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56: O7MANI/PCBA-TNg Tinh Thdi NguyAn, ngdy 20 thdng 02 ndm 2024

vAN nAN c6Nc n6
Ti0u chu6n dp dung cria trang thi6t biy t6 thuQc lopi A

Kinh gti: Sd Y t6 Th6iNguy6n

l. TGn co s& c6ng u6: c0Nc Ty TNHH MANI MEDTCAL HA NQl
Ma s6 thu6 ho[c SO gi6y ph6p thdnh lpp V6n phong dpi diQn: 4600795732
Dia chi: To aan ph6 vang, Phudng T6n Huong, Thinh pno nno y€n, Tinh rhrii Nguyen
DiQn thoai cO Ointr: 0280 3763 700 ; Fax: 0280 3763 7Ot
Emai I : tt.tuyen@mani.inc

2. Ngudi tISi diQn hqp ph6p cfia co sO:

Hg vi t6n: Nguy6n Thi Thu Hd

55 CMND/Dinh danh/FIQ chitiu: 025189000683 ngdy cdp: 25/04/2021 noi c5p: Cpc trudng
cqc cinh s6t qu6n lf hnnh chinh vd trflt tg xi hQi

Di6n thoai c6 dinh: 02803763700; DiEn thoaidi cl6ng:

3. Trang thi6t biy tti ttruQc to4i A:
Trang thitit bi y t6 chung: Z tro6c Trang thi6t bi y t6 chdn rlo6n in vitro: n
TCn trang thi6t biy tti: Vpt liQu lim nudu gi6

T6n thuong m1i (n€u cd):

ME Global Medical Device Nomenclature - GMDN (niiu c6):
Chfing lo4i:MANI Bleach Office
Md s6n phdm @Au c6):437128

Quy crich cl6ng g6i @6u c6):

Mqc clfch sri'dpng: - TAy trdng rSng nhi6m mdu, r6ng chi5t triy - TAy trlng r[ng nhi6m mdu

do b0nh, do t6n thucrng hay do co dia, nhu gi6i phtip thay th6 cho mdo vd veneer. - DiAu tri
rlng nhi6m mdu do thudc kC clon (vi dp: tetracycline...)
T6n co sd sin xu6t: MANI MEDICAL GERMANY GmbH
E!a chi co sd sin xu6t: Hertha-Sponer-Strahe 2, 61191 Rosbach v.d. Hdhe, GERMANY

4. D5i vcri trang thi6t biy t6 chrfra chdt ma triy, tidn ch6t:

5. Th6ng tin vd chri sO hfru trang ttri6t Uly t6:

T€n ch0 s0 hfi'u: MANI MEDICAL GERMANY GmbH

Dia chi chri s0 h['u: Hertha-Sponer-Strahe2,61191 Rosbach v.d. Hdhe, GERMANY
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6. Thdng tin vd ccr s0 bio hinh (n€u cd):

7. 56 cdng b6 dfr tliOu kiQn sin xu6t aiii voi trang thi6t biy t6 sin xu6t trong nu6c:

Cdng U6 ti6u chu6n rlp dgng cfia trang thi6t biy t6logi A:
H6 so kdm theo g6m:

Co so cdng b6 ti6u chuAn 6p dqng cam ktit:

l. NOi dung th6ng tin c6ng bO la chintr xiic, hgp ph6p vd theo dring quy dlnh. Ntiu c6 sg gi6

m4o, khOng ching su th4t co so xin chlu hodn todn tr6ch nhiQm vd sE b! xt ly theo quy dlnh

cta ph6p ludt.

2. Btn dim chAt luong vd luu hdnh trang thi6t bi y t6 theo dtng hO so dd c6ng b6.
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I Gi6y chf'ng nhdn dat ti6u chu6n qudn ly ch6t lugng ISO 13485 x

2. GiSy 0y quyi,n cta cht sd hfr'u trang thi6t b! y tti x

J. Gi6y xdc nhfln dri di6u kiQn bio hdnh x

4. Tdi li€u m6 t6 t6m t6t ky thuat trang thi6t bi y t6 bing tiring ViQt .\

5.
Tdi li6u k! thu6t mO ti ch0'c ntrng, rh6ng s6 ty tnuat cta rrang thi6t bi y tt5 do
chir scr hfi'u trang thi6t bi y t6 ban hanh

x

6.

Tdi liQu ky thuat bing tii5ng ViQt kdm theo tdi liQu vd nguy6n vflt liQu, vd an
.A

todn c[a sAn ph6m, quy trinh s6n xudt, cdcb6o c6o nghiOn cuu l6m sdng vd

ti6n l6m sdng bao g6m brlo c6o dQ 6n dinh AOi vOi thu6c tht, ctr6t nipu chuAn,

v4t liQu ki6m sorit in vitro.

7. Bin ti€u chuAn md chrl sd hffu trang thi6t bi y tti c6ng b6 6p dqng x

8. GiSy chf'ng nhdn hop chu6n

9.

OOi vOi trang thi6t bi y ti5 s6n xu6t trong nudc: ktit qud drinh gi6 c6c thOng sd

h64 ly, vi sinh vd c6c thdng s6 kh6c do co sd dri ili€u ki0n theo quy dlnh c0a

ph6p lupt vC danh gi6 su phn hqp c6p ho{c Gi6y chfng nhAn tl6nh gi6 ch6t

lu'ong do co quan c6 thAm quy6n cta ViQt Nam c6p OOi vOi trang thi6t b! V tti
chAn clo6n in vitro

x

10.

Tdi liQu hudng din sri'dqng cria trang thi6t bi V t6 bing titing Viet; d6i vdi
trang thi6t bi y t6 nhflp kh6u kdm theo bin gdc bing titing Anh do cht sd hfi'u

trang thi6t bl y t6 ban hinh
x

11 MAu nh6n trang thi6t bi y tti x

12. Gi6y chfng nh6n luu hdnh tr,r do d6i vdi trang thiCt bi y tti nhap kh6u .X



:. Cflp nhdt c6c thay d6i li€n quan d6n h6 so c0ng UO ti6u theo quy dinh.
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