
cOxc Ty TNHH MANI cQNG nol xA ugr cuu Ncuil VIET NAM

MEDICAT HA NQI DQc lap - Ty do - Hanh phtic

56: 06MANI/PCBA-TN g Tinh Thdi Nguy€n, ngay 19 thdng 03 ndm 2021

vAN nAN cONc no
Ti6u chuAn 6p dgng cta trang thi6t biy tti ttruQc logi A

K(nh gui: Sd Y ti5 Thrii Nguy€n

l. TOn co s& cdng u6: cONc rY TNHH MANI MEDICAL HA NQl

M6 s6 thuti hoflc SO gi6y phdp thdnh lpp VIn phong dqi diQn: 4600795732

Dia chi: fO Oan ph6 VAng, Phuong T6n Huong, Thdnh pnO nnO Y€n, Tinh Thrii Nguyen

Diqn thoai c6 dintr: 0280 3763 700 ; Fax: 0280 3763 701

Emai I : tt.tuyen@mani.inc

2. Ngudi tl4i diQn hqp ph6p cfia ccr s&:

Ho vd t6n:Nguy6n ThiThu Hd

56 CMND/D!nh danh/HQ chi6u: 025189000683 ngdy cdp:25lO4l2O2l noi c6p: Cqc truong

cr,rc cinh s6t qu6n l! hdnh chfnh v€ trAt tU xd hQi

DiQn tho4i cO dinh: 02803763700; Dien tho4i di dQng:

3. Trang thi6t biy t6 thuQc loSi A:

Trang thitlt bi y t6 chung: Z ho6c Trang thi6t bi y ti5 chdn clo6n in vitro: n
TOn trang thi6t b! y ttl: Vat liQu ldm nudu gi6

TOn thu'ong mai fudu cd):

Md Global Medical Device Nomenclature - GMDN (n€u cd):

Chirng loai: Theo phg lqc

Md s6n phim fu€u cd):Theo php lyc

Quy crich d6ng g6i (ndu co):

Muc dich s0'dyng: - Su dpng dC ch6 t6c hdm gi6 th6o l6p b6n phAn vd todn phAn bing k!
thuat r6t nhr,ra - Sria ch0'a, md rQng vd clQm hdm thrio l6p hiQn c6 voi ky thuAt rot nhr,ra -

St'dqng dC che t6c mdng ng$m, Mring b6o vO vd Mang nhai
i. -T€n co so sin xudt: Theo phu luc

Dia chi co s0 s6n xuet: Theo phy lqc, Theo phy lpc

4. Ddi vfi trang thi6t biy t6 chr?a chit ma triy, ti6n chdt:

5. Thdng tin vG chfr sO h[u trang ttri6t Ui y tti:
Tdn chri sd hfi'u: MANI MEDICAL GERMANY GmbH

Dla chichri sd h0'u: Hertha-sponer-Straf3e2,61l9l Rosbach v.d. Hdhe, GERMANY



6. Th0ng tin vii co sO b6o hinh @Au cd)z

7. 56 cdng b6 dfi tli6u kiQn s6n xu6t O6ivoi trang thi6t biy t6 sin xu6t trong nudc:

C0ng U6 ti0u chuin rlp dqng cta trang thi6t b!y t6 lo4i A:
H0 so kdm theo gdm:

Co so c6ng bd ti€u chuAn 6p dpng cam k6t:

l. NOi dung thdng tin c6ng bO ta cninfr x6c, hgp ph6p vd theo d[ng quy dinh. Ntiu c6 su'gi6

mao, kh6ng ching sy thpt co sd xin chlu hodn toan tr6ch nhi€m vd s€ bi xit' l;i theo quy dlnh

cia phrip lunt.

2. 86o dim ch6t lugng vd luu hdnh trang thi6t bi y t6 theo d0ng h6 so dd cdng b5.

I Gi6y ch0'ng nhdn clatti€u chuAn qudn ly ch6t lugng ISO 13485 x

2. Gi6y ty quyCn c0a chri sd hfr'u trang thi6t bi y t6 x

3. Gi6y xac nh4n chJr di6u kiQn b6o hanh x

4. Tdi liQu md tA t6m tat ky thu6t trang thi6t bi y tti bdng ti€ng ViQt x

5.
Tdi liQu k! thu4t m6 t6 chri'c n6ng, th6ng sO t<y tf,uAt cia trang thitit bi y t6 do

chri so hf,u trang thi6t bi y t6 ban hdnh
x

6.

Tdi lieu k! thu$t bdng ti6ng Vi€t kdm theo tdi li6u v€ nguy€n vdt li€u, vd an
, 'Atodn cria sin phdm, quy trinh s6n xu6t, c6c b6o c6o nghi6n cri'u l6m sdng vd

tidn l6nr sdng bao g6m b6o c6o rlQ 6n dlnh OOi vOi thu6c thf, ctrdt nigu chuAn,

vat li9u kirim so6t in vitro.

7. BAn ti€u chuAn md chti so hfi'u trang thi6t bi y t6 c6ng b6 6p dqng x

8. Gi6y chri'ng nhqn hgp chuAn \

9.

OOi vOi trang thi6t bi y til sdn xudt trong nu'dc: k6t qu6 cl6nh gi6 cric th6ng s6

h6a, ly, vi sinh vd c6c thong s6 fhac do co sd d0 di€u kien theo quy dinh cua

ph6p lupt ue danh gi6 sg phu hgp c6p ho{c Gi6y ch0'ng nh4n clanh giri ch6t

lu'gng do co quan c6 thAm quyOn cta Vigt Nam cAp OOi vOi trang thi6t bi y tti

chAn do6n in vitro

x

r0.

Tdi liQu hudng d6n s0'dsng cria trang thi6t bi y tti bing ti6ng viet; d5i voi

trang thii5t bi y t6 nh4p khAu kdm theo bdn g6c bing titing Anh do chri so hfr'u

trang thi6t b! y t6 ban hdnh

X

ll MAu nhdn trang thi6t bi y tti x

12. Gi6y chri'ng nhQn luu hdnh tp do d6i vdi trang thi6t bi y tti nhap kh6u x



3. CAp nhat c6c thay d6i li€n quan d6n h6 so c6ng b6 ti6u chuAn 6p dqng theo quy clinh.

hqp ph6p cria ccr s&

'.sZ cOxc,rv

* [l,ftNlurol
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