
coNc ry rNHH MANI cQNG no.l xA Hgt cuu NcHil vl[r Nlnn

MEDICAL HA NoI DQc lflp - Tg do - Hanh phtic

56: I4MANI/PCBB-TN g Tinh Thai NguyAn, ngdy 19 thang 03 ndm 2021

vAn nAN cOxc so
Ti6u chuin 6p dBng cfra trang thi6t biy t6 ttruQc lo4i B

Kinh gui: SO Y t6 Th6i NguY€n

l. TOn co sO c6ng U6: CONC TY TNHH MANI MEDICAL HA NQl

Mr s6 thu6 hopc SO gi6y ph6p thdnh l4p VEn phong dai dign: 4600795732

Dia chi: fO aan ph6 Vang, Phudng TAn Huong, ThAnh pnO enO YCn, Tinh Th6iNguy6n

Di0n thoai c6 dinh: O28O 3763 700 ; Fax: 0280 3763 701

Email : tt.tuyen@mani.inc

2. Ngudi tlli diQn hgP Ph6P cfra co sO:

Hg vir t6n: Nguy6n Th! Thu Hd

S6 CVNOlDinh danh/HQ chi6u: 0251 89000683 ngdy cdp: 2510412021 noi c6p: Cvc tru'c,ng

cuc c6nh s6t quan l! hdnh ch(nh vA tr4t tp x5 hQi

DiQn tho4i cO dinh: 02803763700; EiQn thopi di dQng:

3. Trang thi6t biy t6 ttruQc lo4i B:

Trang tni6t Ui y t6 chung: Z tro6c Trang thiet bi y tti chAn do6n in vitro: fl
TCn trang thi6t bi y t6: VAt liQu composite

TOn thuong m4i:

M6 Global Medical Device Nomenclature - GMDN (n€u c6):

Chtng lo4i: Theo Phq lgc

Md sdn phdm @du c6):Theo Phq lgc

Quy c6ch d6ng g6i fuilu c6):

Mr,rc clich sri dqng: VAt lieu composite dugc su dpng d€ ph0 c6c lopi hdm khung ldm c6c

vflt liQu kh6c nhau dugc thiiit kti cho phqc hinh nha khoa

T€n co so s6n xu6t: Theo Phr,r lpc

Dla chi co so s6n xu6t: Theo Phu luc

Ti6u chuAn 6p dgng: Ti€u chuAn nhd sdn xu6t

4. D6i voi trang thi6t b!y t6 chria ch6t ma triy, tidn chdt:

5. Th6ng tin vd chfi s0 hiru trang thi6t biy tti:

T6n chrh s& h0'u: MANI MEDICAL GERMANY GmbH

Dia chi chri so hru: Hertha-Sponer-Stra[Je2,61191 Rosbach v.d. Hdhe, GERMANY



6. Thdng tin vd co s& bio hdnh @i!u cd):

7. S5 c6ng b6 dfr tlidu kiQn sin xuAt O6ivoi trang thiiit biy t6 sf,n xuAt trong nuoc:

C6ng b6 ti0u chu6n 6p dgng cta trang thi6t biy t6 lo4i B

H6 so kdm theo g6m:

Co so cOng b6 ti6u chuAn 6p dqng cam k6t:

l. NQi dung thong tin cong b6 ta cninn x6c, hgp ph6p vd theo dring quy dlnh. N6u c6 sv' gi6

m4o, kh6ng dfng sp thpt co so xin chiu hodn todn tr6ch nhiQm vd sE bi xu l;i theo quy dlnh

c0a ph6p luit.
Z. g,aodim ch6t lugng vd luu hAnh trang thiCt bi y t6 theo dfing hd so cl6 c6ng b6'

I Gi6y chf'ng nhQn cl4t ti6u chuAn qu6n ly ch6t lucrng ISO 13485 x

2. GiAy iry quydn ctia chri so hffu trang thi6t bi y tC x

3.
x

4. Tdi liQu m6 tA tom t6t k! thu4t trang thi6t bi v tti bing ti6ng ViQt x

5.
Tdi lieu ky rhuat m6 ta ch['c nang, thdng so tcy ttruat cua trang thi6t bi y tti do

cht so h{Iu trang thi6t bi y tii ban hdnh

Tdi liQu ky thuat bSng ti6ng ViQt kdm theo tdi liQu v6 nguy€n v4t liQu, v6 an

todn c[ra sdn phAm, quy trinh sdn xu6t, c6c b6o c6o nghi6n cti'u l6m sdng vd

ti6n l6m sdng bao gOm Uao c6o dQ 6n dlnh O6i vOi thu6c thir', ch6t trigu chuAn,

vOt liqu kir5m so6t in vitro.

B6n ti6u chu6n md cht sd hffu trang thii5t bi y t6 c6ng bd 6p dqng

xl

I

I

6.

7.
x

8. Gi6y chri'ng nh$n hgp chuAn
x

9.

OOi vOi trang thi6t b! y tC sin xu6t trong nudc: kot quA d6nh gi6 c6c thdng s6

ho4 l]i, vi sinh vd c6c th6ng so khac do co so dt di6u kiQn theo quy dinh c0a

phrip iupt vC danh giri sp phir hqp c6p hopc Ci6y ch6ng nhpn cl6nh gi6 chAt

lugng do ccy quan c6 thAm quyen cira ViQt Nam c6p a5l vOi trang thi6t bl y te

chAn clo6n in vitro

x

t0.

Tdi lipu hudng dan sri'dr;ng cira trang thi6t bi y tt5 bang ti6ng Vi9t; dOi voi

trang thi6t bi y tti nhpp khdu kdm theo bin g6c bang ti6ng Anh do chi so hfr'u

trang thi6t bi y tti ban hdnh

*l

n MAu nh6n trang thi6t bi y t6 x

12. Gi6y ch6'ng nhpn luu hdnh tr;'do d6i vdi trang thi6t bi y tti nh4p kh6u x



3. Cap nhQt c6c thay d6i li€n quan drin h6 so cong U6 tieu chuAn 6p dung theo quy illnh'

Ngucri il4i diQn hqp phfp ctia co's6'
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