
CQNG HOA XA HQI CHU NGHIA VIET NAM 
DQc lap - Tv do - Honh phtic  

Thiea Thien Hue, nghy 07 Mang 7 nam 2017 

UY BAN NHAN DAN 
TINH THITA THIEN HUE 

Só: 15e/8 /QD-UBND 

QUYET Dfls1H 
Ve viec ding bo thii tyc hinh chinh mei ban himh 

trong linh vyc Quan 157 trang thiet bi y te thueic thAm quyen giii quyet 
cue So  Y to tinh Thin Thien Hue 

CHU TICH UY BAN NHAN DAN TiNH 

To chirc chinh quyen dia phuong ngay 19 thing 6 nam 2015; 

Can dr Nghi dinh s6 63/2010/ND-CP ngay 08 thing 6 nam 2010 dm Chinh 
phir ye kiem soat Chu tuc hanh chinh va Nghi dinh so 48/2013/ND-CP ngay 14 
thing 5 nam 2013,  cfra Chinh phi sira doi, be sung met so dieu cira cac nghi 
dinh 	quan den kiem soat thu tuc hanh chinh; 

Can cu Thong to se 05/2014/TT-BTP ngay 07 thing 02 nam 2014 dm BO 
truing BO Tu phap huang dAn cong bo, ni'em yet thir tuc hanh chinh ya bao cao 
ye tinh hinh, ket qua thnt hien kiem soat thu tuc hanh chinh; 

Xet de nghi cua Giam dee Sal Y to va Giam dee Ser Tu phap, 

QUYET DINH: 

Dieu 1. Cong be kern theo Quyet dinh nay thil tyc hanh chinh mei ban 
hanh trong firth yuc Quin 15r,  trang thiet bi y to thuOc them quyen giai quyet cua 
SO Y tinh Thua Thien Hue. 

Dieu 2. Sia Y to c6 trach nhiem cap nhlat cac thu tyc hAnh chinh duce cong 
bo tai Quyet dinh nay yao He thong thong tin thu tuc hanh chinh tinh Thin 
Thien Hue theo dung quy dinh; ni'em yet, dog khai thu tuc hanh chinh nay tai 
try kr co quan va tren Trang thong tin lien tir cUa don vi; then khai thuc hien 
giai quyet cac thu tuc hanh chinh thuec them quyen theo huOng dan tai Phu lnc 
kem theo Quyet dinh nay. 

Dieu 3. Quyet dinh nay c6 hieu lyre thi hanh ke tir ngay kY. 

Dieu 4. Chanh Van phong Uy ban nhan dan tinh, Giam dee So• Y te, Giam 
doe So. Tu phap; Thu truing cac co quan, don vi, dia phuong va cac to chirc, ca 
nhfin c6 lien quan chit' trach nhiem thi hanh Quyet dinh nay./. 
Nei niein: 	 KT. CHU TICH 
- Nhu Dieu 4; 	 CHU TICH 
- Cyc KSTTHC (VP Chinh phti) (qua mang); 
- CT, the PCT UBND tinh; 
- Cac don vi thui)c UBND tinh (qua mpg); 
- UBND the huyen, TX, Tp (qua mang); 
- VPUB: CVP, cac PCVP va CV, CTTDT tinh; 
- Luu: VT, NC, YT. 



Phg lyc 
THU TUC 	 al BAN HANH TRONG LINH WIC QUAN 

Lt 	 E THUQC TRAM QUYEN GIAI QUYET 
E TiNH TWA THIEN HUE 

(Kem the 	.961548/QD-UBND ngay 07 thong 7 nam 2017 
cua u tjch Uy ban nhiin dcin tinh Theta Thien Hue) 

PHAN I. DANH MUC THU TUC HANH CHiNH 

STT Ten thit tyc hinh chinh 

1 COng bo du diL kiln san xuat trang thi4t bi y 4 

2 C8ng b6 tieu chuan ap dung doi yeti trang tin& bi y to loai A 

3 Cling b6 du diL kiln mua ban trang thi& bi y to thuOc loai B, C, D 
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PHAN II. NOI DUNG CUA THU TUC HANH CHINH Mth BAN HANH 
TRONG LINH VtiC QUAN Lt TRANG THIET B4 Y TE THUQC THAM 
QUYEN GIAI QUYET CUA SO Y TE TiNH THUA THIEN HUE 

1. Thu tyc: Cong ho du dieu Wen san xuat trang thiet hi y to 

Trinh to thyt hien: 

Bwoc 1: Tnrerc khi thuc hien san xuat trang thiet bi y te, n4treri dung dau,  co ser san 
xuat trang thiet bi y to co trach nhiem gfri ho so cong b8 dieu kien san xuat theo quy 
dinh den SO Y to not co so san xuat dat try so 

But 	nhan ha so day du, hop le, Ser Y to cap cho co ser thuc hien viec cong ba 
Phieu tiep nhan ho so cong bo du dieu kien san xuat trang thiet bi y to theo mau so 02 
quy dinh tai Phy lyc IV ban hanh kern theo Nghi dinh so 36/2016/ND-CP; 

Bwoc 3: Trong theri han 03 ngay lam viec, ke tir ngay ghi tren Phien tiep nhan ha so, 
So Y to c6 trach nhiem cong khai tren cong thong tin dien tit cac thong tin sau: Ten co 
so san xuat; ten ngueri phy track chuyen mon dm co so san xuat; cac trang thiet bi y to 
ma ca ser do san xuat; dia. chi, so dien thoai lien he va ho so cling NI do dieu kien san 
xuat, trir quy trinh san xuat va quy trinh kiem tra chat lacing. 

Cich that thyt 	he so true tuyen tren cong dich vu ding true tuyen hoac 
nop true tiep tai Sec Y to 28 Le Lai - Thanh pho Hue (b0 phan tiep nhan va tra ket qua) 

ThAnh phAn hA sa: 

- Van ban cong be, du dieu kien san xuat theo mau sic) 02 quy dinh tai Phy lye I ban 
hanh kern theo Nghi dinh so 36/2016/ND-CP. 

- Ban ke khai nhan su theo mau quy dinh tai Phy lye II ban hanh kern theo Nghi dinh 
nay. 

- Van bin phan cong, be, nhiem ngueri phy trach chuyen mon dm co ser san xuat, kern 
theo ban xac nhan then gian eking tac theo mau quy dinh tai Phy lye III ban hanh kem 
theo Nghi dinh 36/2016/ND-CP va van bang, chang chi da qua dao tao cua ngueri phy 
trach chuyen mon. 

- Giay chi:mg nhan dat lieu chuan quan lY chat lugng. 

Truerng hgp khong co giay chung nhan dat tieu chuan quan ly chat lugng thi phai co 
the giay to chimg minh ca se dap img cac dieu kien theo quy dinh tai the khoan 1, 2, 3 
va 4 Dieu 13 Nghi dinh 36/2016/ND-CP. 

Tnrimg hgp co so khong to thuc hien kiem tra chat lugng san pham hoac khong co 
kho tang hoac khong co phuong tien van chuyen ma lcy hop tong kiem tra chat lugng, 
bao quan, van chuyen vai co sex lchac thi phai kern theo cac giay to Chung minh co ser 
do du dieu kien kiem tra chat lugng, kho tang, yin chuyen hang thiet N y to ma minh 
san xuat. 
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Yea cau doi voi ha so' cong bo dri dieu kien san xuat trang thief bi y ti: 

1. Ha sa cong bo du dieu kien san xuat Wang thiet bi y to lam thanh 01 bo, trong do: 

a) Cac tai lieu trong ho sa duvc in it rang, sap xep theo trinh to theo quy Binh tai 
Dieu 14 Nghi dinh sa 36/2016/ND-CP; gitra cac phcin co phEin each, c6 Wang Ma va 
danh myc tai lieu; 

b) Ccic tai lieu kh6ng bang tieng Anh thi phai dich ra ti eng Viet. 

2. Yezi cau dai voi mat sa giciy to' trong ba ha sa cling bo du dieu kien san xuat: 

a) Ban gac hoac ban sao co cluing thyv van ban phan cong, Ica nhiem, van bang, 
cluing chi da qua di° Ago cna ngwai phy &rich chuyen mon ciia ca so san xuat; 

b) Ban goc hoac ban sao co cluing thac cac giay 0 thong minh ca so dap ung cac 
dieu keen theo quy dinh tai cac khoan 1, 2, 3 va 4 Dieu 13 Nghi dinh 36/2016/ND-CP; 

c) Ban gac hoac ban sao co char; thyv hoac ban sao co xac nhan cua ca so de nghi 
cong bo du dieu kien san xuat doi voi Giiiy Chung nhan dot tieu chucin qucin 11/chat 
luting.) 

So luvng ha sa: 01 (b0). 

Thiri hyn giai quyet: 

Sau 03 ngay lam viec ke tir ngay ghi tren Phieu tiEp nhfin his so 

DOi ttivng thkrc hien thfi tyc Minh chinh: To chirc. 

Ca quan thkrc hien thil tyc hanh chinh: Se Y te. 

Ket qua thyt hien thfi tyc hinh chinh: Phieu tiep nhan he so. 

14 phi (neu có): Chua có quy dinh. 

Ten man don, mitt to khai: 

- Van ban cong be du dieu kien san xuat trang thiet bi y tec; 

- Ban ke khai nhan sv; 

- Ban xac nhan thoi gian cong tac. 

Yeu au, dieu kien thtyc hien thfi tyc hanh chinh: 

* Dieu 12 Nghi dinh,s6 36/2016/ND-CP quy dinh dieu kien ve than str 	ca so san 
xuat trang thiet bi y te: 

1. Dieu kien cua ngueri phi trach chuyen men: 

a) CO trinh do to cao d'ang ky thuat trang thiet bi y to trer len hoac trinh de tit dai hpc 
chuyen nganh ky thuat hoac chuyen nginh y, duct tit len; 

b) CO then gian cong tic true ti4 Vat ky thuat trang thiet bi y to tai cac Ca so trang thiet 
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bi y to tir 24 thang tre len; 

c) Lam viec town thin gian tai co se san xuat. Viec phan cong, 1:0/3 nhiem ngueri phi; 
tech chuyen men cua co se san xuat phai duce the hien bang van ban. 

2. Co dei ngu nhan vien dap img dugc yeu du san xuat d6i voi loai trang thiet bi y to 
ma co so san xuat. 

* Dieu 13 Nghi dinh so 36/2016/ND-CP quy dinh dieu kien ve co se vat chat, thiet bi 
va quan 1y chat lugng dm co so san xuat trang thiet bi y 

1. Co,dia diem, dien tich, nha xuemg san xuat phir hop von yeu 	cua loai trang thiet 
bi y to ma co so san xuat. 

2. Co thiet bi va,quy trinh san xuat, kiem tra chAt lueng phir hop veri,yeu eau 	loai 
trang thiet bi y to 	co 	so san xuat. Trueng hop khong,  co thiet kim tra chat 	l uting 
thi phai co hop thing van co dir,nang luc ki'em tra chat luting de kiem tra chat luting 
trang thiet bi y to ma co san xuat. 

3. Co kho tang bao quan dap ling cac dieu kien tai thieu sau day: 

a) Co dien tich phi' hop yeti chUng loai va so lucmg tang thiet bi y t6 ducc bao quan; 

b) Bao dam thoang, kho rao, sach se, khong gAn cac nguOn gay o nhiem; 

c) Dap Ong yeu cAu bao quan khac dm tang thiet bi y to theo hueng d'An sir dung. 

4. CO phuong tien van chuyen trang thiet bi y t6 tir co so san xuat den nth giao hang 
phi' hop von loai trang thiet bi y to ma co se/ san xuat. 

5. Ap dung he thang quan 151 chat luting theo quy dinh tai khoan 1 Dieu 68 Nghi dinh 
36/2016/ND-CP. 

6. Twang hop co so khong co kho tang va plurans tien van chuyen tang thiet N y to 
thi phai co hop tong yeti co so dap img yeu,cau ve kho tang va van chuyen trang thiet 
bi y to theo quy dinh tai cac lchoan 3 va 4 Dieu nay. 

Can cu phi!) 15,  cua thu tyc hanh chinh: 

- Luat Dau to ngay 26 thang 11 nam 2014; 

- Nghi dinh sa 36/2016/ND-CP ngay 15 thang 5 nam 2016 cua Chinh pho ve 
quan 15,  trang thiet bi y to 
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Ten ca so.  san xuat 
PHI) LUC I 

CQNG HOA XA HQI CHU NGHIA VItT NAM 

DOc Igp - Tv do - Hanh phtic 

SO: 	 I......, ngay 	thcing 	nam 20.... 

VAN BAN CoNG 136 
Du diau kien san xuat trang thiet bi y to 

Kinh giri: 	 2 

1. Ten ca sec san xuat: 	  
Ma so thue: 	  
Dia chi: 	 3 

 

Dja chi co sa san xuat: 	 4 
 

Din thoai: 	 Fax: 

Email: 	 Website (ngu co): 

2. Ngutri dai din hop phap cua co sa san xuat: 
HQ va ten. 	  
So CMND/Djnh danh/HO chigu: 	ngay cap: 	not 
cap. 	  
Din thoai c6 dinh: 	 Din thoai di 
dOng. 	  
3. Ngutd phµ trach chuyen mon cua co sa san xuat: 
HQ va ten. 	  
S6 CMND/Djnh danh/HO chieu: 	ngay cap: 	nui 
cap. 	  
Trinh dO chuyen mon: 	  
Thai g an c8ng tac trong 1Tnh vut trang thiet bj y ta• 	  
4. Cac trans thigt bi y to do co sa san xuat: 

STT Ten trang thiet hi y to 
Quy mo der kien 

(san phiminam) 

I 

2 
Cling bo co sa du thenkign san xuat trang Met hi y t 

HO so kern then 6m: 

1.  Ban ke khai nhan str 

2.  Van ban phan ding, 66' nhi6m nguai Ow trach chuyen mon cfia co sa san xuat 

3.  Van bAng, cluing chi dao Lao va kg thuat thiet bi y 4 hoc quan 15,  thiet bj y t6 
cila nguai Ow trach chuyen mon 

4.  Ban xac nhan died gian ding tic dm nguai pity trach chuyen min 

5.  Giay eluing nhan dat tieu chuA'n quan VI chat lugng5  
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6.  H6 so chUng minh dia diem, dien tich, nha xuang san xuat phi' hqp voi yeu du 

da loaf trang thidt bi y to ma co s6 san xuAt 

7.  1-16 so ve thiet bi va quy trinh san xuAt, kiem tra chAt luryng phi' hop voi yeu cAu 

cua loci trang thidt 131 y 4 ma co so san xuAt 

8.  Hop dimg voi co set 61 nang loc kiem tra chdt luong de kiem tra chdt luong 

trang thiet 131 y 4 ma co so san xuAt 

9.  H6 so ve kho tang bao quan trang thiet bi y to 

10.  H6 so ve phuong tien van chuyen trang thiet bi y t6 
Co so cong bo du dieu kien san xuat trang thiet bi y to cam ket: 
1. NOi dung thong tin cong bo la chinh xac, hqp phdp va theo thing quy dinh. Neu co 
so gid mao, khong dung so that co so xin chiu hoan toan trdch nhiem va se 131 xu 1ST 
theo quy dinh cua phap bat.,  
2. Bdo dam duy tri cdc diet' kien thd cong 136 trong qua trinh host dOn* cua co sOf. r  
3. Th6ng bdo cho 	Y to nett CO mot trong cac thay doi lien quan den 136 so cling bo. 

Ngtrei dqi dign hqp phip cua co sir 

Ki ten (Ghi hQ ten ddy cau, chtic danh) 

Xac nhan bcing dau hoelc chit ky so 

1 Dia danh 
2 SO Y to tinh, thanh pho ttvc thuOc trung trang not co 50 san xuat dAt try se 
3 Ghi theo dia chi tren giAy chimg nhAn clang ky kinh doanh 
4 Neu tang voi dia chi dang ky kinh doanh thi ghi "tai tro so" 
5 Neu khong co tai lieu time 5 de nghi cung cap cdc tai lieu theo nine 6, 7, 8, 9, 10 
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PHV LUC II 
MAU BAN KE KHAI NHAN SU' 

(Kem theo Nghj djnh so 36/2016/ND-CP ngay 15 thing 5 nom 2016 cita Chink phis) 
CQNG HO A XA HQI CHU NGHIA VIET NAM 

DOc Igp - Tyr do - Ilynh phic 

, ngay 	thong 	nom 20 

BAN KE KHAI NHAN SI/ 

Ten case.: 	  
Dia chi: 	  

TT 
H9 
vi 
ten 

Chth 
vy 

Trinh 
di) 

chuyean 
mon  

Qua trinh ding to c trong 
link vyc trang thiet bi y 

t‘ 
 

Qua trinh dio tyo ye linh vyc 
trang thiet bi y 4 

Dow. 
vi . cong 
tic 

Thor 
gian 
, tong 
tac 

Vi tri , 
dam 

nhiem 

Cling 
viec 

chink 
dirqc 
gian 

Ten 
co.  
soft 

deo 
tyo 

Chuyen 
nginh 
dio too • 

Yin 

biting  chain 
chi, 

trinh 
dO 

Hinh 
thtit 
dito 
tyo 

Thai 
gian 
dao 
tyo 

1 
2 
3 

Ngtrivi do' then hmphip ctia ca so' 
KY ten (Ghi hp ten day da, char danh) 

Xac nhOn bang ddu hoac chic ky so 

1 Dia danh 
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PHI) LUC III 
MAU BAN XAC NHAN THOI GIAN CONG TAC 

(Kern theo Nght dinh so 36/2016/ND-CP ngay 15 thcing 5 nam 2016 czia Chinh pith) 
CONG HO A XA HQI CHU NGHIA WET NAM 

DO 14p - Tv do - Honh phtic 

, ngay....thang....nam 20.... 

BAN XAC NHAN THOI GIAN CONG TAC 

Kinh giri: 2 	  

Ten toi la- 
Sinh ngay: 	  
S6 CMND/Dinh danh/H6 chieu: 	ngay cap: 	ncri cap: 

Kinh de nghi Qu9 ca quan xac nhAn cac n6i dung sau: 
TOi dA (hoac clang) lam viec tai• 	  
Thai gian lam viec: tir ngay 	/ 	/ 	den ngay 	/ 	/  
VI tri dam nhiem• 	  
Cling viec chinh dugc giao• 	  

Kinh mong nhan doge str quan tam giep du cua Qu9 Ca quan. 
Toi xin tran tong cam an! 

......., ngay...thang 	nom 20 
XAC NHAN CUA CO QUAN, DON VI 

NO! LAM VIEC 
(kji, ghi ho ten, xac nhan) 

NGUUI VIET DON 
(10, ghi ho ten) 

1 Dia danh 
2 Ten co quan, don vi nai lam viec 
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2. Thii tyc: Cling be tieu chuan ap dyng doi voi trang thiet bi y te thu(ic loyi A 

Trinh ty.thvc hien: 

Throe 1: Truck khi dua trang thiet bi y to thuOc loai A Itru thong tren thi truth-1g, co so 
chiu trach nhiem dua trang thiet bi y to ra thi twang co trach nhiem giri ho so cong bo 
tieu chuan ap dyng theo quy dinh den Sir Y te nai co so do dat tnj so; 

But 2:,IChi nhan h6 so day 	hop le, So Y to cap cho co ser thyc hien viec cong b6 
Phieu tiep nhan h6 sa cong b6 tieu chuan ap dyng theo mau so 03 quy dinh tai Phy 
lye IV ban hanh kern theo Nghi dinh so 36/2016/ND-CP; 

But 3: Trong thai han 03 ngay lam vi'ec, ice tir ngdy ghi teen Phieu tiep nhan ha so, 
So Y te co trach nhiem cong khai teen cong thong tin dien tir cac thong tin sau: Ten, 
phan loai, co so san xuat, nuck san xuat trang thiet bi y te; so luu hanh cua trang thitt 
bi y te; ten, dia chi chu so hitu trang thiet bi y to; ton, dia chi elm chu so him so km 
hanh; ten, dia chi elm co so bao hanh trang thiet bi y to va ho so cong b6 lieu chuan ap 
dyng elm trang thiot bi y to. 

Cfich thlic,thvc hien: NOp h6 so trrc tuyen teen ding dich vu cong tryc tuyen hoac 
nop tryc tiep tai Ser Y te 28 Le Lgi - Thanh phi) Hue (b4) phan dap nhan va tra ket 
qua). 
ThInh phan ha so.: 

1. Van ban cong ba lieu chuan ap dyng cua trang thiet bi y te thuOc loai A theo mau 
s6 03 quy dinh tai Phu lye I ban hanh kern theo Nghi dinh 36/2016/ND-CP. 

2. Ban phan loai trang thiet bi y te theo mau quy dinh tai Phy lye V ban hanh kern 
theo Nghi dinh 36/2016/ND-CP. 

3. Phieu tiap nhan ho sa ding b6 du dieu kien san xuat d6i vai trang thiet bi y te san 
xuat trong,nuere hoac Giay chimg nhan dat tieu chuan quan ISr chat luting con hieu lye 
tai theri diem nOp ho so cong b6 din veri trang thiet N y te nhap lchau. 

4. Gidy fly quyen cua chu so hiru trang thiet bi y to cho to elm:re dung ten cong ba tieu 
chuan ap dyng theo mau quy dinh tai Phy lye VI ban hanh kern theo Nghi dinh 
36/2016/ND-CP con hieu lyc tai thin diem nOp ho so, trir truemg hap theo quy dinh 
tai diem a Ichoan 1 Dieu 21 Nghi dinh 36/2016/ND-CP. 

5. Gity xac nhan du dieu hen bao hanh do chii so him trang thiet N y to cap theo mau 
quy dinh tai Phu lye VII ban hanh kern theo Nghi dinh 36/2016/ND-CP, Wit trueng 
hop trang thiet bi y to sir dyng mot lan theo quy dinh cua chii s& him Wang thiet N y 
to. 

6. Tai lieu mo to tom tit Icy thuat trang thiet bi y to theo mau s6 01 quy dinh tai Phu 
lye VIII ban hanh kern theo Nghi dinh 36/2016/ND-CP. 

7. Ban tieu chuan ma chi' se( htru trang thiet bi y te ding b6 ap dyng hoac Giay chimg 
nhan h9p chuan. 

8. Tai lieu huong clan sir dyng cua Wang this& N y te. 
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9. Mau nhan se sir dung khi ltm hanh tai Viet Nam cua trang thiet bi y tE. 

(Yeu cau dai voi mat so giciy to trong be) ha sa cong ba tieu chuein ap dung: 

a) Da i veri Phieu Hip nhan ha sa cong ba diz dieu kien &an xuat: Nap ban sao c6 xac 
nhan cua to chic thing ten cong b6 tieu chuan ap dung. 

b) Dai voi Gay chang nhan At tieu chuan quan 1); chat Luang: Nap ban gac hoac 
ban sao c6 chieng thvc hoac ban sao co xac nhan cua to chic dung ten cong bo tieu 
chuein ap clung; 

Truimg hap nap ban sao c6 xac nhan cua to char citing ten cong bo tieu chuan ap 
dung thi khi nap ha sa phcii twit trinh ban goc de dot chieu hoac cung cap nguon du 
lieu de ca quan tiep nhan ho sa tra cirri ye tinh hap le cua ccic glib/ to. nay; 

Truung hap Giciy thing nhan dat tieu chuan quoin 55,cheit Luang khOng bang Wing 
Anh hock khong bang Wang Viet thi phai dich ra tieng Viet. Ban dich phai Apt 
cluing thvc theo quy dinh cua phcip luat 

c) Doi vti glory ny quyen dig chU sa hitu Wang thiet bi y to va gay xac nhan ca so A 
dieu kien bao hanh: 

- Dai voi Wang thiet bi y to scin xuat trong mak: Nap ban gac hoac ban sao co cluing 
thvc; 

- Dai voi Wang thiet bi y to nhap khau: Nap ban dei dwar hap phcip Ma lanh sv hoac 
ban sao c6 chang thvc cua ban dei chew hap phcip hoa leinh sv. 

d) Da i vaiGiay chleng nhan hap chuan hoac Ban tieu chuan ma chet sa hint Wang 
thiet bi y , cong b a ap dung: Nap ban sao c6 xac nhan cua to clinic thing ten cong b6 
tieu chuein Op clung. 

Trtremg hop Ban tieu chucin kheing bang tieng Anh hoac khong bang ding Viet thi 
phai dich ra Wang Viet Ban dich phai Avec chuag thvc theo quy dinh cua phap lu at; 

d) Doi voi tea lieu huOng dan sie dung cua trang thiet bi y te: Nap ban bang tieng Viet 
c6 xac nhan cua to civic thing ten cong bo lieu chuan Op dung; 

e) floi voi mau nhan: Nap ban milli nhein co xac nhan cua to chic dung ten con; ba 
tieu chuan ap clung. Mau nhan phcii cicip zing cac yeu ceiu theo quy dinh tat Dieu 54 
Nghl dinh 36/2016/ND-CP.) 

So luvng ha so.: 01 (b0). 
A Thiri han giii quyet: Sau 03 ngay lam viecc ke tir ngay ghi trail Phieu ti6p nhan hO sa. 

Doi ttrytg thyc hien thii tyc hinh chinh: TO chuc. 

Ca quan thtyc hien thi tyc hanh chinh: Ser Y ea. 

Ket qui thtyc hien thii tyc hanh chinh: Phieu tiep nhan hO so. 

Lie phi (neu c6): Chin co quy dinh. 
Ten !tau don, tau to' khai: 
- Van ban cong be, tieu chuan ap dung cua trang thiOt bi y t6 thuoc loaf A theo mau so 
03 
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- Ban phan loai trang thiet bi y to 
- GiAy Uy quyen cua chit so huu trang thiet bi y to cho to chat dung ten clang b6 tieu 
chuan ap dung 

- Giay xic than da dieu kien bao hanh do chi' so! him trang thiet bi y to 
- Tai lieu m'O to tarn tat ky thuAt trang thiet bi y to theo mau s6 01 

Yeu cAu, dieu Mien thyt hien dui tyc hanh chinh: 

* Dieu 21 Nghi dinh s6 36/2016/ND-CP cua Chinh phu quy dinh dieu kien caa t6 
chirc dugc dung ten ding bo tieu chufin ap dung hoac (rang Icy ltru hanh trang thiet bi 
y te: 

1. To chirc dugc dung ten cong b6 tieu chuan ap dung hoac clang k± km hanh trang 
thiet bi y to bao glom: 

a) Doanh nghiep, hop tac xa, ho kinh doanh caa Viet Nam la cha so hitu trang thiet bi 
y te; 

b) Doanh nghiep, hop tac xa, ho kinh doanh cua Viet Nam co chirc Wang kinh doanh 
trang thiet bi y to dugc chi' so him trang thiet bi y to ay quyen clang 14; 

c) Van phong dai dien thuemg tra tai yi@ Nam caa thucmg than flute ngoai ma 
thucmg than do IA chit ser hitu trang thiet bi y to hoac dugc uy quyen cua chi' sir hiru 
trang thiet bi y re. 

2. T6 chirc dung ten &Ong b6 tieu chuan op dung hoac clang kir luu hanh trang thief bi 
y to phai c6 cc sof boo hanh tai Viet Nam hoac phai co hop dong vOi to chat du nang 
ltrc, bao hanh trang thiet bi y to ma minh dimg ten clang Ic5r, trir tad:mg hop cac trang 
thiet bi y to sir dung mot Ian theo quy dinh cua cha ser hitu trang thiet bi y te. 

Truing hgp to chirc dung ten clang b6 ,tieu chuan ap dung hoac (tang 	ltru hanh 
trang thiet bi y to thuOc quy dinh tai diem c khoan 1 Dieu nay thi cha ser him trang 
thiet bi y to phai co hop (long voi cc ser du nang lye bao hanh trans thiet bi y to ma 
mink dung ten clang bo hoac clang 14, trir truemg hop,  cac trang thiet bi y to sir dung 
mot Ian theo quy dinh 	chti so.  hitu trang thiet bi y te. 

Ca so.  bao hanh phai duce chn so hitu trang thiet bi y to chimg nhan du nang lye bao 
hanh san pham ma to chirc do dung ten de nghi cap so hru hanh. 

Can co. phap 157 cua thil tyc hanh chinh 

- Luot DAu to ngay 26 thong 11 Warn 2014; 

- Nghi dinh s6 36/2016/ND-CP ngay 15 thong 5 Warn 2016 oh Chinh phu ye quan 
15,  trang thiet bi y to 
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Ten co' so' 

PHV LVC I 
MAu s6 03 

CONG HOA XA HQI CHU NGHIA VIET NAM 

D6c lap - Tkr do - Hynh phtic 

   

s6: 	 , ngeo, 	 thong 	Wain 20... 

VAN BAN CONG BO 
Tien chitin ap dyng cua trang this& bi y to thuOc loyi A 

Kinh giri: 	2 

I. Ten ca so cong bel• 	  
Md so thue hoac S6 giay phep thanh lap Van pluing dai dien: 	  
Dia chi: 	, 	3 

Dien thoai co dinh: 	  
Far 	  
Email. 	  
2. Nguai dai dien hop phap cfra ca so: 
Ho ya tem 	  
S6 CMND/Dinh danh/HO chieu: 	ngay cap: 	nai cap: 

Dien thodi c6 dinh: 	 Dien thoai di do, ng• 	  
3. Trang thiet bi y te thuOc loai A: 
Ten trang thiet bi y 	  
Chung lodi/mg san pham: 	  
Quy each deng gOi (neu c6): 	  
Ten ca so san xuat: 	  
Dia chi ca so san xuat• 	  
Tieu chuAn ap,dung• 	  
4. Thong tin ye chi' se hcru trang thiet bi y te: 
Ten chi" se hi-1u: 	  
Dia chi chit so hitu• 	  
5. Thong tin vg co so bao hanh: 
Ten co ser 	  
Dia chi. 	  
Dien thoai co dinh: 	 Dien thoai di Ong. 	  

Cong b6 heti chat] ap dyng ciia trang thiet hi y to thuo loyi A 
HO so kern theo Om: 

1.  Ban phan loai trang thiet bi y to 

2.  Phieu tiep nhan he so Ong b6 'MI dieu kien san xuat trang thiet bi y td 

3.  Giay chimg nhan dat tieu chuari quan bi chat lacing 

4.  Gray Ay quyen cua chit so him trang thiet bi y td 

5.  GiAy xac nhAn dit dieu kien bao hanh 

6.  Tai lieu mo to torn tat ky thuat trang thiet bi y te 
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7.  Ban tieu chuan ma chil sec him trang thief bi y to cong be ap dung 

8.  Giay chang nhan hap chuan 

9.  Tai lieu huemg clan sir dung dm trang thiet bi y to 

10.  Mau nhan trang thiet bi y t6 
Cash cong bo tieu chuan Ai) dung cila trang thiet bi y to thuOc loai A cam ket: 
1. Nei dung thong tin cong b6 la chinh xac, hap phap va theo dung quy dinh. Neu c6 
su gia mao, khong dimg su that ca sa xin chiu hoan than trach nhiem va se bi icfr 15,  
theo quy dinh cua phap !flat. 
2. Bdo dam chat Luang va luu hanh trang thiet bi y to theo dung ho sa da cong be. 
3. Thong bdo cho SOY to nett co met trong cdc thay clai lien quan den ho so cong be. 

Ngtroi dai din hqp phip ctia ca so' 

IC.), ten (Ghi ha ten tidy des, char danh) 

Xac nhdn bang dint hoc chu kp so 

1 Dia dank 
2 SO Y to tinh, thanh pha five thuOc trung uong nai ca soy dat try sa 
3 Ghi theo dia chi tren gthy chung nhan Tang Icy kinh doanh 
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PHI) LUC V 
MAU BAN PHAN LORI TRANG THIET Bi Y TE 

(Kern theo Nghi clinh so 36/2016/ND-CP nghy 15 thong 5 nom 2016 cilia Chinh phit) 

Ten 	 CQNG HOA XA HQI CHE NGHIA VIET NAM 

DOc lap - Ty do - Hanh ph& 

s& ...2.../...'... 	 ...
4
... , ngily 	thcing 	nom 20... 

BAN PHAN LORI TRANG THIET BJ Y TE 
Kinh 	5 	  

Can cu Nghi dinh so 36/2016/ND-CP ngay 15 thong 5 nom 2016 dm Chinh phil ye 
quan 1y trang thiet bi y ye; 
Nguyen tic duce s0 dung de phan loai: 	 6  

Chung toi Phan loai trang 	bi y to nhu sau: 

TT 
Ten trang thiet bi y 

to 

Chung 1°0/ 

ma sin 

phim 

Hang, ntrerc 

san xuAt 

Hang nut 

chit so' him 

Loai trang 

thiet 14 y to 

Ngtriri dai diet) hcrp phi') eiia ea so' 

nhan: 	K.), ten (Ghi ho ten day du, civic danh) 

Xcic nhan bang dau hoac chit 10.5 so 

1 Ten co se( da cong b6 du dieu kien phan loai trans thiet bi y to 
2 K9 hieu van ban ket,qua phan loai do co so dieu kien phan loai pan 19 
3 Ma hieu co so.  dieu kien phan loai la so Phieu tiep nhan ho so cong 1)6 at dial 
kien phan loai do BO Y to cap 
4 Dia danh 
5 Ten co sec de nghl phan loai trang thiet bi y to 
6 Ghi re nguyen tac duce sir dung de"' phan loai trang thiet 1)1 y to theo huOng clan cua 
BO Y to 

Noi 
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PHy L%JC VI 
MAU GIAY UY QUYEN 

(Kem theo Nghj djnh se 36/2016/ND-GP ngay 15 thong 5 nom 2016 cart Chinh phit) 
Tieu de ctia chic so hOu trang thiet bi y to (ten, dia chi) 
Ngay....thang.....nAm 20... 

GIAY in( QUYEN 
Kinh 

Chung t'Oi, (Ten via dia chi cha sa hay), voi tu each la chit so hall trang thiet bi y to 
bang van ban nay uy quyen cho (Ten va ilia chi dui co so thing ten cong bo lieu chudn 
ap dung hoac ding kJ,  luu hanh) duct luu hanh tai thi truing Viet Nam cac trang thiet 
bi y to sau: 

. (DO ke danh myc cac trang thiet bi y ). 
Chong t6i cam keit cung cap, h8 trq cac yeu cau lien quan den thong tin, chat lugng va 
boo dam the dieu,kien boo hanh, boo tri, boo dung va cung cap vat tu, phu kin 
thay the trang thiet bi y to nEu tren. 
Thu Ay quyen nay hieu lye den thai diem: 	(ngay/thang/nam) 

Ngtriri dai dign hqp phip ctia Chii sit hitu 

KY ten (Ghi hp ten clay du, char danh) 

Xcic nhan bang dau hoac cha kji so 

1 Co the dua danh mix trang thiet bi y to dugc ity quyen thanh phu lye kern theo Giay 
ay quyen 
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PHI; LIJC VII 
MAU GIAY XAC NHAN DI) DIEU MEN BAO HANH 

(Kem theo Nght Binh so 36/2016/ND-CP ngdy 15 Chang 5 ncini 2016 caa Chinh pini) 
Tieu de ctim chic se hUru trang thiet bi y to (ten, dia chi): 	 
Ngay....thang.....nam 20... 

GIAY XAC NHAN BU DIEU KIEN BAO HANH 
Ten: 	  
Dia chi 	  
vai to cach la chi) se( Win trang thiet bi xac nhan co se co ten clued day du dieu kien 
bao hanh trang thiet bi y to cua 	  

Ten trang 

thiet bi y to 
Ten cu sot 

bito hank 
Ma so thud Dia chi 

MO thoai co 

dinh 

Dien thoai di 

dOng 

..... Co so 1 

Co sa 2 

..... Co se/ I 

Co se 2 

Co se 3 

..... ..... 

Nguiri dai dien hqp phip ctia Chit so' 

him 

Ki ten (Ghi ho ten clay du, chtic danh) 

Xac nhdn bang ddu hoc chick-ft s 

1 Ghi dAy 61 ten dm chi) so him trang thiet bi y to 
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PHIJ LIJC VIII 
MAU TAI LIEU Kt THUAT TRANG THIET BI Y TE 

(Kern theo Nghi dinh so 36/2016/ND-CP ngay 15 thing 5 nam 2016 cUa Chinh pith) 

Miu so 01 
TAI LIEU MO TA TOM TAT KY THUAT TRANG THIET 13T Y TE 

Ten co sef ding 1(5,  luu hanh tang thief bi y to (ten, dia chi) 
N a ....than ....nam 20..... 

STT He mgc Nei dung me to tom tat 

1 Mo to san phem tang thiet bi y to 

1.1 MO to tang thiet bi y 

4 
MO to tom tat ve nguyen lyr hog Ong va tinh 'tang, 

thong so kg thuot dm tang thiet bi; neu re nett tang 

thiet bi sir dung cac Ong nghe mai thi can cung cap 

ban mo to ve cong nghe meri do (vi du cong nghe nano) 

1.2 Danh mue linh kien vaLiet 

phu kien 

ke cac linh kien va Ow kien dm tang thiet bi y to 

1.3 Muc dich/Chi dinh sirNeu 

dung 
little dich sir dung/chi dinh sir dung cita tang thiet 

bi y to 

1.4 Huang din sir dung Tom tat huang din ye each sir dung dm trang thiet bi 

theo nhu Ta huong din sir dung hoic Ta thong tin dm 

tang thiet bi y to 

1.5 Chong chi dinh Th6ng tin ye chong chi dinh - nghia la nhOng truang 

hap killing dugc chi dinh sir dung trang thiet bi vi 15/ do 
an toan cho nguei benh, vi du do tien sir benh, dac 

diem sinh 15,  elm ngtrei benh, vv...; theo dimg nOi dung 

da duet duyet tai nu6c san xuat va co ghi tren nhan 

trang thiet bi y to 

1.6 Canh bao va then tong 

treng 

ro 

Nhiing thong tin earth bao va flitting diem can than 

khi se dung tang thiet bi y th, ke ca nhimg bin 

phap dg phong de bao q nguei benh tranh nhang rili 

do sir dung tang thiOt bi y ta; do co the 11 thong tin 

canh bao ve the dung bet lgi hay sir dung sai va bien 

phap ngan ngira 

1.7 Tac dung bet lei co the 

xay ra 	 dung 

lam 

do 

Thong tin ve cac tic dung bat lgi lien quan den sir 

trang thiet bi y to dugc ghi nhan qua the nghiem 

sang va theo ded hau mai da dugc thuc hien tru6c 
doi viii trang thiet bi y to 
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2 Thong tin san phAm da luu hanh tai the nude (nett c6) 

Cung cAp thong tin ve cac nude da phe duyet cho phep luu hanh san pham, 

nude dau tion cap clang ky/cho phep luu hanh trang thiet bi y t6 

3 Chi dinh dA dang 14 a cac nude kit (ilk c6) 

Li@ kE cac nude dA cAp clang icy luu hanh di kern voi chi dinh sir dung dugc 

phE duyet tai nude de; ngay duce cap clang Icy 

4 Th8ng tin ve tinh an toan/ van hanh clang luu y ctia san phAnn trang thiet bi y t6 

- Cung cAp th6ng tin ve s6 lugng bao cao phan Ung bAt lqi lien quan den vie 

sir dung trang thiet bi y t6; Nhang bien phap thu h6i/ dieu chinh hau mai da 
thuc hien theo yeu cAu cna co quan quan ly cac nude; 

- Neu trang thiet bi y t6 co chira mgt trong cac thanh phAn sau, thi can cung 

cAp thong tin ve: 

• Te bao, m6 ngtrai hoac dOng vat hoac phai sinh dm thong dugc cho sir dung 

dudi dang khong con song - vi du van tim nhan tao nguiin gac tir lgn, chi ruOt 
meo...; 

• Te bao, m8 va hoac phai sinh tir ngu6n gee vi sinh hoac tai to hop - vi du san 

pham born cang da dtra ten acid hyaluronic thu dugc tir quy trinh len men vi 

khuAn...; C6 thanh phAn gay kith img, ion hoa - vi du X-quang; hoac phi ion 
h6a - Vi chi la-ze, siEu am... 

Co kr dAng ky luu hank cam kat nhung not dung trEn la dung sit that va chiu trach 
nhiem truac phap luat ye cac th8ng tin dA Ice khai neu tren. 

Ngvoi (131 ditn hcrp phip ciia co so• 

Ki ten (Ghi ha ten debt dit, chirc danh) 

Xdc nhetn bang dau hodc chit Ig) sa 
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3. Thii tyc: Cling bo du dieu ki?n mua bin trang thiet bi y te thui)c loai B, C, D 

Trinh to thuc hien: 

But 1: Tn.r6c khi thvc hien mua ban trang thiet bi y te thuOc loai B, C, D, ngueri dung 
dau co sb mua ban trang thiet bi y te c6 tacit nhiem gui ho so cong bo du dieu kien 
mua ban theo quy dinh den So.  Y te not co sb mua ban dat try s&; 

Buoy 2:, Khi nhan ha so day du, hop le, 	Y cap cho co ser thvc hien viec cong 1)6 
Phieu tie') nhan ho so ding &I du dieu kien mua ban theo mau so 05 quy dinh tai Phu 
luc IV ban hanh kern theo Nghi dinh so 36/2016/ND-CP; 

But 3: Trong tiled han 03 ngay lam viec, ke tir ngay tiep nhan ho so cong 1306 do dieu 
kien mua ban, Sb Y te c6 trach nhiem cong khai ten cong thong tin dien to cac thong 
tin sau: Ten, dia chi dm co se( mua ban trang thiet bi y te; ho so ding bo dit dieu kien 
mua ban trang thiet bi y te. 

But 4: Co sb chi dugc mua ban trang thiet bi y to thuoc loai B, C, D sau khi dive  hien 
thif tic ding bo du dieu kien mua ban theo quy dinh 

Cich that thyc hi?n: 

NOp h6 so trkrc tuyen,tren ding dich vu cong true tuy'en hoc nOp true tiep 	So• Y te 
28 LO Lgi - Thank pito Hue (b0 phan tiep nhan va tra ket qua) 

Thanh phin ha so: 

a) Van ban ding b6 du dieu kien mua ban trang thiet bi y te theo mAu so 07 quy dinh tai 
Phu luc I ban hanh kern theo Nghi dinh s6 36/2016/ND-CP; 

b) Ban ke khai nhan sv theo mau quy dinh tai Phu lvc II ban hanh kern theo Nghi dinh fj 
s6 36/2016/ND-CP; 	 "Nei 
c) Cac giAy tar chin-1g minh kho bao quan, phuong tien van chuyen trang thiet bi y te 
dap ung cac yeu cau theo quy dinh tai cac khoan 3 va 4 Dieu 13 Nghi dinh so 
36/2016/ND-CP. Cac giay to nay phai dugc xac nhan bed co ser cong bo du diet' kien 
mua ban. 

So Iwong hj so: 01 (b0). 
Thai hyn giai quyet: Sau 03 ngay lam viec ke tir ngay nhan duce h6 so hop le 

Dai twyng thyc hqn thu tyc hanh chinh: T6 chat. 

Co quan thyc hqn thu tyc hinh chinh: Ser Y 

Ket qui thvc hi?n TTHC: Phieu Tiep nhan ha so. 

1.4 phi (nen co): Ithong. 
Ten mAu don, nth khai: 

- Van ban cong b6 du dieu kien mua ban trang thiet bi y te theo insatu 56 07; 

- Ban ke khai nhan str; 

N 
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Yeu au, dieu kien thyc hi'4n thu tyc hanh chinh: 

* Dieu 37 Nghi dinh so 36/2016/ND-CP quy dinh dieu kien dm co so mua ban trang 
thiet bi y to thuOc loai B, C, D: 

1. CO dOi ngti nhan vien k9 thuat co trinh do phi hop de thus hien lap dat, hutng din 
sir dung phi hop voi loai trang thiet bi y to ma ca so mua ban, trong do co it nhat 01 
nhan vien k9 thuat co trinh dO cao clang chuyen nganh ky thuat hoac chuyen nganh y, 
dugc hoac cao ding ky thuat trang thief bi y to trer len hoac co trinh dO cao tang tit len 
ma chuyen nganh dugc dao tao phi hop veri loai trang thiet bi y to ma co sec mua ban. 

2. Co kho dap Cmg yeu cau theo quy dinh tai khoan 3 Dieu 13 Nghi dinh nay,  va co 
phucmg tien van chuyen tir ca so mua ban den nai giao hang phi' hop ved yeu cau theo 
quy dinh tai khoan 4 Dieu 13 Nghi dinh nay, fru. truemg hop phap luat co quy dinh 
khac. Truing hop khong co kho bao quan hoac phucmg tien von chuyen phai co hop 
Tong vai ca so du nang lye de bao quan va van chuyen trang thiet bi y te. 

CAn et? phi') IST ctia thii tyc hanh chinh: 

- Lai DAu to ngay 26 thing 11 nam 2014; 

- Nghi dinh s6 36/2016/ND-CP ngay 15 thing 5 narn 2016 dia. Chinh phi ve quail 
ly tang thiet bi y to 

Ten co sir 

PHU WC I 
Mau so 07 

CQNG HOA XA. HOI CHU NGHIA VIVT NAM 
D6c 14p - Ty do - Hanh phtic 

   

      

SO: 	 	 ngay ... (hang ... nam 20... 
VAN BAN CONG BO 

Du dieu kien mua ban trang thiet bi y to 
Kinh girl: 	 2 

1. Ten ca sa: 	  
MA so thue: 	  
Dia chi: 	3  

VAn phang giao dich (nail có): 	  
2. Ngueri dai dien hap phap dm ca so: 
HQ va ten. 	  
SO CMND/Dinh danh/HO chieu: 	 ngay cap: 	 nai 
cap. 	  
Dien 	thoai 	co 	dinh: 	 Dien 	thoai 	di 
(Tong. 	  
3. Can b0 ky thuat cilia ca sir mua ban4: 
HQ va ten. 	  
SO CMND/Dinh danh/HO chiett: 	 ngay cap: 	 nai 
cap. 	  
Trinh do chuyen mon: 	  
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4. Danh mvc trang thiet bi y to do ca sO thtrc hien mua ban: 

Ong be dii dieu kien mua bin trang thiet bi y to 
theo_ Om.  

1.  Ban ke khai nhin sr 
2.  Ho sit ye kho tang bao quan francs thiet bi y,te , 

3.  Ho sit ve phuong tien van chuyen trang thiet bi y to 
Ca so cong bo do di u kien mua ban trang thiet bi y to cam ket: 
1. NOi dung th6ng tin Gong bo la chinh xac, hqp phap va theo dung quy dinh. Neu c6 
sv gia mao, kitting dung sv that ca so xin chiu hoan toan trach nhiem va se bi xir IY 
theo quy dinh cua phdp luat. 
2. Bao dam chat lugng va luu hanh trang thiet bi y to theo dung quy dinh cua phap 
lust. 
3. Thong bao cho SO Y to .......5........ neu co met trong cac thay doi lien quan den ho 
set Ong bo. 

Nprivi dui dien hcrp,phip cim sits 
KJ, ten (Ghi ha ten day dii, char dank) 

Xac nhOn bang dada hoc chit kji so 

1 Dia dank 
2 SO Y t6 tinh, thanh pho true thuOc trung uong nai ca set dat try sa 
3 Ghi theo dia chi ten 9ifiy chting nhan clang ky kinh doanh 
4 Ke khai cv the theo so ngtrai hien c6 
5 Tinh, thanh ph() trve thuoc trung trong nai cu so san xuat at try set 
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PHI) LI,JC II 

MAU BAN ICE KHAI NHAN sti 
(Kern theo Nghi Binh so 36/2016/ND-CP ngay 15 thong 5 nom 2016 caa Chinh pha) 

CQNG HOA XA HQI CHU NGHIA VItT NAM 
DOc lip - Tir do - 14nh ph& 

, ngay 	thcing 	nom 20 

BAN KE KHAI NHAN Stir 
Ten case.: 	  

Dia chi: 	  

TT 
HQ 
vi 
ten 

Chit 
vu 

Trinh 

mon 

Qua trinh cong tic 

thiet bi y to 
tronglinh vire trang  Qua trinh dio too v link vire e 

trang thiet hi y to 

Hon 
vi 

ding 
tic 

dOchuyen C6ng Thiri 
gian 
cling 
tic 

Vi tri 
dim 

nhiem 

viec 
chinh 
dtrit 
giao 

Ten 
co* 

s 
 zwta ° 
'a  
too 

Chuyen  
nginh 
dlo too 

n 
bang 

chirng 
, chi, 

trinh 
d) 

Hinh 
fink 
dao  ' 
too 

Thei , gi andao 
too 

1 

2 

3 

Nguiri dii then licrp,phap cila co* so 
Kji ten (Ghi hQ ten clay du, chirc danh) 

Xcic nhan bang dint hoac chit; ky so 

1 Dia danh 
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