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Ti0u chuin 6p dgng cfra trang thi6t biy t6 thuQc to4i A

Kinh grli: Sd Y t6 Th6i Nguy€n

1. TGn ccr so c6ng u6: CONC Ty TNHH MANI MEDICAL HA NQI
Md s6 thu6 ho6c SO gi6y phdp thdnh lgp Vdn phong clai diQn: 4600795732
Dia chi: ro oan ph6 vdng, Phuong Tdn Huong, Thdnh pno rno y6n, Tinh rh6iNguy0n
EiQn thopi cO dinh: O28O 3763 700 ; Fax: 0280 3763 7Ol

Email : tt.tuyen@mani. inc

2. Ngucri tl3i diQn hqp ph6p cfia co s&:

Ho vi t6n: Nguy6n Thi Thu Hd
SO CVNOlDinh danh/F{6 chi6u: 025189000683 ngdy cip: 2510412021 noi cdp: Cuc truong
cyc c6nh s6t qu6n lf hnnh chinh vi, trat tU x6 hQi

DiQn thopi c6 dintr: 02803763700; DiQn thopi di tlQng:

3. Trang thi6t biy t6 ttruQc lo4i A:
Trang thi6t bi y t6 chung: Z hop Trang thi6t bi y tri chAn do6n in vitro: n
T0n trang thi6t biy t6: Vflt liQu chlm s6c sau tly tring
T6n thuong mai fudu c6):

Md Global Medical Device Nomenclature - GMDN (niiu c6):
Chtng loai: MANI After Bleach Care

M5 sin phdm fudu c6):437129

Quy c6ch d6ng g6i (n€u c6):

Muc clich s0'dgng: MANI After Bleach Care ld loai kem duoc qudt l6n ring di5 di€u tri ti€p
n6i sau khi qu6 trinh t6y trfng k6t thric
T6n co sd sin xu6t: MANI MEDICAL GERMANY GmbH
Dia chi co so sin xuAt: Hertha-Sponer-Stra}e 2,61191 Rosbach v.d. Hdhe, GERMANY

4. D6i vrii trang thi6t biy t6 chri'a ch6t ma triy, ti6n ch6t:

5. Thdng tin vd chri s& hiru trang thi6t biy t6:

TOn chri sd htu: MANI MEDICAL GERMANY GmbH
Eia chi chri so hfru: Hertha-Sponer-Stra[Je2,6l191 Rosbach v.d. Hdhe, GERMANY

6. Th0ng tin vij co sO bio hinh (niiu cti):

(



7' Sd c6ng u5 ori ili6u kiQn sin xu6t o6i vrii trang thi6t b!y t6 s6n xu6t trong nudc:

C6ng Ud ti6u chuin 6p dgng cfia trang thi6t biy t6 to3i A:
H6 so kdm theo g6m:

Co sd c6ng b6 ti6u chu6n 6p dgng cam k6t:
l' NOi dung th6ng tin cdng bO la chinh xiic, hgp ph6p vd theo dring quy tllnh. Ntiu c6 sg gi6
mao, kh6ng dring sg thflt co sd xin chlu hodn todn triich nhiQm vd s€ b! xt ly theo quy clinh
cia phrip luQt.

2. Bio cl6m chdt lugng vd luu hdnh trang thi6t b! y t6 theo dring h6 so cli c6ng b6.
3. C?p nhdt c6c thay d6i li€n quan dtin h6 so cdng b6 ti€u chuAn 6p dung theo quy clinh.
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Gi6y chri'ng nh6n dpt ti€u chuAn qu6n l1i.f,6, to*g tSO tits
GiSy [y quy6n cria chti so htu trang thi6t bi y tri

Gi6y x6c nhQn dri di€u ki6n b6o hdnh

Tdi ri6u m6 t6 t6m t6t k! thuflt trang thi6t bi y tti bang ti6ng vi€t
Tdi ligu k! thuflt m6 16 chric.nlng, th6ng so t<y ttru6t cta trang thi6t b! y t6 oo
ch0 so hfi'u trang thi6t bi y t6 ban hdnh

Tdi liQu k! thu6t bing tiiSng viQt kdm theo tdi liQu v6 nguy€n v6t li6u, vd an

]:^"r,:.i'. 
sdn pJrAm, quy trinh s6n xu6t, c6cbilocao ngnien cftu l6m sdng vd

ti6n l6m sdng bao gOm b6o crio clQ 6n dinh ooi voi tnloc ttrt, crr6t nieu Inr6u,
v6t li6u kitim so6t in vitro.

B6n ti6u chu6n md chri scr hfi'u trang thi6t bi y tt5 c6ng b6 6p dung

Gi6y chfng nhQn hgp chu6n

ooi voi trang thi(it bi y t.i s6n xu6t trong nu6c: k6t qu6 drinh gi6 c6c th6ng s6
houly, vi sinh vi c6c th6ng s5 khac do co s0 dri di€u kiQn theo quy clinh cria
phrip lu0t ve drinh gi6 sg phn hqp c6p horc Gi6y chfng nhpn ct6nh gi6 chet
luong do co quan c6 tham quy€n c0a vi6t Nam c6p ooi voi trang thi6t bi y tti
chAn <lo6n in vitro

Tdi liQu hu'ong dan si'dpng c0a trang thitit bi y t6 bing ti6ng viet; d6i vdi
trang thitit bi y t6 nhflp khAu kdm theo b6n g6c bing tiEng ann oo chri so h0,u
trang thitit bi y tti ban hdnh

Miu nhSn trang thi6t bi y tC

Gi6y chfng nh6n luu hdnh tr,r do d6i vdi trang thi6t bi y tti nhQp kh6u
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