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vAN nAir c6lc s6
Ti6u chuin 6p dgng cria trang thi6t biy tii thuQc to4i B

Kinh gii: Sa y t6 Th6i Nguydn

l. TGn ccr s& c6ng u5: CONc Ty TNHH MANI MEDICAL HA NOr
Mi s6 thuii ho{c so gi6y ph6p thdnh lpp vln phong dpi diQn: 460079s732
Eia chi: To aan phii vdng, phuong T6n Huong, Thdnh pno rno y6n, Tinh rh6iNguydn
DiQn thopi cO dinh: O28O 3763 700 ; Fax: 0280 3763 701
Email : tt.tuyen@mani.inc

2. Ngudi ttSi diQn hEp phdp cta ccr s&:

Ho vd t€n: Nguy6n Th! Thu Hd
SO CNzn{O/Dinh danh/HQ chitiu: 025189000683 ngdy cdp:25104/2021 noicdp: Cr,rc trudng
cuc c6nh s6t quin lf hdnh chinh v0 trat tU xd hQi

DiQn tho4i c6 dinh: 02803763700;DiQn thopi di dQng:

3. Trang thi6t biy t6 thuQc to4i B:
Trang thiiSt biy t6 chung: ZnoqcTrang thiiSt biy tti chAn do6n in vitro: n
T€n trang thi6t bi y t6: VQt IiQu tr6m r6ng
Tdn thuong mpi:

Md Global Medical Device Nomenclature - GMDN fuAu c6):
Chtng loai: Theo phg lgc

M5 s6n phdm fuAu cd):Theophu lpc

Quy c6ch d6ng g6i (n€u cd):

Muc d(ch sri dqng: Sri dqng tr6m b0 mflt r6ng dirng trong nha khoa:^'l€n co so sdn xudt: Theo phy lqrc

Eia chi co so sin xu6t: Theo phu luc
Ti0u chu6n 6p dung: Ti6u chuAn nhd sin xuAt

4. E6i vcri trang thi6t biy t6 chria chdt ma triy, ti6n ch6t:

5. Th6ng tin v6 chri sO hfru trang ttri6t Uiy tti:
T6n cht s0 htu: MANI MEDICAL GERMANY GmbH
Dia chi chri sd hEu: Hertha-sponer-strafle z, 6l l9l Rosbach v.d. H6he, GERMANY

6. Th6ng tin vd ccr sO bio hdnh (niiu cd)z

CONc TY TNHH MANI
MEDICAL HA NOT
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7' s5 cdng b6 dt tli6u kiQn sf,n xu6t o5i vri,i trang thi6t biy t6 sin xu6t trong nu6c:

C6ng nii tiOu chuin 6p dgng cfia trang thi6t biy t6 toai B
Hd so kdm theo g6m:

Co so c6ng b6 ti6u chuAn 6p dpng cam k6t:
1. Noi dung th6ng tin cong bo ta cninn x6c, hgp ph6p vd theo dfng quy d!nh. N6u c6 su gi6
m?o, khdng tlfng su thSt co s0 xin chiu hodn todn triich nhiQm vd s€ bl xrl ly theo quy dinh
cta ph6p ludt.

2.Bdo d6m ch6t luong-vd luu hdnh trang thi6t biy t6 theo clfng h6 so cl6 c6ng b6.
3. Cap nh6t c6c thay d6i li6n quan dtin hd so c6ng UO tieu chu6n 6p dung theo quy clinh.

4.
P
C(

{AI

\

Gi6y chf'ng nh6n ctpt ti6u chu6n qu6n ry ch6t ru'cr. ng ISo 134g5

Gi6y riy quydn cria chri s0 htu trang thi6t bi y tti

Gi6y x6c nhfln dri didu kiQn bio hdnh

Tdi liQu m6 t6 t6m tit k! thu4t trang thi6t b! y t6 bing ti6ng Vigt

Tdi liQu k! thuat m6 t6 ch['c ning, th6ng s6 k! thugt cta trang thi6t bi y tti do
chri s6'h0'u trang thitit bi y t6 ban hdnh

tirin l6m sdng bao g6m b6o c6o dQ 6n dinh ooi voi tnJoc tnt, ctrdt nieu Inr6n.
vdt li6u ki6m so6t in vitro.

Tdi liQu k! thu{t bing tiiSng viQt kdm theo tdi liQu v6 nguy€n v6t li€u, va an
toan cria san ph6m, quy trinh s6n xudt, c6c biio crio nghi€n criu rdm sdng vd

B6n ti6u chu6n md chrl so hfru trang thi6t b! y t6 c6ng b5 6p dung

Gi6y chri'ng nhdn hop chu6n

ooi voi trang thi6t b! y tti s6n xu6t trong nudc: ki5t qu6 d6nh giri c6c th6ng s6
h64l!,, vi sinh vd cilc thdng s6 khric do co sd dn tli0u kiQn theo quy dinh cria
ph6p lupt v6 d6nh gi6 sp phi hqp cdp hodc Gi6y chring nh6n ir6nh gi6, ch6t
lu'gng do co quan c6 thdm quy0n cria viQt Nam c6p ooi vol trang thii5t bi v tti
chAn clo6n in vitro

Tdi liQu hudng dan st'dpng c0a trang thi6t b! y tti bing ti6ng viqt; d6i vdi
trang thi6t b! y tti nhpp khAu kdm theo b6n g6c bing ti6ng enn ao cht so hfi.u
trang thi6t bi y t6 ban hdnh

MAu nh6n trang thi6t b! y te

Gi6y chti'ng nhdn lu'u hdnh tu do d6i v6i rrang thi6t b! y t6 nhpp khau
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