n lqiBuoc3.2.

- H6 so t6 chric, c6ng d.an.

- Cho ph6p mua thu6c gAy nghiQn,
thu6c hucmg thAn, thu6c tiiin chdt,
thu6c dang ph6i hcr-p c6 chria ti6n ch6t.
- Th6ng b6o ttr ctriSi giai quy6t hO so
(trudmg hqp tir ctrOi;.

215

ngery

56Yt6 Buric
5

Tri ktit
que

BQ phsn ti6p
nhfln vir tri

ktit qui

Trudmg.hgp Lanh <14o d6ng !, c6.,p p|6p:
- Vdo s6 theo d6i tiOp nhfln vdtrh kOt qu6.
- Trdk6t qud cho tO chfc, c6ng d6n.
- Chuytin Phdng chuy6n m6n luu h6 so.
- KCt thfc quy trinh.

- HO scv t6 chrlc, c6ng ddn.
- Cho phdp mua thu6c.gdy.nghiQn,
thu6c hu6ng thAn, thudc ti6n 

"hy,thu6c d4ng ph6i hqp c6 chria ti6n chdt

Trudng.hqrp tu ch6i:
- Vdo s6 theo d6i ti6p nhQn vd tr6 k6t qu6.
- Tri h6 so vd Thdng b6o tir cfr6i giai quy6t
h6 so cho t6 chric, c6ng ddn.
- fOt thric quy trinh.

- H6 srv t6 chric, cdng d6n.
- Th6ng b6o tir ctrOi giai quytit h6 so.

SO lw t4i Ch m6n. Sau khi SO vdn luu trfr theo dinh hiQn hanh.
Thenh so luu
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I TrTong.h
Phi6u tiep

w y cdp phdp:
so vi hgn tri k0t qu6;nhan

- Hti scr tO chric c6ng ddn;
- HO so vdn bin vA ttrac phuc (n6u c5);
- H6 so v6n b6n b6 sung (ntiu c6);
- HO scr vdn bin li0n quan;
- Th6ng b6o b6 sung hO scr (n6u c6);
- Cho phdp mua thu5c g.ay nghlen, thu5c hudng thAn, thu6c ti€n ch6t, thu6c dang phtii hgp c6 chria ti6n ch6t
2. Trudng hqp kh6ng d6ngy cdpphdp:
- Phi6u titip nhfln lO rg vd hsn tri k6t qu6;
- HO so v5n b6n v0 kh[c phUc (nOu c6);
- Hti scr vdn bin b6 sung (ntiu c6);

Th6ng b6o b6 ho SO (n6u co)
b5o tu h6 S(, )

te. C6p pnOp rudt khiu thu5c phti ki6m soSt al4c biot thuoc hAtrh ly cA nhan cia t6 chrtc, cA nhen xudt cinh gti theo vAn tei
ttol, hlng h6a mang,theo ngu&i cia t6 chrtc, cA nhen xudt cenh A6 ailu tri 4nn cho bin thAn nguli xudt cinh 

"vt 
kh6ng phti lt

nguyGn lifu lim thu6c phti ki6m soit itic biet, c6 01 quy trinh (Me si6: BYT-KIIA-286952-01), Quy trlnh c6 t6ng thdi gian: 07
ngiy.

Co
quan,
don vi

Bufc
thgc
hi6n

TGn bufc
thr3c hiQn

T16ch
nhiQm thgc

hi6n
NQi dung cdng viQc thrSc hiQn Bi6u miu/k6t quf,

Thtri
gian

(ngdv)

Ghi
chri

sa v tt5
Bufc

1

Titip nhfln
hd so

BQ phfn
Tit6p nh$l
vi Tri k6t

qua

- TiCp nhfln, ki6m tra h6 so theo quy
dinh;
- Thu phf theo quy dinh
- Chuy6n buoc 2.

- lradng hqp hi so sau thdm,dinh c6 yAn
cdu co so phdi thryc hiQn khdc phqc, MQt

- Trudrng hgrp h6 scr d6y dri, chinh
xdctheo quy dinh. thi tii5p nhfn vd in
Gi6y ti€p 40" h6 so vd hsn trd k6t
qu6 (mdu s6 01 banhimhkdm theo
Th6ng tu sii 0l/2018/TT-VPCP
ngiry 23/ll/2018).

0,5

ngay
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caa ,hqn rd chiy€n bdo cdo khdc phuc cila
co sd d€n Phdng Nghi€p vu Duqc theo
trinh ttr cila cila nghiQp vu bii sung hi so.

- Trudng hgrp hO scv chua ddy dri,

chua chinh x6c theo quy dinh thi
hu6ng d6n hoan thiQn, b6 sung vd in
Phitiu y0u_cAu.b6 sung, hoan thiQn
h6 so (m6u sd 02 ban hdnh kdm
theo Th6ng tu s6 oll2018/TT-VPCP
ngiry 23/tl/2018).
- Trucrng hqp to ch6i ti€p nhan hO

so thi in Phi6u tu ch6i ti6p nhAn gini
quy6t h6 so (m6u sO Ol ban hdnh
kdm theo Th6ng tu sO Oll20l8/TT-
VPCP cria Vdn phdng Chinh pht).
- Dt liQu dugc cap nhQt trOn hC
..4
tnong.

56Yt6 Bufc
2

Thim
tlinh ht)

s0

Phdng
chuy6n m6n

04
ngiy

2.1
Ki6m tra h6

SO

Chuy€n
vi6n

HO so ddy dt dring y€u cdu, chuyOn sang
2.2

- Hd scv t6 chric, c6ng dAn

3 ngdy

H6 so cAn phii b5 sung:
- Chuy6n vi6n so4n th6o Th6ng b5o b6
sung hO so, thdi h4n hodn thanh.
- Trucmg phdng: ki6m tra nQi dung du th6o,
trinh ph6 duyQt.
- Lanh d4o: ph€ duyQt Th6ng b6o b6 sung
vd Chuy6n mOt cria th6ne b6o.

- Th6ng b6o b6 sung h6 so theo Thdng
at sO OL1Z018/TT-VPCP cria V[n
phong Chinh pht
- Ta- dirng tinh thdi gian tr6n hQ

th6ng

2.2
ThAm dinh

.>.
no so

ChuyCn
vi0n

- Th6m tlinh hO so phir hqp; Chuy6n bu6c
3.

- HO so t6 chric, c6ng d6n
1 ngdy

- Thdm dinh h6 so khdng d6p img yOu cdu;
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Chuy0n budc 3

56YtE

Bufc
3

Dq thio
trinh KGt
qui th6m

dinh

Phdng
chuy6n

m6n

2

ngiry

Bu6c
3.1

Tham muu
Dg th6o
Ktit qu6

th6m dinh

ChuyCn
vi€n

Hd so phu hgp:
Dg th6o:
- Cep ph6p xu6t khAu thu6c phii ki6m sodt
dac biOt thu0c hanh l)t c6 nhdn cria t6 chric,

i.c6 nh6n xu6t cinh grii theo vfln t6i clon,
hang h6a mang theo ngudi cria td chric, c6
nhan xu6t canh Ae AiCu tri bpnh cho bin
th6n nguoi xu6t c6nh vd kh6ng ph6i la
nguy6n liQu ldm thu6c ph6i ki6m so6t il{c
bi9t

- H6 so t6 chric, cdng ddn.
- Cdp phdp xu6t kh6u thu6c phdi ki€m
so6t dflc biet thuQc hanh $ cd nhdn, '^cria t6 chftc, c6 nhdn xudt cinh grii
theo vqn tii dcrn, hdng h6a mang theo

, 'ingudi cria t6 chfc, c6 nh6n xu6t c6nh
OC OiCu tri bQnh cho ban thdn ngudi
xu6t canh vd kh6ng ph6i ld nguy6n

.,i
lieu ldm thu6c ph6i ki6m so6t d4c biQt

1

ngay

H6 so kh6ng d6p img y6u cdu:
- Du th6o Th6ng b6o tu cfrOi giai quytit hO

SO

- H6 so cdng d6n.
- Th6ng b6o ttr ctrOi giai quy5t hO so

Bu6c
3.2

Ki6m
n0i
trinh
duyQt
qua
dinh

tra
dung,

ph.e

kCt
thAm

Trucmg
phdng

lfi,Cm tra nQi dung, trinh ph6 duyQt k6t qu6

Ithary di1th'

l- NOu d6ng y:

l* fy r*rdy vdn ban 1i6n quan (trucrng hqrp

dg th6o th6ng b5o tu ch6i).

l+ Chuy6n bulc 4.

- Ni5u kh6ng dOng y: ChuyiSn l4i Bu6c 3.1.

- HO so t6 chric, c6ng ddn.
- Th6ng b6o tt cfrOi giai quy6t h6 so
.i
(neu co).
- Cep ph6p xu5t khAu thu6c phii ki6m
so5t d{c biOt thuOc hanh ly c6, nh6n

. .7cria tO chtc, c6 nhdn xudt cdnh grii
theo vfln tii dcrn, hdng h6a mang theo

, .Angudi cria t6 chfc, cd nhdn xudt cinh
a6,aicu tri b€nh cho b6n thdn nguoij
xu6t carh vd kh6ng .ph6i ld nguy6n 

I

lipu ldm thu6c phdi ki€m so6t tI[c biet 
I

I
ngay
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56YtC Buric
4

Xem x6t,
ph6 duyQt Lflnh d4o

- NCu d6ng y:
+ PhC duyQt vdn bin li€n quan.
+ Chuy0n Bu6c 5.

- NCu kh6ng d6ng y: Chuy6n l4iBu1c 3.2.

- HO so t6 chfc, c6ng ddn.

- CA'p phdp xu6t khAu thu6c phii ki0m
so6t d{c biqt thuOc hanh $ cd nh6n

" .acria t6 chfc, cd nhdn xu6t c6nh grii
theo vQn t6i dcrn, hdng h6a mang theo, ,^nguoi cta td chric, c6 nhdn xu6t c6nh
dC tli6u tri bQnh cho ban thAn ngudi
xu6t canh vd kh6ng ph6i ld nguy6n
liQu ldm thu6c phii ki6m so6t dflc biQt.
- Th6ng b6o tir chOi giai quy6t hO so
(trulng hqp tt ctrOi).

0r5
ngiy

s6 Y ti5
Burfc

5
Tri k6t

que

BQ phfn ti6p
nhfln vir tri

k6t qufr

Trudmg,hgrp LAnh d4o il6ng g cdp pfr6p:
- Vdo s6 theo d6i ti6p nhfn vittrdk6t qu6.
- TrA k6t qu6 cho t6 chfc, c6ng d6n-
- Chuy€n Phdng chuy€n mdn luu h6 so.
- KOt thric quy trinh.

- HO so t6 chfc, c6ng ddn.
- C6p ph6p xuSt khAu thu6c ph6i ki6m
so6t d{c biQt thuQc henh $ cd nh6n

, '7cria tO chric, c6 nhdn xu6t c6nh grii
theo vfln tii dcrn, hdng h6a mang theo

, 'Angudi cria t6 chric, c6 nhdn xudt c6nh
Ae AiCu tri bQnh cho b6n thdn ngudi
xu6t cenh vd kh6ng phdi ld nguy6n
tiQu ldm thu6c ph6i ki0m so6t d{c biQt

Trucrng,hgrp tu ch6i:
- Vdo s6 theo ddi ti6p nh4n vd tr6 k6t qu6.
-".).- T16 hO so vd Th6ng b5o tir ch6i gi6i quy€t

h6 so cho t6 chfc, c6ng d6n.
- f6t thric quy trinh.

- H6 so t6 chric, c6ng d6n.
- Th6ng b6o ttr ch6i gi6i quy0t h6 so

s0 luu Ch m6n. Sau khi chu s0 vdn luu trt theo tlinh hiQn hdnh
Thanh so luu:
I y crip phdp
- Phi6u ti

hqp
sovdh trbk€t

7t



H SO chric c6ng ddn;
- Hd so van bin vA Kric phuc (n6u c6);
- H6 so vEn bin b6 sung (ndu c6);
- Hd so vln bdn lien quan;
- Th6ng b6o b6 smg hd so (n6u c6);
- C6p phdp xuSt khiu thu6c ph6i ki6m so6t dAc biet thuQc henh ly cd nhen crla t6 chrlc, c6 nhdn xu5t crinh gui theo vdn tai. tlcn, hang h6a mang tleo
ngudi cia tO chric, c6 nhen xuAt canh d6 tli6u tri b€nh cho ban than ngudi xuet cdLnh vd kh6ng phii li nguy€n li-6u ldm thu6c phdi ki6m so6t d{c biQt;
2. Tnrdng hW khOng d6ng j cdp phdp:
- Phii5u tiiip fian hd so vd hgn tr6 k6t quA;

- Hd so vdn barr vA khic phuc (ni5u c6);
- Hd so v5n bin b6 sung (ni5u c6);
- Th6ng b6o b6 sung hd so (n6u c6);

b6o ttr ch6i hO so;

17, Cfp ph6p nhflp kh6u thuiic thuQc hinh $ ci nh6n crla t6 chri'c, c6 nhin nhap cenh g&i th€o van tai al(rn, hing h6a matrg
theo ngudi crla t6 chrfrc, ci nhAn nh6p ctnn a6 ai6u tr! benh cho ben than ngudi nh{p cinh, c6 01 quy trinh (Mn s6: BYT-KIIA-
286953-01). Quy trtnh niy c6 t6ng thdi girn: 07 ngAy.

Ccr
quan,
tlon vi

Budc
thgc
hi6n

TOn buritc
thgc hiQn

Trr{ch
nhiQm thgc

hiQn
NQi dung c0ng viQc thgc hi$n Bi6u m6u/k6t qui

Thcri
gian

(nedv)

Ghi
chr[

56YtC Burfc
1

Titip nhfn
h6 str

BQ phfn
^.4I lep nn?n
vir Tri k6t

que

- Ti6p nhfln, ki6m tra hO so theo quy
dinh;
- Thu phi theo quy dinh
- Chuy6n bu1c2.

- Trudng hqp hO so sau thiim dinh cd yAn
cdu co sd phdi thqc hiQn khdc ph4c, MQt
ctha nhqn vd chuyAn bdo cdo khiic phac crta
co sA diin Phdng NghiQp vqt Duqc theo

- Trucmg hqrp hd so d6y dti, chfnh
x5c theo quy dinh. thi titip nh4n vd in
Gidy ti6p 40n hO so vd h-en tri k6t
qu6 (mdu sO 01 ban hanh kdm theo
Th6ng tu sO 0l/2018/TT-VPCP
nsiry 23/11/2018).
- Truong hqp hO s0 chua dAy dri,
chua chinh x6c theo quy dinh thi

0r5
ngiy
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trinh tq cila cila nghiQp vu b6 sung h6 so. hu6ng d6n hodn thiQn, b6 sung vd in
Phi€u y0u_cdu.b6 sung, hodn thiqn
h6 so (mdu s6 02 ban hdnh kdm
theo Th6ng tu sO Oll2O18ITT-VPCP
ngiry 23/ll/2018).
- Trudng hqp tt cfrOi titip nh{n ho
scv thi in Phi6u tu ch6i tiOp nhfln gi6i
quy6t hO so (m5u 16 o: ban hdnh
kdm theo Th6ng tu sO Oll2O18/TT-
VPCP cria Vdn phdng Chinh phri).
- DU liQu dugc cQp nhat tr6n hQ
..4
tnong.

56Yt6 Bufc
2

Th0m
tlinh hii

s(r

Phdng
chuy6n m6n

4

ngiy

2.1
Ki6m tra h6

SO

ChuyCn
vi6n

H6 so dAy dt dring y6u cAu, chuy6n sang
2.2

- Hd so td chric, c6ng ddn

3 ngdy

H6 so cAn ph6i b6 sung:
- Chuygn vi6n soan th6o Th6ng b6o bO

sung h6 so, thdi h4n hodn thanh.
- Trucmg phdng: ki6m tra nQi dung dy th6o,
trinh ph6 duyQt.
- Lanh dgo: ph6 duyQt Th6ng b6o bO sung
vd Chuy€n mQt cfta th6ng b6o.

- Th6ng b6o b6 sung hd so theo Th6ng
tu sO Oll2018/TT-VPCP cria Vdn
phdng Chinh pht
- T?m dirng tinh thdi gian tr6n hQ

thdng

2.2
Thdm dinh

h6 so
Chuy0n

vi€n

- ThAm tlinh h6 so phir hq'p; Chuy6n budc
3.

- H6 so tO chric, c6ng ddn

I ngdy
- ThAm dinh h6 so khdng t16p tmg yOu cAu;
Chuytin bu6c 3.

S&YtC Burfc DE thio Phdng 2
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3 trinh KGt
qui th6m

.Iinh

chuy6n
m6n

ngiy

Bu6c
3.1

Tham muu
Dp th6o
-- t .Ket qua

thdm dinh

ChuyOn
vi€n

HO so pht hqrp:
Dg th6o:
- Cdp ph6p nhflp khdu thu6c thuQc henh l)i
c6 nhdn cria tO chric, c6 nhdn nhap c6nh grii
theo vfln 6i dcrr, hdng h6a mang theo

" .angudi cria t6 chric, c6 nh6n nhap cAnh dC

di6u tri bQnh cho bin thdn ngudi nhQp cinh
H6 so kh6ng d6p img y6u cdu:
- Dp th6o Th6ng b6o tir chOi giai quytit frO

SO

- H6 scy t6 chric, c6ng ddn.
- Cdp ph6p nhflp khAu thu6c thuQc
hanh ly cd nhdn cria tO chr?c, c6 nhdn
nhap cinh grii theo vQn tii don, hdng
h6a mang theo ngudi cria t6 chric, c6
nh6n nhpp c6nh Ae AiCu tr! bQnh cho
bin thdn nguoi nh0LcAnh
- H6 so c6ng ddn.
- Thdng b6o tri ctrOi giai quytit hO so

1

ngey

Budc
3.2

Ki€m tra
nQi dung,
trinh ph.e

duyQt ket
qua th6m
dinh

Trucrng
phdng

Ki.6m tra nQi dung, trinh phO duyQt ktit qud
thdm tlinh:

- -r -;.- Neu oong y:
+ Ky nh6y vdn ban li6n quan (trudmg hqp
dU th6oth6ng b6o tir ch6i).
+ Chuy6n budc 4.
- NOU kh6ng d6ng y: Chuy0n l4i Budc 3.1.

- H6 so tO chric, c6ng ddn.
- T6"g b6o tu chOi giai qryiSt hd so
(n6u c6).
- CAp phdp nhflp khAu thu6c thuQc
hanh l)i c6 nh6n cta tO chtc, c6 nhdn
nhQp c6nh grii theo vQn thi dcrn, hdng
h6a mang theo ngudi cta td chric, c6

nhdn nhflp c6nh AC OiCu tr! bQnh cho
b6n thdn ngudi nh0p cinh

1

ngay

SEYt6 Bufc
4

Xem x6t,
phG duyQt LSnh d4o

- N€u tl6ng y:
+ PhC duyQt v6n b6n 1i6n quan.
+ Chuy€n Budc 5.

- N6u kh6ng d6ng y: Chuy6n l4iBuoc 3.2

- H6 so t6 chric, c6ng ddn.
- Cdp phdp nhap khau thu6c thuQc
hanh ly c6,nhdn cria t6 chfc, c6 nhdn
nhfp cinh grii theo vQn thi dcm, hdng
hoa mangtheo ngudi cria t6 chuc, cd
nh6n nhap cinh Oe AiCu tri bQnh cho
b6n thdn nguoi nh6p cinh- Th6ng

0r5
ngay
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b6o tu ch6i gi6i quy6t h6 so (trucrng

ho,p tu ch6i).

SEYt6 Bufc
5

Trfr k6t
qua

BQ phan titip
nhfn vi tri

k6t qui

Trudmg hqrp Lanh d4o d6ng S, 
"6p 

ph6p:
- Vdo sO theo doi ti6p nhQn vd tri k6t qui
- Trbktit qui cho tO chtc, c6ng d6n-
- Chuy6n Phdng chuy6n m6n luu h6 so.
- Ket thric quy trinh.

- HO so t6 chric, c6ng d6n.
- C6p ph6p nhQp khAu thu6c thuQc
hanh ly c6 nhdn cira t6 chric, c6 nhdn
nhap cdnh grii theo vQn tdi don, hdng
h5a mang theo ngudi cria t6 chric, c6
nhdn nhfp canh dC di€u tri bQnh cho
ban thdn ngudi nhflp cinh

Trucrng.hqrp tu ch6i:
- Vdo s6 theo d6i ti6p nhfln vd trA k6t qu6.
-,.).- Trh h6 so vd Th6ng b6o tir chdi gi6i quy6t

h6 so cho t6 chfc, c6ng d6n.
- f6t thric quy trinh.

- H6 so t6 chirc, c6ng d6n.
- Th6ng b6o tir ch6i gi6i quy6t hO so.

SO luu Ph m6n. Sau khi h4n, ch SO van luu trft theo dinh hiQn hanh.
Thdnh phdn h6 so luu:
1. Trning hqp ding i ctip phdp:
- Phiiiu ti6p nhan hO so vd hgn tr6 kiit qu6;
- H6 so t6 chtc c6.ng din;
- H6 so v6n bin v6 khic phgc (n€u c6);
- Hd so vdn brim b6 sung (n6u c6);
- H6 so vdn b6n li6n quan;
- Thdng b6o b6 sunq hd so (n6u c6);
- C6p phr5p nhfp kh6u thui5c thuQc hanh ty' c6 nh6n crh t6 chric, cri nh6rr nh{p cinh grti theo v$n t6i tlon, hang h6a mang theo ngudi cr1a t6 chrlc, c6
DhAn nhap canh d6 diau tri benh cho btu than nguoi nhap canh;
2. Tnr. dng. hqp kh6ng ding i' cdp phfp:
- Phi6u ti6p nh{n h6 so vd h-en tr6 k6t qu6;
- H6 sq vin btur vG kltdc phgc (n6u c6);
- Hti so van bdn bi5 sung (nitu c6);
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- Th6ng b6o b6 sung h6 so (n6u c6);
- Th6ng b6o tir ctrOi giai quytit h6 so;

18. C6p gi6y x6c nh$n
286954-01).Quy trinh nhy c6

nol
t,

t6n
dung th6ng tin thu6c theo hinh thric hQi thio girfi thiQu thu5c, c6 01 quy trinh. (Me s6: BYT-KHA-
g thdi gian: 10 ngiy

Ccr
quan,
tlon vi

Bufc
thgc
hi6n

TGn budc
thgc hiQn

Trich
nhiQm thr3c

hi6n
NQi dung c6ng viQc thgc hiQn Bi6u miu lk6t quit

Thli
gian

(ngdv)

Ghi
chri

SEYt6 Bufc
1

Ti6p nhfln
hd scr

BQ phan
^.4I lep nn?n
vir Tri k6t

que

- Ti6p nhfln, ki6m tra h0 so theo quy
ilinh;
- Thu phi theo quy dinh
- Chuy6n bufc 2.

- Tradng hqp hi so sau thiim dlnh c6 yAn
cd, co sd phdi thryc hiQn khiic ph4c, MQt
ctla nhdn vd chuy€n bdo cdo khdc ph4c cila
co sd d€n Phdng N7hi€p v4 Duqc theo
trinh tq cua cila nghtQp vu bii sung h6 so.

- Trucrng hqrp h6 so tlAy dri, chinh
x6c theo quy diq thi titip nhfln vd in
Gi6y ti6p 40" hO scv vd hsn trA k6t
qu6 (mdu s6 01 ban hanh kdm theo
Th6ng tLr s6 0112018/TT-VPCP
nsay nltu20l8).
- Trucrng hqrp hO so chua dAy dri,
chua chfnh x6c theo quy ilinh thi
hucmg d6n hodn tlriQn, bO sung vd in
Phi€u y€u_cdu.bO sung, hodn thiqn
h6 so (m6u s6 02 ban hanh kdm
theo Th6ng tu sO Oll2}lS/TT-VPCP
ngiry 23llll20l8).
- Trucnrg hqn tu cnOi tie'p nhOn h6
so thi in Phi0u tit chdi ti€p nhQn gi6i
quytit h6 scv (m6u sO Og ban hdnh
kdm theo Th6ng tu s6 01l2Ol8/TT-
VPCP cta Vdn phong Chinh pht).
- Dt liQu dugc cflp nh{t tr€n hQ
',4mong.

0,5
ngiy
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\\'7 ----' \\\ ///

SdYt6 Bufc
2

Thim
tlinh h6

s(r

Phdng
chuy6n m6n

7
ngiy

2.t
Kiem tra h6

SO

ChuyCn
vi6n

H6 so t16y dri dfng y6u cdu, chuy6n sang
2.2

- H6 so t6 chric, c6ng ddn

5 ngdy

HO so cdn phti b6 sung:
- Chuy6n vi6n so4n th6o ThOng b6o bo
sung hd s0, thdi h4n hodn thanh.
- Truong phdng: ki6m tra nQi dung d1r th6o,
trinh ph6 duyQt.
- Lanh d4o: phO duyQt Th6ng b5o bO sung
vd Chuy6n mQt cria th6ng b5o.

- Th6ng b6o bO sung hO so theo Th6ng
tu s6 oll2ol8/TT-VPCP cria v6n
phdng Chinh phti
- Ta- drmg tfnh thdi gian trOn hQ

th6ng

2.2
Th6m rlinh

.t
no s0

ChuyCn
vi6n

- Th6m dinh h6 so pht hqrp; Chuydn budc
5.

- HO so t6 chric, c6ng d6n

2 ngiry
- ThAm dinh h0 so kh6ng d6p tmg y€u cdu;
Chuy6n budc 3.

56YtC

Buric
3

Dr5 th6o
trinh K6t
qui thim

dinh

Phdng
chuy6n

m6n

)
ngiy

Budc
3.1

Tham muu
DU th6o
K6t qu6

thdm dinh

ChuyCn
vi6n

Hd so phir hqp:
Dg th6o:
- Gi6y x6c nhfln nQi dung th6ng tin thu6c
theo hinh thric hQi th6o gi6i thiqu thu6c

- HO so tO chric, cdng d6n.
- Gi6y x6c nhfln n6i dung th6ng tin
thu6c theo hinh thric hQi th6o gi6i
thieu thu6c.

1

ngay
H6 so kh6ng tl6p tmg y6u cdu:
- DU th6o Thdng b6o tu cfrOi giai quy6t h6
SO

- H6 so c6ng d6n.
- Thdng b6o tu cfrOi giai quytit h6 so

Bu6c
3.2

Ki€m tra
dung,nol

Trucmg
phdng

Ki.em tra nQi dung, trinh ph€ duyQt k6t qu6
th6m dinh:

- HO so tO chric, c6ng ddn 1

ngay
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trinh phl
duyQt ket
qua thAm
dinh

- NCu d6ng y:
+ Ky rtdy v5n bdn 1i6n quan (trucmg hqp
dU th6oth6ng b6o tu ctrOi;.
+ Chuy6n bu6c 4.
- N6u kh6ng d6ng y: Chuy€n lai Budc 3.1.

- Jh6ng b6o tir ch6i gi6i quy6t h6 so
(n6u c6).
- Gl6V x6c nhfln nQi dung th6ng tin
thu6c theo hinh thric hQi th6o gi6i
thiQu thu6c.

56YtE Burfc
4

Xem x6t,
ph6 duyQt LInh tl4o

- N6u d6ng y:
+ PhC duyQt vdn b6n 1i6n quan.
+ Chuy6n Bu6c 5.
- N6u kh6ng ddng y: Chuy€n l1iBuoc3.2.

- HO so t6 chric, c6ng ddn.
- Gi6y x6c nhfln nQi dung thdng tin
thu6c theo hinh thric hQi th6o gi6i
thiQu thu6c.
- Th6ng b5o ttr cfrOi giai quytit h6 so
(trudrng hgp tu ctrOi).

0,5
ngiy

SdYt6 Burfc
5

Tri k6t
quf,

BQ phfln ti6p
nhfln vh tri

ktit qui

Trucmg hqp LAnh d4o d6ng !, cdp ph6p:
- Vdo s6 theo d6i ti6p nhan vdtrhk6t qu6.
- Tri k6t qui cho tO chric, c6ng ddn.
- Chuy6n Phdng chuy6n m6n luu h6 so.
- fet thric quy trinh.

- HO so t6 chrlc, cdng ddn.
- Gi6y x6c nhfn nQi dung th6ng tin
thutic theo hinh thric hQi th6o gi6i
thiOu thu6c.

Trucmg hqp tu ch6i:
- Vdo s6 theo doi ti0p nhfln vdtrdkt5t qu6.
-,.;.- Trh hO so vd Th6ng b6o tt ch6i gi6i quy6t

h6 scv cho td chtc, c6ng ddn.
- fet thric quy trinh.

- H6 so t6 chric, c6ng d6n.
- Th6ng b6o tit ch6i gi6i quy€t hO so

so dugc luu
Thenh so luu:
l. Trudng hqp d6ng
- Phi6u ti6p nh0n hO

mdn. Sau khi han, SO vIn luu trff theo dinh hiqn hdnh

y ciip phep:
so vd hgn tr6 kOt qu6;

- H6 so t6 chric c6ng ddn;
- H6 so vdn ban vC mrac phuc (n6u c6);
- H0 scr v6n b6n li6n
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- Th6ng b6o b sung h6 so c6);

)

Ho SO vdn ban b6 sung ( co);
hinh thric h0i th6o g1o1 thiQu thu6c

19. KG khai lgi gi6 thu5c sin ru6t trong nrfc, c6 01 quy triuh (Mi s6: BYT-KIIA-2S5957-01). Quy trinh c6 t6ng thli gian: 03
ngAry

Ccr
quan,
tlon vi

Budc
thgc
hi6n

T6n budc
thrpc hiQn

T16ch
nhiQm thr;c

hi6n
NQi dung c6ng viQc thgc hiQn Bi6u mSuik6t qufl

Thli
gian

(nedv)

Ghi
chri

56Yt6 Bufc
1

Titip nhfn
h6 so

BQ phfln
Ti6p nh$l
vdr Tri k6t

que

- Ti0p nhfln, ki6m tra h6 so theo quy
dinh;
- Thu phi theo quy tlinh
- Chuy€n bulc2.

- Truong hqrp hO so r16y dri, chinh
xdctheo quy di{ thi ti6p nhfln vd 

1n
ci6y tiCp {rfln hO so vd hpn tri ktit
qui (mdu s6 01 ban henh kdm theo
Th6ng tu s6 Oll2O18ITT-VPCP
ngiry 23/lll20l8).
- Trudng hqrp hO so chua ddy chi,

chua chinh x6c theo quy dinh thi
hucmg ddn hodn tfriQn, bd sung vd in
Phi0u y6u cdu bO sung, hoan thiQn
hd so (m6u sO OZ ban hanh kdm
theo Th6ng tu s6 OL12O18/TT-VPCP
ngiry 2311112018).

0r5
ngiy
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- Trucrng hqrp tt ch6i tiOp nhan hO

so thi in Phi0u tir ch6i ti6p nh6n gi6i
quy6t hd so (m5u sO Ol ban hantr
kdm theo Th6ng tu s6 Oll2Ol8/TT-
VPCP cria Vdn phdng Chinh phri).
- Df li6u dugc cQp nhat trOn hQ

th6ng.

SdYtE Bufc
2

Thim
tlinh ht)

scr

Phdng
chuy6n m6n

- ThAm dinh hO so pht hsp; Chuytin
budc 3.
- Them dinh hO so kh6ng ddp img y6u
cAu; Chuy0n budc 3.

- HO so t6 chirc, c6ng d6n.
- Dg th6o Thdng b6o tu chOi giai
quy6t hO so theo Th6ng tu s6
01/2018/TT-VPCP cria Vdn phdng
Chinh phri

1

ngiy

SOYt6

Bufc
3

Dp thio
trinh Ki5t
qui thAm

dinh

Phdng
chuy6n

m6n

1

ngey

Bu6c
3.1

Tham mrru
DU th6o
K6t qui

thAm dinh

ChuyCn
vi0n

HO so phtr hqrp:
Dg th6o:
- Phi6u ti6p nh0n hO so

- HO so t6 chric, c6ng d6n.
- DU thdo Phi6u tiep nhan hO so.

0,5
ngayHO so kh6ng tl6p ung yOu cdu:

- Dy th6o Th6ng b6o tu ctrtii giai quy6t trO
SO

- HO so c6ng ddn.
- Th6ng b5o tir cnOi giai quytit hO so

Bu6c
3.2

Ki6m
n0i
trinh
duyQt
qua
dinh

tra
dung,

ph."
k6t

thAm

Tru6rng
phdng

Ki6m tra nQi dung, trinh ph6 duyQt k6t qui
thAm dinh:
- N6u ddng y:
+ Ky rdirdy vdn bhn li6n quan (truong hgp
dp th6o.th6ng b6o tu ctrOi;.
+ Chuy6n budc 4.

- N6u kh6ng d6ng y: Chuy6n 14i Budc 3.1.

SO

Dgth6o hdi so
- Th6ng b6o ttr cfrOi giai quy6t h0 so
(neu c6).

0,5

ngiry
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56YtC
Buric

4

Xem x6t,
ph6 duyQt Linh d4o

- NOu d6ng y:
+ PhC duyQt v6n bdn li6n quan.
+ Chuy6n Bu6c 5.

- Ntiu kh6ng ddne f: Chuy6n laiBuoc3.2.

- HO so t6 chric, c6ng d6n.

- DU th6o Phii5u tiOp nhQn h6 scr.

- Th6ng b5o tu ctr6i giai quytlt hO so
(trulng hqp tt cfrOi;.

0,5
ngery

SOYt6 Buric
5

Tri ktit
que

BQ phfln ti6p
nh$n vir trfl

ktit qui

Trucmg hgrp Lanh d4o d6ng j, 
"6p 

ph6p:
- Vdo sO theo d6i titip nhfln vd tri ktit qu6.
- Trhk6t qui cho t6 chtc, c6ng ddn.
- Chuy6n Phdng chuy6n m6n luu h6 so.

- f6t thric quy trinh.

- u6 solilcflic, c6ng ddn.
- Dr,r th6o Phii5u tiifp nhfn h6 so

Trudng.hqp tu ch6i:
- Vdo s6 theo ddi ti6p nhAn vd trd k6t qu6.
- ". ).- Trd h6 so vd Th6ng b6o tu ch6i gi6i quy0t

hO so cho t6 chric, c6ng ddn.
- fet thric quy trinh.

- Hd so t6 chric, c6ng ddn.
- Th6ng b6o tri ch6i gi6i quy6t h6 so.

H SO luu Ch m6n. Sau khi hqn, SO van luu trfr theo hanh.
Thanh so luu
t. Tradng hqp d6ng y ctip phdp:
- Phi6u ti0p nhQn hd so vd hgn trhklt quh;
- H6 so t6 chric c6ng d6n;
- H6 so vdn bin ve mac phpc (ntiu c6);
- Hii so v6n b6n li6n quan;
- Thdng b6o bO sung hO so (n6u c6);
- H6 so v6n b6n b6 sung (n6u c6);
- Phi6u ti6p nhan h6 so;
2. Trryong.hry kh6ng d1ng y ctip phfp:
- Phi6u tiOp nhQn h6 so vd hgn tri k6t qu6;

Hd so vdn
Thdng b6o

bin vO khic
bd sung h6

co);
)

Ho SO Yan ban b6
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b6o tu hO so;

, 20. Dinh gi6 duy tri d6p rlng thrp hinh t6t co s& b6n 16 thu5c, c6 01 quy trinh (Mn s6: BYT-KHA-28701E-01). Quy trinh c6
t6trg thli gian: 30 ngiy.

Ccr
quan,
dorr vi

Budc
thgc
hi0n

T6n budc
thgc hiQn

Tr6ch
nhiQm thgc

hi6n
NQi dung c6ng viQc thgc hiQn

l-

Bi6u m6u/k6t qui
Thdi
gian

(ngdv)

Ghi
chri

SOYt6
Bu6c

1

Ti5p nhsn
hd str

BQ ph$n
^.4 

! A
r rep nn?n
vh Tri k6t

qua

- Ti0p nhfln, ki6m tra hO scr theo quy
dinh;
- Thu phi theo quy dinh
- Chuy6n buoc 2.

- Tradng hqp h6 so sau thdm dinh c6 y€n;,cdu co sd phdi thvc hi€n khdc phqc, MQt
c*a nhdn vd chuy€n bdo cdo khdc phac cila
co sd d€n Phdng NghiQp vu Duqc theo
trinh tw cua c*a nghiQp vw bii sung hi so.

- Truong hqrp hO so dAy dri, chinh
x5c theo quy dlnh thi tiiip nhfln vd in
ciay tiiSp 40" h6 so vd hsn trhk6t
qui (m6u s6 01 ban hdnh kdm theo
Th6ng tu sO 011201S/TT-VPCP
ngiry 23llll2018).
- Trudrng hqrp hO so chua d6y dri,
chua chinh x6c theo quy dinh thi
huqng d6n hoan tfriQn, bO sung vir in
Phi6u y6u c6u b6 sung, hoan thiQn

hO so (m6u sO.OZ ban hdnh kdm
theo Th6ng tu s6 0I/2018/TT-VPCP
ngiry 2311112018).
- Truong hqrp tt ch6i ti6p nhan h6
so thi in Phi€u tt ch6i ti€p nhQn gi6i
qrrytft hii scr (m6u sO Of ban hdnh
kdm theo Th6ng tu sO Oll2OlS/TT-
VPCP cria Vdn phdng Chinh pht).
- Dfi liQu dusc cQp nh$t tr6n hQ
.. t
mong.

0r5
ngiy

S&YtE Budc ThAm Phdng 07
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) ilinh h6
s0

chuy6n m6n ngiy

2.1
Kitim tra h6

SO

ChuyCn
vi0n

Hd so ddy dt ihing y€u cdu, chuy6n sang
2.2

- H6 so t6 chric, c6ng ddn

5 ngdy

H6 so c6n phdi b6 sung:
- Chuy6n vi6n sopn th6o Th6ng b6o b6
sung hO scv, thdi h4n hodn thenh.
- Truong phdng: ki6m tra nQi dung dg th6o,
trinh ph6 duyQt.
- LAnh d4o: ph6 duyQt Th6ng b5o bO sung
vd Chuy6n mQt cria th6ng b6o.

- Th6ng b6o bO sung hO scv theo Th6ng
tu s6 OLI2OL8/TT-VPCP cira Vdn
phdng Chfnh pht
- T4m dung tinh thdi gian tr6n hQ

th6ng

2.2
ThAm dinh

hO so
Chuy0n

vi0n

- Th6m dinh hd so phir hqp; Chuy6n budc
aJ.

- HO so t6 chric, cdng d6n

2 ngiry
- Th6m dinh hO scr khdng d6p img y6u cAu;

Chuy€n trudng hW 2, bu6c 4.

Budc
3

T6 chrfrc

il6nh gi6
nlng luc
thuc tG

Phdng
chuyGn

mdn, Lflnh
dao

L8
ngiy

Bu6c
3.1

Thanh lap
dodn d6nh
gi|ndng.

lrlc thqc tC

Chuy0n vi6n,
Tnrcng phtrrg

L6nh d4o

- Chuy6n vi6n: So4n th6o Quy6t dinh thanh
lflp doan dtuh gi6 vd Th6ng b6o thdi gian,
nQi dung ddnh giilndng lgc thgc t6.
- Truong phdng: Ki0m tra nQi dung dg
th6o, trinh ph6 duyQt.
- Lanh d4o: PhC duyQt Quy6t dinh thenh 10p

dodn d6nh gi6vd Th6ng b6o dtuh eiil

- H6 so t6 chric, c6ng d6n.
- Quyi5t dlnh thdnh l6p rlodn dtuth gid.
- Th6ng b6o dtuth gi6ndnglUc thUc tti

03
ngdy

Bu6c
3.2

Dtuth gi6
ndng lyc
thuc tC

Chuy0n viOn,
Tn:ongphcng

Ldnh d4o

Trucnrg hqp d6nh gi6 dat y6u cAu: Ky X6c
nhqn bi€n ban d6nh gi6 thgc tt5, chuytin
Budc 4.1 (trucrne hap 1).

- Hd so t6 chric, c6ng ddn.
- Bi.en bdn d6nh gi6.
- HO so vdn b6n 1i6n quan.

15

ngay
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Trucrng hgrp d6nh gi6 kh6ng d4t y6u cdu:
T6 chric drffi gi5 sg phir hqrp ph6i thpc
hi6n kh6c phUc theo yeu cAu t4i Bi€n bin
dfinh gi|ndng lpc thpc t6.
- Trudrng hqp tO chric tl6nh gi6 sp pht hqp
khdc phpc t14t y6u cAu, chuyOn Bu6c 4.1
(trucrng hqp l).
- I**g hgp tO chric d6nh gi6 sg pht hgp
khic phpc kh6ng d4t y6u cdu, chuy€n Bu6c
4.1 (trucmehW 2).

- H0 so t6 chric, c6ng dAn.
- HO so v[n bAn 1i6n quan.
- HO so ddr:fr- gi6ndnqlUc thUc t6.
- H6 so khdc phpc (n6u c6).
- Bi6n bhn dhnh gi6.
- Th6ng b6o gia h4n thcri gian khdc
phuc (n6u c6).

Bufc
4

Dg th6o
trinh K6t
qui thAm

dinh

Phdng
chuy6n

m6n

3r5

ngiy

Bu6c
4.t

Tham muu
DU th6o
Ktit qu6

th6m <linh

ChuyCn
vi6n

lTradng hW I (ddnh gid, khdc phuc dqt yAu
cau);
Du th6o:
- Gi6y chimg nhan d4t nguy6n tdc, ti6u
chu6n thUc hanh t6t co s0 ban 16 thu6c.

phuc kh6ng dqt yAu ciu):
Dr,r th6o Th6ng b6o tu cfrOi giai quy6t trO
s0.

- HO scv tO chric, c6ng ddn.

- Gi6y chimg nhfln d4t nguy0n tic, tiOu
churin thUc hanh t6t c<y sd ban 16 thu6c.

.- H6 so tO chric, c6ng ddn.
- Th6ng b6o.ttr ch6i giai quytit h6 so
(theo Mdu sd 02 - PhU lpc kdm theo
Thdng tu 0l 12018/TT-VPCP).

02
ngay

Bu6c
4.2

Ki6m
n0i
trinh
duyQt
qua

dinh

ffa
dung,

ph,e

ket
thAm

Tru&ng
phdng

Ki6m tra nQi dung, trinh phd duyQt ktit qu6
thAm dinh:

r.,( -).- Neu oong y:
+ Ky r*rdy vdn bhn li6n quan (trucrng hap
dg th6o thdng b6o tu cfrOi;.
+ Chuy6n bu6c 5.

SO chric, c6ng ddn.
- Th6ng b6o tu ctrOi giai quytit h6 so
(n€u c6).
- Gi6y chring nhdn d4t nguydn tic, ti€u
chudn thpc hdnh ti5t ccy sd ban 16 thu6c.

1,5

ngiry
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- N6u kh6ng d6ng y: Chuy6n lpi Bu6c 4.1.

Bur1c
5

Xem x6t,
phO duyQt L6nh d4o

- NCu d6ng y:
+ Phe duyQt vdn bin li6n quan.
+ Chuy6n Bu6c 6.
- N€u kh6ng d6ng y: Chuy0n laiBuoc 4.2.

- H6 so t6 chrlc, c6ng ddn.

- Gi6y chimg nhfln d4t nguyOn t6c, ti6u
churin thgc hanh t6t co so b6n 16 thu6c.
- Th6ng b6o ttr cfrOi giai quy6t h6 so
(trudrng hqp tt ch6i).

1 ngiy

SOYTC
Burfc

6
Tri ktit

que

BQ ph0n tiiip
nh$n vi trf,

ktit qui

Trudrng hqrp Lanh d4o tl6ng ! cdp ph6p:
- Vdo s6 theo d6i titip nhfn vd tr6 ktit qu6.
- Trdki5t qui cho t6 chric, c6ng ddn.
- Chuy6n Phdng chuy€n m6n luu hO so.
- Ket thric quy trinh.

- H6 so t6 chric, c6ng ddn.

- Gi6y chimg nh?n d4t nguy€n tdc, ti€u
chudn thUc hanh t6t co so bdn 16 thu6c.

Trucmg hqp tri ch6i:
- Vdo s6 theo doi tiep nhQn vdtrhk6t qu6.
- Trdh6 so vd Th6ng b6o ttr cnOi giai quytit
hO so cho tO chrlc, c6ng d6n.
- fet thric quy trinh.

- H6 scv tO chric, c6ng ddn.

- Th6ng b6o tu ch6i gi6i quyOt hO so.

so dugc luu m6n. Sau khi SO vdn luu trt theo hanh
Thdnh phAn h6 so luu:
I Trryonghqp d1nq y chi dinh:
- Phi6u ti6p nhQn h6 so vd hgn tr6 k6t qu6;
- H6 so t6 chric c6ng ddn;
- Quy6t dinh thanh lfp doin dilnh ei6;
- Th6ng b6o d6nh gi6ninglgc thlrc tti;
- Bi.On bin d6nh gi6;
- H6 so vdn b6n vO khlc phpc (n0u c6);
- H6 so vdn bin li6n quan;
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Gi chrlmg nhfln d4t nguy6n ti0u thuc hdnh co sd bdn le )

- Th6ng b5o bd sung h6 so (n6u c6);
- HO scr vdn bin bO sung (n6u c6);
2. Trudng hry kh6ng ding y chi dlnh;
- Phi6u tiOp nhfn h6 so vd hgn tr6 k6t qu6;

Quy6t dinh thanh lQp doan dtuh gi6(n6u c6);
Th6ng b5o d6nh gi6ninglgc thgc ti5 (ntiu c6);
Bien ban ddnh gi6 (n6u c6);
HO S0 vdn b6n ve khfc ) )

ThOng bao bo sung h6
H6 SO vafi bin bo sung

b6o tu ctrOi

2L Dinh gi6 duy tri d6p ting thEc hnnh t5t co s& phan phdi thu6c, nguyCn liQu lirm thuSc (M[ s5: BYT-KHA-28?02S-01). Quy
trinh c6 t6ng s6 thli gian: 30 ngiy.

Co
quan,
tlcrn vi

Bufc
thr;c
hi6n

TGn budc
thqc hiQn

Trich
nhiQm thgc

hi6n
NQi dung c6ng viQc thqc hiQn Bi6u m6u lk6t quh

Thcri
gian

(nedv)

Ghi
chr[

SOYt6 Bufc
1

Tiiip nhfn
hd so

BQ ph$n
Ti6p nh$n
vi Tri k6t

que

- Ti0p nhfln, ki6m tra h6 so theo quy
dinh;
- Thu phi theo quy tlinh
- Chuyen bulc 2.

- Trudng hqp hO so sau thiim dinh cd yAn:,cdu co sd phdi thwc hi€n khdc ph4c, MQt
crha nhdn vd chuy€n bdo cdo khiic phac cila
co sd diin Phdng NghiQp vu Duoc theo
trinh try cila cila nghiQp vu bii sung hi so.

- Truong hqrp h6 so ddy dri, chinh
x5c theo quy dinh thi tiiSp nh4n vd in
Gi6y tiep 40" hO so vd hsn trhk€t
qu6 (m6u sO 01 ban hanh kdm theo
Th6ng tu s6 011201S/TT-VPCP
ngiry 23111/2018).
- Trudng hqp hd so chua d6y dri,
chua chinh xdc theo quy dinh thi
hudng d6n hodn thiQn, bO sung vd in
Phi(5u y6u cAu b6 sung, hoan thiQn

0r5
ngiy
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h6 so (mdu s6.02 ban hdnh kdm
theo Th0ng tu sO 0112018/TT-VPCP
ngiry 23lll/2018).
- Trucmg hqp to ch6i ti€p nh0n h6
so thi in Phii5u tu ch6i ti0p nhfln gi6i
quytit h6 so (mdu sti o: ban hdnh
kdm theo Th6ng tu s6 Oll20l8/TT-
VPCP cria Vdn phong Chinh pht).
- Dt liQu dugc cQp nhflt tr€n hQ
..4
tnong.

sd Y ti5

Bufc
2

Th6m
tlinh h6

s(r

Phdng
chuy6n m6n

07
ng)ly

2.1
Kitim tra h6

SO

ChuyCn
vi6n

H6 so ddy dt ttring yOu cdu, chuy6n sang
2.2

- HO so t6 chfc, c6ng ddn

5 ngdy

HO scr cdn phii b6 sung:
- Chuy€n vi0n so4n th6o Thdng b6o b6
sung hO so, thdi h4n hodn thanh.
- Trucnrg phdng: kiOm tra nQi dung d1r th6o,
trinh ph6 duyQt.
- Lklh d4o: ph6 duyQt Th6ng b6o b6 sung
vd Chuy6n m6t cria th6ng b6o.

- Th6ng b6o b6 sung h6 so theo Th6ng
tu sO 01/2018/TT-VPCP cria V[n
phdng Chinh phri
- Ta- dtrng tinh thoi gian tr€n hQ

thOng

2.2
ThAm dinh

,).
no so

Chuy6n
vi6n

- ThAm dinh h6 so phir hqrp; Chuy6n bu6c
aJ.

- H6 so t6 chric, c6ng ddn

2 ngiry
- ThAm dinh h6 scr kh6ng dfup imgyOu cAu;

Chuytin trudmg hw 2, budc 4.

Buri'c
3

Td chrfrc
tl6nh giri
ning Iqc

Phdng
chuyGn

mdn, Linh

18
ngiy
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thuc t6 tlao

Bu6c
3.1

Thenh 10p

dodn d6nh
giilndng.

lyc thgc tC

Chuy6n vi6n,
Truorrg phcng

Ldnh dpo

- Chuy€n vi6n: So4n th6o Quy€t dinh thanh
lQp tloan ddnh gi| vd Th6ng b5o thdi gian,
nQi dung d6nh gi6ndnglUc thUc ti5.

- Truong phdng: Ki6m tra nQi dung dy
th6o, trinh ph6 duyQt.
- Lanh dao: Ph€ duyQt Quytit dinh thanh lQp
ttoan d6nh gi|vit Th6ng b5o d5nh gi6.

- HO so t6 chric, c6ng ddn.
- Quy6t dinh thenh lap cloan ddnh gi6
dugc thuc hiQn mQt lAn (KiQn todn n6u
c6 thay t16i)
- Th6ng b6o d6nh gi6 thUc ti5 (fhOng
b6o b5ng tin nhan).

03

ngdy

Bu6c
3.2

D6nh gi6
ndng lgc
thgc tO

Chuy6n vi6n,
Truongphdg

LEnh tl4o

Trucnrg hgrp d6nh gi6, dqt y6u cAu: Ky X6c
nhqn bi6n ban d6nh gi5 thgc t6, chuytin
Budc 4.1 (trudmg hqp 1).

Ty*g hqrp d6nh gi6 kh6ng tl4t y6u c6u:
TO chric ddnh gi6 sg pht hgp ph6i thgc
hiQn khdc phUc theo y0u cAu t4i Bi6n b6n
danh gi6 n[ng lpc thgc t6.
- T**g hqp t6 chric. ddnh gi6 sU pht hqrp

khlc phgc t14t y0u c6u, chuy6n Bu6c 4.1
(trudng hqp 1).

- T**g hqrp td chric d6nh gi6 sg phu hqrp

khdc phpc kh6ng d4t y6u cdu, chuy6n Budc
4.1 (truong hqp 2).

- HO so t6 chric, c6ng d6n.
- Bi.Cn b6n d6nh gi6.
- H6 so vdn b6n li6n quan.
- H6 so td chric, c6ng ddn.
- Hd scv vdn ban 1i0n quan.
- HO so ddnh gi6,ndnglgc thuc t6.
- HO scr khic phpc (n€u c6).
- Bi6n bitn dinh gi6r.

- Th6ng b5o gia han thdi gian kh6c
phuc (n6u co).

l5
ngey

Buric
4

Dg thio
trinh K6t
qui th6m

dinh

Phdng
chuy6n

mdn

3,5
ngiy

Budc
4.t

Tham muu
Dg th6o
-. i.Ket qua

thAm dinh

ChuyCn
vi6n

Trudng hW I (ddnh gid, khdcphqc dqtyAu
cdu):
Dy th6o:
- Gi6y chimg nhqn dpt nguyOn t6c, ti6u chuAn

- H6 so t6 chr?c, c6ng ddn.

- cW 9h*g tufu Nnguydn tic, ti6u
chudn thUc hanh tOt co so ph6n ph6i
thu6c, nguy0n liQu ldm thu6c.

02
ngay
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tfurc hdnh t6t co so ph6n ph6i thu6c, nguy6n
liQu ldm thu6c.
Trudng hW 2 (Thdm dinh, ddnh gid, khdc
phwc kh1ng dat yAu cdu);
DU th6o Th6ng b6o ttr cfrOi giai quytit h6
s(,.

- H6 so tO chric, c6ng d6n.
- Th6ng b6o,tt ctrOi giai quytlt hO so
(theo Mdu s6 02 - Php lgc kdm theo
Th6ne tu 0l 12018/TT-VPCP).

Bu6c
4.2

Ki€m tra
nQi dung,
trinh phe
duyQt ktlt
que thdm
dinh

Trunng
phdng

Ki.em tra nQi dung, trinh ph6 duyQt k6t qu6
thdm dinh:
- Ni5u d6ng y:
+ Ky rrhdy vdn bin liOn quan (trucrng harp

dU th6o thdng b6o ttr cfrOi;.
+ Chuy€n budc 5.

- NCU kh6ng d6ng y: Chuy6n lai Budc 4.1.

- H6 so tO chric, c6ng d6n.
- Th6ng b6o tu ctriii giai quyt5t h6 so
,A
(neu co).
- CigV chimg nhan .dat nguy6n tic, ti6,u
chu6n thUc hanh t6t co sd ph6n ph6i
thu5c, nguy6n liQu ldm thu6c.

1,5

ngay

Bufc
5

Xem x6t,
phO duyQt Lflnh tl4o

- N6u d6ng y:
+ PhC duyQt vdn bin 1i6n quan.
+ Chuy0n Budc 6.
- Ni5u khdng d6ng y: Chuytin l4iBuoc 4.2

- H6 so t6 chric, cdng ddn.
- Gi6y chimg nhQn it4t nguy€n tic, ti€u
chu6n thgc hdnh t6t co so ph6n ph6i
thu5c, nguy6n liQu ldm thu6c.- Th6ng
b6o tt ctr6i gial quy6t h6 so (truong
hqp tt ch6i).

I ngiy

s6 Y t(i Burfc
6

Tri k6t
que

BQ phfn tiiip
nh$n vdr tri

ktit qufl

Trudng hqp LAnh d4o tt6ng !, cdp ph6p:
- Vdo s6 theo d6i ti6p nhfln vd trdk}t qud.
- TrhktSt qud cho t6 chfc, c6ng ddn.
- Chuy6n Phdng chuyOn m6n luu h6 so.
- Ket thric quy trinh.

- HO so tO chric, c6ng ddn.
- GiSy chrlmg nhfln dat nguy6n t6c, ti€u
chu6n thuc hanh t6t co sd ph6n ph6i
.. I
thu6c, nguy6n lieu ldm thu6c.

Trucrng hqp tu ch6i:
- Vdo sO theo d6i ti6p nhfln vdtrhk6t qu6.

_,'l- Trd hO scr vd Th6ng b6o tt ch6i giii quy6t
hd so cho td chfc, c6ng d6n.

- Hd so tO chric, cdng ddn.
- Th6ng b6o tir ctrOi giai quytit h6 so
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thric trinh.
Irru m6n. Sau khiso SO vIn luu trtr theo u dinh hdnh.

Thanh so luu:
t. Trudng hqp ddng y chi dinh:
- Phi6u ti6p nhfln h6 so vd hgn tri k5t qu6;

1

H6 so t6 chric c6ng ddn;

Quyi5t dfnh thanh Iflp cloin ddnh gi6;
Th6ng b5o d6nh gi6ndnglUc thUc t6;
Bi€n b6n il6nh gi6;
H6 scv vdn b6n vO khdc phuc (neu c6);
HO so vdn b6n li6n quan;
GiSy chimg nf-rQn tlat nguy€n tic, ti6u chuAn thUc hanh t6t co sd ph6n pfrOi ttruOc, nguy6n liQu ldm thu6c
Th6ng b5o b6 sung hO so (n6u c6);
H6 scv vdn b6n bO sung (n6u c6);
. Tradng hqp kh6ng d6ng y chi dinh:
Phi6u titip nhan hO so vd hgn trhk}t qruh;

Quyet dinh thanh lQp ilodn d6nh gi6(ni5u c6);
Th6ng brio d6nh gi6ndnglgc thlrc ti5 (n6u c6);
Bi6n ban ddnh gi6(ntiu c6);
HO scr vdn b6n vA t<trac phuc (ntiu c6);
Th6ng b6o
H6 so vdn

bo sung h6
ban b6 sung

b6o tir chOi

l. r.irs vfc ax roAx vE srxs rugc pn,iu
I. Thi tsc ating kf bin c6ng b6 sin phim nh{p ttiu a6i vCi thqrc phim dinh &rtrtrg y hgc, thgc phim dirng cho ch6 dO,nD

.ric bi€t, sen phitr| dinh du6mg drlng cho tri d6n 36 th6ng tudi, c6 01 quy rrlnh (Me s6: BYT-KHA -286966-01), Quy trinh cd t6ng
thdi gian: 07 ngiy

90

SO co);



Co
quan,
dol vi

Bufc
thrSc
hi6n

TOn buri,c
thgc hiQn

Trdch
nhiQm thgc

hi6n
NQi dung cdng viQc thr;c hiQn Bi6u mdufl<5t qui

Th0i
gian

(nedv)

Ghi
chri

s0 Y t(5
Burfc

1

Ti5p nhfn h6
s0

BQ ph$n
^.4lrep nnan
vir Tri k6t

que

- TiCp nhfln, ki6m tra h6 so theo quy
dinh;
- Thu phf theo quy tlinh
- Chuy6n buoc 2.

- Tradng hqp hi so sau thdm.dinh cd yAn
cdu co sd phdi thwc hi€n khdc phqc, MQt
c*a nhQn vd,chuyAn bdo cdo khdc phac
cita co sd d€n Chi cuc An todn v€ sinh
thuc phiim theo trinh tw cila cila nghtQp,: ,)vu oo sung no so.

- Trucmg hqp h6 so ddy dri, chfnh
x6c theo quy tlinh thi titip nhQn vd
in Gi6y ti6p nhfln hd so vd hgn tri
k6t qui (mAu sO 01 ban hanh kdm
theo Thdng tu sO OL/2018/TT-
VPCP nsey nlfi/2018).
- Trucrng hqp hO so chua dAy dri,
chua chffi x6c theo quy dinh thi
hudng ddn hodn thiQn, b6 sung vd
in Phi6u y6u c-Au b6 sung, hoan
thiQn hd so (mdu sd 02 ban hdnh 

l

kdm theo Th6ng tu rO 
I}L/2}LB|TT-VPCP ngay 
I23nt/2018). 
I

- Trudng hqp.tu ctrOi ti6p $rfln hO

scy thi in Phi6u tu ch6i ti6p nhan
.(. , lgi6i quy6t h6 so (mdu s6 03 ban

hanh kdm theo Th6ng tu sti
0I/2018/TT-VPCP cria Vdn phdng
Chfnh pht).
- DU li€u dugc cQp nhat tr6n hQ

th6ng.

0r5
ngiy

56Yt6 Bufc
2

Thim tlinh
h6 scr

Phdng
chuy6n mdn,

Lflnh dao

3r5
ngiy
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2.r Ki0m tra hO so
Chuy0n

vi6n

H6 so t16y dt dirng y6u c6u, chuy6n
sang2.2

- HO so t6 chric, c6ng ddn

2 ngiry

H6 so cAn phdi b6 sung:
- Chuygn vi€n soqn th6o Th6ng b5o bO

sung hO so, thdi han hoan thenh.
- Truong phdng: ki6m tra nQi dung dU
th6o, trinh ph6 duyQt.
- Lanh d4o: ph€ duyQt Th6ng b6o b6
sung vd Chuy6n mOt cria th6ng biio.

- Th6ng b5o b6 sung hO so theo
Th6ng tu s6 0I/2018/TT-VPCP cria
VIn phdng Chinh pht
- Tam dtrng tinh thoi gian tr6n hQ
',4tnong

2.2
ThAm dinh ho

SO

ChuyCn
vi€n

- ThAm dinh hO so pht hqrp; Chuy6n
budc 3.

- HO so tO chric, c6ng ddn
1,5

ngey- Th6m dinh hO so kh6ng d6p img y€u
c6u; Chuy6n budc 3.

56YtE

Bufc
3

D13

16t
th6o trinh
quf, thAm
dinh

Phdng
chuyGn

m6n

115

ngary

Budc
3.1

Tham muu Dg
th6o KtSt qud

thAm dinh

ChuyCn
vi6n

H6 so phu hqp:
Dg th6o:
- 9i6V titlp nhan ban d5ng lry c6ng b6 san

pham

- HO so t6 chric, cdng ddn.

- Dg thgo Giay ti,ep nhAn ben da"g ky
c6ng bd san phdm theo Mdu s6 03

Phpc luc I cria Nghi dinh sO

t5l2}t8arD-cP
0,5

ngay

HO so kh6ng t16p ung y6u cdu:
- Dg thao Th6ng b6o tu ctrOi giai q,ry6t
.).
no s0

- Hd so c6ng ddn.

- Th6ng b6o ttr ctrOi giai quy6t hd so

Bu6c
3.2

--. tl1lem ta nor
dung,trinh ph6
duyQt kOt que

thAm dinh

Trucmg
phdng

fiOm tra nQi dung, trinh ph6 duyQt k6t
quh.thdm dinh:
- NCu d6ng y:
+ Ky nh6y Dy th6o ciSy tit5p nh?n ban
d5ng ky cdng bO sdn phAm.

- gO scv t6 chric, c6ng ddn.
- Torg b6o tt cn6i giai quydt hd so
(n€u c6).

- Dg thio Gi6y titip nhan ban dang ky

01

ngey

92



+ Chuy6n bulc 4.

-NCu kh6ng d6ng y: Chuy0n l4i bu6c 3.1

cO"g Uilsan phAm theo Mdu sO Ol
Phuc lpc I cria Nghi dinh sO

15l20t8ArD-CP.

Buri'c
4

Xem x6t, ph6
duyQt Lf,nh tl4o

- N€u tl6ng y:
+ PhO duyQt vdn b6n li0n quan.
+ Chuy6n bu6c 5.

- N6u kh6ng d6ng y: Chuy€n l4i bu6c
3.2.

- HO so t6 chric, c6ng ddn.
- Dp th6o Gi6y ti6p nhfln ban ddng

ky c6ng bO san ph6m theo Mdu sti Ol
Phuc luc I cria Nghi dinh sO

t5/20184{D-CP
- Th6ng b6o ttr ctrOi giai quy6t h6
so (truong hqp tir cnOi;.

115

ngiy

56Yt6 Buri'c
5

Tri k6t qui
BQ phfn ti6p
nhAl vir tri

k6t qufr

Tru<rng hqrp Lanh dao rl6ng y cdp gi6y:
- Vdo sO theo doi ti6p nhQn vd tri kiSt

qua.
- Trd k6t qu6 cho tO chfc, c6ng ddn.
- Ket thric quy trinh.

- HO so t6 chric, c6ng ddn.
- Giay.titip nhan ban <lang ky c6ng b6
sanphdm

Trudng fotr tu ch6i:
- Vdo sO theo d6i ti€p nhQn vd tr6 k0t
que.
- T16, h6 so vd Thdng brio tu ch6i gi6i
quy6t hti so cho t6 chftc, c6ng ddn.
- KCt thric quy trinh.

- H6 so t6 chric, c6ng d6n.
- Th6ng b5o tir ctrOi giai quyiSt h6 scr

H, so luu t4i m6n. Sau khi SO van Itru trff theo hanh.

@
t. Trudng hqp d1ng y cdp gtiiy:
- Phi6u ti6p nh4n h6 so vd hgn tr6 k6t qu6;
- H6 so tO chric c6ng d6n;
- H6 so vdn b6n bd sung (ntlu c6);
- Hti so vdn b6n li6n quan;
- Th6ng brio bd sung h6 so (n6u c6);
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2

- 2, Thri tr;c tting kf-bin c0ng b5 sin phim sin xuit trong nufc,afdi vtri thgc phim dinh.du0rg y hqc, thBc phim dtng cho
ch6 dO En d{c bieq sin phim dinh duong dtng cho tr6 tl6n 36 thfng tu6i, c6 01 quy tinh (Mfl sii: BYT-ICIA-28696i-O1). Quy irtnn
c6 tOng thli gian: 07 ngiry

Co
quan,
tlon vi

Burfc
thr3c
hi6n

TGn bufc
thrpc hiQn

T16ch
nhiQm thgc

hi6n
NQi dung c6ng viQc thqc hiQn Bi6u mdu/k6t qui

Th0i
gian

(nedv)

Ghi
chr[

SdYt6 Bufc
1

Ti6p nh$n
h6 so

BQ ph$n
Titip nh$n
vh Trf, k6t

qua

- Ti6p nhan, ki6m tra hd so theo quy
dinh;
- Thu phi theo quy dinh
- Chuy6n buoc2.

- Trudng hqp hO so sau thiim dinh c6 yAn
;,

cdu co so phdi thwc hi€n khdc ph4c, MQt
c*a nhQn vd chuyAn bdo cdo khiic phac cia
co s0 d€n Chi cuc An todn v€ stnh thuc

theo trinh try cila cila nghiQp vu b6
sung h6 so.

- Trudrng hgrp h6 so ddy dir, chfnh
x6c theo quy dinh. thi ti6p nh{n vd in
Gi6y ti0p nhQn h6 scy vd hgn tri k6t
qu6 (mdu sO Ot ban hanh kdm theo
Th6ng tu sO 0l/2018/TT-VPCP
ngiry 23111/2018).
- Trucmg hqp hO so chua tl6y dri,
chua chinh x6c theo quy dinh thi
hudng d6n hoan thiQn, b6 sung vd in
Phi6u y6u cAu b6 sung, hoan thiqn
h6 so @du s6 02 ban hirk kdm
theo Th6ng tu sO OL12OIS/TT-VPCP
ngiry 2311112018).

0r5
ngay
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- Truorng hgrp tu ch6i ti6p nhQn hO

so thi in Phi6u tt ch6i ti6p nhQn gi6i
quy6t h6 so (m6u sO O: ban hdnh
kdm theo Th6ng tu s6 Oll2Ol8lTT-
VPCP cria VEn phdng Chfnh phri).
- Dfi liQu dugc cQp nhflt tr€n he
',^tnong.

Str Y t6

Budc
2

Thf,m
tlinh hO

s(r

Phdng
chuy6n m6n,

Lflnh dao

3r5

ngiy

2.t Ki6m tra h6
SO

ChuyOn
vien

H6 so dAy dri dring y6u c6u, chuy6n sang
2.2

- H6 so td chric, c6ng ddn

2 ngiry

H6 so c6n phii b6 sung:
- Chuy6n vi6n soan th6o Th6ng b6o b6
sung h6 so, thdi h4n hodn thanh.
- Trucmg phdng: ki6m tra nQi dung dg th6o,
trinh ph6 duyQt.
- Lanh <l,ao: ph6 duyQt Th6ng b5o b6 sung
vd Chuy6n mQt cta th6ng b6o.

- Thpng b6o b6 sung h6 so theo Th6ng
tu sO 01/2018/TT-VPCP cta Vdn
phong Chinh pht
- TAm dung tinh thdi gian tr€n hQ

thOng

2.2
ThAm

dM h6 so
Chuy€n

vi6n

- ThAm dinh hO so phu hgp; Chuy6n bu6c
a
J.

- HO so t6 chric, c6ng d6n
1,5

ngey- Thdm dinh hO so kh6ng ddp imgy6u cdu;
Chuy6n budc 3.

56YtC

Bufc
3

Dq thio
trinh K6t
qui thim

tlinh

Phdng
chuy6n

mOn

115

ngiy

Bu6c
3.1

Tham muu
DU th6o

ChuvCn
vlen

Dg th6o:
- Gi6y tiep nhfln ban d6ng ky c6ng bO san

- HO so t6 chric, c6ng ddn.

- DU th6o GieV ti6p nhan ban dAng kv

0,5
ngey
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KCt qu6
thAm dinh

pham c6ng b6 san phAm theo MAu s5 O:
Phpc lUc I cria Nghi dinh sO

t5{2018AID-CP.
H6 so kh6ng ddp i,ngy6u cAu:
- Dg th6o Th6ng b6o tir ctrOi giai quytSt h6
SO

- H6 so c6ng ddn.
- Th6ng b6o ttr cfrOi giai quyrit h6 so

Bu6c
3.2

Ki€m
n0i
trinh
duyQt
qua
dinh

tra
dung,

ph.e

k0t
thAm

Trucrng
phong

Ki6m tra nQi dung, trinh ph6 duyQt ktit qu6
thdm tlinh:

. ',< -l- Neu oong y:
+ Ky nh6y Dg th6o Gi6y ti6p nhqn ban dlng
ky c6ng bO san pham.
+ Chuy6n bu6c 4.
- NCu kh6ng d6ng y: Chuy6n 14i bu6c 3.1.

- H6 so t6 chric, c6ng d6n.
- Th6rg b6o tir cfrOi giai quy6t h6 so
(n6u c6).

- Du th6o Gi6y tiep nhan ban ddng ky
^ .i " .;.cdng b6 san phAm theo Mdu s6 03

Phsc lpc I cua Nghi dinh sO

15i201SArD-CP.

0l
ngay

Burfc
4

Xem x6t,
ph6 duyQt Liinh tl4o

- Neu d6ng y:
+ PhO duyQt vIn b6n 1i6n quan.

t.+ unuyen Duoc ).
- Ntiu kh6ng d6ng y: Chuy0n lqibuoc3.2

- H6 so tO chric, c6ng ddn.
- DU th6o Gi6y ti6p nhqn ban dang lcy

c6ng b6 san phdm theo Mdu s6 03

Phgc lUc I cria Nghi dinh sO

l5120l8aID-CP
- Th6ng b6o tir cfr6i giai quytit hd so
(trudrng hqp tu ch6i).

115

ngiy

SEYt6
Bufc

5
Trf, k6t

qua

BQ phan ti6p
nhfn vh tri

kiSt qui

Trucrng hqp Lanh dpo d6ng !, c6,p gi6y:
- Vdo s6 ttreo d6i tii5p nhfln vd trd ktit qu6.

- Trhki5t qu6 cho t6 chtc, c6ng d6n.
- fet thric quy trinh.

- H6 scr t6 chric, c6ng d6n.
- Giay. titip nhan ban ctang ky c6ng bO

sanphdm

Trudng hqrp tu ch6i:
- Vdo s6 theo doi ti6p rfidnvdtrhk€t qud.
-,,).- Trh h6 so vd Th6ng b6o tt ch6i gi6i quyOt

hO so cho t6 chfc, c0ng ddn.

- H6 so t6 chric, c6ng ddn.
- Th6ng b6o tt chdi gihi quy€t h6 so
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- KCt thric u trinh.
SO m6n. Sau khi hH luu Ph s0 xu van luu trir theo dinh hien hdnh

Thanh so luu
I i cap gtay,

so YA hqn trh t<ct Qu6;
- Hil so t6 chric c6ng ddn;
- H6 so vdn b6n b6 sung (ntlu c6);
- Hii so vdn bin b6 sung (n6u c6);
- HO so vdn bin li€n quan;
- Th6ng b6o bO sung hii so (n6u c6);
- Gi6y titip nhan ban dlng ky c6ng bO sanphAm.
2. Trudng.hqp kh6ng ding y ctip giQy:
- Phi6u ti6p nhQn hO so vd hgn tri k6t qu6;

H6 SO van ban bO sung
sung h6

(neu co) )

Th6ng brio bo So neu co) )

H6 SO van
ThOn b6o SO

- 3, Tht tqc tltrng lrf n{i dung quing c6o d5i vd,i sin phim dinh du6mg y hqc, th$c phim dtng cho ch6 dO.In allc biet, san
phim dinh duong dlng cho tr6 d6n 36 thtDg tu6i, c6 Ol quy tdnh (Me s6: BYT-KIIA-28696S-01), Quy fialnh c6 t6ng thtri gian: 10
ugty

Ccr
quan,
tlcrn vi

Bulfc
thgc
hi6n

TGn budc
thr;c hiQn

T16ch
nhiQm thqc

hiOn
NQi dung cdng viQc thgc hiQn Bi6u m6u/kiit qui

Thdi
gian

(nedv)

Ghi
chti

S&YtC Bufc
1

Ti6p nhSn
h6 so

BQ phfn
Ti6p nhfln
vh Tri k6t

qua

- TiCp nhfln, ki6m tra hO so theo quy
dinh;
- Thu phi theo quy dinh
- Chuy6n buoc2.

- Truong hqrp h6 so ctAy dri, chinh
xdc theo quy dinh. thi titip nhfln vn i.n
Gidy ti6p 40" hO so vd hsn tr6 k6t
qui (m6u s6 01 ban hdnh kdm theo

0r5
ngiy
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- Tradng hqp hO so sau th(im.dinh c6 y\n
cAu co so phdi thwc hiQn khdc phuc, MOt
c*a nhQn vd chuyAn bdo cdo khdc phqc cila
co sd d€n Chi cqc An todn v€ sinh thuc
phiim theo trinh ta cila cila nghiQp vu b6,;
sung no so.

Th6ng tu s6 0112018/TT-VPCP
ngiry 23llll20l8).
- Trudng hqrp hO scy chua dAy dri,
chua chfnh x6c theo quy <tinh thi
hucmg O6n troan thiQn, b6 sung vd in
Phi6u y6u_cAu.b6 sung, hoan thiQn
h6 scv (mdu s6 02 ban hanh kdm
theo Th6ng tu s6 Ol/2018/TT-VPCP
ngdy nltU20t8).
- Trudng hgrp tir cfrOi ti6p nhAn h6
so thi in Phii5u tu ch6i ti6p nhan gi6i
quy6t hd so (m6u sO Ol ban hanh
kdm theo Th6ng tu s6 Oll2Ol8/TT-
VPCP cria VEn phdng Chinh pht).
- Dii liQu dugc cflp nh{t tr€n hQ
,,i
mong.

SOYTC

Bufc
2

Thim
tlinh hO

s(F

Phdng
chuy6n m6n,

Lflnh tl4o

Thpc hiQn mOt trong ba bu6c 2.1 hodc 2.2
hoflc 2.3 tuy theo mric tlO dim b6o y6u ciu
cria h6 so

615

ngiy

2.t Ki0m tra hO

SO

Chuyen
vi6n

HO so dAy dt dring y6u cAu, chuy6n sang

2.2

- HO so tO chirc, c6ng ddn

5 ngdy

HO scr cdn phii bO sung:
- Chuy6n vi6n soqn th6o Th6ng b6o bO

sung hii so, thdi hpn hodn thanh.
- Trucmg phdng: kiOm tra nQi dung du th6o,
trinh ph€ duyQt.
- LAnh d4o: ph6 duyQt Th6ng brio b6 sung
vd Chuy€n m6t cria th6ng b6o.

- Th6ng b6o b6 sung h6 so theo Th6ng
tu s6 OL12O18/TT-VPCP cria Vdn
phdng Chfnh pht
- fa- dtrng tinh thdi gian tr6n hQ

th6ng
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2.2
Th6m

dinh hO so
Chuy0n

vi€n

- ThAm dM hO so phu hqp; Chuy6n budc
aJ.

- H6 so t6 chric, c6ng d6n
1,5

ngily-Ttfm ctinh hd so kh6ng ddp tmgy6u cAu;

Chuy€n budc 3.

56YtO

Bufc
3

Dg th6o
trinh K6t
qui th6m

tlinh

Phdng
chuyGn

mdn

115

ngiy

Budc
3.1

Tham muu
Dg th6o
-- t.Il.et qua

thAm dinh

Chuy0n
vi6n

HO so phu hgp:
Dg th6o:
- Giey x6c nhfln nQi dung quAng c6o

@aar.
- DU th6o Gi6y x6c nhfln nQi dung
quang c6o theo.MSu s6 11 Phpc lpc I
cria Nehi dinh sO I 5/201 8A{D-CP

0,5
ngay

HO scv kh6ng d6p fmg y6u cAu:

- Dg th6o Th6ng b6o ttr ch6i gi6i quy6t hO

SO

- Hd so c6ng dAn.
- Th6ng b5o tu cfrOi giai quy6t hO so

Budc
3.2

Ki6m tra
nQi dung,
trinh phl
duyQt k6t
qua thAm
dinh

Tru&ng
phong

Ki6m tra nQi dung, trinh ph0 duyQt k6t qui
thdm clinh:
- Ntiu d6ng y:
+ Ky nhrly Dg th6o GiSy x6c nhfln nQi dung
quang c?o .

+ Chuy0n budc 4.
- N€u kh6ng ddng y: Chuy0n l4i budc 3.1.

- Hd so tO chric, c6ng ddn.
- Th6ng b5o tu ctrOi giai quytit h6 so
.A
(neu co).

- DU thno GiSy x5c nhfn nQi dung
quang c5o theo.Mdu st5 tt Phuc luc I
cria Ngh! dlnh sO I 5/20 1 SAID-CP.

01

ngay

Burfc
4

Xem x6t,
ph6 duyQt Linh dgo

- N6u d6ng y:
+ Ph6 duyQt vdn b6n li6n quan.
+ Chuy6n bu6c 5.
- N€u khOng il6ng y: Chuy6n l1ibuoc 3.2.

- H6 so t6 chric, c6ng d6n.
- DU th6o Gi6y x6c nhfln nQi dung
quang c5o theo.MSu sO tt PhUc lqc I
criaNghi dinh sO L512018AID-CP.
- Th6ng brio tri cfrOi giai quy6t hO so
(trulng hqp tu ctrOil.

115

ngiry

56Yt6 Burfc Tri k6t B0 ph0n ti6p Trudng hqp Lanh d4o d6ng !, c6rp gidy: - H6 scr t6 chric, cdng d6n
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5 que nhfn vi tri
k6t qui

- Vdo s6 theo doi ti€p nhQn vd tri k6t qu6.
- Trhk6t qu6 cho td chric, c6ng ddn.
- f6t thfc quy trinh.

- Gi6y x6c nhQn nQi dung quing c6o

Trudng"hqrp tu ch6i:
- Vdo sO theo d6i ti6p nhQn vd tr6 k6t qu6.
- Trdh6 so vd Th6ng b6o tir ctrOi giai quytit
hO so cho tO chfc, c6ng d6n.
- ftit thric quy trinh.

- H6 so tO chric, c6ng d6n.
- Th6ng b6o tir cfrOi giai quy6t hO so

H SO luu Chu m6n. Sau khi ch SO van luu trt theo henh.

Thanh phan h6 so luu:
t. Trudng hqp d6ng y 

"iip 
gitiy:

- Phi6u titSp nhQn hti so vd hsn tr6 ktSt qu6;
- HO so tO chric c6ng d6n;
- HO so vdn bdn b6 sung (ntiu c6);
- H6 so vdn bin li0n quan;
- Th6ng b6o b6 sung hti so (ntiu c6);
- Hii so v6n b6n b6 sung (n6u c6);
- GiSy x5c nhan nQi dung quang c6o .

2. Trudng.hqp khdng d6ng i, ciip giQy:
- Phi6u tii5p nhAn h6 so vd hgn tr6 ktit qu6;
- H6 so vdn b6n b6 sung (n6u c6);
- Th6ng b6o b6 sung hti so (ntiu c6);
- Hil so vdn b6n bO sung (ntiu c6);
- Th6ng b6o tt cnOi giai quytit hO so.

4. Thfi tBc C6p gi6y
5n u6ng thuQc thAm quydn

chri'ng nhAT co s& tti cli6u kiQn an toin thgc phim aiii vrli co s& sin xu6t thrpc ph6m, kinh doanh dich vg
cria S0 Y t6
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- , ll 96p gi6y chrimg nh$n cc s0 tlrt didu ki$r.an toln thr;c phim tliii voi co s0 sir xuAt thyc phim thuQc thim quy6n c,ia S&
Y l€ (Mn s6: BYT-KHA-287064-01). Quy lrinh c6 t6ng thdi gian: 20 rgiy

Co
quan,
tlon vi

Buric
thrpc
hi6n

TGn bufc
thrSc hiQn

Trich
nhiQm thgc

hi6n
NQi dung c6ng viQc thr;c hiQn Bi6u miu lkiit quir

Th0i
gian

(nedv)

Ghi
chri

SEYt6 Bufc
1

Ti6p nhfn
h6 so

BQ ph$n
Ti6p nh$n
vir Tri k6t

que

- Ti€p nhan, ki6m tra hO so theo quy
dinh;
- Thu phi theo quy dfnh
- Chuy6n bluoc 2.

- ?u*S hqp hO so sau thdm_dinh c6 yAn
cdu co sd phdi thuc hi€n khdc phac, Mqt
cua nhdn.vd chuy€n bdo cdo khiic phqc cila
co sd d€n Chi cuc An todn vQ sinh thuc

theo trinh tq cila cila nghiQp vu bi5

sung h6 so.

- Truong hgp SO y dri, chfnh
xiic theo quy dinh. thi tit5p nhfln vd in
Gi6y ti6p nhfln h6 so vd hgn tr6 k6t
qu6 (m6u s0 01 ban hanh kdm theo
Th6ng tu sO Oll2O18/TT-VPCP
nsiry 2311112018).
- Trucrng hqrp hO scy chua dAy dri,
chua chinh x6c theo quy dinh thi
hucnrg dhn hodn thiQn, b6 sung vd in
Phii5u y6u cAu.b6 sung, hoan thiQn
hO so (mdu sO 02 ban hanh kdm
theo Th6ng tu s6 oll2olSiTT-VPCP
ngiry 23/lll20l8).
- Trudng hqp t" ctrOi tii5p nhfln h6
so thi in Phi6u tu chdi ti6p nhfln gi6i
quy6t h6 so (m5u sO O: ban hanh
kdm theo Th6ng tu sO Oll2018/TT-
VPCP cria Vdn phdng Chfnh pht).
- DU liQu rlugc cAp nhQt tr€n hQ

0r5
ngery

56Yt6 Burfc
,,

Thim
tlinh h6

Phdng
chuy6n m6n,

04
ngiy
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s(r LSnh dao

2.t Ki6m tra hO

SO

ChuyOn
vi6n

H6 so dAy dri dring y6u cAu, chuy6n sang
2.2

- HO so tO chric, cdng ddn

3 ngdy

HO so cAn ph6i b6 sung:
- Chuy6n vien so4n th6o Th6ng b6o b6
sung h6 so, thdi h4n hodn thdnh.
- Trucrng phdng: ki6m tra nQi dung dg th6o,
trinh ph6 duyQt.
- Lanh d4o: ph6 duyQt Th6ng b6o b6 sung
vd Chuy6n mQt cira th6ng b6o.

- Th6ng b6o b6 sung hd so theo Th6ng
tu sO OL12OLS/TT-VPCP cria Vdn
phdng Chinh pht
- Jam drmg tinh thdi gian tr€n hQ

th6ng

2.2
Th6m

dinh h0 so
ChuyCn

vi€n

- Th6m dinh h6 so phir hsp; Chuy6n bu6c
3.

- H6 so td chric, c6ng ddn

1 ngiy
- ThAm dinh hO so kh6ng ddp imgy€u cAu;

Chuy6n trucmg hW 2,bu1c 4.

3
Bufc Td chfc

thAm tlinh
t4i co s6

Phdng
chuyGn

m6n, Linh
dao

11

ngiy

Budc
3.1

rhanh 
Lap

doan thdm
dinh

Chuy0n vi6n,
Truong phtrrg

Ldnh d4o

- Chuy6n vi6n: Soan th6o Quy6t dinh thanh
lpp dodn thAm dinh.
- Trucrng phdng: Ki6m tra nQi dung dg
th6o, trinh ph6 duyQt

- Lenh dpo: PhC duyQt Quy6t dinh thanh lap
dodn thdm dinh

- HO so t6 chric, c6ng ddn.
- Quy6t dfnh thdnh 10p doan thAm
dinh. 01

ngdy

Budc
3.2

Th6m dfuh
t4i co s0

Chuy6n viOn,
Truongphcng

LInh d4o

Truong |qp k6t qu6 thAm dinh dqr y}u
cdu: chuy6n budc 4.1 (trucrng hqp 1).

- TrugnB hqptEt qu6 th6m dinh kh6ng dqt
yOu c6u, chuy6n bu6c 4.1 (trucrne hqp 2).

- UO so t6 chr?c, cOng ddn.
- Quytit dinh thanh np doan thAm

dinh.
- Bi6n b6n thAm dinh.

10

r,giry

Co scv

co tOl Oa

30 ngiry

ruAe

Phuc.
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Truong hqrp k6t qui th6m tlinh tai co s&

chua dqt y€u cAu vi c6 thO khdc phpc, dodn
thdm ttinh phai ghi rO nQi dung, y€u cAu vd
thdi gian kh6c phuc vdo Bien bdn thAm
dinh v6i thoi han khic phr,rc khdng qu6 30
ngay. Sau khi c6 b6o c6o k5t qu6 khic phUc
cta co s0, Dodn thAm dinh d6nh gi6 k6t qui
lJr.ac phpc vd ghi t<6t tu4n vdo bi6n bdn
th6m dinh.
- Trucrng hgrp ccr s& khic phUc d4t y6u cAu,

chuy6n budc 4.1 (truong hqp 1).
- Trugng hgp. co so khic phuc kh6ng d4t
y6u cdu, chuy6n bu6c 4.1 (trudng hqp 2).
- Trucrng hqrp qu5 30 ngdy co so kh6ng c6
b6o c6o khdc phuc, chuy6n bu6c 4.1
(trudrng hqp 2).

- Hd so t6 chric, c6ng ddn.

- Quy6t dinh thdnh 10p dodn thAm
dinh.
- Bi€n b6n thAm dinh.
- 96o c6o kt5t qu6 khic phuc cria co sd
(n6u c6).

H9

th5ng
tam
dtmg
tinh

Buric
4

Dg thio
trinh K6t
qui thAm

dinh

Phdng
chuy6n

mdn

03
ngiy

Budc
4.1

Tham muu
Dg th6o
Ktit qu6

thAm dinh

ChuyCn
vi€n

Trudng hW I (thiim dinh, khdc phqc dst
yAu cdu):
Dg th6o:
- Gi6y chimg nhqn co so thi di6u kiQn an
todn thgc phdm theo MAu sO O: PhUc lUc I
cria Nehi tlinh sO L55/2O|8A{D-CP.

- H6 so t6 chric, c6ng d6n.
- Dg th6o Gi6y chring nhfln co sd thi
di6u kiQn an toen thgc phdm theo MAu
s6 Oa Phlrc lpc I cria Nghi dinh s6
t55l20l8a{D-cP.

1,5

ngey

Tradng hW 2 (H6 so khdng ddp ilmg yAu: ,) ,:cdu; h6 so b6 sung nhung kh6ng ddp ilvtg
yAu cdu; Thiim dinh kh6ng dqt; khiic phuc

- Hd so t6 chric, c6ng d6n.
- Th6ng b6o tir ctrOi giai q.rytit h6 scv.

1,5

ngay
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kh6ng dat yAu cdu; qud 30 ngdy co sd
kh6ng c6 bdo cdo khdc phqc):
DU th6o Th0ng b6o tu ctrOi giai quy6t trO

so.

Bu6c
4.2

Ki6m tra
nQi dung,
trinh ph.e

duyQt bctqua thdm
dinh

Trucrng
phdng

Ki6m tra nQi dung, trinh ph0 duyQt k6t qui
th6m dinh:
- N€u il6ng y:
+ Ky nh6y v[n b6n li€n quan (truong hgp
dU th6o th6ng b6o tu cfrOil.
+ Chuytin bu6c 5.

- NCu kh6ng d6ng y: Chuy6n lqi bu6c 4.1.

- Hd so t6 chric, cdng d6n.
- T6"g brio tu ctrOi giai quytit hd so
(n6u c6).
- pU th6o Gi6y chimg nhpn co s0 dri
diOu kiQn an todn thgc phdm theo Mdu
sO Of Phpc lpc I cria Nghi tlinh so

155/2018^IE-CP.

1,5

ngdy

Bufc
5

Xem x6t,
ph6 duyQt LSnh il4o

- N0u cl6ng y:
+ PhC duyQt vdn b6n 1i6n quan.
+ Chuy6n budc 6.
- Ntiu kh6ng d6ng 1f: Chuy6n lqibuoc 4.2

- H6 so t6 chric, c6ng ddn.
- Gi6y chimg nhfln co s0 dri di6u kiQn
an todn thgc phdm theo Mdu s6 O:

PhUc lUc I cria Nghi dinh sO

ts5l20t8arD-cP.
- Thdng b6o ttr ctrOi giai quy6t h6 so
(truong hqp tu ch6i).

115

ngiy

SOYTC
Bufc

6

Tri k6t
que

BQ phfn ti6p
nhfln vi tri

. A,
Ket qua

Trucrng hqrp LAnh d4o tl6ng j, 
"6p 

ph6p:
- Vdo sO theo d6i ti6p nhan vd tri ki5t qu6.

- Trhktit qu6 cho t6 chtc, c6ng d6n.

- f€t thric quy trinh.

- HO so t6 chric, c6ng d6n.
- Gi6y chfng n|fln co s& dt tti6u kiOn
an todn thgc ph6m

Trucrng hgrp tu ch6i:
- Vdo sO theo d6i ti6p nhQn vdtrhk6t qu6.

- Trdh6 scv vd Th6ng b6o tri cfrOi gial q,rytit
h6 so cho t6 chftc, c6ng ddn.
- ftit thric quy trinh.

- ftO so tO chrlc, c6ng d6n.

- Th6ng b6o tu ctr6i giai quy6t hO so.
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SO luu m6n. Sau khi SO vdn luu trt theo dinh henh.u
Thenh phdn h6 so luu:
I. Tradng.hqp ddnqy cdp gidy:
- Phi€u ti6p nhan hO so vd hgn tr6 k6t qu6;
- HO so tO chric c6ng ddn;
- Thdng b6o b6 sung hO so (n6u c6);
- H6 so vdn bdn b6 sung (nOu c6);
- Quy6t dinh thdnh 14p dodn th6m dinh;
- Bi€n b6n thAm dinh;
- 869 crio k6t qui kh6c phuc cria co sd (ntiu c6);
- Gi6y chimg nh4n co s0 rtt dieu ki0n an todn thgc phdm.
2. Trudng hqp kh6ng d6ng !, ciip giQy:
- Phi6u ti6p nhfln h6 so vd hgntrh k6t qu6;
- Th6ng b6o bO sung hd so (n6u c6);
- H6 so vdn b6n bO sung (n0u c6);
- Quytit tlinh thdnh lap dodn thAm dinh;
- Bi6n bin th6m dinh;
- 86o c6o ktlt qu6 khic phuc cria co sd (n6u c6);
- Thdng biio tu ctrOi giai quy6t h6 so.

. 4.2 Thrl tqc cdp gidy chrimg nh$n cc sd tlfl di6u kiQn an toin thqc phlm d6i vfi cd s& kinh doanh dich vg in u5ng thuQc thim
quyGn cfra S& Y tG (Mn s6: BYT-KHA-287064-02). Quy trlnh c6 t6ng thdi gian: 20 ngly lirm viQc

Ccr
quan,
dcrn vi

Burfc
thqc
hi6n

TOn bufc
thr;c hiQn

Trich
nhiQm

thUc hiOn
NQi dung c6ng viQc thgc hiQn Bi6u m6u/ktit qui

Thli
gian

(nedv)

Ghi
chri

SOYTC
Bufc

I
Ti6p nh$n

h6 scr

BQ ph$n
Ti6p nhfn

- Ti6p nhQn, ki6m tra hO so theo quy dinh;
- Thu phi theo quy dinh

- Trudng hqrp hO so dAy dri, chinh
x6c theo quy dfnh thi titip nhfln vd in

0r5
ngav
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vi Tri k6t
que

- Chuy€n buoc.2.
- Trudng hqp hi so sau thiim dinh c6 yAn cdu
co sd phdi thryc hiQn khdc ph4c, MQt c*a
nhdnvd chuydn bdo cdo khdc phuc cila co sd
d€n Chi cqrc An todn v€ sinh thac phdm theo
trinh tw cila cila nghiQp vu bii sung h6 so.

I ^.4 ..4
I Giay ti6p nhan h6 so vd hgn tr6 k6t
I qu6 (mdu sO 01 ban hanh kdm theo

ltOng tu sO OLI2OIS/TT-VPCP

I ngay nltl/2018).
- Trudmg hqi'p hO so chua dAy dri,

I chua chinh x6c theo 9yf ttinh thi
hudng d6n hoan thiQn, bO sung vd in
Phi6u y6u cdu,b6 sung, hodn thiQn
hO so (m6u s6 02 ban hanh kdm
theo Thdng tu sO 01/2018/TT-VPCP
nsAy nltU2018).
- Trucrng hqp to cfrOi titip nhfn hO

so thi in Phi6u tu ch6i ti6p nhan gi6i
quytit hO so (mdu sii Oa ban hanh
kdm theo Th6ng tu si5 O\/2018/TT-
VPCP cta VEn phdng Chinh phti).
- Dt liQu dugc cflp nhflt tr€n hQ

th6ng.

SOYt6

Budc
2

ThAm
tlinh h6

s(r

Phdng
chuy6n

m6n, Lflnh
dao

04
ngay

2.7
Ki€m tra h6

so
Chuy€n

vi6n

H6 so dAv dt dring y6u cAu, chuy6n sang2.2 - HO so t6 chric, c6ng d6n

3 ngdy

H6 so cdn ph6i b6 sung:
- Chuy6n vi6n so4n th6o Thdngb6o b6 sung
hd so, thdi han hodn thanh.
- Truo,ng phdng: kitim tra nQi dung dU th6o,
trinh ph6 duyQt.

- Lanh d4o: ph€ duyQt Th6ng b6o bO sung vd

- Thdng b5o b6 sung hd so theo Thdng
tu sri oll2olSlTT-vPCP cria van
phdng Chfnh pht
- Ta^ dung tinh thdi gian tr6n hQ

th6ng

106



Chuy6n mQt ctra th6ng b6o.

2.2
ThAm

dinh h6 scv

ChuyCn
vi6n

- ThAm dinh h6 scr pht hgp; Chuy6n budc 3 - HO so t6 chric, c6ng dAn
L ngdy

- Th6m dinh h6 so kh6ng d6p img y6u cAu;

Chuy6n trulng hW 2,budc 4.

Budc
3

T6 chric
th6m tlinh
t4i co sO

Phdng
chuy6n
m6n,

Lflnh d4o

11

ngiy

Bu6c
3.1

Thenh lflp
doan thAm

dinh

ChuyOn
vi6n,

Truong
phong

LSnh d4o

- Chuy€n vi€n: Soan th6o Quy6t dinh thenh
lQp doan thAm dinh.
- Trucmg phdng: Ki6m tra nQi dung dg th6o,
trinh ph6 duyQt.
- Lanh dao: PhC duyQt Quytit dinh thdnh lap
doan thdm dinh

- H6 stv t6 chric, c6ng d6n.
- Quy6t dinh thdnh lflp doan thAm
dinh. 01

ngay

Budc
3.2

ThAm dinh
t4i co s0

Chuy6n
vi6n,

Truong
phcng

LEnh ilao

-Trucnrg h-op k6t quA th6m dinh dqt y6u cAu:

chuy6n budc 4.l.(trucrne l,rOn 1).
- Trugng hqp. k6t qu6 thdm dinh kh6ng dqt
y0u cdu, chuy€n budc 4.1 (trucrnehW 2).
Trubng hqp k0t qu6 thdm tlinh tAi co sd chua

^tdqt y}lu c6u vd c6 thO khdc phgc, dodLn thdm
ttinh ph6i ghi rd nQi dung, y€u cAu vd thoi
gian khic phUc vdo Bi6n ban tham dinh v6i
thoi h4n kh6c phpc khdng.qu6 30 ngdy. Sau
khi c6 b6o c6o kOt qu6 khlc phpc cria co s&,

Eodn thAm dinh d6nh gi6 ktlt qu6 khdc phuc
vi ghi k6t tuan vdo bi6n ban thAm dinh.
- Trudrng hqp co so khdc phpc d4t y6u cAu,

- HO so tO chric, c6ng ddn.
- Quytit dinh thdnh lflp doan thAm
dinh.
- Bi€n b6n thAm dinh.
- H6 so t5 chric, cdng ddn.
- Quy6t dinh thanh lap dodn thAm
dinh.
- Bi6n ban thAm dinh.

- 96o c6o ktit qui khdc phUc cria ccv sd
(nOu c6).

l0
ngay

Co sd
c6 tdi
da 30
ngey
khdc

Phuc.
HC

th6ng
tam
dnng
tinh
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chuy6n budc 4.1 (truong hqp 1).

- Trudrng hgp ccr s0 khdc phUc kh6ng d4t y6u
x,,1 ,

c6u, chuy€n budc 4.1 (trudrnghW 2).
- Trudmg hgR tu5 30 ngdy co s& khdng c6
birc c6o khdc phpc, chuy6n bu6c 4.1 (truong
hqp 2).

Bufc
4

Dg thio
trinh KGt
quf, thim

dinh

Phdng
chuyGn

mdn

03
ngey

Budc
4.t

Tham muu
Dg th6o
K5t qu6

tham dinh

ChuyOn
vi6n

Trudng hqp t (Thiim dinh; khdc phac dat yAu
cdu):
DU th6o Gi6y chrmg nhfln co so dri di6u kiEn
an todn thgc phdm theo Mdu sd 03 Phuc luc I
cria Nghf ttinh s6 155/20184{D-CP.

- HO so td chric, c6ng ddn.
- Du th6o Gi6y chring nhfln co s& dri
tli6u kiQn an toirn thgc phdm theo MAu
sO O: Phuc luc I cria Nghi dinh so
l55l20t8/I\lD-CP.

1,5

ngay
Trudng hW 2 (H6 so kh6ng ddp rhng yAu: ,) ,:
cdu; hd so b6 sung nhung khdng ddp *ng yAu
ciu; Thtim dinh kh6ng dqt; khdc phuc kh6ng

^:dqtyAu cdu; qud 30 ngdy co'sd kh6ng cd bdo
cdo khiic phq,rc):

Du th6o Th6ng b6o tri ctrOi giai quytit hO so.

- HO so t6 chric, c6ng ddn.
- Th6ng b5o tu ctrOi giai quytit h6 so

Bu6c
4.2 qua th6m

dinh

Ki6m
n0i
trinh
duyQt

tra
dung,

ph.e

ket
Tru6rng
phdng

Ki6m tra nQi dung, trinh ph6 duyQt k6t qu6

thAm dinh:
- N6u ddng y:
+ Ky nh6y vdn bin li€n quan (trudng hqp dU

th6o th6ng b6o tu ch6i).
+ Chuy6n budc 5.

- NCu kh6ng d6ng y: Chuy6n lai budc 4.1.

- HO so t6 chric, c6ng d6n.
I -, ^ , A: (. , I
J- Inong Dao tu cnol glal quyet no s0
l. t
l(neu co).

l- Po th6o GiSy chimg nhfln co so dri

ldiOu kien an todn thgc ph6m theo MAu
sti O: Phuc lpc I cira Nghi dinh sti
tsst20r sNo-bp.

1,5

ngay

Bufc Xem x6t, Linh dao - N€u d6ng y - HO so tO chric, c6ng d6n 1,5
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5 ph6 duyQt + PhC duyQt v5.n b6n li6n quan.
+ Chuy6n Budc 6.

- N6u kh6ng d6ng y: Chuy6n l1ib:r.oc 4.2.

- Gi6y chimg nhfln ccy sd dri diOu kien
an todn thpc ph6m theo MAu sO O:
Phuc lpc I cria Nehi dinh sO

t55l20t8a{D-cP.
- Th6ng b6o tt cfrOi giai quytit h6 so
(trudng hqp tu cfr6i1.

ngiy

56Yt6 Budc
6

Tri krit
qua

B.Q phfn
ti6p nhfn
vir tri k6t

que

Trucrng.hgp Ldnh d4o d6ng j, cdp phdp:
- Vdo s6 theo d6i tiOp nh4n vdtrh k€t qu6.

- Trhk6t qui cho t6 chfc, c6ng d6n.
- Ket thirc quy trinh.

- HO so t6 chric, c6ng d6n.
^. A- Gi6y chring nh4n co s0 dt di6u kiQn

an toAn thgc phAm

Trucmg hgrp tu ch6i:
- Vdo s6 theo d6i tiOp nh4n vdtrdktit qu6.

-,tX\mi-'l'rb, hO so va'l'h6ng b5o tu ch6i gi6i quy€t
hd so cho t6 chr?c, c6ng ddn.
- f6t thric quy trinh.

- HO so t6 chric, c6ng ddn.
- Th6ng biio tir ctr6i giai quyi5t hO so.

so dugc luu Ph Chu mdn. Sau khi han, chu so van ltru trfr theo dinh hAnh.
Thdnh p so luu
1. Tradng hqp d6ng y ciip gtiiy:
- Phi6u ti6p nhfln h6 so vd hgn tri ktit qu6;
- H6 so tO chric c6ng ddn;
- T!6ng b6o b6 sung h6 so (n6u c6);
- H6 scy v6n bin b6 sung (n€u c6);
- Quy0t tlinh thantr lQp doan th6m dinh;
- Bi6n b6n thAm dinh;
- B69 crlo ktit qu6 khic phuc cria co sd (ntiu c6);
- Gidy chimg nhQn ccr sd dri ili0u kiQn an todn thyc phdm.
2. Trudng.hqp kh6ng ding y cdp giQy:
- Phi6u tiOp nhQn hO so vd hgn tri k6t qu6;

b5o bO s h6 so neu co
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so vdn b6n sung c6);
- Quytit dfnh thanh 14p dodn thAm dinh;
- Bi6n bin thdm dinh;
- 86o c6o kiSt qu6 khdc phUc cta ccy so (n6u c6);

b6o tu ch6i h6 so

IIr. LfrYH Y(lc Y Tf DLr PHdNG

1. Thri tgc c6ng bi6 co s& dn di6u ki$n ti6m chtng, c6 01 quy trinh (Me s6: BYT-KIIA-2S6959-01). Quy trinh c6 t5ng thdi gian;
03 ngiLy

Co
quan,
tlcrn vi

Burfc
thgc
hi6n

TGn burfc
thrSc hiQn

Trich
nhiQm thgc

hi6n
NQi dung c6ng viQc thgc hiQn Bi6u miu lkfit quh

Thdi
gian

(nedv)

Ghi
chr[

SEYt6 Bufc 1

Ti6p nh$n
hd scr

BQ phfn
-.X 

i Arlep nnen
vi Tri k6t

que

- Tiep nhfln, ki6m tra hd so theo
quy dfnh;
- Thu phi theo quy dinh
- Chuy€n bu$c2.

- Trudrng hQp h6 so c16y dri, chinh
x6c theo quy dinh thi ti6p nhfln vd
in Gi6y titip nhan hO so vd hen tr6
k6t qui (mdu sd 01 ban hdnh kdm
theo Th6ng tu sO 0ll2Ol8/TT-
VPCP ngey n/l.l/2018).
- Truong hgp h6 so chua tl6y <hi,

chua chinh x6c theo quy dfnh thi
huong ddn hoan thiQn, b6 sung vd
in Phi6u y6u c-6u b6 sung, hodn
thiQn h6 so (m6u sO 02 ban hinh
kdm theo Th6ng tu s6

lll2ll8lTT-VPCP ngay
23ltv20t8).
- Trulng hqp.tu ctr5i ti6p r,l1ra, nO

so thi in Phi5u tu ch6i titip nhfln
.(. , xgi6i quyOt hd so (mdu sO 03 ban

0r5

ngiy
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hanh kdm theo Th6ng tu s6

0I/2018/TT-VPCP cria Vdn phdng
Chfnh phri).
- DU liQu dugc c4p nh4t tr6n hQ

th6ng.

So Y tti Bufc 2

Thim
tlinh hO

s(r

Chuy0nvi0n

- Thdm dinh hO so pht hgp: Chuy6n
bu6c 3.

- Th6m dinh hO so kh6ng d6p img
y6u cAu: Chuytin budc 3.

- H6 so t6 chric, c6 nhdn
01

nghy

SdYtC

Bufc 3

Dg thio
trinh K6t
qui thim

dinh

Phdng
chuy6n

mdn

1

ngiry

Bu6c
3.1

Tham muu
DU th6o
K6t qu6

thdm tlinh

ChuyCn
vi€n

Dg th6o:
Thdng tin d[ng t6i vO t6n, dia chi,

-).ngudi drmg ddu co so d5 c6ng bO dri
ili0u kiQn ti6m chring

- Hd so t6 chric, c6ng ddn.
- Dg th6o Th6ng tin d[ng t6i v€ t6n,
tlia chi, ngudi dtmg dAu co sd d5
c6ng b0 dri di6u kiQn ti0m chring

0,5
ngdy

Hd so kh6ng ddp imgy6u c6u:
-Du
quytit

th6o Thdng b6o tu chOi giai
h6 so

- H6 so c6ng ddn.
- Thdng b5o tt ctrOi giai quytit hd so

Bu6c
3.2

Ki6m tra
n6i dung,
trinh ph6
duyQt ktit
qu6 thAm

dinh

Tru&ng
phdng

Ki6m tra nQi d*g, trinh ph€ duyQt
k€t qu6 thdm ilinh:
- N€u d6ng y:
+ Ky nh6y vdn b6n Ii€n quan
+ Chuyen bu6c 4.
- NOU kh6ng d6ng y: Chuy6n lai
Bu6c 3.1.

- H6 so t6 chric, c6ng d6n.
- Dg th6o Thdng tin d[ng t6i vC t0n,
dia chi, nguoi dtrng ddu ccr so dd
c6ng b0 dt di6u kiQn ti6m chring

0,5
ngey

Bufc 4
Xem x6t,
phO duyOt

Linh tl4o
- NCu d6ng y:
+ PhC duyQt vdn bin liOn quan.

- H6 so t6 chric, c6ng ddn.
- Th6ng tin dlng t6i vC t€n, dia chi,

0r5
ngAry
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+ Chuy6n Bu6c 5.

- N6u kh6ng cl6ng y: Chuy6n lai
BuOc 3.2.

nguni clftng ddu co so dd c6ng bO ihi
tti6u kiQn ti6m chring
- Th6ng b6o ttr ctrOi giai quytit trO
so (truong hcrp tu ctrOi).

SOYt6 Burfc 5
Tri k6t

que

BQ phan ti6p
nhfn vi tri

k6t qui

Trudng ho. p Ldnh dqo d1ng y ,dp
phdp:
- Vdo sO theo d6i ti0p nhQn vd tr6 kOt
qua.
- Tri kOt qu6 cho tO chric, c6ng ddn.
- Chuy6n Phdng chuy6n m6n lrru h6
so.
- fet thric quy trinh.

- H0 so t6 chric, c6ng ddn.
- Th6ng tin tl[ng t6i v€ t6n, dia chi,
ngudi chmg d6u co so dd cdng bO dri
di0u kiQn ti6m chring

Trudng hqp t* ch6i:
- Vdo sO theo d6i titlp nhfln vd trA kiSt

qua.
-,,).- Trd h6 so vd Th6ng b6o tir ch6i gi6i

q,ry6t hO so cho tO chric, c6ng d6n.
- fet thric quy trinh.

- H6 so t6 chric, c6ng ddn.
- Th6ng b6o tir cfrOi giai quy6t hO so.

scr dugc luu Ch m6n. Sau khi s(y vIn luu trfr theo hanh.

Thanhn6an hO so luu:
l. Trudnghqp d6ngy cdngb6:
- Phi5u ti6p nhQn hO so vd hgn tri k6t qu6;

- Hdi so t6 chric c6ng ddn;
- H6 so vdn b6n ve rurac phUc (n6u c6);
- H6 so v6n bAn li6n quan;

- Th6ng b6o b6 sung h6 so (n6u c6);
- H6 scr vdn b6n b6 sung (ntiu c6);
2. Trudng hqp kh6ng ding y cdng b6:
- Phi6u ti6p nhan h6 so vd hsn trh k6t qu6;

112



- H6 so vdn b6n vC khdc phpc (n6u c6);
- Th6ng b6o b6 sung hd so (ntiu c6);
- HO so vdn b6n b6 sung (n6u c6);
- Th6ng b6o tu ctr6i giai quy6t hO so;

2. Thri tgc C6ng b5 co s& x6t nghiQm tllt ti6u chuAn an toin sinh hgc cip I, c6p II, c6 01 quy trinh (Mn sii: BYT-KIIA-
236953-01). Quy trinh c6 t6ng thdri gian: 03 ngdy

Ctr
quan,
dom vi

Bufc
thrSc
hi6n

TGn burl.c
thgc hiQn

Trich
nhiQm thgc

hi6n
NQi dung cdng viQc thgc hiQn Bi6u miu/k6t qui

Thdi
gian

(nedv)

Ghi
chri

SEYt6 Buric 1

ri5p
h6

nh$n
s0

BQ ph$n
Ti6p nhQn
vi Tri k6t

que

- Tiep nhfln, ki6m tra h6 so theo
quy dinh;
- Thu phi theo quy dinh
- Chuy€n bulc 2.

- Trudrng hqrp h6 so ddy dri, chinh
x6c theo quy dfnh thi ti6p nhQn vd
in Gi6y ti6p nhfn h6 so vd hgn tr6
k6t qud (mdu s6 01 ban hanh kdm
theo Th6ng tu sO 0112018/TT-
VPCP ngiry 23 / l.l /20 I 8).
- Truimg hqrp hO so chua ddy dri,
chua chinh x6c theo quy tlinh thi
hucmg d6n hoan thiQn, bd sung vd
in Phi6u y6u cAu bO sung, hodn
thien hd so (m6u sO OZ ban hdnh
kdm theo Th6ng tu sO

)llz)l8lTT-VPCP ngey
23/tt/2018).
- Trulng hqp.tu cfrOi ti6p ghQn hO

so thi in Phi6u tu ch6i ti€p nhan
x. , ).gi6i quyOt hO so (mdu sO 03 ban

hdnh kdm theo Th6ne tu sO

0r5
ngiy
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0l/2018/TT-VPCP cria Vdn phong
Chfnh phtr).
- Df H€u dugc c4p nh4t tr6n hQ

th6ng.

SdYtE Bufc 2
Th0m

tlinh h6
s(r

Chuy0n vi6n

- ThAm dinh hO so pht hsp: Chuy6n
budc 3.

- Thdm dinh hO scr kh6ng tlip img
y6u cAu: Chuy6n budc 3.

- H6 so t6 chric, c6 nh6n
01

ngiy

56YtC

Budc 3

Dg thio
trinh KGt
qui thim

dinh

Phdng
chuy6n

m6n

01
ngay

Budc
3.1

Tham muu
Dy th6o
K6t qui

th6m dinh

ChuyOn
vi6n

H6 scv phi hqp:
Dg th6o:
Th6ng tin ildng. tii danh sSch co sd
dd tg c6ng bd dpt ti6u chu6n an
todn sinh hgc

- H6 so t6 chric, c6ng d6n.
- Dg thio Th6ng tin ddng ttri danh
s6ch co sd dd ty c6ng bti dat ti6u
,A

chu6n an todn sinh hoc 0,5
ngay

H6 so kh6ng <15p img y6u cAu: 
,- DU th6o Th6ng b6o tir ch6i gi6i

.(, , Iquyet no so

- HO so cOng ddn.

- Th6ng b6o tt ctrOi giai quy6t hdi so

Bu6c
3.2

Ki6m tra
nQi dung,
trinh phd
duyQt k6t
qu6 thdm

dinh

Truong
phdng

Ki6m tra nQi dung, trinh ph0 duyQt
kiSt qui $am dinh:
- NCu d6ng y:
+ Ky rt dy vdn ban 1i6n quan
+ Chuy6n budc 4.

- NCu kh6ng d6ng y: Chuy6n lqi
Bu6c 3.1.

- HO so t6 chric, c6ng ddn.

- Du th6o Thdng tin d6ng thr danh
s6ch co s0 d5 tq c6ng bti dat ti6u
.A

chuAn an todn sinh hoc
0,5

ngdy

Bufc 4 Xem x6t,
phO duyQt

Linh tlgo
- NCU tlOng y:
+ PhO duyqt vdn b6n li6n quan.

- HO so t0 chric, cdng d6n.

- Th6ng tin d[ng tii danh sSch co
0,5

ngiy
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+ Chuy6n Bu6c 5-

- N€u kh6ng d6ng y: Chuy6n lai
Buoc 3.2.

sd dd ty c6ng bO dAt ti6u chudn an

todur sinh hgc
- Th6ng b6o tir cfrOi giai quy6t trO
so (trudrng hqp tt ctrOil.

SOYt6 Burfc 5 Tri k6t
qua

BQ ph$n ti6p
nh$n vi trfr

ktit qufr

Tradng hqp Ldnh dqo d6ng y cdp
phdp:
- Vdo sO theo d6i ti0p nhfln vd trd k6t
qua.
- Trd k6t qu6 cho t6 chfc, c6ng dAn.
- Chuy6n Phdng chuy6n m6n luu h6
so.
- ftit thric quy trinh.

- H6 scv td chric, c6ng d6n.

- Th6ng tin ddng tai danh s6ch co
s0 de tp c6ng b6 dAt ti€u chu6n an
todn sinh hgc

Tradng h.op t* ch6i:.
- Vdo s6 theo d6i ti6p nhan vd tr6 k6t
qua.
- Tri h6 so vd Th6ng b6o ttr chdi gi6i
quyg'th6 so cho tO chfc, c6ng ddn.
- KCt thric quy trinh.

- H6 so tO chric, c6ng d6n.

- Th6ng b6o tu ch6i gi6i quy6t h6 so

SO luu Ch 6n m6n. Sau khi ch SO vIn luu trft theo hi hanh.
Thanh phAn hO so luu:
1. Trudng.hqp d6ngy c6ngb6:
- Phi6u ti6p nhfn hd so vd hgn tri k6t qu6;
- H6 so tO chric c6ng d6n;
- H6 so vdn bAn vC ttrac phgc (n6u c6);
- Hti so vdn b6n 1i6n quan;
- T16"g b6o b6 sung hO so (ntiu c6);
- H6 so vdn b6n bd sung (ndu c6);
2. Tradng hop khOng d)ng y c6ng bii;
- Phi6u ti6p nhan h6 so vd hgn tri k6t qu6;
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- H6 so vdn b6n vO kh[c phuc (nOu c6);
- Th6ng b6o b6 sung hO so (n6u c6);
- Hii so v6n b6n b6 sung (n6u c6);
- Th6ng b6o tu cnOi giai quyiit tr6 so;

IV.LINH WC TRANG THIET BI Y TE

1. Tht tpc c6ng UO Ari di6u kiQn s6n xu6t trang thi6t b! y t6, c6 01 quy trinh (Md sti: BYT-KIIA -286774-0l).

Quy trinh c6 t6ng thdi gian: 03 ngdy

Co
quan,
tlon vi

Burfc
thgc
hi0n

TGn budc
thqc hiQn

Trfch
nhiQm thqc

hi6n
NQi dung c6ng viQc thqc hiQn Bi6u miu lkiit quh

Thcri
gian

(nedv)

Ghi
chri

SdYt6 Buri'c 1

Ti6p nh$n
hii so

BQ phfn
Ti6p nhfn
vh Tri k6t

que

- fiep nhfln hO scv nQp tryc tuy6n trOn

cong.
- Xdc nhfln nQp phi (le phi theo quy
rlinh tai Th6ng tv 27812016ITT-BTC
ngiry 14lll/2016 cria BQ Tdi chinh).
- Chuy6n buOc2.

- Trucmg hqp hO so dAy dti, chinh
x6c theo quy dinh thi gi0p nhQn tr€n
hQ th6ng vd r.n Gi6y tiep nh.a" h6 so
vd hgn tr6 k6t qui (mdu sO 01 ban
henh kdm theo Thdng
OI/2018/TT.VPCP
23/11t2018).

tu st5

ngay

- Trudmg hqrp hO so chua clAy thi,
chua chffi x5c theo quy dinh thi
hucmg d6n hoan. thiQn, bO sung vi
in Phi0u yOu cdu bO sung, hodn
thiQn hO scv (mdu sO OZ ban hanh
kdm theo Th6ng tu s6 oll2ol8iTT-
VPCP ngey nln/2018).
- Truong hqp.ru cn6i tiep pan ho
so thi in Phi6u tu ch6i ti6p nhfn(. . ).gi6i quy6t hO scr (mdu s6 03 ban

0r5

ngiy
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Co
quan,
tlol vi

Bu6c
thgc
hi6n

TGn buric
thr;c hiQn

T16ch
nhiQm thrlc

hi6n
NQi dung cdng viQc thr;c hiQn Bi6u m6u/k6t qui

Thcri
gian

(nedv)

Ghi
chri

hAnh kdm theo Thdng tu s6

lll2)l8lTT-VPCP cria VIn phong
Chfnh pht).
- Dt li6u duoc cQp nh4t tr6n hQ

th6ng.

SdYt6 Budc 2
Th6m

tlinh h6
s0

Chuy6n vi6n

- Thdm dinh h0 so phu hgp: Chuy6n
budc 3.
- ThAm dinh hO so kh6ng t15p img
y6u cAu: Chuy6n budc 3.

- H6 so tO chric, c6 nhAn

01
ngiy

SdYt6

Burfc 3

Dq thio
trinh K6t
qui th6m

dinh

Phdng
chuyGn

m6n

01
ngiy

Bu6c
3.1

Tham muu
Dg th6o
Ktit qu6

thdm dinh

Chuy€n
vi6n

Trudng h.op I (hii so dqt yAu cdQ:
Dp th6o: Phi6u ti6p nhan h6 so c6ng
U6 Ori rli6u kign sin xudt theo M6u s6

02 quy dinh tai Phu luc IV cria Nghi
dinh 169/2018AID-CP.,yMFhwiws
yeu cau:
- DU thio Th6ng b6o tu ch6i giai
quy6t hO scr

- HO so t6 chric, c6ng d6n.
- DU th6o: Phi€u ti6p nhqn hO so cdng
UO Ari diOu kiQn s6n xu6t theo Mdu s6
02 q,ry dinh tai Phu luc IV cta Nehi
dir:f:r 169/2018/]I{E-CP
- H6 so c6ng ddn.
- Th6ng b6o tir ctrOi giai quyiSt h6 so

0,5
ngey

Budc
3.2

Ki0m tra
n6i dung,
trinh phO

duyet k6t

Tru6mg
phong

Ki6m tra nQi dung, trinh ph6 duyQt
k6t qud $Am dinh:
- NCu d6ngy,:
+ Trinh lcy s6

- Hd so t6 chric, c6ng d6n.
- Dr,r th6o: Phitiu tii5p nhAn h6 so c6ng
UO Ari di6u kiQn s6n xu6t theo MAu s6
02 quy dinh tai Phu luc IV cria Nghi

0,5
ngay
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Co
quan,
tlon vi

Bufc
thgc
hi0n

TGn bufc
thqc hiQn

T16ch
nhiQm thqc

hi6n
NQi dung c6ng viQc thgc hiQn Bi6u miu/k6t qui

Thdi
gian

(nedv)

Ghi
chr[

qu6 thAm
dinh

+ Chuy6n bulc 4.
- N6u kh6ng d6ng y: Chuyen bi
Budc 3.1.

dinh 169/2018AID-CP
- Th6ng b5o tir ctrOi giai quy6t (ntiu
c6)

Buric 4
Xem x6t,
ph6 duyQt Linh {I4o

- NCu d6ng y:
+ Ky s6: Phi6u titlp nhan h6 so.
+ Chuy€n Budc 5-

- NCu kh6ng tl6ng y: Chuy0n l4i
BuOc 3.2.

- HO so t6 chric, c6ng ddn.
- Phi6u ti6p nhfln hO so c6ng bO thi
-.xrli6u ki0n s6n xudt theo M6u s6 02
quy dinh tai Phu lpc IV cria Nghi
dtuth 16912018/II{D-CP

0r5
ngiy

SdYt6 Budc 5
Tri k6t

que

BQ ph$n titip
nh$n vh trfr

k6t qui

Lanh d4o ky s6:
- Vdo sO theo d6i titlp nhQn vd trdk6t
ou6.t,

- Trd k€t qu6 cho t6 chfc, cdng d6n.
- Chuy0n Phong chuy6n m6n lrru h6
s(I.

- fet thtic quy trinh.

- H6 so t6 chric, c6ng d6n.
- Phi6u ti6p nhQn hti so c6ng b6 clti

di6u kiQn sin xu6t vd dlng t6i th6ng
tin theo quy dinh.

H SO luu mdn. Sau khi h SO vdn luu trt theo clinh hiOn hanh

ThAnh phAn hd so luu: BAn sao

- Phi6u x6c nhQn nQp lp phf;
- Hti so td chric c6ng ddn;
- H6 so v5n bin vC t<nac phuc (nt5u c6);
- HO so vdn b6n li6n quan;

- ThOng b6o bO sung hO so (ntlu c6);
- HO scv vdn ban b6 sung (n6u c6);
- Phi6u ti6p nhan h6 so c6ng UO Ari di6u kiQn s6n xu6t.

2. Thi tuc C6ng bi5 ti6u chuAn 6p dung diSi voi trang tiriilt ti y ti! ttruoc lo4i A, c6 01 quy trinh (Md si5: BYT-KIIA -25677 5-Ol).

Quy trinh c6 t6ng thdi gian: 03 ngdy
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Co
quan,
tlcrn vi

Budc
thgc
hi6n

TGn budc
thrlc hiQn

Trfch
nhiQm thgc

hi0n
NQi dung cdng viQc thrSc hiQn Bi6u mfiuflrtit qufr

Thcri
gian

(nedv)

Ghi
chri

Scv Y tti Bufc L

Ti6p nhgn
hti so

BQ phfn
Ti6p nh$n
vir Tri k6t

que

- 
^TiCp 

nhfln hO scv nQp tryc tuy€n tr6n
cong.
- Xdc nhQn nQp phi theo quy tlinh tai
Th6ng tu 27812016ITT-BTC ngdy
1411112016 cria 86 Tdi chinh.
- Chuytin bulc 2.

- Trucrng hgp h6 so d6y dtr,
chinh x6c theo quy clinh thi titip
nhfln vir in Giey ti6p nhan hp so
vd hgn tr6 k6t qu6 (mdu sO 01

ban hdnh kdm theo Th6ng tu s6

UI|2||8ITT-VPCP ngay
2311U20r8).

- Trubng hgp h6 so chua dAy

I dU, chua chinh xdc theo quy

I Ai"n thi hucnrg ddn hodn thiQn,

I 
UO rrng vi in Phi6u y6u c0u b6

i sung, hodn thiQn h6 so (mdu sO

02 ban henh kdm theo Th6ng tu
sO 0112018/TT-VPCP ngey
23lLU20t8).

- Trucrng hq'p tt.chOi tiep nh?n
h6 so thi in Phi6u ttr ch6i ti6p

A.
nhQn gi6i quy6t h6 so (m6u s6
03 ban hdnh kdm theo Th6ng tu
s6 otlzotS/TT-VPCP ctra v[n
phdng Chinh pht).

- Dt liQu dugc cpp nfut tr6n hQ

th6ng.

0r5
nghy
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Co
quan,
tlon vi

Burfc
thgc
hi6n

TGn bufc
thgc hiQn

Tr6ch
nhiQm thgc

hi6n
NQi dung cdng viQc thgc hiQn Bi6u mdu/k6t qui

Thli
gian

(neey)

Ghi
chr[

So Y ti5 Bufc 2
Thf,m

tlinh ht)
s0

Phdng
chuy6n m6n,

Linh rl4o

- Th6m dinh h6 so phtr hgp: Chuy6n
budc 3.
- Th6m dinh hO so kh6ng d6p img
y6u cAu: Chuy0n bu6c 3.

- H6 so tO chric, crl nhdn
01

ngiy

SOYTE

Budc 3

Dq thio
trinh K6t
qui thAm

clinh

Phdng
chuy6n

m6n

01
ngiy

Bu6c
3.1

Tham muu
Dg th6o
K€t qui

thAm dinh

ChuyCn
vi€n

Trudng hqp I.(h6 yo dqt yAu.cdu):
DU th6o: Phi6u ti6p nhfln h6 so c6ng
bti ti6u chuAn 6p dsng theo MAu s6
03 quy dinh tai Phu luc IV cria Nghi
dillh 169l20l8A{D-CP

g
yeu cau:
- DU t4ao Th6ng b6o tir ch6i giAi
quy6t hO so

- H6 so tO chric, c6ng dAn.

- Dg th6o: Phi6u ti6p nhfln hO so
c6ng b6 ti6u chudn 6p dpng theo
Mdu sO 03 quy dinh tai Php lpc IV
cria Nghi dinh 169 /20 I 8A{D-CP
- HO scr cdng d6n.
- Th6ng b6o tu chdi gi6i quy6t h6
SO

0l
ngay

Budc
3.2

Ki€m tra
nQi dung,
trinh ph€
duyQt k6t
qui thdm

dinh

Trucmg
phdng

Ki6m tra nQi dung, trinh ph6 duyQt

k6t qui thAm rtinh:
- NCu d6ng y:
+ Trinh ky sO

+ Chuy€n budc 4.

- Ni5u kh6ng d6ng y: Chuy6n tai
Bu6c 3.1.

- HO so t6 chric, cOng d6n.
- Dy th6o Phii5u tii5p nhan h6 so
cdng bO ti6u chuAn 6p dpng theo
M6u s6 03 quy dinh tai Phu luc IV
cua Nghi dinh 16912018/I\{D-CP

0,5
ngay

Burfc 4
Xem x6t,
phO duvOt

LInh d4o
- NCU d6ng y:
+ Ky s6: Phi6u ti6p nh4n hO so.

- H6 so tO chric, c6ng d6n.
- Phi6u titip nhQn h6 scy c6ng b6

0,5
ngay
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Ccr

quan,
tlcrn vi

Budc
thgc
hi6n

TGn budc
thgc hiQn

Trich
nhiQm thgc

hi6n
NQi dung cOng viQc thqc hiQn Bi0u miu lkdt quir

Thdi
gian

(nedv)

Ghi
chri

+ Chuy6n Bu6c 5-

- NOu kh6ng d6ng y: Chuy6n l4i
BuOc 3.2.

ti6u chudn 6p dpng theo Mdu s6 03
quy dinh tai Phu lpc IV cria Nghi
dinh t69/2018/II{D-CP
- Thdng b5o tir ch6i gi6i quy6t hO

scr (nOu c6)

SdYt6 Buri,c 5
Trfl k6t

que

BQ phan ti6p
nhAl vi tri

k6t qui

Lanh d4o ky s6:
- Vdo s6 theo d6i ti6p nhfn vd tri ktit
qua.

- Trbki5t qu6 cho t6 chric, c6ng ddn.
- ChuyOn Phong chuy6n m6n luu hO

so.
- f6t thric quy trinh.

- H6 so tO chric, c6ng ddn.
- Phi6u ti6p nh{n hd so cdng bO

ti6u chu6n 6p drlng theo MAU s6 03
quy dinh t4i Php hJc IV cria Nghi
dinh 169120184{D-CP vd ddng tii
th6ng tin theo quy tlinh.

H luu Chu m6n. Sau khi vdn luu tni theo dinh hiQn hanhSO SO

Thaxh
- Phi6u
-H6so

so luu: Bdn sao
x6c nhQn nQp lQ phf;
tO chric c6ng d6n;

- H6 so v5n bin vC ttrac phuc (n6u c6);
- HO so vdn b6n li0n quan;
- Th0ng b6o bd sung hO so (ni5u c6);
- H6 so vdn b6n b6 sung (n€u c6);
- Phi6u h6 so UO tieu chuAn

3. Thi tgc Cdng b6 dfr diau kien mua bin trang thi6t bi y t6 thuOc lo4i B, C, D, c6 01 quy trinh (Mi s5: BYT-KIIA-
286776-01). Quy trinh c6 t6ng thdi gian: 03 nghy
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Co
quan,
tloar vi

Bufc
thgc
hi6n

TGn bufc
thr;c hiQn

Tr6ch
nhiQm thgc

hiQn
NQi dung c6ng viQc thgc hiQn Bi6u miu/k5t qui

Thcri
gian

(nedv)

Ghi
chri

SdYt6 Budc L

Ti6p nh$n
h6 so

BQ phfn
TiSp nhfln
vh Tri k6t

que

- 
^Tiep 

nhQn hO so nQp tryc tuy6n tr6n
cong.
- Xdc nhQn nQp phi theo quy dinh tai
Th6ng tu 27812016/TT-BTC ngey
14/1112016 cta BQ Tdi chinh.
- Chuy€n bulc 2.

-H6 so, thri tpc c6ng b6 dt diOu
kiQn mua bin trang thi6t bi y tC

thuQc loai B, C, D duoc quy dfnh tai
Ngti dir:fr. 169/20184ID-CP sria t16i

di€u 38 cria Nghi dinh 36/20164ID-
CP.
-Di6u ki0n cria c& s0 mua biin dugc
quy dinh tai Nghi dinh
l69l2Ol8AID-CP sria d6i tli€u 37
cria Nghi dinh 3 6/201 6A{E-CP.

0r5
ngiy

SdYtC Bufc 2
ThAm

tlinh hd
scr

Phdng
chuy6n mdn,

Linh tl4o

- ThAm dinh hO so pht hsp: Chuy6n
budc 3.
- ThAm dinh hO so kh6ng d5p img
y6u cAu: Chuytin budc 3.

- Hd so t6 chric, cd nhdn
01

ngiy

SEYt6

Bufc 3

Dq thio
trinh KGt
qui thAm

dinh

Phdng
chuy0n

m6n

01
ngery

Bu6c
3.r

Tham muu
Dg th6o
Ktit qu6

th6m dinh

ChuyCn
vi6n

Trudng hW 1.(hO yo dqt yAqcdu):
Dg th6o: Phi6u ti6p nhAn hO so cdng
U6 At di6u kien mua b6n trang thiet bi
y t6 theo MAu sO 05 quy tlinh tai Phu
luc IV cria Nghi ditlh 169/20184ID-
CP

- HO so t6 chric, c6ng ddn.
- Dy th6o Phitiu titip nhan h6 so c6ng
UO At di0u kiQn mua b6n trang thi6t
bi y tti theo MIu s6 OS quy dfnh t4i
Phu luc IV cria Nehi dinh
169l20t8ArD-CP

0,5
ngdy

HO so kh6ng d6p tmg yeu cdu:
- Du th6o Th6ng b6o tt ch6i giei

- HO so c6ng ddn.
- Th6ng b6o tu cfr6i glai quytit h0 so

0,5

ngay
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Ccr

quan)
{Icrn vi

Bufc
thgc
hi€n

TOn bufc
thryc hifn

T16ch
nhigm thgc

hi6n
NQi dung c6ng viQc thrSc hiQn Bi6u m6u /kdit q:uh

Thtri
gian

(nedv)

Ghi
chri

quy6t hO scv

Budc
3.2

Ki6m tra
nQi dung,
trinh ph€
duyQt kOt

qui thdm
dinh

Tru&ng
phdng

Ki6m tra nQi dung, trinh ph6 duYQt

ktit qu6 thAm dfnh:
- N€u d6ng y:
+ Trinh lcy sO

+ Chuy6n bulc 4.

- Ntlu kh6ng d6ng y: Chuyl5n lai
Bu6c 3.1.

: rtdlolilctr,ic, c6ng ddn.

- Dg th6o Phitiu tiep nhan hti so c6ng
UO Ari di6u kiQn mua b6n trang thi6t
bi y t6 theo MIu sO OS quy tIlnh t4i
Phu luc tV cria Nghi dinh
t69t20t8a{D-cP.
- Th6ng b6o ttr cfrOi giai quy6t hO so
,A
(neu co)

0,5
ngay

Budc 4
Xem x6t,
ph6 duyQt Lflnh il4o

-Ti:{6s* , .;+ Ky s6: Phi6u ti6p nhQn h6 so.
+ Chuy€n Budc 5-

- NOu kh6ng d6ng y: Chuy€n 14i

Buoc 3.2.

- H6 so t5 chric, c6ng ddn.
- Phii5u tii5p nhdn hO so c6ng bO dri
di6u kiQn mua b6n trang thi6t bi y te
theo Mdu sti Os quy dinh tai Phu luc
fV cria Nehi dinh 16912018A{D-CP

0,5
ngiy

So Y ti5 Bufc 5
Tri k6t

que

BQ phfn ti6p
nhfn vir trfr

k6t qui

Trudrng hgrp Lanh d4o tl6ng ! cdp
ph6p:
- Vdo s6 theo d6i titip nhan vd trA ktit
qua.
- Tri ki5t qu6 cho t6 chfc, c6ng d6n.
- Chuy6n Phdng chuy0n m6n luu h6
so.
- fet thric quy trinh.

- Hd so t6 chfc, c6ng dAn.

- Phi6u tiep nhAn hO scr cOng bO dri
diAu kiQn mua b5n trang tfriet Ui y te
theo Mdu sO OS quy dinh tai Phu luc
fV cia Nghi dinh 169/20184ID-CP
vd ddng t6i th6ng tin theo quy dfnh.

SO 1rru

Thdnh ph so luu: Bdn sao
Phi6u x6c nh4n nQp

H6 so tO chirc

m6n. Sau khi SO van luu trfr theo hdnh.

lQ phi;
ddn;

t23



Ccr
quan,
tlorr vi

Bufc
thgc
hi6n

TGn bufc
thgc hiQn

Trich
nhiQm thgc

hi6n
NQi dung c6ng viQc thrpc hiQn Bi6u m6uikiit qufr

Thdi
gian

(nedv)

Ghi
chr[

- HO so vdn ban vC khhc phuc (n6u c6);
- H6 so vdn bin 1i6n quan;
- Th6ng b6o b6 sung hO so (n6u c6);
- Hd so vdn b6n bO sung (ni5u c6);
- Phi6u ti6p nhfln hti so c6ng b6 ihi tli6u kiQn mua bdntrangthii5t bi y te.

T6ng cQng: 35 quy trinh gi6i quytSt thri tuc hdnh chinh.
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