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vAN gAN CONG BO
Ti0u chu6n 6p dgng cria trang thi6t bi y tti thuQc lo4i A

Kinh gui: SO Y tti HA NOi

1. Ten ccr s0 c6ng UO: CoNC TY TNHH THIET BI Y TE NAM HIING

Md s6 thu6 ho4c SO gi6y ph6p thdnh lQp Van phdng dai diQn: 0104219195

Dia chi: SO Zf: Khu DAm Trai, P. Phucrng LiCt, Q. Thanh Xuan, TP. Ha Ndi

Di6n thoai cO dinh: 02466869112 Fax:..

Email : info @namhungoptical. com

2. Nguoi dai diQn hgp ph6p cta ccr s6:

Hs vi t6n: BUI HUU THINH

SO CMND/Dinh danh/HQ chiOu: 001082000376

Ngdy cdp:0811212021 noi cAp: Cgc trucrng cuc CS QKHC vC ttXH
DiQn tho4i cO ainn: ......DiQn tho4i di dQng:

3. Trang thi6t bi y tti thuQc loai A:

T6n trang thi6t bi y tii: 86 kinh thtr th! lqc diQn tir

T6nthucrng mai : ..........

M5 Global Medical Device Nomenclature - GMDN (n€u c6): .................

Chung Io4i: PDR-7000

Md s6n phAm @Au c6): PDR-7000

Quy c6ch d6ng g6i (n€u c6):

Muc dich sir dpng: Ki6m tratQtkhric x4 chir quan cua b6nh nhdn

T6n co sd sin xu6t: Potec Co., ltd

Dla chi co s0 sin xudt: 40-4 Techno 2-ro,Yuseong-gu, Daejeon, 34015, Republic of Korea

Ti6u chuAn 6p dpng: ISO 13485:2016,EC Declaration of.Conformity

I Eiu durh

' S0 Y t6 tinh, thenh ph6 tr.uc thuQc trung ucmg noi co sd d4t try sd
3 Ghi theo dia chi tr6n gi6y chimg nhfln tl6ng ki kinh doanh



4. DOi v6i trang ttri€t Ui y tti chta ch6t ma tiry, ti0n chAt:

TOn ch6t ma tfy, ti6n ch6t: T6n khoa hoc: .

Md th6ng tin CAS:

Ndng dO, hdm l[qmg ch6t ma triy, ti6n chAt:.........

T6ng hdm luqmg ch6t ma triy, ticn ch6t trong m6t dcrn vi d6ng g6i nh6 nh6t:

5. Th6ng tin vO chtr scr hiru trang thi6t bi y tti:

TCn chir sdhffu: Potec Co., Ltd

Dia chi chtr so hiru: 40-4 Techno 2-ro, yuseong-gu, Daejeon, 34ol5,Republic of Korea
Th6ng tin v6 co sd b6o hdnh @Au cd): \

TCn ccy so: CoNG Ty TNHH THIET BI y TE NAM HL]^NG

Dia chi: 56 28, 3rd Ave, Sunrise D, Khu d6 thi The Manor Central park, Thanh Liet,
Thanh Tri, Hd NQi

DiQn tho4i co ainn: 0466869112 Ei6n tho4i di dQng:0936068136
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c6ng b6 $ir diou ki6n sdn xu6t d5i vcri trang thict bi y t6 s6n xu6t trong
nuoc:........

COng U6 tiOu chuin 6p dgng cria trang thi6t bi y t6lo4i A
H6 so kdm theo g6m:

,\

;I
IH
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.{IJNG

1. Gi6y chimg nh0n dat tiOu chu6n qu6n ly ch6t luqng ISO 13485

2. a.A , I
GiAy riy quy6n cua cht so hiru trang thir5t bi y ttl

J. Gi6y x6c nh6n dt di6u kiQn b6o hanh

4. Tdi lieu m6 ta t6m tEt kg thu0t trang thict bf y tti uang titing viQt

5. Tdi liQu lcf thu4t m6 td chric ndng, th6ng so ky thuat cira trang thii5t bi y tti
do chri scy hiru trang thi5t bi y tO ban hdnh

6.

Tdi liQu kf thuQt bang ti6ng vict kdm theo tdi liQu v6 nguyOn vQt liQu, vc an
todn cria san phAm, quy trinh s6n xu6t, cdc bin c6o irghiCn cr?u l6m sang
vd tiAn l6m sdng bao gom biio crio dQ 6n dinh d6i v6i thu6c thri. ch6t hiei
chuAn, v6t liQu ki6m so6t in vitro.

tr

7. Ban ti6u chuAn md chri sd hfru trang thi6t bi y ti5 c6ng b6 6p dUng

8. Gi6y chung nhfln hqp chuAn tr



9.

Dplydi trang thitit bi y tc s6n xu6t.trong nu6c: k6t qun d6nhgi6 cdc th6ng
s6 h6a, ly, vi sinh vd.ciic th6ng s5 kh6c do co ro d,i dicu kign theo qu!
dinh cria ph6p luflt v0 d6nh gi6 sg phy hqp cAp ho4c Gi6y chrmg nhan
datth gi6 ch6t lucrng.do go quan cd thAm quyen cria viQt Nu* .Zp a6i
v6i trang ttri6t Ui y ti5 ch6n 

-

doiin in vitro

tr

10.
Tdi liQu hu6ng ddn st dpng cta trang thi6t bi y tti bing ti6ng
vieu d6i vdi trang thitit bi y tti nhap khAu kdm theo b6n g6c bing ti6ng Anh
do chri s<y hiru trang thit{t bi y tti banhanh

11. Mdu nhQ trang thitit bi y ti5 I

t2.

-

Gi6y chrmg nhfln luu hanh tg do d5i v6i trang ttrict ui y tc nhflp kh6u

Co so c6ng b6 ti6u chu6n iip dung cam k6t:

1. NOi dung th6ng tin c6ng UO ta cninn x6c, hqp ph6p vd theo dring quy rtinh. Ni5u c6 sU
gi6 m4o, kh6ng dring su th6t co sd xin chiu hodn todn triich nhiQm vd sC bi *,i fy theo quy ilinh
cta ph6p luQt.

2. Bdod6m ch6t lugng vd luu hanh trang thitit bi y tO theo dung h6 so di c6ng b6.

:. COp nh4t c6c thay d6i li6n quan dtin hO so c6ng b6 ti6u chuAn dp dung theo quy dinh.

-ffiu%t*fr{frl

i di6n hgp phip cria co sO
ti hq t1n 4ry ar, chtlc danh)
t bdng ddu hodc chii tE sii
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