
1. 56 c6ng b6: 1700003I9/PCBA-HN

2. Th6ng tin cPP nhQt:

CQNG Uo,q. xA noJ crru NGHIA VrE',T NAM

D0.lflP - TU do - H+fr Phric

Thdnh plta na Nei, ngdy 17 thdng 10 ndm 2022

VAN BAN THONG SAO CAP NHAT

Th6ng tin trong hb so c6ng nli tiOu chu6n 6p dgng

cfia trang thi5t bi Y tO thuQc lo4i A

CAp nhAt ldn: 1

Kinh gui: SO Y tC He NQi

!

Ngdy: 1010712017

3. Tei tQu 1i6n quan:

Co s0 xin cam k5t:

Chap henh nghiOm chinh cic quy dinh cua ph6p 1u0t ViQt Nam;

chiu tr6ch nhiqm tru6c phSp 1u0t v6 tinh chinh x6c cira nQi dung h6 so cap nhat'

Nguiri tl4i diQn hqP PhfP cfra co sfr

-Wu%rz*%tu/

(K!,ftn, ghi hP tAn diY dfi, chac danh)

Xdaffiffifu diiu hoqc chir tci' s6(P=q)
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cdNG TY TNHH rru0r
nl Y re NAM HLI'NG

56: 151022/CBPLA-NH

CQNG HOA xA r{Qr cHU NGHIA vrEr NAM
DQc l$p - Tq do - Hqnh phric

Hd N|i, ngAy 14 th,lng l0 ndm2A22

vAu rfur cONc BO,(
Tt0u ehu{n {,,p dgug cfra tranglhiiit bi y td thuQc logi A

Kinh gti: SO Y 16 Ha NOi

l. T6n co sd c6ng uo: coNc TY TNHH THIE',T Bl Y TE NAM HUNG

M6 sd thu,5 ho4c SO giAy ph6p thdnh lpp VAn phdng dai diQn: 0104219195

Eia chi: SO 2K3 Khu DAm Trai, P. Phuong Liet, Q. Cfr*f, XuAn, TP. Ha NOi

DiQn thopi cO Ai*,' 02466869112 Fax:..

Email : info@namhungoptical.com

2. Ngudi d+i di€n hqp ph6p cta r:o s0:

Ho vd t0n: BUI HUU THINH

SO CMNDiDlnh danh/H$ chi6u: 001082000376

Ngdy cdp: 08/12/2A21 noi c6p: CUc trucrng cr,rc CS QKHC ve ftXH
EiQn tho4i cO Ainn, .....DiQn thoai di dQng:.........

3. Trang thitit bi y ti5 thuQc loai A:

T6n trang thi6t bi y t6: BQ kinh thu thilgc diQn tu

T6nthuong mfl :...........

Mfl Global Medical Device Nomenclature - GMDN fuAu cd):

Chring lo4i: PDR-7000

ME san phdm fu€u c<i): PDR-7000

Quy c6ch d6ng g6i fudu cd):

Mgc dich srl dung: Ki6m tra tflt khric x4 chir quan cira bQnh nhdn

T6n co so s6n xu6t: Potec Co., ltd

Efa chi co sd sdn xudt: 40-4 Techno 2-ro,Yuseong-gu, Daejeon, 34015, Republic of Korea

Ti6u chuAn 6p dqng: ISO 13485:2016,8C Declaration of,Conformity

1 Dia daoh
2 Sd Y t6 tinh, thdnh phd t4rc thuQc trung uong n<yi co scr d{l tru so
3 Ghi th"o dia chi tr6n gidy chring nhan dang k), kinh doanh
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4. D5i voi trang ttri6t Ui y t6 chira chAt ma riy, ti6n ch6t:

TOn chdt ma triy, tiAn chdt: ..... T6n khoa hgc:

Mfl thOng tin CAS:

Ndng dg, hdm ltrqng chdt ma triy, tiAn chAt:..........

T0ng hnm luqng ch6t ma t6y, tidn chAt trong mQt don vi d6ng g6i nhO nh6t:

5. Th6ng tin v0 cht s0 hiru trang ttt6t bi yte:

T€n chri sdhfru: Potec Co., Ltd

Dia cht chri s& hftu: 40-4 Techno 2-ro, yuseong-gu, Daejeon, 34015, Republic of Korea
Th6ng tin v6 co s0 b6o himh (n€u cd): ,ll

T6n co so: CONG Ty TNHH THIET BI y TE NAM uUvc
Dia chi: s6 28, 3rd Ave, sunrise D, Khu d6 thi rhe Manor central park 

, Thanh Ligt ,
Thanh Trt, HiNQi

Di$nthoai c6 Ai,rt: A466869112 EiQnthoai di dQng:0936068136

6. |5 cong b6 dri di6u kiQn san xu6t doi voi trang thi6t bi y t6 sdn xu6t hongnuoc:......... ..............:...

C6ng b6 ti0u chuAn 6p dgng cria trang thi6t bi y t6 to4i A
H0 so kdm theo gdm:
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Gi6y chung nhfln ilat tidu chuAn quan lf ch6t tuqng ISO 13485

Gi6y iy quyAn cria chir s0 hiru trang thitit bi y tC

Gi6y x6c nhan dir di6u kiQn bio hinh

Tai liQu mo ta t6m tit k! thu4t trang thiiit bi y ti5 bang tiring vigt

Tdi liQu kf thuflt m6 t6 chfc ndng, th6ng s5 k! thuflt cria trang thitit bi y tti
4q41r so h&u trang thi6t bi v ttl ban hanh

Tdi liQu kf thupt b[ng tir5ng vi6t kdm theo tdi liQu vA nguyOn vgt liQu, vA an
toan cria san pham, quy trinh s6n xu6t, c6cb6o c6o irghiOn cr?u ldm sang
vi ti6n l6m sang bao gdm brio crio d0 6n dinh ooi vol ltuo. tnri, cn6t rriei
chuAn, v$t liQu ki6m sorit in vitro,

Ban ti0u chuAn mi chri s& hiru trang thi6t bi y t6 c6ng b6 6p dpng

Gi6y chung nhQn hqp chuAn

L$$ry
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sin xu6t trong nu6c: k6t qud drffigi6 
"*,nirnso hoa, ry, vr srnh ,d,",i: t6ig s6 khric do co.s6 OU OiCu tlgn tfr"o qu]

dinh cria ph6p luar vc oanr gil su phy hqp ,ap-rr"i" 6i.ii^lr,,irg ,na"
<ilinh gia 

""nil l"** jo .o qi* c6 thAm quyen cria vipt 'N#"ilffii
voi trang thi6t bf y tC chAn

doiin in vitro

Tdi li6u hu6ng dAn sft dpng cria trang thi6t bi y t6 bang ti6ng
vigt; ddi voi trang thitit bf y t6 nhflp khAu kOm tireo nan-g6" ulrrg ti6ng Anh
do chri s0 hiru trang thii5t bi y t6 banhdnh

Mfiu nhag trang thiiSt b! y t6

Gi6y chtmg nhfn luu hanh er do d6i vcri trang thi6t bi y tc nh6p khdu

Cs s0 c0ng bd ti6u chuAn 6p dung cam krit:
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l. NOi dung th6ng tin c6ng uo n cninn x6c, hgp ph6p vd theo dring quy itinh. Ncu c6 sugli m4o, kh6ng dtng su th{t co sd xin chiu hodn ilan tra"r, 
"rrigm 

vd re fiiil ltrh-" quy dinhcua ph6p luit.

2. Baodam ch6t ruqng vd ruu hdnh trang thi6t bi y t6 th"o o*e ha so dd c6ng h5.
:. c4p nhft c6c thay d6i ri6n quan ddn h0 so c6ng bo ticu chuan dp dung theo quy dinh.

*f$b* ,..&';"^...T.'.ffii#'

i diQn hqp.phrflp cfia co s&

?!!!^(1, /ay dil, ch*c donh)
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