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I. Th6ng tin chung:
o C6ng ty g6m ? thlnh vign:

1. COng ty C6 phdn thuong m4i Dugc Vflt tu Y tC Ha NQi: php tr6ch kinh doanh, t4r
s& tpi Ha NQi.
- 'Dia chi DKKD: Si5 17, Ph6 Ph6 Erlc Chinh, Phudng Ba Dinh, ThAnh ptrO Ha

Noi.
- Eia chi VPGD: SO tZ+S Eudng Gi6i Ph6ng, Phudrng Hodng Mai, Thdnh phO

Ha Noi.

2. C6ng ty TNHH Hameco Hung YCn: Nhd m6y s6n xu6t
- Dia chi nhi m6y: Th0n Chf Trung, xd Nhu Quynh, tinh Hmg YCn.

o Danh muc nh6m s6n

Nhd m6y s6n xu6t theo ti6u chu6,n: H0 thong gr6n ly ch6t luqmg (ISo 9001, ISo
13485, GMP): dangdp dUng hQ th6ng quin l;f ctrSt tuqng ISO13485, )0rc.
Sin phAm

a rnlct bly tt5 Dpng cp, vflt tu
ti6u hao ErU 

liQu cAy ghdp, h6 trq l-lrna", ghi 16

1. DUng cU h5 trq cO d,inh go quun v6, dQng (xucrng, ttrO, ngodi ccr thffiang nhan
hiQu ORBE: Sti phiriu tiiSp nhfln hO scy c6ng bd ti6u chudn 6p dpng cria trang thitit
bi y te thuQc lo4i A: 170001154/PCBA-HN ngdy 23/8/2017.

2, BQt b6 ORBE, OBANDA: 56 ddng lqy luu hanh dugc cdp lAn thf 2:
4l/2O15lBYT- TB-CT ngdy cdp 091712015 ngdy htit han: 08/07/2018. Hi-6n h So
phi6u ti6p nhfln h6 so cone, b5 ti6u chuAn ap dung cria tiang thi6t bi y tti thuQc loqi ffi1
A: 1700009451PC8A-HN ngiy 15181201,7. /^%

3. Bdng bQt t6ng hqp ORBE: S0 phii5u ti6p nhpn hO so cOng b6 ti6u chuAn ap dv,{g"/ -li.
cria trang thiist bi y tti thuQc lo4i A: 190000020/PCBA-HN ngity 02/0tl20tg. [l={^,,'l'{

4. BOng l6t,b6 bQt ORBE: Sd phi6u titip nhfln hO so c6ng bO ti6u chuAn 6p dpng .WVH|
tr^angthiist bi y tiS thuQc loqi A:.2000001O71PCBA-HN-ngity t6/0U2020. \AX

5. Ong 16t b6 bQt ORBE: 56 phi6u titip nhfln hO so c6ng bti ti6u chuAn 6p dpng c'a X
trang thi6t bi y tC thuQc 1o4i A: 200000105/PCBA-HN ngay rc/UD020.

TT TOn sin ph6m Chrine loai Ti0u chu6n Ghi chf
1 Dung cu h5 trg c6 dinh co

quan vfln dQng (xuong, khdp
ngodi co th6)

ORBE,
OBANDA

TCCS s6: 02:201Z1H}i4C

2 Bot b6 oRBE, OBANDA ORBE TC\AI 6794:2001
a
J Bdng bQt t6ng hqp ORBE,

OBANDA
ORBE TCCS s6: 01 :2018/HMC

4 BOng 16t b6 bQt - Orthopedic ORBE TCCS s6: 01:2019/HMC



Padding

5 Ong l6t b6 bOt ORBE
STOCKINETTE

ORBE TCCS s6: 02:2019/FIMC

II. 86o c6o qu6 trinh ho4t tlQng:

l. Ngudi chiu tr6ch nhiQm vO ph6p ly vd ban 16nh tl4o cria don vi:

Ong LO fatCo- Gi6m d6c c6ng ty.

2. ChnbQ chiu trirchnhiQm chfnh ve ty thuflt, ch6t luqng san phAm:

BdNgO Thi Ei6m - Dai diQn lanh ilao ch6t luqmg

3. Eia eti6m san xuSt: COng ty TNHH Hameco Hung YOn

ThOn Ch( Trung, xd Nhu Quj,nh, tinh Hung YOn.

4. Danh mpc thitit bi,mdy m6c phpc vp sin xu6t:

5. Quy trinh sin xu6t sAn phAm:

+ Dpng cU h6 trg c6 dfnh co quan vfln ilQng (xucrng khop ngodi ccr th0).
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XUAT XU Mgc dich sr?

dung

1 M6y may 01 kim CN EiOn trl B0 48 Nhet May

2
M6y may 01 kim dao x6n
TYB7777 B0 5 Nhat May

J M6v 1 kim di6n tft TY 7100C B0 4 Trunq Oudc Mav

4 M6v 1 kim 6 16n Protex diOn tu B0 18 Nhat Mav
5 Miv chttay Protex 10" B6 4 Nhat cilt
6 MLy zizzac Potex TY 20443 B6 10 Nhat May zizzac

7 M6v di bo CN B6 6 Nhat
Gia c6 dudrng
may

8 M6v trdn Ad CN B0 2 Nhat TrAn dd

9 M6v vit so Cn Juki MD B6 1 Nhat vit so

10 M6y may 2kim B0 8 Truns Ouric Mav
11 M6v b6i vai B0 1 Dii Loan g6i mft v6i vii

12 M6v ndn khi B0 1 Edi Loan

Cung cAp khf
cho m6y drln
b6ne eai

13 M5y si0u 6m B0 8 Ddi Loan D6n b6ng vi gai

t4 Mdv citb6ne sai B0 2 Vi6t Nam Cat nnam
15 Dan m6y s6n xudt BQt b6 B0 1 ViQt Nam sx bot

t6
Dan m6y sin xu6t BEng BQt t6ng
hqp

B0 1 ViQt Nam SX Bdng bQt
t6ns hqp

T6ne c0ne

+ B6t b6



sdn xu6t

+ B[ng bQt t6ng hqrp

6. Quy trinh quin I!, chdt lusmg (nQi ki6n/ ngo4i ki6m): 6p dpng Theo hQ th6ng quin
ly chdt luqmg ISO 13485:2016 c6 Quy trinh ki6m so6t ch6t lugng: QT- NMH- 03.

Dfnh kdm v5n b6n ndy.

7. Quy m6, so eO nna m6y, hgp il6ng thu6 dia <ti6m sin xu6t (ni5u c6):

- Quy mO nhp xu0ng: 8.000 m2

- So dd nhd m6y (dinh kdm hO so ndy)

- Gi6y chrlng nh4n quyAn sr? dgng O5t ldinn kdm h0 so ndy).

- Phuong tiQn vfln chuy6n: C6 dAy dri c6c phuong tiQn vQn chuy6n hdng ho6 dim b6o
lugmg hang ho6 theo dfng ti6u chuAn.

Chilng thi cam ket nh*ng th6ng tin tuAn ld chtnhxdc.
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+ BOng 16t b6 bQt

Kii5m tra,
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Chuful bi
Nguy6n liQu

+ 6ng l6t b6 bQt
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