CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc Lap — Tw Do — Hanh Phuc
ey

BAO CAO CO SO VAT CHAT

I. Thong tin chung:
Cong ty gom 2 thanh vién:

1.

2,

Cong ty Cb phén thwong mai Duge Vat tu Y t& Ha Noi: phu trach kinh doanh, tru
s& tai Ha Noi. ) ) ]
‘Pia chi PKKD: S6 17, Phoé Pho Duc Chinh, Phudng Ba Dinh, Thanh pho Ha
Noi.
Pia chi VPGD: S6 1245 Pudng Giai Phong, Phuong Hoang Mai, Thanh phd
Ha Noi.

Céng ty TNHH Hameco Hung Yén: Nha may san xuét
- Dbia chi nha may: Thon Chi Trung, x4 Nhu Quynh, tinh Hung Yén.

e Danh muc nhém san phém da xin tiép nhan ho so cong bd tiéu chuin ap dung

1.

. Bang bot tong hop ORBE: S6 phiéu tiép nhan hd so cong bd tiéu chudn 4p du o

Dung cu hd trg ¢b dinh co quan vén dong (xuong, khép ngoai co thé) mang nhén
hi¢u ORBE: S6 phiéu tiép nhan ho so cong bd tiéu chudn 4p dung ciia trang thiét
bi y té thudc loai A: 170001154/PCBA-HN ngay 23/8/2017.

Bot b6 ORBE, OBANDA: S6 dang ky luu hanh duogc cAp lan the 2:
41/2015/BYT- TB-CT ngay cap 09/7/2015 ngay hét han: 08/07/2018. Hién la S6 B
phiéu tiép nhan hd so coéng bb tiéu chudn 4p dung cta trang thiét bj y té thudc loai / 20
A:170000945/PCBA-HN ngay 15/8/2017. £ BD

ctia trang thiét bj y t& thudc loai A: 190000020/PCBA-HN ngay 02/01/2019.
Bong 16t b6 bot ORBE: S6 phiéu tiép nhan hd so cdng bd tidu chuin ap dung ¢
trang thlet bi y té thuoc loal A 200000107/PCBA HN ngay 16/01/2020

trang thiét bi y té thuoc loai A: 200000105/PCBA-HN ngay 16/01/2020.

e Nhi may san xuét theo tiéu chufn: Hé théng quan ly chat lugng (ISO 9001, ISO

13485, GMP) dang 4p dung hé théng quan 1y chét luong ISO13485: 2016.

e San pham
Thiét bi y té Dung cu, vit tu Vit liéu ciy ghép, hd tro Khac, ghi rd
‘ X | tiéu hao
TT Tén san phim Chiing loai Tiéu chuén Ghi Chi

Dung cu hd trg ¢ dinh co| ORBE, |TCCS sé:02:2012/HMC
quan van dong (xwong, khép | OBANDA
ngoai ¢o thé)

2 | Bot b6 ORBE, OBANDA ORBE | TCVN 6794:2001

3 |Bing bot tong hop ORBE,| ORBE | TCCS sb: 01:2018/HMC
OBANDA

4 | Bong 16t b6 bdt — Orthopedic ORBE | TCCS sb: 01:2019/HMC




Padding

5 |Ong 16t b6 bdt — ORBE ORBE | TCCS sb: 02:2019/HMC
STOCKINETTE
IL. B4o cdo qua trinh hoat dong:
1. Nguoi chiu trach nhiém vé phép ly va ban ldnh dao ctia don vi:
Ong L& T4t Co — Giam dbc cong ty.
2. C4n bod chiju trach nhiém chinh v& ky thuat, chét luong san phm:
Ba Ngb Thi Diém — Dai dién 1anh dao chét lwong
3. Dja diém san xuét: Céng ty TNHH Hameco Hung Yén
Thén Chi Trung, xd Nhu Quynh, tinh Hung Yén.
4. Danh muc thiét bi, may moéc phuc vu sdn Xuét:
Stt Tén hang PVT S6 XUAT XU | Muc dich sir
lwong dung
1 | May may 01 kim CN Dién tir Bo 48 Nhat May
May may 01 kim dao xén
2 | TYB7777 B6 5 Nhét May
3 | May 1 kim dién td TY 7100C Bo 4 Trung Qubc | May
4 | May 1 kim 6 16n Protex dién tir Bo 18 Nhat May
5 | Méy cét tay Protex 10" B) 4 Nhat Cit
6 | May zizzac Potex TY 20443 Bo 10 Nhat May zizzac
Gia ¢ dudng
7 | May di bo CN Bo 6 Nhét may ﬁ%
8 | May trdn 42 CN Bb 2 Nhat Trdn d& g
9 | Méy vét s Cn Juki MD Bo 1 Nhat | Vitsd HAN
10 | My may 2 kim Bo 8 | Trung Qubc | May el
11 | May bdi vai B 1 Dai Loan | Bbi mut véi vai NOI
Cung cap khi gg’\ﬁ
: cho mdy dan =
12 | May nén khi Bo 1 Dai Loan | bong gai
13 | May siéu 4m Bo 8 Dai Loan | Dan bdng va gai
14 | Méy cét bong gai B 2 Viét Nam | Cit nham
15 | Dan méy san xuat Bt bo B& 1 Viét Nam SX bdt
Dan may san xuit Bing Bot tng Bo 1 Viét Nam | SX Bing bot
16 | hop tong hop
Téng cong
5. Quy trinh san xuit san phim:
+ Dung cu hd trg ¢b dinh co quan van dong (xuong khép ngoai co thé).
Nguyén liéu —p Vio ne Mav hoa Kiém tra,
£ Jgu . ep ay hoan -
Cat chuéan bi | May ' (néu co) thién Bao goi
' va luu kho

+ Bot bo




: = Kiém tra
An bi > o Cat, cudn - s
Chu? ! blA | San xuat g hozm tﬁi'én Bao goi
Nguyén li¢u - va luu kho
+ Bang bt tong hop
s , P R Kiém tra,
Chuanbi || sanxuét |—» li)ztn ‘t’l‘il"; —|  Bao goi
Nguyén li¢u ' va luu kho
+ Bong 16t b6 bot
Chudn bi J| Citcugn | | Bemia,
Nguyén liéu | hoan thién a0 go!
guy s ¥ va luu kho
+ Ong 16t b6 bot
— . Kiém tra,
NChufm lbl > fa}ta :ﬁgﬂ ——|  Bao goi
guycen licu 0dn tien va luu kho

6. Quy trinh quéan ly chét luong (ndi kié{n/ ngoai ki’ém): ap dung Theo hé thdng quan
ly chat lugng ISO 13485: 2016 c6 Quy trinh ki€m soat chat lugng: QT- NMH- 03.

Dinh kém vén ban nay.

7. Quy md, so dd nha may, hop ddng thué dia diém san xuét (néu co):
- Quy m6 nha xudng: 8.000 m2
- So @6 nha may (dinh kém hd so nay)

- Gidy chiing nhan quyén sir dung dét (dinh kém hd so nay).

- Phuong tién vén chuyén: C6 da‘iyv dt cac phuong tién van chuyén hang hoa dam bao chit \ ¥
luong hang hod theo dung ti€u chuan.

Chiing téi cam két nhitng thong tin trén la chinh xdc.

HaNoi, ngay 15thang 04 nim 2026
Gidm doc cong ty
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