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I. T6N CO'S6'C6rrg U5: COXC TY TNHH CONG NGHP VA THUONG MAI SBG VIET
Ma s6 thLr6 hoac S5 gi6y phdp thdnh rAp van phdng crai cii6n: 0106184195
Dia chi: s6 06 ngo l0B, ph6 Bii Xuong Trach, phuo.ng Khr-Long Ei,h, e. Thanh Xu6n, Tp. Hd N6iDi6n thoai c6 dinh: 024355i0490 Frax:....

Errtai I: i I ri..t l.i.i i u.: bS rr !r;.ri I.t.o1 r

2. Ngu'd.i dai di6n ho-p phtlp cira co.so.:

Ho vd t6n: .Nguy6n Vdn eLry

so cMND/Dinh danh/H6 chi6u:l 31282660 ngdy c6p: 3ur2/2019 no.i c6p: cA Tinh phrr rhoDi6n thoai c6 dinh: 02435510490 Di6n thoai di d6ng: 09363 53268
3. Trang thi6t bi y tti thu6c toai B:

Tdn trarrg thi6t bi y t€: M6y tro th6.vd phu ki6n

Tdn thuoLrg mai: Mriy th6.vd phu hi6n

Md Global Medical Device Nomenclature _ GMDN (n€tt c(t1:

Clrurrg loai: ..............

cQNc HoA xAxQr cHo NGHIA VrET NAMDQc r{p _ rs do - r$;h;;"



Md san plrl,m fuau cril: F.-2)A-H-O, E-2OAJ-J-O, G2s A20, G3 A20, MlMini, G3 B30vr,c3 L.ab, Y-25T, Y-30T, E-20c-H-o, G3 c20. c2s B20T, G2s 825T, G2s B25vr, G2s B30T,
C2S B3OVT

Quy c6ch d6ng g6i fuAu c61:01 chi6c / thirng

l\'1uc dich sil dqrng: M6y tho tho' ld rn6t thi6t bi Ap lLlc clLrd'ng tho dr-rong hai rr-r[r'c tho.vd m6t mLi.c tho,
nhitrrr cung cApthi kh6ng x6m IAn cho b6nh nhAn khi bOnh nlidrr biNgung tho'khi ngir (oSA) vi Sr-ry h6
hap Nhllng thi6t bi ndy ddnh cho b6nh nhan ld ngud'i I6Lr theo qr-ri ii" ,."rg ,rra r-,"aIn-,it rrLLd.ng b6nh
vi.:n/ccr quan.

TCrr co s6.s6n xu6t: BMC Medical Co., Ltd.

Dia chi co s6'san xudt:2lF North Area and 3/F, BLrilding No.4, No.1 Xi nxing Road, WuqingDistrict. 301 700 Tianjin, CHINA

Ti6Lr chuAn iip dung:

+. O5i vOi trang thi€t bi y t6 chila chAt ma r[ry, ti6n ch6t:

Tdn chAt ma tfry, ti6n ch6t: ......... T6n khoa hoc;

Md th6ng tin CAS:

Ndng d6, hdrn luo-ng ch6t ma tLry, ti6n ch6t: ......"....

Tdng hdm luong ch6t ma ruy, ti6n ch6t trong m6t don vi d6ng g6i nh6 nh6t:

5. Th6ng tin vC cht s6 hfr.u rrang thi6t bi y t6:

TCn chir s6'hfr.Lr: BMC Medical Co., Ltd.

Dia chi chir so'hiru: 2/F Norlh Area and 3/F. Building No.4, No.l Xi nxing Road, WLrqing District,301700 Tianjin, 6HINA 
- -- '- "-b Msv, rr LrYrrr6 urJrr rur'

6. Th6ng tin vd co s6.b6o hdnl.t (nitt cr5):

T6N CO S6': CONG TY TNHFI COXC NGHE VA THUONG MAT SBG V]ET

Dia chi: 56 06 ngo 108. ph6 Biri XLrong Trach. phLldrg l(hr,rong Dinh, e. Thanh Xu6n, Tp. Hd N6i

Di6n thoai c6 dinh:02435510490 Di6n rhoai cli c-l6ng: 0g3635326g

7' 56 c6ng Uo Ou Aieu ki6n san xLr6t aoi vti'i trang thi6t bi y tii sAn xu6t rrong 5u.6.c:

C6ng b6 ti6u chu6n 6p dung cira trang thiet bi y t6 loai B

H6 so l<dm theo s6m:



i6v chirng nhAn dat ti0Lr chuAn qLran l;i chAt lLlo-ng ISO 134g5

i6y iiy quy6n cira chu s6. hir.u trang thi6t bi y t6

i6y x6c nhAn drh di0u ki6n bao hdnh

di li6Lr m6 ta t6rn tdt l<! thLrAt trang thi6t bi y t0 bing ti€ng Vi6t
'diIi0uk!thuqtrl6t6ch[LcIli'rlg,tlr6rrgsory,ttrLrat.i,ut.ungffi
Du trang thi6t bi y ti5 ban hdnh

ai lierr .hy6lg ddn su dLrng crra I

!y te nlrap klrau kem theo barr goc barrg rierg Anlr do chirio t-,l.utrang rhier u] y te

nh6n trang thiet bi y t€

i6y chirng nhd, luu hdnh tr-L do c16i v6'i trar.rg thi6t bi 1, tri nhnp khau

Co s6'c6ng b6 tleu chu6n 6p dr_rng carn l<6t:

1' N6i dung th6ng tin c6ng b5 ld chinh xiic, hop ph6p v2i theo dirng quy c1inh. N6r-r c6 su gia rnao.
kh6ng dhng su thAt co's6'xin chiu hodn todn tr6ch nhi€rir va se U1 xir ly theo quy dinh criia ph6p lu6t.

2. Bao dam chAt lu'o-ng vd lur-r hinh trang thi6t bt y te theo dirng h6 so dd c6ng b6.

3 CAp nhAt c6c thay d6i li6n quan c10n hd so c6ng b6 tiou chuAn 6p dung theo quy dinh.

Nguoi tlai diQn hqp ph6p cfra ccr sO
Ky ten (Ghi ho t€n diiy du, ch*c danh)
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