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ut BAN NHAN DAN
THANH PHO HA NOI

S6 :69lf9/QD- UBND

CONG HOA xA HOI CHU NGHiA VI~T NAM
D(}cI~p - TV do - H~nh phuc

Ha NQi, ngay 16 thang 12 nam 2016

QUYETDlNH

V~vi~c cong bB thu tl}c hanh chinh
thu(}c chu'c nang qmin Iy nha nU'o'ccua SO'Y t~ thanh phB Hit N(}i

CHU TICH UY BAN NHAN DAN THANH PHO HA NOI. .
Can ell'Lu~t T6 chuc chinh quySn dia phuong nam 2015;
Can cu Nghi dinh s6 63/2010/ND-CP ngay 08 thang 6 nam 2010 cua Chinh

phu vS kiSm soat thu t\lChanh chinh; Can cu Nghi dinh s6 48/2013/ND-CP ngay 14
thang 5 nam 2013 cua Chinh phu su'a d6i, b6 sung mQt s6 diSu cua cac nghi dinh
lien quan dSn kiSm soat thu t\lChanh chinh;

Can cu Thong tu s6 OS/2014/TT-BTP ngay 07 thang 02 nam 2014 cua BQ
truang B9 Tu phap huang d~n c6ng b6, niem YStthu t\lChanh chinh va bao cao vS
tinh hinh, kSt qua th\l'c hi~n kiSm soat thu t\Jc hanh chinh;

Can cu QuYSt dinh s6 2430/QD-UBND ngay 07 thang 5 nam 2014 cua Uy
ban nhan dan thanh ph6 Ha NQi vS vi~c ban hanh Quy chS c6ng b6, cong khai thu
t\lChanh chinh tren dia ban thanh ph6 Ha NQi;

X6t dS nghi cua Giam d6c Sa Y tS t~i TO' trinh s6 5605/TTr-SYT ngay
02/12/2016 vS vi~c c6ng b6 thu t\Jc hanh chinh mai trong Hnh V1JCtrang thiSt bi va
cong trinh y tS thuQc chuc nang quan ly nha nuac cua Sa Y tS Ha NQi va Sa Tu
phap t~i Cong van s6 2367/STP-KSTTHC ngay 28/11/2016,

QUYETDlNH:

Di~u1.Cong b6 kern theo QuySt dinh nay 03 thu t\lChanh chinh c5.pThanh
ph6 mai duqc ban hanh trong IInh V1JCtrang thiSt bi va cong trinh y tS thu.Qcchlrc
nang quan ly nha nuac cua Sa Y ts thanh ph6 Ha NQi. (Danh m1Jctlinh kem)

Di~u 2. QuySt dinh nay co hi~u h,rcthi hanh kS tu ngay ki.

f)i~u 3. Chanh Van phong Uy ban nhan dan Thanh ph6, Giinn d6c cac Sa;
Thu truang cae ban, nganh Thanh ph6; Chu tich UBND cae qu~h, huy~n, thj xa;
Chu tich UBND cae xa, phuO'ng, thi tr5.n; cae t6 chuc, ca nhan co lien quan chiu
trach nhi~m thi hanh QuYStdinh nay.!.

No'i nh~ll:
- Nhu Di6u 3;
- B<) Y tS
- B<)Tu phap;
- Thucmg tqre: TU, HDND TP;
- Chu tjeh, cae PCT UBNDTP;
- Cae SO', ban, ngfmh;
- VPUBTP: CVP, PVP N.N.Ky, P.C,C6ng;
- Cae phong: NC, KGVX, TKBT, TH;
- Trung tam Tin hQe Cong bao TP; ~
- C6ng Giao tiSp di~n tlr HN
- LUll: VT, NC(B). rlllAr (f~
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THU TUC HANH CHiNH TRONG LiNH vue TRANG TRIET BI VA
CONG TRINH Y TE THUOC CHUC NANG QUAN LY NHA NUOC CVA s6

YTEHANQI

(Ban hanh kem thea Quyit ajnh s6 6C)49/QD-UBNDngay -If, thang 1)... nam 2016
cua Chu tjch Uy ban nhan dan thanh ph6 Ha N<3i)

PHA.N I. DANH Ml)C THU Tl}C HANH CHiNH

STT Ten thti tl}.chanh chinh Co' quan MaTTHC
thl!C hi~n

Thii t\lC h~lllh chinh c~p Thanh pitA: 03 TTHC

1 C6ng bE>dli di~u ki~n sfm xu~t trang thi~t bi y t~ Sa y t~

2 C6ng b6 tieu chu~n ap d"mg d6i vai trang thi~t bi Sa y t~
Yt~ thuQc lo~i A ,

"

3 C6ng b6 dli dieu ki~n mua ban trang thiet bi y te Sa y t~
thuQc lo~i B, C, D

PHA.N II. NOI DUNG eVA THU TUC HANH CHiNH. .

1. Thti tl,Ic Cong bB au ai~u ki~n san xuAt trang thi~t bi y t~

BU'o'c 1: Truoc khi th\Xchi~n san xu~t trang thi@tbi y t@,nguai dung
d~u cO' sa san xu~t trang thi@tbi y t@co tnich nhi~rn gui h6 So' cong
b6 du diSu ki~n san xu~t thea quy dinh d@nSa Y t@Ha NQi, nai Co'

so' san xu~t d~t tr\! sa
Btl'{)'C 2: Khi nh~n h6 So' d~y du, hQ'pl~, So' Y t@Ha NQi c~p cha Co'

sa th\Xchi~n vi~c cong b6 Phi@uti@pnh~n h6 So' cong b6 du diSu
ki~n san xu~t trang thi@tbi y t@thea rn~u s6 02 quy dinh t~i Ph\ll\lc
IV ban hanh kern thea Nghi dinh s6 36/20 16/NB-CP;

Bu'o'c 3: Trang thai h~n 03 ngay lam vi~c, kS tu ngay ghi tren Phi@u
ti@pnh~n h6 So', Sa Y tS Ha NQi co trach nhi~rn cong khai tren c6ng
thong tin di~n tu cac thong tin sau: Ten Co' so' san xu~t; ten nguai
ph\! trach chuyen m6n cua Co' sa san xu~t; cac trang thi@tbi y t@mi
Co' sa d6 san xu~t; dia chi, s6 di~n tha~i lien h~ va h6 sO'cong b6 du
diSu ki~n san xu~t,tru quy trinh san xu~t va quy trinh kiSm tra ch~t
IUQ'ng.

Cach thu'c th\l'c hi~n

2
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NQp h6 so theo mQt trang cac cach sau:

- NQp h6 so tn,rc tiSp t?i BQ ph?n tiSp nh?n va tra kSt qua h6
so hanh chinh cua SaY tS Ha NQi (Bia chi: S6 4, ph6 SO'nTay, Ba
Binh, Ha NQi)

- NQP h6 sO'qua duang buu di~n dSn BQph?n MQt cua So' Y
tS Ha NQi (kem 01 phang bi co dan tem, ghi r5 ten, dia chi va s6
di~n tha?i lien h~)

Thanh phfin, s8 IUQ'ng hB so'

1. Tlulnh phlin h8 SO' bao g8m:

1. Van ban cong b6 du diSu ki~n san xu~t thea m~u s6 02 quy d!nh
tC?-iPh\ll\lc I ban hanh kem thea Nghi dinh s6 36/20 16/NB-CP.

2. Ban ke khai nhan S\1'thea m~u quy dinh t?i Ph\l l\lc II ban hanh
, kem thea Nghi dthh nay. "

3. Van ban phan cong, bE>nhi~m nguai ph\l trach chuyen mon cua
cO'So' san xu~t, kem thea ban xac nh?n thai gian cong tac thea miu
quy dinh t?i Ph\ll\lc III ban hanh kem thea Nghi dinh 36/2016/NB-
CP va van bfulg, chung chi da: qua daa t?a cua nguai ph\l trach
chuyen mon.

4. Gi~y chung nh?n d?t tieu chu~n quan ly ch~t lUQ'ng.

Truang hQ'pkhong co gi~y chung nh?n dC?-ttieu chu~n quan ly ch~t
lU9'l1gthi phai co cac gi~y to' chung minh cO'So' dap ung cac diSu .
ki~n thea quy dinh t?i cac khaan 1, 2, 3 va 4 DiSu 13 Nghj dinh
36/20 16/NB-CP.

Truang hQ'pco So' khong t\1'th\1'chi~n ki@mtra ch~t lU9'ng san ph~m
ho~c Id10ng co kha tang ha~c khong co phuO'ng ti~n v?n chuy@nma
ky hQ'p d6ng ki@mtra ch~t lUQ'ng,b~tOquan, v?n chuy@nvai co so'
khac thi phai kem thea cac gi~y to' chung minh cO'so' do du diSu
ki~n ki@mtra ch~t lUQ'ng,kha tang, v?n chuy@ntrang thiSt bi y tS ma
minh san xu~t.

(Yeu cau tlJi vo'i ha so' cong bJ cUt tli~u ki~n sim xuat trang thidt bi
,

y te

1. H6 sa cong b6 au aiJu 1d?nscm xudt trang thiit bi y d lam thanh
01 b9, trong ao: .

a) Cac tai li?u trong h6 so' aU9'c in ro rang, slipxip theo trinh t~l'
theo quy afnh tqtiDiJu 14 Nghf, ainh s6 36/2016/ND-CP; giU'a cac
phim co phon cach, co tra'tg bia va danh ln1rl~ tai li?u;

b) Cac tai li?u khong b{mg tiing Anh thi phai dfch ra tling Vi?t.

3
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2. Yeu c6u a6i v6'i m(Jt s6 gi6y to' trong b(J ha so' cang b6 au aieu
ki?n scm xu6t:

a) Ban g6c ho(r.cban sao co chung th1:t'Cvan ban phiin cang, b6
nhi?m, van bdng, chu'ng chi ali qua aao t90 C~langU'cYiph1:t trach
chuyen man c~laco'So' san xu6t;
b) Ban g6c ho(jc ban sao co chu'ng th1:t'Ccac gi6y tCYch~lng minh ca
so' aap ung cac ai~u ki?n theo quy ainh t9i cac khoan 1, 2, 3 va 4
Di~u 13Nghi ainh 36/2016/ND-CP;

c) Ban g6c ho(jc ban sao co ch~lng th~l'cho(jc ban sao co xac nh(m
cua co' So' a~ nghi cang b6 au ai~u ki?n san xu6t adi vo'i Gidy chu'ng
nh9n a9t tfeu chu6n quan If; ch6t hl'9ng.)

II. Sa lu'tfng Ita SO': 01 (bQ)

Sau 03 ngay lam vi~c kS tu ngay ghi tren PhiSu tiSp nh~n h6 sa

Dc3itU'Q'ng thl}'c hi~n thtl t\lc hanh chinh

T6 chtIC

CO' quan th\l'c hi~n thtl t\IC hanh chinh

So' Y tS Ra NQi

K~t qua th\I'C hi~n thtl tl,lc hanh chinh

PhiSu tiSp nh~n h6 sa

L~ phi (n~u co)
,
\

Kh6ng

Ten rn~u do'n, m~u to' khai (Dinh kern thtl t\lC nay)

Ph\l l\lc I: Van ban cong b6 GlidiSu ki~n san xu~t trang thiSt bi y tS
thea m~u s6 02

Ph\ll\lC II:' Ban ke khai nhan S\l'

Ph\ll\lc III: Ban xac nh~n thai gian cong tac

Yeu c~u, di~u ki~n th\l'c hi~n thtl t\lC hanh chinh (n~u co)

Di~u 12 Nghi dinh s6 36/2016/ND-CP: Di~u ki~n v~ n'han s1,I' clla

4
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CO' so' san xu~t trang thi~t bi y t~

1. DiSu lei~n cua nguo"iph\l trach chuyen man:

a) C6 trinh d9 tu cao ding k5' thu~t trang thi~t bi y t~ trO'len ho~c
trinh d9 tLf d~i hQc chuyen nganh ley thu~t ho~c chuyen nganh y,
duO'ctrO'len'. ,
b) C6 thai gian cong tac trgc ti~p vS ley thu~t trang thi~t bi y t~ t~i
cac cO' sO'trang thi~t bi y t~ tu 24 thang trO'len;

c) Lam vi~c toan tho'i gian t~i cO' sO'san xu~t. Vi~c phan cong, b6
nhi~m nguai ph\l trach chuyen man cua co sO'san xu~t phai dUQ'cthS
hi~n b~ng van ban.

2. C6 d9i ngu nhan vien dap tmg dUQ'Cyeu c~u san xu~t d6i v6i lo~i
trang thi~t bi y t~ ma co sa san xu~t.

Di~u 13 Nghi dinh sa 36/2016/ND-CP: Di~u ki~n v~ co' sO' v~t
ch~t, thi~t bi va quan ly ch~t lm,rng Clla co' so' san xu~t trang
thi~t bi y t~

1. C6 dia diSm, di~n tich, nha xuO'ng san xu~t phu hC)'pv6i yeu c~u
cua lo~i trang thi~t bi y t~ ma cO' so' san xu~t.

2. C6 thi~t bi va quy trinh san xu~t, kiSm tra ch~t luC)'ngphu hC)'pv6i
yeu c~u cua lo~i trang thi~t bi y t~ ma co sO'san xu~t. Truong hC)'p
khong c6 thi~t bi kiSm tra ch~t luC)'ngthi phai c6 hC)'pd6ng v6i co sO'
du nang l\fc leiSmtra ch~t luC)'ngdS kiSm tra ch~t luC)'ngtrang thi~t bi
y t~ ma co sa san xu~t.

3. C6 leho tang bao quan dap ling cac diSu ki~n t6i thiSu sau day:

a) C6 di~n tich phu hC)'pv6i chung lo~i va s6 luC)'ngtrang thi~t bi y t~
duC)'cbao quan;

b) Bao dam thoang, kho rao, s~ch se, lehong g~n cac ngu6n gay 0
nhiSm;

c) Dap ling yeu c~u bao quan khac cua trang thi~t bi y t~ theo hu6ng
d~n su' d\lng.

4. C6 phuong ti~n v~n chuYSn trang thi~t bi y t~ tu co sO'san xu~t
d~n noi giao hang phu hC)'pv6i lo~i trang thi~t bi y t~ ma cO' sO'san
,

xuat.

5. Ap d\lng h~ th6ng quan ly ch~t luC)'ngtheo quy dinh t~i khoan 1
DiSu 68 Nghi dinh 36/20 161ND-CP: -', --
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6. Trll'Q'ng hqp co sc)' khong co 1mo tang va phuong ti~n v~n chuyen
trang thiSt bi y tS thi pha.i co hQ'p 'd6ng v6i co sa. cLip tmg yeu c~u v@
kho tang va v~n chuy~n trang thiSt bi y tS theo quy dinh t;;li d.c
Imoan 3 va 4 Bi@u nay,

Can crr phap ly ciia thu t'!c h~mh chinh

1. Lu~t B~u tll' ngay 26 thtmg 11 nalTI 2014;

2, Nghi dinh s6 36/2016/NB-CP ngay 15 thtmg 5 nalTI 2016 Clla

Chinh phu v@quan 1;' trang thiSt bi y tS

6
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PHlJ LlJC I
Ten co' so' san xuflt CONG HOA xA HOI CHU NGHIA VI~T NAM

D<)c l~p - T\r do - H~nh phuc

S6: . J ' I ' - 20
•• •••• J ngay .... t 'lang .... nam ....

.
I

Ten trang thi~t bi y t~
Quy rno dl}' ki~n

STT (san phfirn/narn)

1

2

VAN BAN CONG no
flil di~u ki~n san xuflt trang thi~t bi y t~
K' h ,. 2, In gUl:..... . . . . . . . . . . . .. . .

1. Ten cO'so' san xuat: .
Mil s6 thu~: .
Bia chi: 3 ..........................................•...................................................................
I:\: h' ":'t 4vla c 1 co' sO'san xua : .. .
Bien thoai: Fax: .
El~ail: ~.Website (n~u c6): .
2. Nguai d~i di~n hQ'pphap cua cO'so' san xuclt:
Ho va ten: :' ' ~' .
S6 CMND/f)inh danh/HQ chi~u: ngay dp: nO'iccip: .
Bien thoai c6 dinh: Bi~n tho~i di dQng: .
3. Ngu(Ji'ph\l tr~ch chuyen man cua co' so' san xucit:
Ho va ten: .
S6 CMND/Binh danh/HQ chi~u: ngay dp: nO'iccip: .
T' h A.A 1 A A1'1n uQ C luyenlTIOn: .
Thc)'igian cong tac trong llnh V\l'C trang thi~t bi y t~: .
4 Cac trang thi~t bi y t~ do cO'sa san xucit:

1. B2mke khai nhan S\l'

2. Van ban phan cong, bE>nhi~m nguai ph\l trach chuyen man cua cO'sa san xucit

3. Van b~ng, chtmg chi dao t~o v~ ky thu~t thi~t bi y t~ ho~c quan I;' thi~t bi y t~
l'lla nguai pI1\!trach chuyen mon

4. Ban xac nh~n tho'i gian cong tac cua nguo'i ph\l trach chuyen man

5. Giciychtmg nh~n d~t tieu chu~n quan 19 chcit 1uQ'ng5

6. I-16sO'chtrng minh dia di€m, di~ t1ch, nha xuang san xucit phu hQ'pvai yeu cfm
Cllalo~i trang thi~t bi y t~ ma cO'sa san xucit

7. H6 sO'v~ thi~t bi va quy trinh san xuclt, ki€mtra chcit 1uQ'ngphu hQ'pvai yeu du
~lJa lo~i trang thi~t bi y t~ ma cO'sa san xucit

8. :.rQ'Pd6ng vai cO'sa au nang h,rcki€m tra ch~t luQ'ngd€ ki€m tra ch~nu'Q'ng trang.
hi~t bi y t~ m3.cO'sa san xu~t

Cong b6 co' sO'dil di~u ki~n san xu~t trang thi~t bi y t~
H6 sO'kem theo g6m:

7
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9. H6 sO"v@l<ho tang bao quan trang thi~t bi y t~

10. [-16sO"v@phll'Ul1g ti~n v?n ehuy~n trang thi~t bi y t~
CO"so' eong bo dll dieu ki~n san xuat trang thi~t bi y te cam k~t:
1. NOi clung thong tin eong b5 1a ehinh xae, hQ'p phap va theo dung quy dinh. N~u co S\!' gia
m~o, khong dll11gsv th@.tcO"sa xin ehiu hoan t03.n traeh nhi~m va se bi xu 1y theo quy dinh
ella phap lu?t.
2. Bao dam va cluy tri cae di@uki~n dff cong b5 trong qua trinh ho~t dong ella cO"sa.
3. Thong bao eho Sa Y t~ n~u co mot trong cae thay d6i lien quan d~n h6 sO"eong b5.

NgU'(ri d~i di~n hQ'p phap eua co' so'
K); ten (Ghi h9 ten a6y au, Chlt'C danh)

Xac nh(m bang dciu ho(Lc chu' kY s6

1 Dia danh
2 SO'Y t~ tinh, thanh ph6 tr~rc thuQc trung Hong no'i CO' sCtsan xuAt d~t tr~l SO'
3 Ghi theo dia chi tren giAy ch(rng nh?n dang ky kinh doanh
4 N€u trLll1gVO-l dia chi dang ky kinh doa'hh thl ghi "t~i tr~l so'"
5 N~u kh6ng co tai li~unwc 5 d€ nghj cling c~p cac tai li~lI theo m~lc 6,7,8,9,10

8
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PHULUCII
. . MAu BAN KE KHAI NI-IAN SLj

(IQm theo Nghi ainh s6 36/2016/NiJ-CP ngay 15 thang 5 nam 2016 eua Chinh phu)
CONG HOA xA HOI CHU NGHiAVI~T NAM

DQc I~p - T\I' do - H~nh pInk

1 'I ' ~ 20... . , ngay t 'lang nam .

BAN KE KHAI NHAN STj

Ten co' so': , .
Dia chi: .

Qua trinh cong tac trong Qua trlnh d~lOt~o v~ Iinh vV'c
Iinh vu'c trang thi~t bi y t~ trang thi~t bi y t~

Trinh Cong Van
HQvu Chirc dQ Do'n Thiri Tcn b~ng Hloh Th(ri

TT ten chuyen vi gian
Vj tri vi~c co'so' Chuycn chu'ng tht'rc gianvl,l dam chinh nganh" mon cong

, ,. , duo chi, duo daocong
nhi~m dU'Q'c duo t~otac tac t~o trinh t~o t~oglao dQ

1
2
3

NgU'iri d~i di~n hQ'p phap clla co' sO'
Ky ten (Ghi h9 terzady au, chux danh)

Xac nh4n bling diLUho(zc chaoley s6

I Dia danh

9
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PHl) Ll)C III
MAu BAN xAc NHAN THOI GIAN CONG TAc

(Kem thea Nghi dinh s<5 36/2016/NiJ-CP ngay 15 thang 5 nam 2016 c~laChinh phil)
CONG HOA xX HOI CHV NGHIA VI~T NAM

DQc I~p - T~r.do - H~nh phuc

...... 1... "'J ngity .... thang ....nam 20....

BAN xAc NH~N THaI GIAN CONG TAc

17' h ,. 2:\..111gUl: .
Ten t6i la: .
Sinh ngay: .
sf> CMND/Dinh danh/HQ chi~u: 11gaycAp: 11O'ic~p: .
Kinh d€ nghi Quy cO'quan xac nh~11cac nQi dung sau:
T6i da (ho?c dang) lam vi~c t~i: .
Thc)'i gian lam vi~c: tu ngay 1 .1. d~n ngay .1. .1. .
Vi. tri daln nh i~ln: .
C6ng vi~c chinh duQ'c gl'ao: ' ; ~ .
............................................................................................................. , .

............................................................................................................................................
Kinh mong 11h~ndUQ'c Sl;l' quan tam gillp dO'cua Quy CO'quan.
T6i xin tran trQng cam un!

....... , ngay ... thang ..... nam 20 .....
xAc NH~N eVA co QUAN, DON V!

NOILAMVI~C
(kY, ghi h9 ten, xac nh(m)

1 Dia danh
2 Ten CO"quail, dOll vi Hoi lam vi~c

10
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Cong ba tieu ehufin ap dl)ng dai vo'i trang thi~t bi Y t~ thuQe lo~i A

Trinh t~1'thl,l'c hi~n

BlI'O'C 1: Truoc khi dua trang thi~t bi y tS thu(>c la~i A luu thong tren
thi trucmg, cO' sa chiu trach nhi~m dua trang thi~t bi y t~ ra thi truang
co trach nhi~m gtfi h6 sO' cong b6 tieu chu~n ap d\ll1g thea quy dinh
d~n Sa y t~ Ha N(>i, nO'i cO'sa d~t tr\1 sa;
BU'o'c 2: Khi nh~n h6 sO'd~y du, hQ'P l~, Sa y t~ Ha N(>i c~p cha cO'sa
thgc hi~n vi~c cong b6 Phi~u ti~p nh~n h6 sO' cong b6 tieu chu~n ap
d\1ng thea m~u s6 03 quy dinh t~i Ph\1l\1c IV ban hanh kem thea Nghi
dinh s6 36/20 16/NB-CP;

Bll'O'C 3: Trang tho'i lwn 03 ngay lam vi~c, kS tu ngay ghi tren Phi~u
ti~p nh~n h6 sO', So' y t~ Ha N(>i co trach nhi~m cong khai tren c6ng

thong tin di~n ttf cac thong tin sau: Ten, phan la~i, cO' sa s2m xu~t,

nu6c san xu~t trang thi~t bi y t~; s6 luu hanh cua trang thi~t bi y t~; ten,
dia chi chu sa hli'u trang thi~t bi y t~; ten, dia chi cua chtl sa hli'u s6 luu
hanh; ten, dia chi cua cO'sa baa hanh trang thi~t bi Y t~ va h6 sO'cong
b6 tieu chu~n ap d\1ng cua trang thi~t bi Y tS.

Cach thll'C th\l'c hi~n

N(>p h6 sO'thea m(>t treng cac cach sau:

- N(>p h6 sO'trgc ti~p t~i B(>ph~n ti~p nh~n va tra k~t qua h6 sO'
hEmh chinh cua Sa Y t~ Ha N(>i (£>ia chi: S6 4, ph6 Sml Tay, Ba £>inh,
HaN(>i)

- N(>p h6 sO'qua duang buu di~n d~n BQ ph~n MQt ClTa So' Y t~
Ha N(>i (kem 01 phang bi co dan tem, ghi 1'5 ten, dia chi va s6 di~ll
tha~i lien h~)

Thanh ph~n, sa lm;rng ha so'

1. Thimh pI-din h8 SO' bao gam:

1. Van ban cong b6 tieu chu~n ap d\1ng cLlatrang thi~t bi y t~ thu(>c la~i

A thee m~u s6 03 guy dinh t~i Ph\1 l\1c I ban hanh kem thea Nghi dinh
, ,
36/20 16/NB-CP.

2. Ball phan la~i trang thi~t bi y t@thea m~u quy dinh t~i Ph\ll\lc V ban
h2mh kem thee Nghi dinh 36/20161NE>-CP.

3. Phi~u ti@pnh~ h6 sO' cong 1:56-auaTSu ki~n san Xtl~t d6i vo'i trang

thi~t bi y t@san xu~t trang nu6c he~c Gi~y chung nh~n d~t tieu chu~n
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qU2m 1y chat 1UQ'ngcan hi~u h:l'c t~i tho'i diem n(>p ho sa cong b6 doi
v6i trang thiSt bi y tS nh~p kh~u.

4. Gi~y uy quySn cua chu so' huu trang thiSt bi y tS cha t6 Chll'Cdlrng
ten cong b6 tieu chu~n ap d1;1ngthea m~u quy dinh t~i Ph1;1l\lCVI ban
h2mh kem thea Nghi dinh 36/2016/ND-CP can hi~u l\rc t~i tho'i diSm
n(>p h6 sa, trll' truo'ng hO'P thea quy dinh t~i diSm a k11aan 1 DiSu 21
Nghi dinh 36/2016/NE)-CP.

5. Gi~y xac nh~n du diSu ki~n baa h2mh da chu so' hu'u trang thiSt bi y
tS c~p thea m~u quy dinh t~i Ph1;111;1CVII ban h2mh kem thea Nghi dinh
36/2016/ND-CP, trll' truo'ng hQ'p trang thiSt bi y tS Slr d\mg 111(>tl~n
thea quy dinh cua chu So' huu trang thiSt bi y tS.

6. Tai li~u mo ta t6m t~t k5' thu~t trang thiSt bi y tS thea m~u s6 01 quy
dinh t~i Ph1;1l\lc VIII ban hanh kem thea Nghi, dinh 36/2016/ND-CP.

7. Ban tieu chu~n ma chu So' huu trang thiSt bi y tS cong b6 ap d\lng

ha~c Gi~y chu'ng nh~n hqp chu~n.

8. Tai 1i~u hu6ng d~n slr d\lng clla trang thi€t bi y t€.

9. M~u nhan se Slr d1;1ng1chi luu h3.11ht~i Vi~t Nam cua trang thi€t bi y
,teo
(Yeu c6u Cl6ivo'i 771Qts6 gidy tCltrong b9 h6 sa cong b6 tieu chu6n ap
d?l-ng:

a) D6i vo'i Phiiu tiip nh4n h6 sa cong b6 CluCli~uki?n scm xudt: N9P
bcm sao co xac nh4n cua t6 chu'c Clungten cong b6 tieu chu6n ap chmg.

b) D6i vo'i Oidy chung nh4n Clr;zttieu chu6n quan 1); chdt lU(Jrlg:N9P
ban g6c hog.c ban sao co chung th~l'Chog.c ban sao co xac nh4n cua t6
chu'c Clungten cong b6 tieu chu6n ap d~ng,'

Truong h9P n9P ban sao co xac nh4n cua t6 Ch~l'CCl~lngten cong b6
tieu chu6n ap d~tng thi khi n9P h6 sa phai xudt trinh ban g6c CliCl6i
chdu hog.c cung cdp ngu6n dft:li?u ai cO' quan tiip nh4n h6 so' tra C~l'U
v~ tinh h9P l? cua cae gidy to'nay,'

Truong h9P Oidy chung nh4n aq.t tieu chu6n quan 1); chdt hC9ngkh6ng
bimg tiing Anh hOQ-ckhong bang tiing Vi?t thi phai djch ra tiing Vi?t.
Ban dich phai aU9'cchung th~'c theo quy ajnh cua phap lu4t,

c) D6i vo'i gidy uy quy~n cua chu So'hft:utrang thiit bi y d va gi6y xac
nh4n_cO:.so:..autli~u ki?n b,aohanh:

- D6i vai {rang thiit hi y d san xudt trong nuo'c: N9P ban g6c hOQ-c
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. . .
.. ' .

ban sao co chung thltl'c,'

- Dr3ivo'i trang thiit bi y ti nh[Ip kh6u: N(Jp ban eta au9'c hpp phap hoa
lanh Sll hogc ban sao co chung thltl'Ccua ban ali aup'c hpp philp hoa
lanh sw
d) Dr3iv6'i Gidy chung nh(m hpp chudn hogc Ban tieu chudn ma c1nlsc)'
hu:u trang thiit hi y ti cong b6 ilp d1rlng:N(Jp ban sao co xac nh(I.nCLla
t6 chu'c a~lng ten cong b6 tieu chu6n ap d1rlng.

Truong hpp Ban tieu chudn khong b!tng tiing Anh hogc khong b!tng
tiing Vi?t thzphai dich ra tiing Vi?t. Ban dich phai dup'c chung th1tt'c
theo quy Clinhc~laphap lu(I.t,'

Cl)Dr3iv6'i tai li?u huong ddn s~l'dltlng cua trang thiit hi y d: N(Jp ban
b!tng tiing Vi?t co xac nh(I.ncila t6 chu'c dung ten cong b6 tieu chudn
~~~ ~ M

e) D6i vo'i mdu nhCin:N(Jp ban mdu nhlin co xac nh(I.n cua t6 chu'c
Clungten cong br3tieu chudn ap d1ttng.Mdu nhlin phai Clapung cac yeu
c6u theo quy Clinht9i Didu 54 Nghi dinh 36/2016/ND-CP.)

II. sa lU'!J'ng h8 so': 01 (be»

Tilel'i h~mghii quySt

Sau 03 ngay lam vi~e k@tu ngay ghi tren PhiSu tiSp llh~n h6 sO'

DBi tU'Q'ng th~l'c hi~n thiI t\lc h~mh chinh

T6 ehtre

CO' quan th\l'C hi~n th" t\IC h~mh chinh

SO'Y tS Ha N9i

K~t qua tln,rc hi~n thiI tl}c h~mh chinh

PhiSu tiSp nh~n h6 sO'

Khong

Ten mfiu do'n, rnfiu to' khai (Dinh kern thii t\IC nay)

-
Ph\! l~le I: Van ban eong b6 tieu ehu~n ap d\Jng eua trang thiSt bi y tS
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thu<)c la~i A thea m~u so 03

Ph\ll\lc V: B~mph3n la~i t1'angthiSt bi y tS

Ph\l l\lc VI: Gi~y uy quy~n cua chu So' huu t1'ang thi~t bi y t& cha t6
chtl'c Gtrngten cong b6 tieu chu~n ap d\lng

Ph\l l\lc VII: Gi~y xac nh?n dll di~u ki~n baa h~mhda ChllSo' hli'u t1'ang
thi~t bi y t&

Phl;l l\lc VIII: Tai li~u mo ta tom t~t k9 thu?t t1'ang thiSt bi y tS thea
111~Us6 01

Yeu cfiu, di~u ki~n thl}'c hi~n thli t\lc hanh chinh (n~u co)

Di~u 21 Nghj djnh s6 36/2016/ND-CP : Di~u ki~n clla ta ch(rc chrQ'c
d(rng ten cong b5 tieu chu~n ap d\lIlg ho~c dang ky lUll hanh trang
thi~t hi y t~ ' "

1. T6' chuc dugc dung ten cong b6 tieu chu~n ap d\lng ha~c dang ky
luu hanh t1'angthiSt bi y tS baa g6m:

a) Daanh nghi~p, hgp tac xii, h<)kinh daanh cua Vi~t Nam la Chll sa
hti'u t1'angthiSt bi y tS;

b) Daanh nghi~p, hgp tac xii, h<)kinh daanh cua Vi~t Nam co chuc
nang kinh daanh trang thiSt bi y tS dUQ'cchu sa huu t1'ang thiSt bi y tS
uy quy~n dang ky;

c) Van phong d~i di~n thuo'ng t1'ut~i Vi~t Nam clla thuO'ng nh3n nuac
ngaai ma thuO'ng nhan do la chll sa hli'u t1'ang thiSt bi y tS ha~c dugc
uy quy~n cua chu So' huu t1'angthiSt bi y tS.

2, T6' chu'c dtmg ten cong b6 tieu chu~n ap d\lng ha~c dang kY luu
hanh t1'angthiSt bi y tS phai co cO'So' baa hanh t~i Vi~t Nam ha~c phai
co hgp d6ng vai t6 chu'c du nang l\l'c baa hanh t1'ang thi~t bi y tS ma
minh dtrng ten dang ky, t1'ut1'uong hgp cac t1'ang thiSt bi y tS su d\111g
111<)tl~n thea quy dinh clla chu so'hli'u t1'angthiSt bi y t&.

Truo'ng hQ'pt6 chuc dtrng ten cong b6 tieu chu~n ap d\lng ha~c dang
ky luu hanh trang thiSt bi y t&thu<)cquy dinh t~i di@mc kha2tll 1 f)i~u
nay thi diu So' MIu t1'ang thiSt bi y tS phai co hgp d6ng \rai cO'so' du
nang 1\l'cbaa hanh trang thiSt bi y tS ma minh Gtrng ten cong b6 ha~c
dang ky, trtl' truo'ng hQ'p cac trang thiSt bi y t~ SlY d\111gmQt l~n thea
quy dinh cua chu sa hli'u t1'angthiSt bi y tS.

-', -,,-
Co' So' Daa hanh phai augc Chllso' huu trang thiSt bi y t~ chung nh?n all
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nang l\Tcbaa hEmhsan ph~m ma to chuc d6 dtmg ten ,de nghi dip so
lUll hanh.

Can Cll' phap ly ciia thu t\lC h~mhchinh

1. Lu~t B~u tu ngay 26 thang 11 na1112014;

2. Nghi dinh s6 36/2016/NB-CP ngay 15 thang 5 na1112016 cua
Chinh phu vS quan ly trang thiStbi y tS
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PHl) Ll)C I

Ten co' so'

S5: .

Mflu s6 03
CONG HOA XA HOI CHU NGHIA VI~T NAM

DQc l~p - TV' do - H~nh phuc

I ' J ' ~ 20.. , ngay t'lang nam .

VAN BAN CONG BO
Tiell chuftn up d\Jng ci'la trang thi~t bi Y t~ thuQc lo~i A

T.(' h ,. 2
A , A :.. 1 In gUl:. . . . . . . . . . . . . .. ..,., .. , ,., .. ,

1. Ten cO'sO'cong bo: .
Ma s5 tl1U~ho~c S5 giAy phep thanh l~p Van phong d~i di~n: .
Bia chi: .. , 3 .. , , , .

Bi~n tho~i c5 dinh: , , Fax: , .
Enlail: ", , " , , , " ,., " .. ,., .
2. Nguo'i d~i di~n hQ'p pluip cua cO'so':
H 0 va ten: ' , :' ' , .
S6 CMND~inh danh/HQ chi~u: " .. ngay cAp: .. , nO'i cAp: .
r\'A h . Ad' 'h r\'A h . d' dAvlyl1 t O~1co pl : ., , .. , vlyn t O~1 1 Qng: , , .
3. Trang thi~t, bi y t~ ~huQc lo~i A:
TA 1 . A b' tAen trang t 11et ~y e: , .
Chung, lo~i/~na sa~ ph~m: ; .
Quy each dong g?1 (neu co): : , .
Ten cO'So' san xuat: , l •••.•....•••....•••.••••••••.....•..•••.•....••••.•••.••.....•.

Bia chi cO'So' san xuat: , : .
T. A 1 ~ , dleu c luan ap \lng: , , , , .
4. Thong tin v~ chu so' huu trang thi~t bi y t~:
Ten chu So' hfru: , .
Bia chi chu so' huu: , .
5. Thong tin v~ cO'So' bao hanh:
Ten co' sa: ; : , : ' .
Bia chi: , , , , ,., .
r\'A 1 . Ad' h r\'A 1 'd'dALilyI1tlO~1 co 111: .. , .. , vlyn t10~1 I Qng: , , .

Cong b6 tieu chuftn up d\lI1g Clla trang thi~t bi y t~ thuQc lo~i A
H6 sO'kem theo g6m:

1. Ban phan lo~i trang thi~t bi y t~

2. Phi~u ti~p nh~n h6 sO'cong b5 du di~u ki~n san xuAt trang thi~t bi y t~

3. Gi~y chtrng nh~I1 d~t tieu chu~n quan 1y chAt 1UQl1g

4. Gi~y llY quy~n cua Chll so' hti'u trang thi~t bi y t~

5. Gi~y xac nh.~n du di~u ki~n bao hanh

6. Tai li~u mo ta t6m t~t k)1thu~t trang thi~t bi y t~

7. B2ll1tieu chu~n ma Chll So' hfru trang thi~t bi y t~ cong b5 ap d\ll1g

8. GiAy chtrng nh?n hQ'p chu~n

-9:" '~3i" li~u lwang dfin su d\lng clla trang thi~t bi y.t~_., -- .

10. Mfiu nhan trang thi~t bi y t~
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" ..

CO' so' cong b6 tieu chu~n ap d\1l1gclla trang thi~t bi y t~ thuQc lo~i A cam k~t:
1. NQi dung thong tin cong b6 la chfnh xac, hQ"pphap va theo dung quy dinh. N~u COS1,l'gift
m~o, khong dllllg S\f th~t cO'So'xin chill hOEl11tOEl11trach nhi~m va se bi XlI'Iy theo quy dinh
clla phap lu~t.
2. Bao dam ch~t IUQ"ngva Iuu h~l11htrang thi~t bj y t~ theo dl1l1gh6 so' da cong b6.
3. Thong bao cho So' Y t~ n~uco mQt trong cac thay d6i lien quan d~n h6 sO'cong b6.

NgU'(ri d~i di~n hQ'p plUlp ella CO' SO'

Ky ten (Ghi 119 ten ddy c1u,dnt'c danh)
Xac nl19n b6ng ddu hoqc chfr kY sd

1 Dia danh
2 S6' Y t~ tinh, thanh ph6 tr~rc thuQc trung uung 110'ico' so' a~t tr~l sO'
3 Ghi thea aia chi tren giAy chtrng nh?n aang ky kinh doanh
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.. ' ,

PHULUCV
MAD BAN pHAN LOAI TRANG THIET Bl Y TE

(Khn thea Nghj djnh s6 36/2016/N[)-CP ngay 15 thang 5 nam 2016 c~laChinhp/nl)
Ten ... 1... CONG HOA XA HOI CIIU NGHiA VI~T NAM

Dt}c l~p - 1'\1' do - H~nh philC

, 2 ~So: ..... .I. .. .)... 4 , 1 ' v 20.. "., ngay tnang .., nam .

1Ungt01 pl an o~ntrang t 1let ~y te n U sau:

Ten trang thi~t bi Y
Chi'mg lo~i/

Hang, nll'o'c Hang nll'o'c Lo~i trang
TT ma san

t~ san xuftt ChllSfr hfi:u thi~t bi y t~
phfim

BAN PHAN LOAI TRANG THIET BI Y 'IE
T.(' 1 ?' 5 • •
1 1n 1gUI: , , , .

Can Cll" N ghi dinh s6 36/20 16/ND-CP ngay 15 thang 5 nam 2016 cua Chinh phu v~ quan 1;'
trang thi~! bi y t~; ?

N A V d ? d dA hA 1 . 6guyen tac UQ'C SU \l11g e p an O~ll: .. .
Cl ' A' h A l' 1 . f, b' f, h

Nguoi d~i di~n hQ'p phap ella CO'so'

Ky ten (Ghi h9 ten ddy au, c/nrc danh)

Xac nh(m bang dim hai;lcchiloIcy s6

1 Ten CO"sO' aa cong b6 aLl ai€u ki~n ph an lo~i trang thiSt bi y tS
2 Ky hi~u "an bfll1 kSt qua phan lo~i do cO"sc)' aLl ai€u ki~n ph an lo~i quan ly
3, M,a hi~u CO"sO' aLl ai€u ki~n phan lo~i Iii s6 PhiSu tiSp nh?n h6 sO"cong b6 aLl ai€u ki~n phan lo~i do BO Y
te cap
4 Dia danh
5 Ten CO"sc)' a€ ngbj pban lo~i trangthiSt bj y is . . ..
6 Ghi 1'5 nguyen tilc au'Q'c slr d\lI1g a~ phall Io~i trang thiSt bi y tS theo Im6'ng d~n cLla BO Y tS
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. ' .
I

, ' .

PHl) Ll)C VI

GIAy lTY QUYEN
K' h ,.In gUl: .

Chlll1g Wi, (Ten va ata chi chit.so' htt'U),vo'i tu cach la Chll so' hUll trang thi€t bi y t€ b~ng van
ban nay uy quy~n cha (Ten va ata chi cua cO' So' thing ten cong b6 tieLlchulm ap dljng ho(lc
tlang kj ht'u hanh) au'Q'c luu banh t~i tbi trucmg Vi~t Nam cac trang thi€t bi y t€ sau:

........ (Li?t leedanh m~IC cac trang thih bty til) .
Chlll1g toi cam k€t cung dp, h6 trO' cac yeu c~u lien quan a€n thong tin, ch~t luO'ng va bao
aam cac ai~u ki~n v~ baa hanh, baa tri, baa duang va cung c~p v~it tu, ph\l ki~n thay th€
trang thi€t bi y t€ neu tren.
Tim uy quy~n nay hi~u Ivc d€n tho'i di~m: (ngay/thang/nam)

MAU OIAY UY QUYEN
(Kem theo Nght atnh s6 36/2016/NfJ-CP ngay 15 thang 5 neon 2016 cua Chinhphu)

Tieu d~ cua chll so' huu tl:ang thi~t bi y t€ (ten, aia chi)
Ngay .... thEl11g..... nam 20 ...

Ngu'(ri d~i di~n hQ'p phap ella Chil so' hthl

Ky ten (Ghi h9 ten tidy ait.,chit'c danh)

Xac nh(m brmg dim hoq,c chtt' kj s6

I C6 th~ atra danh nwc trang thiSt b[ y tS OU'Q'C llY quySn thanh p1w 1\IC kem thea GiAy ll)' quy~n

t
"

\
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.. ' .

PHI) Ll)C VII
MAD OIAy xAc NHAN BU BlED KIBN BAa HANH

(Keln thea Nghj tlfnh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 cLlaChinhphu)
Tieu d~ Clla chu so' hjl'u trang thi~t bi y t~ (ten, dia chi): .
Ngay .... thang ..... nam 20 ...

GIAY xAc NH~N DU DIED KI~N BAO nANH
Ten: .
B ia chi. ,' .
v6'i tu cach la ~hll So' ~u'u trang thi~t bi xac nh?n ca So' co ten du6'i day dll di~u ki~n b~lO

I ' 1 1.~ b' A' 1lan1 trang t11et 1 y te cua :

Ten trang Ten co' s(r
Mfi s6 thu~

Di~n tho~i c6 Di~n tho~i di
D!a chi

thi~t bi Y t~ bao himh dinh oQng

.0 ••• Ca so' 1
Ca So' 2

... ,. Ca So' 1
Ca So'2 "

Ca So' 3
..... • ••• 0

NgU'(ri o~i di~n hQ'p phap clh Chii sir hu'u

Ky ten (Ghihp ten tidy au, chu:cdanh)

Xac nh(m bang d6u ha(t.cchu' k); s6

1 Ghi dAy au ten cLla ChLlscr hfhl trang thi~t bi y t~
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" .

'PHULUCVIII
MA.U TAl LIBU KY THUAT TRANG THIET BJ Y TE

(1((;m theo Nghj ajnh se5 36/2016/NIJ-CP ngay 15 thang 5 nam 2016 C'/'ia Chinh phu)

Mfiu s5 01
TAl LIEU MO TA TOM TAT KY THUAT TRANG TRIET BI Y TE

Ten co' so' dang k~ luu h~ll1htrang thi~t bi y t~ (ten, dja chi) .
Ngay ... ,thang, ... nam 20., ...

STT f)~nwc NQi dung rno ta t6rn tfit

1 Mo ta san ph~l11 trang thi~t bi y t~

1.1 Mo ta trang thi~t bi y Mo ta t6m t~t v~ nguyen Iy ho?t dQng va tinh nang,
,

-hong s6 k5' thu~t cua trang thi~t bi; neu r5 n~ll trange

hi~t bi su' d\ll1g cac cong ngh~ m6'i thi dn cung cAp

ban mo 18. v~ cong ngh~ m6'i d6 (vi d\l cong ngh~ nann)

1.2 Danh n1\lc linh ki~n va Li~t ke cac linh ki~n va p1w ki~n cua trang thi~t bi y t~
" ,

p1W ki~n

1.3 M\lC dich/Chi dinh su Neu m\lC dich su d\mg/chi dinh su d\lng cua trang thi~t

~\mg bi y te

1.4 Hu6'ng dan su d\ll1g T6m t~t hu6'ng d~n v~ cach slf dl,lng clla trang thi~t bi

heo nhu TO' hu6'ng d~n su' d\ll1g ho~c TO' thong tin Clla

rang thi~t bi y t~

1.5 Cb6ng chi dinh Thong tin v~ ch6ng chi dinh - nghla la nhfrng trucmg

lQ'P khong duQ'c chi dinh su d\mg trang thi~t bi vi Iy do

an toan cho nguo'i b~nh, vi d\l do ti~n su b~nh, d~c

]i~m sinh I)' Clla nguo'i b~nh, VV ... ; theo dtmg nQi dung

Ida duQ'c duy~t tq.i nu6'c san xuAt va c6 ghi tren nhan

rang thi~t bi y t~

1.6 Canh bao va th~n trQng Nhu'ng thong tin canh bao va nhli'ng di~m dn th~n

rQng Id1i Slr d\lng trang thi6t bi y t6, k~ ca nhU'l1g bi~n

phap d\f phong d~ bao v~ nguo'i b~nh tninh nhli'ng rlli

'0 do slf d\ll1g trang thi~t bi y t~; d6 c6 th~ la thong tin

canh bao v~ tilC d\ll1g bAt lQ'i hay slf d\lng sai va bi~n

phap ngan ngt.fa

1.7 lTac d\ll1g bAt IQ'i c6 th~ Thong tin v~ cac UtC d\lng bAt lQ'i lien quan d~n slf, ,

pdy ra d\lng trang thi~t bi y t~ du'Q'c ghi nh~n qua thlf nghi~l11

, lam sang va theo d5i h~u mq.i da duQ'c t1wc hi~n tru6'c

d6 d6i v6'i trang thi~t hi y t~

-_2_ ~hong tin san pbAm da luu h~U1htq.i cac l1lf6c~'n~u~c,6)

tung cAp thong tin v~ cac nu6'c da phe duy~t cho -phep iuu hanh san phAm,
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m6'c G~Utien dp Gang ky/cho phep luu h~mhtrang thi~t bi y t~

3 \chi Ginh da dang ky a cac mr6'c khac (n~u co)
Li~t ke cac nu6'c da dp dang ky luu h~mheli kem v6'i chi dinh slr c1\111gdUQ'c

phe duy~t t?i mr6'c do; ngay dUQ'cdp dang 10"

4 Thong tin v~ tinh an toan/ v~n hanh dang luu Y clla san ph~m trang thi~t bi y t~
Cung c~p thong tin v~ s6 1uQ'ngbao cao ph~mlrng b~t 10'ilien quan d~n vi~c

slr d\l11gtrang thi~t bi y t~; Nhtl'ng bi~n phap tIm h6i/ di~u chinh h~u nwi da

tlwc hi~n theo yeu c~u clla cO'quan qu~mly cac nu6'c;

N~u trang thi~t bi y t~ co ch(l'a m(>ttrong cac thanh phfin sau, thi dn cung

~~p thong tin v~:
. T~ bao, mo nguo'i ho~c d(>ngv~t ho~c phai sinh cua chung duQ'c cho SlYd\l11g
~u6'i c1?ngkhong con s6ng - vi d\l van tim nhan t?O ngu6n g6c til lo'n, chi ru(>t

meo ...;
". T~ bao, mo va ho~c phai sinh til ngu6n g6c vi sinh ho~c"tai t6 hQ'p- vi d\1san

JhAmb0'l11cang da d\ra tren acid hyaluronic thu du'Q'cttl' quy trinh len men vi

dmAn...; Co thanh ph~n gay 1dch (mg, ion hoa - vi d\l X-quang; ho~c phi ion

loa - Vi d\lla-ze, sieu am...
CO'so' dang ky luu h~l11hcam k~t nhfrng n(>idung tren la dung S\l'th~t va chiu tnkh nhi~m
tnr6'c phap lu~t v~ cac thong tin da ke khai neu tren,

NgU'()'i d~i di~n hQ'p philp eiia eo'so'
Ky ten (Ghi 119 ten a6y au, clnt'c danh)
Xac nh4n bimg ddu ho(tc chil' kf; s6
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Cong b6 ilii di~u ki~n mua ban trang thi~t hi Y t~ thuQc lo~i B, C, D

-

Bll'{}'C 1: Tnrac l<hi th\l'c hi~n rnua ban trang thiSt bi y tS thuQc la':li B, C,
D, nguc)'i dtrng d~u cO'sO'rnua ban trang thiSt bi y tS co trach nhi~m glri
h6 sO'cong b6 du diSu ki~n rnua ban thea quy dinh dSn SO'Y tS Ha NQi,
nO'i cO' so' rnua ban dat tru sc)". . ,

Bu'o'c 2: Khi nh~n h6 sO'd~y du, hQ'p l~, SO'Y tS Ha NQi c~p cha cO' sO'
thl;fChi~n vi~c cong b6 PhiSu tiSp nh~n h6 So' cong b6 du diSu ki~n rnua
ban thea 1n~u s6 05 quy dinh t~i Ph1,l h,lCIV ban hanh kern thea Nghi
dinh s6 36/2016/NB-CP;

BU'o'c 3: Trang thai lwn 03 ngay lam vi~c, kS til ngay tiSp nh~n h6 sO'
, cong b6 dll diSu"ki~n rnua ban, SO' Y tS Ha NQi co trach nhi~Fl1 cong
l<hai tren c6ng thong tin di~n tu cac thong tin sau: Ten, dia chi Clla cO'sO'
mua ban trang thiSt bi y tS; h6 sO' cong b6 du diSu ki~n mua ban trang

thiSt bi y tS.

Bri'o'c 4: CO' so' chi duQ'c rnua ban trang thiSt bi y tS thuQc la~i B, C, D

sau l<hi th\l'c hi~n thu t1,lCcong b6 du diSu ki~n rnua ban thea quy dinh

each thu.'c th1]'c hi~n

NQp h6 sO'thea mQt trong cac cach sau:

- NQP h6 sO'tn,rc tiSp t~i BQ ph~n tiSp nh~n va tni kSt qua h6 sO'
hanh chinh cua So' Y tS Ha NQi (Bia chi: S6 4,.ph6 SO'n Tay,. Ba Binh,
Ha NQi)

- NQp h6 sa qua ducmg buu di~n dSn BQ ph?n MQt Clra So' Y tS
Ha NQi (kern 01 phang bi co dan tern, ghi 1'0 ten, dia chi va s6 di~n tho~i

lien h~)

Thanh ph~n, s6 IU'Q'ng h6 SO'

1. Tlull1h phrm ha so' baa gam:

a) Van ban cong b6 du diSu ki~n rnua ban trang thiSt bi y tS thea rn~u s6

07 quy dinh t~i Ph1,ll1,lcI ban hanh kern'theo Nghi dinh s6 36/20 16/NB-
Cpo'.
b) Ban ke khai nhan S1,1'theo rn~u quy dinh t~i Ph1,l l1,lcII ban h~mh kem

. thea Nghi dinh s6 36/2016(NB-CP;

c) Cac gi~y to' chung rninh kha baa quan, phuO'ng ti~n v~n chuySn trang
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thiet bi y te aap tmg cac yeu cau theo quy ainh t~i cac kho~tl1 3 va 4
BiSu 13 Nghi ainh s6 36/2016/NB-CP. Cac gi~y to' nay phai ouqc xac
nh?n bai cO'so' cong bE>au aiSLlki~n 111uaban,

II. s6 hl'!/l1g Ita so': 01 (bQ)

Th(.ri h?n giai quy~t

Sau 03 ngay la111vi~c k~ ttl' ngay nh?n oUQ'ch6 sO'hQ'p l~

D6i tUQ'ng th\l'c hi~n thil h}c h~tnh chinh

T6 Chll'C

CO' quan th\l'c hi~n thu tt,Jc h~tnh chinh

So' y t~ Ba NQi '

K~t qua th\f'C hj~n thil t\IC h~lnh chinh

Phi~u Ti~p nh?n h6 sO'

L~ phi (n~u co)

Khong

Ten mftu dO'n, mftu t(r khai (Binh kern thiI tl}c nay)

Phl;llvc I: Van ban cong b6 ali aiSu ki~n mua ban t1'ang thi~t bi Y t~ theo
m~u s6 07

PhVl\lC II: Ban ke khai nhan S\I

Yeu c~u, di~u ki~n th\l'C hi~n thu t\IC hanh chinh (n~u co)

f)i~u 37 Nghi djnh s6 36/2016/ND-CP: f)i~u ki~n cua co' so' mna ban
trang thi~t bi y t~ thuQc lo~i B, C, D

1. Co dQi ngu nhan vien k9 thu?t co trinh dQ phu hQ'p a~ thvc hi~n l~p
d~t, hu6ng d~n su dVng phu hQ'p v6i lo~i t1'ang thi~t bi Y t~ 111acO' sa
mua ban, trong do co it nh~t 01 nhan vien k9 thu?t co trinh,oQ cao d~ng
chuyen nganh k9 thu~t ho~c chuyen nganh y, duQ'c ho~c cao o~ng k9
thu?t trang thi~t bi y t~ t1'o' len ho~c co trlnh oQ cao d~ng t1'a len ma
chuyen nganh duQ'c dao t~o phll hqp v6i lo~i trang thi~t bi y tS ma cO'sa

_. mBa-ban.. ---~---.

2. Co kho dap lmg yeu c~u theo quy dinh t~i kho~m 3 BiSu 13 Nghi dinh
24
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nay va co phuO'ng ti~n v~n chuySn tLl'cO'so' mua ban den noi giaa hang
phu hqp v6'i yeu c~u thea quy dinh t~i khaEm 4 DiSu 13 Nghi dinh nay,
tru tnl'cmg hQ'pphap lu~t co quy dinh khac. Trucmg h9'P khong co kha
baa qUEmha~c phuO'ng ti~n v~n chuy@nphai co hqp d6ng v6'i cO'so' du
nang h,l'cd@baa quan va v~n chuySn trang thiSt bi y tS.

Can cu' plUlP I)" clla thll t\IC hanh chinh

1. Lu~tD~u tu ngay 26 thang 11 nam 2014;

2. Nghi dinh sf>36/2016/ND-CP ngay 15 thang 5 nam 2016 Clla
Chinh phu vS quan ly trang thiSt bi y tS

25
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PHl) Ll)C I

Ten co' SO'

S6: .

Mfin s6 07
CONG HOA xA HOI CHU NGHIA VV~T NAM

DQc l~p - Tv' do - H~nh phllC
I , 1 ' ~ 20. , ngay t1Clng nam .

VAN nAN CONG no
Dil di~u ki~n lina ban trang thi~t bj y t~
K' 1 ?' ?
In 1 gUl: - .

1. Ten elf so': .
Ma s6 thue: .~ .
l:'\' I? ju!a ell: .
Van phong giao dieh (neu e6): .
2. N guai d~i di~n hQ'Pphap eua elf sa:
HQ va ten: , .
S6 CMNDl8inh danh/HQ ehieu: ngay cAp: nlfi e~p: .
f)i~n tho~i e6 dinh: ' f)i~n-tho~i di dQng: , .
3. Can bQ k9 thu~t ella elf So' mua ban4:
1-10va ten: , .
S6 CMND/Dinh danh/HQ ehieu: ngay cAp: nlfi e~p: .
Trinh dQ ehuyen mon: , , .
4. Danh nwe trang thiet bi y t€ do cO'So' th1;rehi~n mua ban:

Cong b5dil di~u ki~n lina ban trang thi~t b! Yt~
H6 sO'kem theo g6m:

1. Ban ke khai nhan S1,l'

2. [-16sO'v~ kho tang bEw quan tr~ng thiet bi y te

3. [-16sO'v~ phulfng ti~n v?n ehuy~n trang thi€t bi y te
,

CO' so' eong bo du dieu ki~n mua ban trang thiet bi y te cam ket:
1. NQi dung thong tin eong b6 Ia ehinh xae, hQ'p phap va theo dlmg quy dinh, Neu co S1,l'gia
m~o, khong dlmg Sl,l'th~t cO'So'xin ehiu hoim toan traeh nhi~m va se bi xu Iy theo guy dinh
ella pbap lu~t.
2. Bao dam eh~t IUQ'ngva luu hanh trang tbi~t bi y te theo dung guy dinh ella phap lu~t.
3. Thong bao eho So' Y t~ 5 n€u co mQt trong cae thay d6i lien guan den h6 sO'
eong b6.

Ngu(ri d~i di~n hQ'p plulp ella co' sel'
Ky ten (Ghi 1'[9 ten ady au, clrf,l'C danh)

Xac nh(m bdng d6u ho;;'c chao Icy s6

1 8ia danh
2 So' y t~ tinh, thanh ph5 tlVC thuQc trung Hung nui CO' SO' d~t tr~1SO'
3 Ghi theo e1iachi tren gi~y chLrng nh?n c.iang ky kinh doanh
4~Kekhai~ql th~ theo s5 ngu:o'j hi~n co ._'0 __

5 Tinh, thanh ph6 tr~rc thuQc trung Lwng no'j co' so' sill1xufit c.i~ttr~l so' .'

26

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

           
    



. \ .
...

PHl) Ll)C II

MAu BAN KE KHAI NHAN Sl)'
(1((;71'1 thea Nghj tljnh s6 36/2016/NiJ-CP ngcty 15 thang 5 nam 2016 cua Chinh phu)

CONG HOA xX HOI CHU NGHiA VII;tT NAM
DQc l~p - 1'1,1' do - H~nh phllc

1 'h ' v 20............. , ngay ..... t ang ..;..nam .....

BAN KE 'KHAI NHAN 81/

Ten co' so': .
Dia chi: , ,', ,

Qua trinh cong hk
Qua trinh dao t~o v~ linh Vl.rctrangtronglinh vl,rc trang thi~t

thi~t bi y t~bi y t~.
" "

HQ Trinh
Chll'c dQ Cong Van

1'1' va
chuycn Do'n Th01 Ten b~ng Hinh

ten V1,l Vi tri vi~c Chuycn 1'ho'i
mon vi giall dam chinh cO'so' nganh chu'ng thirc

giandaocong cong
nhi~m dUQ'c dao

aao t~o chi, dao
t~otac tac t~o trinh t~ogiao.

dQ

1

2

3

NgU'O'id~i di~n hQ'p phap clla co' so'
Ky teh (Chi h9 ten dily au, chil'Cdanh)

Xac nh(m biing d6u ha(Lcchi!:19) s6

1 Dia danh
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