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vAN nAN c0Nc n6
Ti6u chuin 6p dgng cria trang thi6t biy tti thuQc lo4i B

Kinh grii: S0 y t.5 Th6i Nguy6n

1. TGn ccr so c6ng 16: cONc Ty TNHH MANI MEDICAL HA NOI
Ma so thur5 ho{c so gi6y ph6p thinh lpp van phdng dpi diQn: 46007gs732
Dia chi: ro aan pho vang, Phuong TAn Huong, Thdnh prro nro y0n, Tinh Th6iNguy6n
Di6n thoai cO dinh: 0280 3763 700 ; Fax: OZBO 3763 7Ot
Email: tt.tuyen@mani. inc

2. Ngudi tISi diQn hgp phrip cfra ccr sO:

Ho vd tdn: Nguy6n Thl Thu Hd

SO CMND/Dinh danh/HQ chitiu: 025189000683 ngdy cip: 2510412021 noic6p: Cuc trudng
cqc c6nh s6t qu6n l! hdnh chinh vd trat tU xa hQi

Di0n thoai c6 dinh: 02803763700; Di€n thoai dicl6ng:

3. Trang thi6t biy t6 ttruQc togi B:
Trang thi6t bi y t6 chung: Z trolc Trang thi6t bi y ti5 chAn iroiin in vitro: E
TOn trang thi6t bi y t6: Keo ditn nha khoa
TCn thuong m4i:

Md Global Medical Device Nomenclature - GMDN fudu c6):
Chtng loai: Mani Bond
ME sin phdm @iiu c6):433898

Quy c6ch d6ng g6i fudu c6):
Muc clich sri dqng: Phpc hinh composite trgc ti6p tr€n rlng tg nhi€n; Phqc hinh gidn titip
bing composite vd sti (inlay, onlay, veneers, m6o rlng) vdi vflt li6u composite quang trung
hop ho{c ludng trirng hop (vf dp: vdi Root Cem Viscous); Sfta chfra phpc hinh composite
bi nft vd.

T€n co sd s6n xu6t: MANI MEDICAL GERMANY GmbH
Dia chi co sd sin xu6t: Hertha-Sponer-S trafJe 2,6 r l9l Rosbach v. d. H6he, GERMANY
Ti6u chuAn rip dung: Ti6u chuAn nhd sin xu6t

4. D6i vdi trang thi6t biy t6 chfta chdt ma triy, tidn chAt:

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

TOn chti sd hfru: MANI MEDICAL GERMANY GmbH



Dia chi chri so htru: Hertha-sponer-Str a}e 2, 6llgl Rosbach v. d. H6he, GERMANy
6. Th0ng tin vd co s0 bio hinh fuAu cd):

7' s5 cdng u5 ori tridu kiQn sfln xu6t o6i vri,i trang thi6t biy t6 sin xu6t trong nrfc:

C6ng b6 ti6u chu6n 6p dgng cta trang thidt biy t6lo4i B
H6 scy kdm theo g6m:

Co sd c6ng b6 ti6u chudn rip dpng cam k6t:
l. NOi dung thong tin c6ng uo la cninn x6c, hgp phrip vd theo dfng quy d!nh. Ntiu c6 sy gid
mpo, kh6ng dfing su thdt co sd xin chiu hodn todn tr6ch nhiQm vd s€ bi xt lj theo quy clinh
c0a ph6p ludt.
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Gi6y [y quyCn crja cht so htu trang thi6t bi y tti

Gi6y x6c nh6n di di6u kign b6o hdnh

Tdi liQu m6 t6 t6m t6t k! thuflt trang thii5t b! y t6 bing titing vi€t
Tdi liQu k! thuft m6 t6 choc_n5ng, th6ng so ky tnu6t cfia trang thi6t bi v tc oo
chri sd hfr'u rrang thi6t b! y tt5 ban hdnh

Tdi liQu k! thupt bing ti6ng viQt kdm theo tdi riQu v€ nguy€n v6t ri6u, vd an
j:^Un,:Uu s6n phAm, quy. trinh s6n xudt, cric biio cao ngt,i6n cftu l6m sdng vd
ti€n l6m sdng bao g6m b6o c6o d6 6n dinh ooi voi trrri. ,r,.,, ,h6t hiQu lr,uan,
vat li6u ki6m so6t in vitro.

BAn ti6u chuan md chi s6 hfi'u trang thi6t bi y tti c6ng bri ap dr,rng

Gi6y chti'ng nhpn hqp chuAn

poivoitrangthi6tbiytt5s6nxu6ttrongnuoc:ktitqu6d@
ho4ly, vi sinh vd c6c th6ng s6 khac do co so dt di6u ki€n theo quy rrinh cria\i r.uurrB so Knac oo co s0 ou dleu ki€n theo quy tlinh cria
phrip lu4t vc drinh gi6 sy phn hqp c6p hoac Gi6y chring nhfln d6nh gi6 chet
luong do ccv quan c6 th6m quy6n cia Vi€t Nam c6p o5i voi trang th-itit bi y tti
ch6n dorin in vitro

Tdi liQu hu6'ng dan sri'dqng ctia trang thi6t b! y tri bing titing viet; d6i vdi
trang thi6t bi y t€ nhpp kh6u kdm theo ban g6c bang tizng A"nh do cht sd hD,u
trang thi6t bi y t6 ban hdnh

MAu nh6n trang thi6t biy t{i

Gi6y chri'ng nh6n ruu hdnh tu do d5i vdi trang thi6t bi y ,6 ,hap kh6,



2.86o dim chdt rugng vd luu hdnh trang thi6t b! y tti theo dring h6 so d6 c6ng b6.
3. cap nh6t c6c thav d6i li6n quan d6n ho so c6ng u5 tieu onu6n 6p dgng theo quy dinh.
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