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CQNG [rOA XA r{Or cHU NGHIA VrTT NAM

QUYIIT DTNII
hii tr.rc hinh chfnh lhuQc th6m quyGn
6t cii,r So'\' tG tinh Oit Lit

ND tinh, Gi6m d6c So''ftr ph6p, Gi6m cl6c
thi xfr, thdurh ph6; Chu ticli UBND c6c x[,

han c6 li€n quan chiu tr6ch nhiOrn thi hanh

I(T. CI{U TICII

Vd vi0c c6ng UO f
gi:ii quv

CHU TICII UY IIAru NI{AN NAN TINU

cdrr cir l-uat T'6 chirc chinh cluydn dia phuong ngdy 19/612015;

..i CdnctlNghi clinh s6 6312010/ND-CP, ngdy 081612010 c[ra Chinh 1:hir vd
lii6rrr solit thir tLrc.hanlr chfr-rh; Nghi.clinh s5 48l2ot3iND-Cp ngdy l4/5l}d13 cua
Cltfrrh phti s[ra cl6i, b6 sLnlg rn6t s6 cli6u cira cdc Nghi dinh lGn qlran cl6n ki6m
sodt thti tuc hdnh chinh ( fTl-lc);

Ciu cir'fh6lg ttr s6 0512014/T1--BTP, ngdy 07/0212014 cira 86 truong I3Q
'l'rr ptrap huong clfrn c6ng b6, ni6m ydt TTI{C vd b6o c6o v0 tinh hinh, k6t-qua
thtrc hi€n l<i0m sodt TTI-IC;

cdn c[r Quyct clinh s6 1412014/eD-L]BND, ngay $rcD014 cira UBND
tinh ban hdnh Quy ch6 c6ng b6, c6ng khai T]-HC tr6n clia bdn tinh;

Xet cl6 nghi cira Gi6ni cloc So' Y tO tai 'I'd' trinl-r sO gqlffr-SYT, ngdy l9
tharrg ul uim 20ll,

,.. QUYIIT DINII:
Didu l. Cong b6 kdm.theo Quy6t Clinh ndy thu tuc hirnh chinh thuoc tfuArn\ ..,, :

rlrryerr giiii qLryet cria So'Y t6, cu th6 nhr-r sau:

Cdng b6 nroi 03 'fTFlC rhu6c lTnh vlrc trang thiet bi y 16.

Diiiu 2. Quy€t rlinh ndy co hi6u lrrc thi hdnh k6 ttr ngdy ky. Circ TTFIC,
hoic cac b6 phdn tao thirnh T'TI-IC dr.ro-c c6ng UO rai Quy6t clinh nay co hi6u luc
lheo ngiry viir-r bArr cluy phant ph6p lu6t co quy clinh ve tfUC ho4c bQ phAn tao
thdnh ]-l'l-lc c(r lii6u ltrc thi hdnh.

Di0u 3. Chanh Vdn phong UB
Sri Y t6, Chir tich UBND cac huy6n,
phuong, thi trin vA cac to ch(rc, 

'ca 
n

Qu1,61 d!nh ndy./. ,zrr-

Noi nhQn!!t!1u
- Nhu Di6rr .i; ,-
- CLrc l(i€nr soat l l-llC -Van phong Chinh plrii, TICTI
- l,frnh dao LlllND tinh:
- Cac l)CVl) UBND tinh;
- So 'l'rr phhp;
- So l'T1-1' (dang tai l€n c6ng 1"f DT);
- UBND cdc huy6n, TX. 'fp (sao grii UBND c6c xd.
;thLro'ug, tlri t16n trrrc tlru6c clia phLrong)
- L.trur: VT, I(CiVX, NC (N*32).
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uY BAN NuAN oAN
riNu oAr LAK

ceNG HoA xA ugr cHU Ncuia vrET NAM
E_e! I?P:Lu_qo - IleqLply.

THU TUC HANH cHiNH THUec rsAvr euyEN clAr euyET
cuA so Y rB rinn oAx lAr

ptrAn t
DANH MUC THU TUC HANH cHiNTT

* DANH MUC THU TVC MOI BAN HANH

Ptrin U
Ner DUNG cuA cAc rHU TUC HANH cniNH

* D6r vor rHU TVC MoI BAN HANH
Linh vqrc trang ttritit bi y tti:

I. Thfi tgc cdng uii at di6u kiQn s6n xu6t trang ttriot bi y t6

1. Trinh tg thuc hi6n:
- Co so s6n xu6trrang thiet bi y t6: Gui.h6 so c6ng UO ari didu ki6n s6n

xu6t dtin sd Y t6 tinh pit L6t noi co ro tan xuAt dat tru s0.
- sd Y t6: Sau khi nhpn h6 so aay ari, nqe rQ, sd y t6 c6ng khai tr6n c6ng

th6ng tin di6n tft c6c th6ng tin sau: T€n co sb san.xu6t; t6n iguoi phr; tr6ch
chuyon m6n cira co sd s6n xu6t; c6c trangthiet bf .y t6 md co sd ao ,ar'-ra,; o.J
chi, s6.diQn thoai ri6n h6 vd h6 so c6ng 

"ua 
a,r aiau r.ie, sin xu6t, tru quy trinhsin xuAt vd quy trinh ki6m tra ch6t trrqng.

2. CAch thric thqrc hiQn:
* co so s6n xu6t trang thi6t ui y t€:.Gti h6 so c6ng uo ari di€u ki6n srinxu6t theo quy dfnh d6n So yic tintr Dtk ilk ,"i.r ro sin xu6t oat t.u sirv, 

Dc'I

* Sd y tti tinh ofu rat:

,FT
.r---
rq-kl
,l -r--

w

Ti€p nhan BQ phQn pQt cua titlp nhpn !16 so, c6n bQ duoc phan c6ng sEti6p nhdn h6 so c6ng uo. riem'tra ho l" ,?r^ira rr trro"g hqp r9. thi hucrng danngudi nop hodn thiQn theo quv dinh,,n6u'h6:r hap.lu thiirri-pr,ibriiip nrran r,oso c6ng bo 6heo mdu pha tic'r) vd chuy.n rro ,o ac, v,n phdng.

2

STT TOn thfi hinh chinh
* Linh vrlc !f4qg thi6t bi y tG

1 Thu f.uc c6ng UO ari di€u ki6n sin xuAt trang thi6t bi y tC

2
Thu tuc c6ng b6 ti6u chuAn 6p dung AOi vOi trang thiCt bi ,E thuQiloai
A

3 Thu t.uc c6ng UO Aieu kiQn rnua b6n trang thi6t bi y t6 thu6c loai B, C, D



. - Thdi gian fi6p nhQn:Thiti gian ti€p nhdn vdo cdc ngiry trong tudn, ru thri
2 d0n thri 6 (trungdy nghi 16 theo quy dinh). Bu6i sring: Tri 7 gio 15 phrit dtin l1
gio 15 phrit. Bu6i chi6u: Tu 13 gio 30 phrit diSn 16 gid 30 ph[t.

, : -. -.: , : , -: ,- L'ong bo du di€u ki4n san xuar trang thiet bi y t€. Yin phong c6 tr6ch
nhi€m c6ng t<hai tr6n c6ng th6ng tin diQn tt cdc th6ng. tin sau: TOn co sd s6n
xuAt; t0n nguoi phu trich chuy6n.m6n cia co s6 s6n xu6t; c5:c trang thi0t bi y t€

,i
md co so d6 san xudt: dla chi. s6 diQn thoqi li6n h6 vi h6 so c6ng b6 di di6u
ki6n s6n xuAt, trt quy trinh sdn xuAt vd quy trinh ki6m tra ch6t luong.

^ ';- Do'n vi riep nhQn vd thac hi€n thil tuc hdnh chinh: NQp h6 so tai b0 phan
ti6p nh6n ve tra ket qui thi.r tlc hdnh chinh 56 Y tC Dak LAk, s6 68 LO DuAn, Tp.
Bu6n Ma ThuQt, tinh Eak Ldk.

3. Thinh phin, sii luqng h6 so

a).Thdnh phAn H6 so:

H6 so c6ng UO ari aieu kiQn sin xudt trang thiatt bi y tt5 g6m:
^ ,l- Van ban c6ng b6 dt di€u kign sin xudt ltheo mAu sd 02 quy dinh rai

Phg lgc I ban hdnh kdm theo Nghidinh sO :OIZOlOnrtO-Ce;.
- Bin k€ khai nhan sq (theo m6u quy dinh rai Phg lgc II ban hanh kdm

theo Nghi dinh s6 36/20i6AID-CP).
-. VAn ban phAn c6ng, UO ntri0m nguoi php trrich chu-y6n rn6n cta co sd

s6n xuAt, kdm theo bin x6c nhdn thoi gian c6ng tric (theo m6u quy dinh tai Phu
h;c III ban hirnh kdrn theo Nghi dinh s6 36/20164ID-CP vir vin beng, chimg chi
dd qua dio.t4o cria nguoi phg trrich chuy0n m6n.

- Gi6y chung nhdn d4t ti6u chuAn quAn ly chAt luong.
Trudng hgp kh6ng c6 gi6y chung nhdn d4t ti6u chu6n quin ly chdt luqng

thi ph6i c6 cac gidy td chfng minh co sd d?p une c6c didu kiQn theo quy dinh t4i
c6c kho6n 1,2,3 vit4 Di€u 13 Nghidinh s6 3612016,ND-CP.

Truong hgp co sd kh6ng tq thqc hiQn ki6m tra ch^dt lugng sirn ph6m ho[c
khdng c6 kho tdng ho4c kh6ng:6 pluTg tiQn van :hrl=.ryIi hqp d6ng ki6m
tra chdt luong, bio quan, v{n chuy6n voi co so kh6c thi ph6i kdm theo c6c gi6y

td chring min]i co tO AO Oi, didu kien ki6m tra ch6t lugng, kho tdng, v4n chuy6n

trang thi6t bi y t6 md minh s6n xuAt.

b) SO luqng H6 so: 01 bQ.

4. Thdi h4n giii quYi5t:

Trongthclih4n03ngdyldmviQc,k€rungdyghitrcnPhi6uti6pnhQnh6so'

5. D6i tug'ng thgc hiQn thir tgc hirnh chinh:
A.

Co sd sin xuit trang thi6t bi Y t0.

6. Co quan thuc hiQn cdng b6:

sd Y te tinh Eak Lak.

7. K6t qu6 thgc hiQn thi tuc hirnh chinh:

Co sd chi dugc s6n xuAt t'ang thii5t bi y t6.sau khi dd dugc So Y tti c6p

phi6u ti6p niran hd so c6ng bd dri didu kiQn sdn xuAt theo quy dinh'
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8. Phi, lQ phi:

Bg Y.t.i chua ban hinh Th6ng ru hucrng dAn thu phi, 16 phi cho c6c truong,i.
nqp cong bo.

9. TGn miu tlon, miu to khai:
- Phu luc 2: Vdn brin c6ng b6 dt di€u ki6n srin xu6t hang tht€tb1 y ti: (cdn: ; ^^ctr theo mdu s6 02 quy dinh tqi Phu luc I ban hdnh kim theo Nghi dinh s6

3 6/ 2 0 I 6/ND -CP cua Chinh phil).
- Phu luc 3: Brin k6 khai nhdn sq (cdn ctr theo *du qry dinh tqi phu tuc II

ban hdnh kdm theo Nghi dinh sii SO.ZOtOtvp-Cpct)a Chkh phit).
- Php lgc 4: Bin xric nhdn thoi gian c6ng titc (cdn ct rheo mdu quy dinh

tai Phu luc III ban hdnh kdm theo Nghi dinh s6 36/2016/ND-C? ct)a Chini phil).

10. Y6u cAu, tlidu kiQn thr;c hiQn:

- HO so c6ng b6 dt di6u ki6n sdn xudt trang thi6t bi y tC lem thanh 01 b6,
trong c16:

i 9:: ,li.ti.."r.{o1e.h6.scr 
_duoc 

in rd rang, sip x6p theo hinh tu theo quy
dinh tei Di€u 14 Nghi dinh s6 36l2016A{D-Cp; gita cric ph6n c6 phdn crich, c6
trang bia vd danh muc tdi li6u;

+ C6c thi li6u kh6ng bing tit5ng Anh thi phdi dlch ra ti6ng Vi6t.

- YCu cAu d6i voi m6t s6 gi6y to trong b6 h6 so c6ng M OU Oieu Hen srin xuAt:

. + Ba,n g6c ho4c bin sao c6 chimg thltc v5n ban ph6n c6ng, b6 nhiQm, vdn
bang, chrmg chi dd qua ddo tao cta nguoi phu tr6ch chuyCn m6n cria co s6 sin xu6t;

Pp.q9. ho4c bin.sao c6 chimg thuc c6c giAy to chrmg minh co sd drip
ung cric di6u kign theo quy dinh tai c6c kho6n 1,2,3 vit 4 Di€u l3 Nghi dfnh ndy;

. + Bdn g6c hodc bin sao c6 chring thqc ho[c bdn sao c6 xec nhan cira co
sd dd nghi c6ng u6 air di6u ki6n san xu6iooi voi Giay chtrng nh6n dat ti€u chu6n
qudn ly chdt lucrng.

- Trudc khi thuc hi6n srin xuAt hang thi6t bi y t6, nguoi dune diu co so
sdn xuAr trang thi6t uiy t6 co ft6ch nhi;;s;t'hi;;r;"#;;;',:r"ilui".*
xuar theo quv dinh taiDi€u l4 Nghidinh sri 36/20l6ND:cp ae, iJvib'drt
LaK nol co so san xudt alAt tru sd:

, , .. .J.o,n.c^ 
qud trinh n"tl 

19r*::g 
sd sdn xudt phqi thsc hiQn lai thri. tuc c6ngb6 di di6u ki€n sdn xuAt ntiu co m6t hong c6c tfruy OOi tidn quan Jilh6;;;;,

b6 trudc d6. 
rlElur vvu 1rv r\J eurrs

- Truong hqp co so^san.xu6t thay d6i dia di€m.sin xu6t ttr tinh Dik Leksang rinh kh6c thi phdi rh6ng.bdo.v6i So y.tC Oit t-6t trong tiOi ;;;;;;,Idm vi€c. kd ttr ngdy chuy€n aiu aiern ,an *udi. 
--" '

. - Trong thoi han O, *.,.T.u.i9c, k€ tu ngdy nhan duoc rhdng b6o v€ vi€cchuvdn dla di6m san xuat sang tinh khric cuu co iJ'sun il;l;;;f;t iru :utriich nhi.rn ch6m d*t vi6c ddig tai cac thOng;;;; il, quan d6n co sd d6.
I l. Cin cri, ph:lp lf :

^- ^^Ca! cu Didu 13, Ei€u 14, Di€u 15, Di€u l636120164{D-Cp ngdy l5t5/Z0tO cr:a'Chintr pfri'"iqr* f,
4

ctra Nghi dinh
trang thiet bi y t6.

so
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Phg lqc I
@du s6 02, Phu luc IV, ban hdnh kim theo Nghi dinh s6 36/2016/ND-CP)

SOYTT CQNG HOA XA HQI CHU NGHIA VIET NAM
DQc lip - Tr1 do - H4nh Phtic

S6: ' ......., ,gdy .... thang .... ndm 20.

H6 so c6ng UO ari AiAu kiQn sin xu
PHIEU TIEP NHAN

att rang thi6t biy t6

1. T6n co sd sdn xudt: ...

2

J

4

5

Dia chi

S6 vin bin dC nghi cira co sd

T€n trang thi6t b! y t6 co so c6ng bd sdn xudt:
ngay:

6. Thanh hAn hd so:

NGUOI TITP NHAN HO SO
(Kj,, ghi rd chuc danh, ho t d tAn)

1 Sd Y t€ tinh, thdnh ph6 talc thu6c trung uong noi co sd s6n xu6t d6t tru sd
2 Dia danh

5

1 Van birn c6ng uti ot oidu ki6n stui xuAt tr

an k€ khai nh6n sU D2

3 in biLn phdn c6ng, b6 nhiQm ngudi PhP tr6ch chuy6n m6n cria co so

in xudt

!

4 6n x6c nhfln thoi lan con titc o

5 Vdn bang, ch,t"g 
"ht 

dao tpo vA ty thu6t thiiit bi y tti hoflc quan lli thiiit
bi y t6 c0a nguoi phg tr5ch chuy€n m6n

6 Gi6y chimg nh4n d4t ti6u chudn quan lj chAt lugng 3

7 H6 so chfng minh dia di€m, diqn tich, nhir xuong sirn xu6t phi, hqp:,
v6i ydu ciu c[ra loai trang thi6t bi y tO md co sd sdn xudt

8 H6 so vA thitit bi vd quy trinh.sAn xu6t, kiOm tra chdt luqng phn fiqp
v6i y6u cAu cta loai trang thi6t bi y t0 mir co sd s6n xudt.

9 Hqp d6ng v6i co sd dri.ning luc ki0m tra chAt lucrng d0 ti6m tra ch6t
lugng trang th!6] bi1llQ ma co sd sdn xudt

!

10. H6 so vd kho tdng bdo qurin trang thi6t bi y t€ -
11. iyt€ tr

tr

so

E
l.l



Phq lgc 2
(Mdu sii 02, Phq lqc I, ban hdnh kdm theo Nghi dinh s6 36/2016/ND-CP)

r.nco-s'-sinxu6t ceNG'gt.1iJ?i:Iy,il:fltvlprNAM

S6:
/......., ngay ..

vAN BAN cONG Bo

thdng.. ndm20

Dt tli0u kiQn s6n xu6t trang thi6t biy t6
Kinh gui:

l. T€n co sd sdn xuAt:
Md s6 thu6
Dia chi
Dia chi co sd s6n *u6t, ......... o

DiQn thogi: Fax: ...............
Email: ......... ........ Website (n6u c6):
2. Ngudi d9i di6n hqp ph6p cta co sd s6n xu6t:
Ho vd t€n
SO CMND/Dinh danh/HO chi5u nsav can:

.t
nol cap

Di6n thoai c6 dinh . Di6n thoai di dQng
3. Nguoi phu tr6ch chuy6n m6n cria co sd sirn xuAt:
Hg vd tdn

3

56 CMND,Einh danh.rFlQ chi6u: ........ . .. ngdy cdp: ....... . noi cdp
Trinh d6 chuv6n m6n
Thoi gian c6ng t6c trong linh vuc rrang rhi6t bi y te:.......
4. C6c tran thiet bi t0 do co sd sin xu6t:

C6ng b co s& tili tlieu kiQn sin xu t trang thi tbiyto

Hd so kdm theo om:

STT TOn trang thi€t bi y t6

1

I ri"n kd khai nhdn su
2 b6 nhiQm n 6n m6n cta co sd si,n xan brin hAn c6n hu tr6ch ch

thiban an c unh ch ad o tao k rh tua et b t he o uanv thv btq v v
au trdch Ch uh 6n ITIon

4 6Ln x6c nh thd,i an co ht6c crla n uol tr6ch chu en mon
) chfn nhdn ti€u chu u6n I tlchA
6 di nhd

et

S c0 hun lTl nh a d ITIe d tno c xI anSh, ux t uh huong ol u cap ap vua oa rt an rh b t ma c So o S xan au t
7 ha

et

S 0 th t a u rt nh anS ux aq k tramv c tt, u uh hon ol e cup qp vua oa antr ht b 1 ma oc oS San ux at
8 luong dc kicm tra chdt luon

ou

dt

od n co oSqp nano k m trauc c
than bt mG a (yc So San xu

6

Quy m6 dg ki6n
(sin phAm/nim)

2

J.

bi

vol



10. huon ti vdn chu n tran thi bisov
9 6 so vd kho bho udn tran thiet bi re

Co sd c6ng b dr di ki6n sdn t trang thi biyt carn k6t:
1. NQi dung th6ng tin c6ng b6 ld chinh x6c, hgp ph6p vd theo ching quy dinh.
N6u c6 sqr gid m4o, khdng ding su thdt co sd xin chlu hodn toirr tr6ch nhiQm vd
s0 bi xri lii theo quy dinh cta phdp lu4t.
2. Biro drim vir duy tri c6c c1i6u kiQn da c6ng b6 trong qu6 trinh hoat dgng cta co
sd.

3. Th6ng b6o cho Sd Y tt5 n6u c6 mQt trong cec thay d6i lidn quan d6n hd so
c6ng b6,

Ngud'i il4i diQn hqp.ph6p cria crv s&
Ki ftn (Ghi hp ftn ddy dil, chuc danh)

Xdc nhdn bang ddu hodc chir lcjt s6

1 Eia danh
2 Sd Y t6 tinh, thAnh phtitryc thu6c trung uong noi co sd sirn xu6t dbt tru sd
3 Ghi theo dia chi tr6n gi6y chung nh6n ddng kli kinh doanh
4 N6u trtng vdi dia chi dang kf kinh doanh thi ghi "t4i trg sd"
5 N0u kh6ng c6 tdi liQu mqc 5 d€ nghi cung c6p c6c tdi li€u theo mqc 6, 7, 8, 9,

10
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Phu luc 3
(Miu Phu luc Il, ban himh kdmihio Nghidinh s6 36/2016/ND-CP)

CQNG HOA XA H9I CHU NGHIA VIET NAM
DQc l{p - Tr; do - H4nh phric

.. ...., ngdy.....thdng .....ndm 20.
sAN xT KHAI NHAN STI

TOn co s0
D a chi

Ngudi il4i diQn hqp.ph6p cria co s&
Ki tAn (Ghi ho tAn ddy du, chuc danh), . ': ,: ,

Xdc nhan bang dau hoac chft ky s6

I Dla danh

Qui trinh tlho t4o vd linh n,;"
trang thi6t b! y t6

Qurl trinh c6ng t6c
trong linh vgc trang

thi6t b!y tO

bing
chting

chi,
trinh

d0

Vin
Hinh
thrlc
tIAo
t?o

Thdi
gian
tlho
tao

Vitri
tI6m

nhiQm

C6ng
viQc

chinh
tluqc
giao

T0n
c(/
s&

diro
tao

Chuy0n
nghnh
iliro tao

Trinh
d0

chuyOn
m6n

Don
vi

c6ng
ttlc

Thd'i
gian
c6ng
trl c

TT
Hg
va
tGn

Chti'c
vu

I

2

J II II

8
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Phg lqc 4
(Mdu phu luc III, ban hdnh kdnt theo Nghi dinh s(i 36/2016/ND-CP)

CQNG HOA XA HgI CHU NGHIA VIET NAM
DQc lip - Tg do - H4nh phric

TCn t6i Li

T6i dd (hoqc dang) ldm viQc t4i
Thoi gian lirm viQc: nr ngiry ........1 ........1 ...... d0n ngdy ....../..... ..1 .......
Vi tri dam nhiem
C6ng vi6c chinh duoc giao

Kinh mong nhfln dugc su quan tAm gitp dd cta Quy Co quan.
T6i xin trdn trong cim on!

... ...., ngdy... thdng.....ndm 20.....
xAc Nn4N cuA co euAN,

EON VI
NOI LAM VIEC

(1V, ghi ho ftn, xac nhdn)

NGUOIVITTDON
]ry, ehi rd ho ftn)

I Eia danh
2 TCn co quan, don vi noi liim vi6c

9

/.
ngay.... rhang.... ndnt 20....

BAN xAC NHAN THOI GIAN cONc TAc
r\lnn gur:



II. Tht tgc c6ng b6 tiAu chu6n rip dung d6i vrii trang thii6t bi y tii
thuQc lo4i A.

1. Trinh tr1 thuc hiQn:
- Co sd chiu tr6ch nhiQm dua trang thi6t bi y tC thuQc loai A ra thi truong:

--.. : ^ . i .^ . : ,4.
Gui ho so cong b6 ti€u chuAn 6p dyng doi v6i trang thi€t bi y td thuQc loqi A d6n

Sd Y t;5 DAk Lik noi co sd d6 dat tru sd;

- Sd Y tO tinh Dak Lik: Sau khi nhpn h6 so dAy dt, hqp l9, Sd Y t6 cOng

khai tr6n c6ng th6ng tin diQn tri c6c th6ng tin sau: TOn, phdn lopi, co sd s6T r xu6t,

nudc sin xu6t trang thi6t bi y ti5; s5 luu hdnh cta trang thi6t bi y tt5; t6n, dia chi

chri s0 hiru trang thi6t bi y t6; t0n, dla chi cua cht s0 hiru sO luu hanh; t6n, dia

chi cria co sd biro hd,nh trang thiet bi y tti vd h6 so c6ng b6 ti6u chuAn 6p dgng
^ ..t .. i

cua trang thret bl y te.

2, CAch thric thrlc hiQn:

x Co so chiu trdch nhiQm dua trang thi6t b! y tii thuQc loai A ra thi tn-rong:

Giri h6 so c6ng b6 tiOu chuAn riLp dpng a6i vOi trang thi6t bi y tti thuQc lo4i A
theo quy dinh d6n Sd Y te DAk LAk noi co s0 d6 d[t trp s0.

* sd Y t6 tinh pak Lik:
- Ti€p nhdn hi so: BQ phan mQt cta ti6p nhan hO so, c6n b9 dugc phAn

cOng sE ti6p nlan hd so c6ng U5. fiem tra hd so,- n6u h6 so kh6ng hqp lQ thi
huong d6n nguoi nQp ho2rn thiQn theo quy dinh, nt5u h6 so hqp lQ thi ghi Phit5u

titip nhqn h6io cong bd vd chuy6n h6 so d6n V[n phdng (theo Mdu td B quy

dinh tqi Phu luc IV ban hdnh kim theo Nghi dinh s6 36/2016/NE-CP).
. ,: . 4r- -t--,-. 1 )^- .L-'- a t *-'- t hot gan nep nndn; Viro c6c ngiry trong tuan, dr thri 2 d6n tht 6 (h'il

ngdy nghi t6 t"heo quy dinh). Bu6i s6ng:Tri 7 gid 15 phft d6n 11 gio 15 phirt.

nu6i cnieu: Tu 13 gid 30 phirt d6n 16 gio 30 phrit'

- C6ng b6 tiOu chudn dp dung d6i"voi trang thi€t bi y i thudc loqi A"Yin
phong c6 tr6ch nhi6m c6ng khai tron cong.th6ng tin diQn tu c6c.th6ng tin sau:

fOn, phdn loai, co sd san x-uAt. nuoc sdn xu6t trang.thi6t bi.y ti5; s6 lu' hanh c'a
trani'tniet b! y t€; t€n, dla chi chi sd hiru trang thi6t bi y t6; ten, dia chi cuacht

so triru so luu hdnh; tcn, dia chi cria co sd b6o hdnh trang thi6t bi y t€ vd h6 so

.ore i6'ric, cnuAn ap dqtng cira rang thict ui y te.

- Eon vi tidp nhdnvd thwc hi€n thit t1'tc hdnh chinh' NQp.hd t-'ii bP plA"

ti6p nh6n vd tri k6t qu6Lthtr tlc hdnh chinh S0 Y tC Dik Lak' sd 68 Ld DuAn' Tp'

Bu6n Ma Thu6t, tinh Dak LAk'

3. Thinh phin, s6 lugng hd so

a) Thdnh Phan h6 so:

fii;}.6il5 iieu .rr"An 6p dpng ooi voi trang thi6t bi y t€ thuQc loqi A
Igom: 

- Vin bdn cdng b6 ti€u chuAn dp dqng cta trang thict bl y te-tl".Ot-J",?i t
ttf,eo ,ni,l'ri-tji qJv ai"f' tai Phu luc I lan hdnh kdm theo Ngh! dinh s6

36/2016,r]\{D-CP).
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- BAn phdn loai trang thiCt bi y t6 (theo m6u quy dinh tai Php lvc V ban

hdnh kdm theo Nghi dinh s6 36/20l6AID-CP).
- Phi6u ti€i nfran h6 so c6ng UO ari ai6u kiQn san xuat dOi v6i trang thi6t

!^A.
bi y tC sin xudt rrong nuoc hoic Gidy chrmg nhQn dqt.ti6u chud,n qudn I5i chAt

Luong cdn hiOu h,rc tii tnoi diem nQp h6 so i6ng u6 O6i voi trang thi5t bi y t6
nh4p khau..

- GiAy ny quy6n cira chi sd hiru trang thiCt bi y tO cho t6 chitc dimg t6n

c6ng b6 ti€u chuAn 6p dpng theo m6u quy dinh t4i Phg Iqc.VI ban hdnh kdm

theo Nghi dinh sO 36/20164ID-CP con higu lgc t4i thdi di6m nQp h6 so, trt
trucrng hqp theo quy dinh tai Di€m a Khorin 1 Di€u 21 Nghi dinh sii

36/20164JD-CP.
- Gi6y x6c nh{n dt di6u kiQn b6o hanh do chir sd hiru trang tni6t bi y tC

r r--- -r- ^ - xT^L: n:-L ^cip theo miu quy dinh t?i Phu lpc VII. ban hdnh kdm theo Nghl dinh s6

:OlZOtOnrrO-Cp, tru truong hqp trang thi€t bi y t6 sri dpng mQt lAn theo quy

dlnh cta cht sd hiru trang thi6t bi y t6'

- Tni ligu m6 ta t6m tat t<y tUuat trang thi6t bi y tt! theo m6u s6 01 quy

dinh tai Php lsc VIII ban hdnh kdm theo Nghl 9!lh t9 36120164ID-CP.

- Brin ti6u chuAn mir cht s6 hiru trang thiiSt bi y t6 c6ng b6 5p dpng ho4c

Gi6y chirng nh4n hqp chuAn.

- Tdi liQu hu6ng d6n sft dyng cua trang thi€t bi y t€.

- MAu nh6n sE str dpng khi lm hdnh tai Vigt Nam cria trang thi6t bi y t€.

b) 56 llrqns hi so: 01 b6.

4. Thdi h4n giii quy6t:

Trong thoi hgn 03 ngdy ldm viQc, kC tu ngdy ghi tr€n Phii5u ti6p nhan h6 so.

5. E6i tuqng thgc hiQn thri tgc hhnh chinh:
_:
Td chric dimg tdn c6ng b6 ti6u chuAn 6p dung d0i vdi trang thi€t bi y t€

lo4i A.

6. Ctr quan thgc hiQn c6ng b6:

Sd Y tti tinh Dik Lek.

7. K6t qu6 thgc hiQn thfi tgc hhnh chinh:
Trang thi€t bi y t€ thu6c loai A cluoc luu hdnh tr6n thi truong.

8. Phi,.lQ phi:
BO Y tC chua ban hdnh Th6ng tu hu6ng ddn thu phi, 16 phi cho c6c trucrng

hqp dugc c6ng b6.

9. TGn miu don, miu to khai:
- Phu lUc 2: Van brin cdng.b6 ti€u chuAn 6p dpng cta trang thi6t bi y ti5

thu6c loai A.(cdn c* theo mdu s6 0i quy dinh tqi phlt luc I ban hdnh kim theo
Ngh! dinh tii sotzototuo-cp).

- Phu luc 3:Bdn phdn loai trang thi6r bi y G kdn cr rheo mdu quy dinh tai
Phu luc V ban hdnh kim theo Nghi dinh si5 SOtZOtOtNO_Cf;1.
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- Phg lirc 4: Gidy ty quydn (cdn ctr theo mdu quy dlnh tqi PhU luc VI ban

hdnh kdm theo Nghi dinh s6 36/2016/ND.-CP)
- Php Igc 5: GiAy x6c nhAn dt diOu kiQn b6o.hdnh (cdn crt theo mdu quy

dinh tqi Phu luc VII ban hdnh k)m theo Ngh! dlnh s6 36/2016/ND-CP).
- Phg lpc 6: Tdi liQu m6 tri t6m tAt ky thuat trang thi6t bi y t6 kan cw theo

::^;mdu s6 0) quy dinh rai Phu luc VIII ban hdnh kdm theo Nghi dinh so

36/2016/ND-CP).

10. YGu cAu, tlidu kiQn thgc hiQn:
i -i. ,., ;

a) Yeu cau 0or vol no so

- Hd so c6ng b6 ti€u chuAn 6p dung ldm thdnh 01 bQ.
\ -r: ,. ^. ; ., ., r ^r I

- Y0u cdu d6i v6i mQt sd giay to fong bQ h6 so c6ng bd ti€u chuan 6p dgng:
+ D6i v6i Phi6u titip nh0n h6 so c6ng UO Ot Oleu kiQn sin xu6t: N6p ban

sao c6 xSrc nhdn cta t6 chric dimg t€n c6ng b5 ti€u chuAn rip dgng.
+ DOi vdi Gi5y chung nhan dat ti6u chuAn quan ly ch5t lugng: NQp ban

,1 .-,g6c ho4c b6n sao co chimg thqc ho4c b6Ln sao c6 x6c nh6n cira t6 chirc dtmg t€n

c6ng bd ti€u chuAn 6p dgng.
+ E6i vdi.gi6y riy quy€n cira cht sd hiru trang thi6t bi y t€ vd gidy xitc

nh4n co sd dt di€u kiQn bdo hdnh:
* DOi v6i trang thi6t bi y tC san xuet trong nu6c: NQp ban g6c hopc ban

sao c6 chimg thuc;
* DOiv6i trang thi6t biy te nhQp khAu: NQp ban di dusc hqp ph6p h6a

ldnh sq ho4c bZrn sao c6 chimg thuc cta ban dE dugc hqp ph6p h6al6nh sg.

+ pOi vOi Gi6y chrmg nhan hqp chuin hoflc Bdn tiOu chuAn md chri sd

hiru trang thiet bi y tt cdng b6 rip dgng: NQp ban sao c6 x6c nhqn cria t6 chric

dimg tdn c6ng b6 ti€u chuin 6p dpng." 
+ OOi iOi tui tie, huong ddn tt apng cua trang thitir bi y t6: NQp bin bing

.,i .,.^ ^ i-r, ^ r l-
ti0ng Vi6t c6 x6c nh4n cua t6 chrirc dtrng t6n cdng b6 ti6u chudn dp dyng:" * bOi vdi miu nhdn: N6p bin m6u nhdn c6 x6c nh4n cta t6 chric dimg t€n

cong bii ti6u chuAn 6p dgng. MAu nh6n phdi d6p ung c6c y6u cdu theo quy dinh

tai Ei6u 5a Ngh! dinh sQ 36120164{D-CP'
- Truong hqp giAy chung nhln d4t.ti6u chu6n qu6n.l1i ch6t luqng, Gi6y

chirng nhQn f.,qp .hran ho4c Ban ti6u chuAn kh6ng b6ng tiOng Anh ho4c kh6ng

Uangll6ng Viei thi phii dich ra ti6ng ViQt. Bin dlch ph6i duoc chung thuc theo

quy dinh cira ph6P lu4t.

- Truong hSp nQp bin sao c6 x6c nhQn cira t6 chric {rmg t6n cdng b6 ti6u

chu6n 6o duns-thi f.ti 
"Op 

hd so phdi xuAt trinh ban g6c O6 aOi cfri6u hoic cung cAp

il6r;; lffie co quar.ti6p nhan hO so tra cuu vC tinh h'p lQ cria c6c gi6y to niy.- 
b) Trang thi6t b! y t6 thuoc lo4i A chi duoc irru hirnh tr6n thi truong sau

khi dd dugc SO y te cAp phi6u ti6p nhan h6 so c6ng.b6 ti6uchuAn 6p dgng'

c) Trucvne nop trravO6i ctrti sO tiru n"ang thiet b! y tti hoac co sd sim xuAt

trang rhi6r Ui V i6, cnu sohtu sO luu hirnh c6 trech nhiQm thr,rc hien lei viQc cdng

UO tieu cnuan 6p dqng theo quy dlnh cua Nghi dlnh ndy'

11. Cin cri'Ph6P lf:
a;;;Dt$t , oieu z:, Ei€u 24 cta Ngh! dinh s6 36i20164ID-cP ngdv

151512016 cira Chinh pht vd quin li trang thiOt bi y tC'

t2



PhU lgc I
@du s6 03, Phu lqc IV, ban hdnh kdm theo Ngh! dinh so 36/2016/ND-CP)

CQNG HOA XA Hgr CHU NGHIA VrpT NAM
D6c 16p - Tr3 do - Hanh phric

36: .

PHIEU TIEP NHAN
Hd scr c6ng b6 ti6u chu6n ip dgng cria trang thi6t bi y t6 thuQc loai .L

1. T€n co sd c6ng b6:
2. Dia chi

' ......., ngdy .... thdng.... ndm 20.

3. 56 vin bin d6 nghl c[a co sd Ngiy:.
4. Trang thi6t.bi y t€ thuQc lo4i A:
T0n trang thi6t bi y t€: ..................
Chtng lo4i/mi sin phAm: .....
TOn co sd sAn xuAt
Dia chi co so san xu6t:
Ti€u chuAn 6pdpng: ;......................
5. Th6ng tin v€ chri sd hiru trang thi€t bi y t6:
TCn chi sd hiru:
Ela chi cht s0.hiru
6. Th6ng tin vC cs sd b6o hanh:
TCn co sd:
Dia chi: ..........
Di0n thoai c6 dinh: Di6n thoai di d6ng
7. Thdnh hdn h6 so:

NGIIOI TIEP NHAN HO SO
(Kit, ghi rd chac danh, h9 vd t€n)

inh, thiinh ph6 truc thu6c trung ucrng noi co sd s6n xu6t ddt tru sd.
lsdYt6t
2 Dja danh

6n b6n d€ n b6 ti6u chu c[ra tr thi bi t thu6c lo Acon
2 hdn lo4i tr thi bi rean tr
J hi tie nhAn h6 so c6n DO OU Or u kien sAn xudt tran thiet bi teu tr
4 chun nh d t ti€u chu uirn I chAt lucrn tr
) cira cht sd hiru tran thi tbita u tu en D

6 nhdn d di ki bdo hanhx u ue tr
7 ei lieu m6 td t6m tdt k thuAt tran thiet bi et -
8 6n ti6u chu mir cht sd hiru tran thi0t b b66 duncont n
9 a chr?n nhdn h chuAn o
10 di li6u huon dAn sri dqn c[ra tr thi rb +A

tr
l1 nhdn tran thi bi t6 tr

13

sdv rt...'...

1 tr



PhU lgc 2

Mdu s6 03, Phu lqtc I, ban hdnh kdm theo Nghi dinh s6 36/2016/ND-CP).

'::-::-'u .QNG "'*#J?l:TY,[:fltvIEr 
NAM

S6 , ngiy .....thang ..... ndm 20

VAN BAN CONG BO
Ti0u chuin 6p dgng cta trang thi6t bi y tti thuQc loqi A

Kinh gui:
1. T6n co sd c6ng b6

Ma s6 thu6 hoac16 gi6y phdp thdnh l3p Vdn phong d4i diQn: .'......
3Dla chi

DiQn thopi c6 dinh
Fax
Eniail:
2. Ngudi dai diQn hop phrip cira co sd:

Ho vir tdn: ...

SO CI\,^rD/Einh danh,4lQ chi6u:

Di6n thoai c6 dinh:
3. Trang thitit bi y t6 thuQc lo4i A:

ngay cap: nol cap:

DiQn thoqi di dQng:

T€n trang thi0t bi y t€:.

Chring 1o4i/md s6n phdm:

Quy c6Lch d6ng g6i (n6u co):
T0n co sd sin xudt:
Dia chi co s0 s6n xuit: ..............
Ti6u chuAn 6pdpng
4. Th6ng tin vd chi
TOn cht s0 hiru: .....
Dla chi cht s6.hiru:

so htu trang ttri6t bi y tC:

5. Th6ng tin v€ co sd biro hirnh:
TOn co sd:

Ela chi:
Dign thoqi c6 d!nh: ..... DiQn thoai di dQng:..............

. C6ng bii
H6 so kdm theo

ti6u chu6n {p dgng cria trang thi6t bi y t6 thuQc lo4i A
OlTI:

1 hdn loai tran thiet bian t
2 hi6u ti6 nh4n h6 so c6 di di ki6n sAn xuAt tr thi tbi
3 chin nh6n dat ti€u chudn udn I chdt lucrnI

4 6n cta cht sd hiru tr thi t b tcta u u
5 ta xric nh4n dt di€u ki6n b6o hdnh

di li6u m6 ta t6m tAt k thuAt tran thiet bi tc
7 6n ti6u chu6n md cht s6 hiru t thiet bi b6e duncont
8 chim chla nhdn h uan

t4

6.



10. nhan tr thi b t
9 di li uh d6n su dun cua thiot b tc

Co sd c6ng ti0u c 6p dgng cta trang thi biy thu6c loai A cam
1. NQi dung thdng tin c6ng b6 ld chinh x6c, hgp ph6p vri theo ding quy dfnh.
NCu c6 sy gi6 mpo, kh6ng dirng su th6t co sd xin chiu hodn toirn tr6ch nhiQm vd
sE bi xri tj theo quy dlnh cta ph6p luqt.
2. Bdo dim chAt luong vd luu hirnh trang thi6t bi y t6 theo dung h6 so di c6ng
b6.

, ^, -. i .

3. Thdng bdo cho So Y te n6u c6 mdt trong c6c thay d6i li6n quan d6n hd so
c6ng b6.

Ngudi tl4i diQn hqp phrlp cria co s0- -; -,Ky rZn @hi hp t1n day du, chtrc danh)
Xdc nhdn bdng dliu hodc chtr lg, sd

I Dia danh
2 Sd Y t6 tinh, thdnh ph6tr.uc thuQc trung ucrng noi co sd dpt try sd
3 Ghi theo dia chi tr6n gi6y chimg nhan d6ng ky kinh doanh
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(Mdu phu t9c v, ban ru,r,,liirl"'iirri dinh s6 36/2016/ND-cp).

T0n CQNG HOA X.[ Hqr CHU NGHIA VIET NAM
DOc l6p - Tg do - H4nh phtic

S6
2 1...3... . ngay ... rhang ... ndm 20..

BAN PHAN LOAI TRANG THIET BI Y TE
Kinh gui

Can cir Nghi dinh s6 36120164ID-CP ngdy 1 5 thring 5 nam 2016 cta
Chinh pht v€ qudn Ili trang thi€t bi

l

hAn loai thi6t b

v t€;
ph6n lopi: ...
t0 nhu sau:

6
Nguy0n tic duoc sri dpng dO

Chirn t6i

Noi nltdn:

1 T€n co sd dd c6ngb
2 K! hiQu van b6n kOt

Nguoi tl4i diQn hqp.phAp cria ctv s&

Kj,ftn (Ghi hq ftn ddy dil, chnc danh)
,: 1: t

Xac nhdn bang ddu hoac chir lq so

6 au aieu ki6n phAn loai trang thidr bi y 16

qud phdn loai do co sd dt di6u kiQn phdn lo4i quin ly
3 Md hiQu co sd drl di6u ki6n phdn 1o4i la sO phieu ti6p nh6n h6 scr c6ng b6 dt
di€u kiQn phdn lopi do BQ Y t6 c6p

4 Dia danh
5 T6n co so de ngh! phdn lo4i trang thi6t bi y t6
6 Ghi 16 nguy€n tic dugc su dqng dO ph6n lo4i trang thi6t bi y tO theo huong
ddn cua B0 Y te

Hing, nudc
s6n xu6t

HEng nuOc
chri s& hfru

ang
y tiathi6t bi

Loai trChring logi/
mi sin

':pnam
TT T6n trang thi6t bi y

t6

1,6



Phg lqc 4
(Mdu Phu luc VI, ban hdnh kDm rheo Ngh! dinh s6 36/2016/ND-CP)

Ti6u dd cria cht sd hiru trang thi6t bi y te (ten, dia chi)
Ngav""th6ng''"'ndrn 20" 

GIA' uy euyEN
I(inh grii:

1 C6 the dua danh muc trang thirit bi y t6 dugc iry quy6n thdnh php luc kdm theo

GiAy ty quy6n

Chring t6i, (TAn t,d dla chi chu s6 hiru) , vdi tu c6ch ld chir sd hiru trang thi€t bi y

tC Uing v[n birn ndy ty quy6n cho (T1n va dia chi cua co sd dung tAn c6ng b6

ti1u chuan ap dqng hoQc ddng blt lru hdnh) duo-c luu hdnh t4i thl trucrng ViQt

Nam c6c trang thiet bi y tO sau:

. . (fiCt kA danh muc cdc trang thih bi y tiit )... ... ....
Chring t6i cam k6t cung c6p. h5 trcv cdc y6u ciu li6n quan d6n thdng tin. chit
Iuong vir biro dim c6c di6u kiQn vC b;o hdnh, bAo tri, bAo dudng vir cung cdp vft
tu, phg kign.thay th6 trang thi6t bi y td n6u tr6n.

Thu riy quy6n ndy higu lyc d6n thoi di6m: ....... (ngey/thang/nam)

Ngudi tl4i diQn hqp phrip cta Chi s& hiru
Ki, ftn (Ghi ho t\n day &), ch*c danh)

Xdc nhQn bdng ddu hodc chic lqt s6

17



Phq lgc 5

(Mdu Phu tuc VII, ban hdnh kdm theo Nghi dlnh si5 SA2OI OtWO-Cf 1

uAU CNY XAC WSAN DUDIEU KIENBAO HANH

Ti6u d6 cta cht sd hiru trang thi6t bi y t,i (t6n, aia chi.1: . . . . . . . . ...

Ngdy....th6ng.....,ndrn 2.0...

GIAY XAC NHAN DU DIEU KIEN BAO HANH
Tdn

v6i tu c6ch ld cht
kiqn b6o hirnh tran

sd hfiu trang thi6t bi x6c nh4n co sd c6 t€n du6i ddy ou oleu

thi6t b tC cia .........

Ngudi tl4i diQn hqp ph6p cfra Cht s& hfru
K! t€n (Ghi hq tAn ddy di, chuc danh)

Xdc nhdn bdng ddu hoQc chir ky s6

1 Ghi dAy dt tOn cta cht sd hiru trang thi6t bi y t0

DiQn tho4i
di tlQng

Dia chi
DiQn thogi

c6 alnnMe sii thu6T0n trang.
thi6t biy t6

TOn co s& bio
hirnh

Cosdl
Cosd2
Cosdl
Cosd2
Cos03
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Phq lqc 6
(Mdu sii 01, Phu lyc VIII, ban hdnh kim theo Nghi dinh sii sotzolotNo-cf1

TAI LIEU n4O TA TOM TAT KV THUAT TRANG THIET BI Y TE
TCn co sd deng kj luu hirnh trang thi6t bi y t6 (t6n, dia chi)
N ....ndm 20.....

NQi dung m6 tiL t6m titDG mucSTT
6 tri sdn hdm tr thiet b t1

6 ti t6m tEt v6 nguy6n ly hoat dQng vd tinh ning,
Ct

A
cap

en ru no ue antrn k uth ta uc tra an ht l boh I og v o

otm ht CI can un birne bt SI du un acc oc n ngh oo o

6 tir vd c6 e nanon nh mdi d6 vi du c6n

M6 tA trang thiCt bi y
A

te

t.l

Li€t k€ c6c linh ki6n vd phli kiQn cira trang thi€t bi y tC1.2 Danh muc lin.h kien
vri phu ki€n

muc dich sir dqng/chi dinh sit dgng cira trang thi€tN0u
biytc

1.3 Muc dich/Chi dinh
sir dgng

T6m tdt huong ddn v€ c6ch su dqng cta trang thi6t bi
theo nhu Td huong din su dpng ho6c Td th6ng tin cta

,.,( ,. :
trang tnlet bl y te

Huong dAn st dpng1.4

Ch6ng chi dinh

odn cho nguoi bQnh, vi dy do ti6n st bQnh, d[c di€m
sinh ly cria nguoi b6nh, vv...t theo dfng nQi dung di
ugc duyQt tai nu6c sin xu6t vd c6 ghi tr€n nhdn trang

hinh n a a nh (Intru hn hcoh t n hC o d irng g qpo

t d anodu C d snh du un tran thoh n vs G g

hiet bi te

1 5

1.6 Cdnh b6o vir th4n
trong

irng th6ng tin c6Lnh b6o vd nhirng di
i su dpng trang thi6t bi y t6, k6 c6 nhirng bi6n ph6p du

hong d0 bdo vQ nguoi bQnh tr6nh nhAng rti ro do st
Ung trang thi6t bi y t6; d6 c6 th6 ld th6ng tin c6Lnh b6'o

d t6c dgng U6t tqi hay su dgng sai vd bi€n ph6p ngdn
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Neu trang thi6t bi y t6 c6 chira m6t trong c6c thdnh phd,n sau, thi cAn cung

thOng t1n

biro, m6 nguoi ho[c dQng v4t hodc ph6i sinh cira chirng duoc cho st dgng

u6i d4ng kh6ng con s6ng - vi du van tim nhAn t?o ngu6n g6c tu 1gn, chi ruQt

do...;
Te beo, m6 vd hoflc ph6i sinh tt ngu6n g6c vi sinh ho[c t6i t6 hqp - vi du sdn

h6in bom cing da dua trdn acid hyaluronic thu duoc tu quy hinh l6n men vi
u6n...; C6 tl-uinh phAn g6y kich irng, ion h6a - vi dg X-quang; ho[c phi ion

a-Vi la-ze, si6u 6m...

Co sd ddng kj luu hirnh cam k nhirng nQi dung tr6n Id dring sU that va chiu

tr6ch nhi6m truoc ph6p 1u4t vd cdc th6ng tin dd kC khai n6u tr6n.

Ngudi tl4i difn hqp.phip cria co s&

Ki ftn (Ghi hp ftn ddy dil, chrlc danh)
, ^ , : ,; ' -Xdc nhQn bdng ddu hoQc chir l<y sd
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III. Thn tgc c6ng Ua aiOu kiQn mua bdn trang thi6t b! y tii thuQc lo4i
B,C,D

1. Trinh tg thgc hiQn:

- Co sd mua bdn trang thih bi y td thu6c loqi B, C, D: Gui h6 so c6ng bd

dir di6u ki6n mua b6n thi6t bi y t6 thu6c lo4i B, C, D d6n Sd Y t6 noi co sd mua
b6n d4t trp sd.

- Sd Y t€: Sd Y t6 c6 trech nhiQm c6ng khai tr€n c6ng th6ng tin diQn tu c6c

th6ng. tin sau: T€n, dia chi crla co sd mua b6n trang thitit bi y t6; h6 s<r c6ng b6

dir di6u ki6n mua b6n trang thi6t bi y te.

2. CAch thric thgc hiQn:

* Co sd mua b6n trang thi6t bi y tii thuQc lopi B, C, D: Giri h6 so c6ng bd

dri di€u ki€n mua bdn thi6t bi y t€ thu6c loqi B, C, D theo quy dinh d6n Sd Y t6
noi co s0 mua b6n dit try s0;

* So Y t6 tinh DAk Lik:

- Ti€p nhQn; B0 phan mQt cria ti6p nhpn h6 so, c6n bQ dugc phdn c6ng se

ti{fp nhQn hd so c6ng UO. fiem tra hd so, n6u h6 so kh6ng hqp IQ thi huong ddn

nguoi nQp.hodn thiQn theo quy dinh, n6u hd so hqp lQ thi.ghi PhiiSu tiOp nh?n hO

so c6ng b6 vd chuy6n h6 so d6n Vin phdng (theo mdu s6 5 quy dlnh tqi Phu luc
IV ban hdnh kim theo Nghi dlnh sii sotzotOt\o-cf1.

- .:- Thdi gian ti€p nhQn: Thoi gian ti6p nh4n vio c6c ngiry trong tuAn, ttr thir
2 diln thri 6 (ru ngdy nghi l5 theo quy d!nh). Bu6i sring: Ttr 7 gio 15 phit d6n 11

gio 15 phrit. Bu6i chidu: Tir 13 gid 30 phrit d6n 16 gio 30 phtt.
,; -. -.;- Cong b6 di dieu ki€n mua bdn trang thi€t bi y t€ thuqc loqi B, C, D. Yin

phdng Sd Y t0 c6 trrich nhiQm c6ng khai tr€n c6ng th6ng tin diQn tu c6c th6ng
iin sau: TCn, dia chi cta co somua ban trang thi€t bi y t6; hd so c6ng b6 dt di€u
ki€n mua b6n trang thi6t bi y t6.

3. Thinh phin, s5 luqng h6 so
a).Thdnh ph6n h6 so:
H6 so c6ng b6 dt di6u kiQn mua b6n trang thi6t bi y t€ gdm c6c gidy to:
- VIn brin c6ng b6 dt diOu kiQn mua b6n trang thi6t bi y tC 6lio mdu s6

07 quy dinh tai Phu luc I ban hdnh kim-theo Ngh! dinh sO SO|ZOtOtt'tO-Cg.
- Brin kd khai nhAn sq (theo mdu quy dlnh tqi ph4 luc II ban hdnh kdm

theo Nghidinh s6 36/2016/NE-CP)

. ., .: Cel gidy.td chirng minh kho bAo quirn, phuong tiQn v4n chuydn trang
th.i6t bj y t€ d6p tng cdc y6u cau theo quy dinh (theo quy dinh tai cdi Khodn 3
vd 4 Di€u 13 Nghi dilth s6 36/20r6/ND-cp). c6c grdy tcr ndy phdi duoc x6c
nh?n bdi co sd c6ng UO ari OlCu ki6n mua b6n.

b) 56 lucrng h6 so: 0l bQ.

4. Thli h4n girii quy6t:

]r3p. tnU h4n03 ngdy ldm viQc, kti tu ngdy ghi ren phi€u ti€p nh4n h6 so.
5. D6i tu-ong thr;c hiQn tht tgc nnnt ctrintr:

2!



Co sd rnua b6n trang thi0t bi y t6 thu6c loai B, C, D.

6. Co quan thgc hi6n cdng bi5:

S0 Y rc tinh oit< Lat<.

l.l<iitqui thqc hiQn thfr tr;c hinh chinh:

Co sd chi duoc mua b6n trang thi0t biy tti thuQc 1o4i B, C, D sau khi thr,rc

hiQn thu tuc c6ng UO Ori diOu kiQn rrua b6n theo quy dinh, tru trucrng hqp theo
quy dinh t?i Di€u 39 Nghi dinh s6 361201641D-cP.

8. Phi, lQ phi:

Bg Y t6 chua ban hdnh Th6ng tu hucrng d6n thu phi, IQ phi cho c6c trucrng
,A

hqp cong bo.

9. TOn m6u ilcrn, m6u td khai:
- PhU lttrc 2: Vdn bin c6ng UO Atr diOu kien mua b6n trang thitlt bi y t6 @dn

: : 
^- 

r, t i h, t , , , \ , , \ ,t tt Icu theo mau s6 07 quy dinh tqi Phu luc I ban hdnh kdm theo NShi dinh sd

s 6/201 6/ND-CP)
- Php lirc 3: BAn kC khai nhdn sy (cdn cu theo mdu quy dinh tqi Phw luc II

ban hdnh kdm theo I'{ehi dinh sii 36/2016/ND-CP)

10. YGu cAu, clidu kiQn thr;c hiQn:

- Tru6c khi thpc hiQn mua b6n trang thi6t bi y t0 thuQc 1o4i B, C, D, nguoi
-ldr"mg dAu co sd mua b6n trang thi€t bi y tC co tr6ch nhiem gui h6 so c6ng bO dit

di0u kiqn mua b6n theo. quy dinh d;5n Sd Y t6 noi co so mua b6n ddt tru sd theo

dirng c6c thdnh phAn H6 so c6ng b6.
- Trong qu6 trinh hopt dQng, co sd mua b6n phdi thyc hiqn lai thu tuc c6ng

UO Ari di6u kiQn rrua b6.n n6u co su thay d6i v0 nhAn su, kho b6o quirn vd phucrng
;.

tiQn v4n chuyOn trang thi6t bi y t0.

11. Cin crl phip lj:
Can cir Di6u:2, OiCu 38, Didu 39 cua Nghi dinh s6 36120164{D-CP ngey

151512016 cua Chinh Phu vC quAn ly trang thi6t biy tti.
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Phg lgc I
@du s6 5, Phu luc IV, ban hdnh kdm theo Nghi dinh s6 36/2016/ND-CP)
so y rt ...'... ceNG HoA xA Her CHir NGHIA vrET NAM

EQc lip - Ty do - HSnh phric

S6:

TCn co sd mua b6n:

PHIEU TIEP NHAN
Hti so c6ng U6 Orl AiOu kiQn mua bin trang thi6t ni y t€

Dia chi

l. [Van bdn cdng UO at ai6u ki6n mua b6n tr

z. pan ko khai nhdn sg -
:. Fnn x6c nh4n thoi gian c6ng t5c D

fVan Uing, chimg chi diro tpo vC ky thuet trang thi6t bi y t0 hoqc

lquan lf trang thi6t bi y td cia c6n b9 k!'thu4t
4

5. pd so v€ kho tang bio qui,n trang thi6t b! y tti tr

6. [H6 so vd phucrng tiQn v6n chuy6n trang thi6t bi y t6 tr

I

2
4
5

56 vdn b6n d0 nghi cta co sd Ngdv
Thirnh hdn h6 so:

NGrId TrtP NHaN H6 SO
(K!, ghi rd chtrc danh, ho vd ftn)

I Sd Y te tinh, thenl ph6 trr,rc thu6c trung ucrng noi co sd s6Ln xuet dat ffu sd
2 Dia danh

23

ngdy .... thdng. .. ndm 20...

tr



Phg lqc 2
(Mdu sij 07, Phu lqrc I, ban hdnh kim theo Ngh!dinh s.; 36/2016/ND-CP)

TOn co's6' CQNG HOA XA Hqr CHfr NGHIA VIET NAM
DOc lip - Tg do - Hqnh phric

t. ngay ... rhang ... ndnr 20...S6:

VAN BAN CONG BO
Dri tli6u kiQn mua bin trang thiii
K!nn pur:

tbfyti5

Trinh dQ chuy€n m6n:...............
4. Danh muc trang thi€t bi y t6 do co sd thgc hi€n mua b6n:

C6ng bii thi tli6u kiQn mua b{n trang thi6t b! y t6
H6 so kdm theo om:

Co sd c6ng b6 dt di€u kiQn rnua b6n trang thiCt biv t6 cam k6t:

l. NQi dung th6ng tin c6ng b6 ld chinh x6c, hqp ph6p vd theo dring quy dinh.

N6u c6 sp gi6 mqo, kh6ng dirng sr,r th4t co s0 xin chiu hoan toan tr6ch nhiQm vd

sE bi xri lj theo.quy dinh cira ph6p luqt.

2. 86o dirn ch6f luolg vd luu hdnh trang thi6t bi y tt5 theo dring quy dinh cria

ph6p lu4t.
3. Th6ng b6o cho Sd Y tC

d6n h6 so c6ng b6.

n6u c6 mQt trong c6c thay d6i li6n quan)

Nguli tl4i diQn hqP.Ph6P cfra ctr s&-i 
:: :f :; !:;;"x7,* : !# ff :!'

1 Eia danh
2 Sd Y tt5 tinh, thenh phOtruc thuOc trung uong 1gi 

co so ddt tru s6

: Cni ,n.o dlachi trOn giAy chring nh4n dang kj kinh doanh

4 K€ khai cU th6 theo s6 nguoi hi6n co

; itfiil;';;til;,h"0. truns uons noi co sd s6n xuAt d[t tre sd
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1 6n k€ khai nhdn su

2 kho tirn b6o uin tran thi tbi tsov
OSOVC huon tiQn vfln chu en h b tt I I

1. T6n co s6: ..................
Mi s6 thu6:
Dla chi: .........................

Vdn phdng giao dich (n6u c6):
2. Ngudi dai diQn hqp ph6p cia co sd:

Ho vdL t0n:.......
Sd CMND,Einh danh,/HQ chi6u: ........... ngdy cAp: noi cAp:..................

DiQn tho4i cO Ointr: ..... Dien tho{ di dQng:..............

3. Can bg k! thu4t cta co sd mua b6na:

Hg vd t€n:.......
SO CMNID,Einh danh/HQ chi5u: ........... ngdy c5p: noi c6p:..................

3.



(Mdu phu tuc II, ban ru,, il,o,ilif,shi dt,n sa sorzototNo-cr1

CQNG HOA XA Hgr CHir NGHIA Vtpr NAM
DQc lfp - Tg do - HSnh phtic

TOn co sO

E a chi: .

.. .. ., ngdy ... thdng ... ..ndm 20 .....

eAN K6 KHAI NHAN STI

Ngudi il4i di6n hop.ph6p cria co s&
Ki ftn (Ghi h9 t€n ddy di, chtec danh)

, - , J ,: , -Xac nhan bang dau hoac chir k1i sd

1 Dia danh

Qui trinh c6ng tdc
trong linh vgc trang

tni6t niv ti6

Qui trinh cliro tao v6 linh ,g"
trang thitit biy t6
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