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vAN sAN c0Nc no
Ti6u chuAn 6p dsng cria thitit bi y ti5 thu6c lo4i B

Kinh gtii: SO Y tri He Nai

l. T6n co sd c6ng bo: cONc Ty CO IHAN GIAI pHAp VA CONG NGHE
DEP AMM 68

M6 s6 thuti ho4c SO gi6y ph6p thdnh lpp Vdn phdng dsi diQn: 0l10815975

Dia chi: SA 122 Hio Nam, Phudng 0 Ctrq Dria, TP Hd NOi, ViQt Nam

DiQn thopi cri dinh: 0969794444

Email: amm68tech@gmail.com

2. Ngudi daidiQn hqp ph6p cta co s6:

H9 vd t6n: VUONG VAN CHIEN

SO Can cu6c/HQ chi6u: 030092000 624 ngity c6,p: 17106/2022 noi c6p: Cgc
chinh vO trAt tu xd hQi

DiQn tho4i cO dinh: 0969794444

3. Thitit b! y t6 thuQc lo4i B:

Thitit biy tti chunga: M

T0n thitit b! y t6s: M6y di6u tri seo vi trd h6a da

TCn thuong mpi6 1n6u c6): ..

Md Global Medical Device Nomenclature - GMDN fuAu c6): .................

Chirng lo4i: B04

Md s6n phdm fuiiu c6):

Quy c6ch d6ng g6i (niiu c6):

Mgc dich sft dpng: Thi6t bi dugc sti dpng d€ cii thiQn vi di6u tri citc loai seo
b6ng, sgo mgn, sgo ch6n thucyng), r?n da vir tre h6a da (ldm mln, sdn chic da,
nhdn).

TOn co so sAn xu6t: Guangdong Gaerlaser S&T Co., Ltd

Dla chi co sd sdn xuAt: No.5, Donghua Dongchang Road, Renhe Town, Bai
Guangzhou, Guangdong 510000, CHINA

Ti6u chuAn 6p dgng: Ti6u chuAn cta nhi s6n xu6t

4. EOi vdi thitSt bi y t6 chri'a chSt ma t[y, ti6n ch6t:

CQNG HOA XA HQI CHU N Hilt. VIET NAM
DQc lfp - Ts do - nh phric

Hd NQi, ngay thdng 05 ndm 2026

Fax: ..

srlt Qudn lf hnnh

Di6n thopi di dQng:

hoqc Thi6t b! y tC ch6n dodn in

phdu thuft, sgo

6i thi6n ntip

H LAM



TOn ch6t ma tfy, tiAn ch6t: . ... ...T6n khoa hgc:

Md th6ng tin CAS:

N0ng dQ, hdm lugng ch6t ma triy, ti6n ch6t: .........

Tdng him lugng ch6t ma tty, tiAn chAt trong mQt don vi <l6ng g6i nho nh6t:

5. Th6ng tin v0 chti so htu thi6t bi y tii:

TOn chri s0 hfi'u: Guangdong Gaerlaser S&T Co., Ltd

Dla chi chri so hiru: No.5, Donghua Dongchang Road, Renhe Town, Baiyun I
Guangzhou, Guangdong 510000, CHINA

6. Th6ng tin v6 co s0 bio hdnh (nilu c6):

T6n co so: CONG TY CO PHAN GrAI PHAP VA CoNG NGHE NGANH t
Dia chi: SA PZ Hiro Nam, Phudng 0 Ctrq Dira, TP He NOi, ViQt Nam

DiQn tho4i cO dlnh: 0969794444 DiQn tho4i di dQng:
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COng n5 ti6u chu6n 5p dgng cfra thi5t biy t6 lo4i B

H6 scv kdm theo giim:

istrict,

M DEP AMM 68

I
V6n bdn c6ng b6 tiOu chuAn 6p dung OOI vOi thi6t biy tti thuQc

topi B
g

2. 3i5y chftng nh4n d4t ti€u chuAn quin lf ch6t luong ISO I 3485 V

J. 3i6y r:ry quy6n cta cht sO hiru thi6t biy t6 g

4. 3i6y x6c nhpn <tri di6u kiQn bAo hdnh g

5. fni liQu m6 tA t6m tit k! thupt thi6t bi y t6 bing tiiSng ViQt g

6.
Idi liQu kI thuflt md ti chric n6ng, th6ng sO t<y tnuat c0a thi6t b! y t(
htu thi6t b! y t6 ban hinh

do chri sd g

7. Bin ti6u chuAn mi chri so hfiu thii5t biy t6 c6ng b6 5p dpng V

8.

Ini liQu hucrng d6n st dpng cria thi6t bi y t'5 bing titing Viet; A6i vOl

nhfp khAu kdm theo bAn g6c bing titing Anh do chri so htu thi6t bi
hinh

thitit biy t6
,t6 ban g

9. MAu nhdn thii5t bl y tti V

10. 3i6y chfng nhpn luu hdnh ty do tl6iv6i thi6t bl y t6 nh4p khAu V

,@



Co so cdng b6 ti€u chu6n 6p dgng cam k6t:

l. NQi dung th6ng tin c6ng UO ta cninh x6c, hgp ph6p vd theo dtng quy <linh.
kh6ng dfng sg thft co s0 xin chiu hoin todn tnich nhiQm vi s6 bi xri llf theo <

lupt.

2.Btro ildm ch6t lugng vd luu hinh thi6t bi y t6 theo itring hd so dfl c6ng b6.

3. cap nh{t c6c thay d6i liOn quan dtin ho so cong b5 tieu chuAn 6p dung theo

c;6 sg gi6 mao,
dirrh cria ph6p

diQn hqp phr[p
,qpN€? qo! du, r
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