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vAN BAN coNc go
Ti6u chuAn 5p d+ng cria thi6t bi y t6 thuQc loSi B

Kinh gui: So y t6 Hd Ngi

1. TOn co sd c6ng b6: cONc TY TNHH PFIAN PHOI DIIQC PI{AM Au uY
M6 s6 thu6 hoac 56 giAy ph6p thdnh lap Vdn phdng d4i diQn: 0105613980

Eia chi: Nhi 85, Khu nhd d th6p tAng sO 15, ng6 91 NguySn Chi Thanh, Phudng Ling
Hg QuQn D6ng Ea, Thdnh pnO Ua N6| Vi6t Nam

EiQn thoai cti clinh: 02431739718 Fax:

Email : contact@eapharma. vn

2. Ngtroi d4i di6n ho. p phrlp c[ra co sd:

Hs vd t6n: NGUYPN OUC THQ

SO CtrfNO/Dinh danh/HQ chi6u: 038012044707 ngity c6p: 1811212021 noi c6p: Cpc Cinh
s5t quin ly hinh chinh vO trat tr.r x5 hQi.

DiQn tho4i c6 dinh: 02437739118 Di6n thoai cli dQng:

3. Thitlt br y tC thuQc loai B:

ThitSt biy tC chung: EI hoflc Trang thi6t biy t6 chAn do6n in vitro: n

TOn tliiCt biy tti: Vi0n ddt 6m dao

T6n thtrong mai:

Md Global Medical Device Nomenclature - GMDN @Au c6):

Chirng loai: LadyBalance

Md sin phAm fu€u c6):

Quy c6ch d5ng g6i fuAu co):1 vi 12 vi6n

Mpc dich st dung: Phuc h6i d0 pH tU nhi6n vd duy tri Am d4o khoe manh. Duoc chi dinh:
gi6m khi hu vd mui h6i 6m dao kh6 chiu do nhiSm khuAn Am dao. GiAm tinh trang 6m dao
kh6, ngira, r6t r.i dau nhfc.

TOn ccy so san xuAt: LadyBalance ApS



Dia chi co s0 sin xu6t: Karensdalvej 76,7100 Vejle, Denmark

Ti6u ohuAn 6p dpng: Ti6u chuAn nhi s6n xu6t

4" DOi v6i thitit biy tC chria ch6t ma tiry, ti6n ch6t:

TOn chAt ma tiry, tiOn ch6t: .TCn khoa hgc:

Ml th6ng tin CAS:

N6ng dQ, him lugng chdt matiry, ti0n chSt:

Tdng hdm luong cl-r6t ma tiry. ti6n ch6t trong m6t don vi d6ng g6i nho nh6t:

5. Th6ng tin vd chir so hiru trang thitit biy tti:

TCn chir scr hiru: LadyBalance ApS

Df a chi chu so htu: I(arensdalvej 7 6, I 100 Vej le, Denmark

6. Th6ng tin vO ccy sd b6o hdnh (n0u c6):

TCn co sd:

Dia chi:

DiQn thopi c6 dinll Ei0n thoai cli dQng:

7. 56 c6ng Uil Atr di6u ki6n sAn xuAt AOi vOl thi6t biy t6 s6n xu6t trong nu6c:

C6ng tii ti6u chuAn 6p dung cria thi6t bi y t5lopi B

H6 so kdm theo g6m:
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1 Gi6y chirng nhpn d4t tiOu chuAn qu6n ty ch6t lugng ISO 13485 E

2 Gi6y rJry quy6n cria chri sd hftu tuangthitit bi y tO E
a
-) Gi6y x6c nhfln dir di6u kiQn b6o hdnh

4. Idi liQu m6 tA t6mtitk! thupt trangthi6t bi y tt5 bing ti5ng Vi6t

5
Tdi liQu k! thupt m6 tA chfc ndng, th6ng s61$ thuAt cfia trang thii5t bi y tti
clo chtr s0 hfl'u trangthi6t biy tt5 ban hinh

6

Tdi liQu k! thu4t bing ti6ng Viqt kdm theo tdi liQu v0 nguy0n vflt liQu, v0
,;.

an todn cira sAn phAm, quy trinh s6n xudt, cdcb6o c6o nghiOn crlu l6m
sdng vd ti6n lAm sdng bao g6m b6o c5o d0 6n dinh Atii vOi thu6c thrl, ch6t
hi6u chuAn, vflt liQu kii5m so6t in vitro.

!

l Bdn tiOu chuAn md chri sd htu trang thi6t bi y t6 c6ng bO 6p dung

8 Gi6y chrlrng nhqn ho. p chuAn



v6i trang thiiSt bi y tti sin xu6t trong nu6c: ktit qu6 d6nh gi6 cdc th6ng
h6a"ly, vi sinh vd c6c th6ng sO kh6c do co so dri diOu kien theo quy

Ccv so c6ng b6 ti6u chuAn zip dtrng cam k6t:

1. Ngi dung th6ng tin c6ng bO ta cninn x6c, h-o. p ph6p vi theo dirng quy ttfnh. N6u c5 sr1

gi6 mao, kh6ng dring su thflt co sd xin chiu hodn toin tr6ch nhiQm vd sC bixu'ly theo quy
clinh cira ph6p lu6t.

2.Bho dAm chAt luong vd luu hhnli trang thi0t lriy tti theo dirng h6 so dd c6ng b6.

:. Cflp nh4t c6c thay c16i 1i6n quan d5n hO scr c6ng b6 ti6u chuAn 6p dlrng theo quy dinh.

lu4t vA dinh gi6sp phir hqp cAp hofc Gi6y chirng nhfln
ugng do co quan c6 thAm quy6n cita ViQt Nam c6p OOi vOi

t6 chdn do6n in vitro

Ngud'i tl4i diQn hqp phfp cria ccr s&
K!,ftn (Ghi h9 tAn ddy drt, chac danlt)

Xdc nhQn bdng ddu hoatc chfr lq) s6

9 ctra ph6p
giiL chatl
thitit biy
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Iii 1i0u hu6ng c15n str dpng cria trangthidt bi y t0 bang titing ViQt; COi vOi
trang thii5t bi y tO nh4p ldrAu kdm theo bin gtic bdng tiilng Anh do chir sd

hfl'u trang thi6t bi y tO ban hdnh

Ei1 Mdn nhan trangthi6t Ul y tti

t2. Gi6y chirng nhpn luu hinh tp do eOi vOi trangthi6t bi y t0 nhQp khAu
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