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Ti6u chu6n rip dgng cfra trang thi6t biy t6 thuQc lo4i A

Kinh grii: SO y t6 Th6i Nguy€n

1. TGn co s& c6ng n5: cONc Ty TNHH MANr MEDTCAL HA NQr
Md sO thuti ho{c SO gi6y ph6p thdnh lQp Vdn phdng d4i diQn: 4600795732
Dia chi: ro aan phti vdng, Phudng Tdn Hucrng, Thdnh pno eno y6n, Tinh Th6iNguy6n
Di6n thopi cti dinh: O2B0 3763 700 ; Fax: O2B0 3763 701
Emai I : tt.tuyen@mani.inc

2. Nguli ilgi diQn hqp phdp cfia co s&:

Ho vd t€n: Nguy6n Thi Thu Hd
S6 CN,NOlDinh danh/Ff6 chi6u: 025189000683 ngdy c6p: 2510412021 noi c6p: Cuc rrudng
cqc c6nh s6t qu6n l! hdnh chinh v0 trat tu xE hQi

DiQn thopi cO dinh: 02803763700; DiQn thopidi dQng:

3. Trang thi6t biy tti ttruQc lo4i A:
Trang thi6t bi y tti chung:Z tro4c Trang thitit bi y t6 chAn do6n in vitro: n
TCn trang thi6t bi y tti: Vdt liOu che nudu khi thy trilng
TCn thuong mqi fu6u c6):

Md Global Medical Device Nomenclature - GMDN @i!u c6):
Ching loai: MANI Gingiva Protector

M6 sdn phdm fu€u cd):437127

Quy c6ch d6ng g6i fuilu cd):

Muc clich s0'dqng: D€ che nudu khi tdy trtngtrong rli6u tri nha khoa
T6n co s6 s6n xu6t: MANI MEDICAL GERMANY GmbH
Dia chi ccr sd san xu6t: Hertha-sponer-Stra[3e2,61l9l Rosbach v.d. H6he, GERMANY

4. D6i v6'i trang thi6t biy t6 chrfra ch6t ma triy, tidn chft:

5. Thdng tin vij chri sO hiru trang ttri6t biy t6:

Tdn cht sd h[u: MANI MEDICAL GERMANY GmbH
Dia chi cht so hfr'u: Hertha-Sponer-Strafle 2, 6119l Rosbach v.d. Hdhe, GERMANY

6. Thdng fin v6 ccr s& bfro hinh (niiu cd):

7. 56 cdng bd dt tli6u kiQn sin xu6t O5i vri,i trang thi6t biy t6 sin xuAt trong nufc:
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Cdng n5 tiOu chu6n rlp dgng cria trang thi6t biy t6 topi A:
H6 so kdm theo g6m:

mao, kh6ng dfing su thdt co sd xin chiu hodn toin tr6ch nhiQm vd sE bixri ly theo qily dlntr

cia ph6p luflt.

2. Bio d6m ch6t lugng vd luu hdnh trang thi6t b! y tti theo d5 cOng b6.

3. Cap nhit c6c thay cldi li6n quan d6n h6 so c6ng bti ti theo quy dinh.

phr{p c(ra co sO

r6ruG crAM o6c

I Gi6y chring nhdn tl4t ti€u chu6n qudn l;f ch6t luong ISO 13485 x

2. Gi6y 0y quydn cta ch0 sd h0'u trang thi6t bi y t6 x

J. Gi6y x6c nhfln dri di6u kiQn b6o hdnh x

4. Tdi liQu mO ti t6m tit k! thupt trang thi6t bi y tti bing ti6ng ViQt x

5.
Tdi li€u k! thuflt mo ta chtic nrng, thdng s6 t<y ttru4t cta trang thi6t bi y tti do
cht sd hfi'u trang thiet bi y t6 ban hdnh

x

6.

Tdi li6u ky thuat bing ti6ng Vi€t kdm theo tdi liQu vC nguy€n v0t li0u, vd an
,2

todn cua sdn phdm, quy trinh sAn xu6t, ciic b6o ciio nghi€n cri'u l6m sdng vd

ti6n l6m sdng bao g6m b6o ciio il6 6n dinh OOI vOi thu6c thri, ch6t hiQu chuAn,

v4t liQu kii5m sorit in vitro.

7. BAn ti6u chu6n md chri so hffu trang thi6t b! y tt5 c6ng b6 6p dgng x

8. Gi6y chrlrng nhdn hgp chuAn

9.

OOi vOi trang thi6t bi y tt5 sin xu6t trong nu6c: ktit qui d6nh gi6 cric th6ng sO

h64 ly, vi sinh vd ciic th6ng s6 khac do co sd dri tli6u ki0n theo quy dinh cia
ph6p lupt vA danh gi6 sg phn hqp c6p ho{c Gi6y chring nhdn it6nh gi6 ch6t

lugng do co quan c6 thAm quydn cria ViQt Nam cdp OOi vOi trang thi6t bi v tti
chAn dorln in vitro

x

10.

Tdi liQu hudng d6n sri dgng cira trang thi6t b! y tii bing titing ViCt; O6i vOi

trang thi6t bi y tti nh4p khAu kdm theo bin g6c bing ti6ng Anh do cht sd h0'u

trang thii5t bi y trl ban hdnh

x

l1 MAu nh6n trang thi6t bi y t6

x ,12. Gi6y chri'ng nhgn luu hdnh tr,r do d6i vdi trang thi6t bi y t6 nhAp khAu

Co sd c6ng b6 ti€u chuAn 6p dpng cam k6t:
1 NAi drrno thAno fin nAno hA li ^hi.h v4n lrnn nlr4n rri fLan r:t"r-n n.'.r r{i-h }rIA,
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