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Copy gy

_ OCCUPAT |ONAL HEALTH AND SAFETY MANAGEMENT SYSTEM
i - CERTIFICATE OF CONFORMITY

This is to certify that Occupational Health and Safety Management System of

{53 Nanjing Vishee Medical Technology Co., Ltd

R .
g‘ s Consolidated Social Credit Code:913201007217994654

R . (Register ADD:Building 9, No.19, ningshuang Road, Yuhuatai District,
i § Nanjing City, Jiangsu Province postcode:210000)

by reason of its
Occupational Health and Safety Management System
has been awarded this certificate for compliance with the standard

GB/T 45001—2020/1S0 45001:2018

This certificate is valid in the following aréa:

4 : )

i Sales of medical devices and

a related activities within the scope of |icense
"g ADD:Building 9, No.19, ningshuang Road, Yuhuatai District,
ke

b Nanjing City, Jiangsu Province.

5| The No. of this certificate is: 02822510324R0M

| This certificate is valid from:Apr.24.2022 to Apr.23.2025

& : Date of issue:Apr.24.2022

- , —

*j . Beijing Zhong; An Ju Huan Cemﬁnaum Center Co.,Ltd

(Former 8 tl(‘cmﬁcatmn Center of QU ality System)
(ADD: A 22th floor,Free Town, \u :F South Road,East 3rd ,ting Road Chaoyang District,Beijing
“-." Postoode: 100022). /

% : ""n"s'"*“ By~
R . 5&

@I

WEFHE
CNAS o
v MANAGEMENT SYSTEM
CNAS C028-M

| | EHEREHR

The website of inquiry certificate: Certificate Status  Contzct Info
http: //www.enca.gov.en
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PRz ERERNIEES

ZARE T LFEIPAET OFRA T FZ, FHil

GEM it -

ARERETRRRNERAR

G—iSERRG: 913201007217994654
ILHEMETTNAEE X T 19 5 9 & HE4s: 210000)
Pk &Sk R HE.

GB/T 45001—2020/1S0 45001:2018

NUETG B st F
VFR] I8 B P BT SRR B R A R 5B

Hibk: THEMRETRIES KT 195 9 #.
FEMS:  02822510324R0M

BHRAW: 2022 4E 04 A 24 HE 2025404 H 23 H

AE H 3. 2022 4 04 A 24° 8

~
P

b3 2R R ATE BB LA SR A 7
(B8 41 A& BN ER )

ik JERITHHX R =5 S8 Saikn1 S22 ih4: 100022)

1% 4

EAE

R A

HHER

MANAGEMENT SYSTEM
CNAS C028-M

EREREHAR:
The website of inquiry certificate;
hitp://www.cnca.gov.en
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Copy ogryres

ENVIRONMENTAL MANAGEMENT SYSTEM
CERTIFICATE OF CONFORMITY

This is to certify that Environmental Management System of

Nanjing Vishee Medical Technology Co., Ltd

Consolidated Social Credit Code:913201007217994654
(Register ADD:Building 9, No. 19, ningshuang Road, Yuhuatai District,

Nanjing City, Jiangsu Province postcode:210000)
by reason of its =
Environmental Management-System
has been awarded this certificate for compliance'with the standard

GB/T 24001—2016/1S0,14001:2015

This certificate is valid in the following area;
Sales of medical devices and
related activities within the scope of license

| ' ADD:Building 9, No.19, ningshuang Road, Yuhuatai District,
. Nanjing City, Jiangsu Province.

I The No. of this certificate is: 02822E10342ROM

| This certificate is valid from:Apr.24.2022 to Apr.23.2025

Date of issue:Apr.24.2022

| Beijing Zhong- Au-Zhi-Huan Certification Center Co.,Ltd

| (Former 8 ¢ [ Certification Center of Quality System)

] (ADD: A 22th floor,Frec Town,1ih.58 Soith Road,East 3rd,ring Road Chaoyang District,Beijing
\\ Posteode: 100022) . //

1% 2

I EIRET

FFFE A

BEER

MANAGEMENT SYSTEM
CNAS C028-M

ERERENAR:

The website of inquiry certificate; Certificate Status Contzct Info
http: //www.cnca.gov.en
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FARGERETNERBERAHE

G—i2ERRIE: 913201007217994654
IHAEHETRIES X T WK 19 2 9 HB%: 210000)
FEERRRFTE:. —
GB/T 24001—2016//8’0 14001 : 2015
NS [ 78 2240 °F

VFRIVE Y T B R B AR S

Huht: LHRERERNTHEES KT 19 2 9 H.
FEMNS:  02822E10342R0M
ARA:2022 4204 A 24 HE 2025404 A 23 H
AWGIE H: 2022 4704 H 24 H

—~,
™

N
“

TR B R A PO R 4 7]
(FU8 + 1 A AR )

(Mt jt?:?h‘ﬁﬂlfﬁ[ﬁtz'fﬁ@%ss%:‘;ﬂiﬁ#«d 15222 HR%: 100022)
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RFE A

BERER

MANAGEMENT SYSTEM
CNAS €028-M

EREREAR,

The website of inquiry certificate; ﬂﬂ*kngﬁl
http: //www.cnca.gov.en
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‘Nanjing,

~ General Manager: fiy = 15

 REGISTRATIONNO, 04720Q10369R 1M

22 7 £ - BERTIFICATE
_OF QUALITY MANAGEMENT SYSTEM

' Thﬁ as to certlt) that the qualtty management system of

‘NANJING VISHEE MEDICAL TECHNOLUG’Y CO,,LTD
Resistered Address: & buildings, No. 19 Ningshuang Road,Yuimam District, Nanjing
Manufactaring Address: 9 buildings, 3 floors (except 301 rooms, 305 ‘rooms), 4 floors, and 9

floors of Yunmi- lnformatmn lndustry Plam, 19 ’\Imwshuang Roatl, Yuhuatai Distrm:,.
= | P \"\

" Has been assessed and centormed to the following $ia

GB/T 19001-2016 idt 1ISO 9 ui" :

The cerhficate is vahd for the fel!awmg scope:
Design develapmem, pmdtmhon and services for:Myos
S4 30 S-r 10~ 54 500 54 g0 34 70 24 su) bmfeﬁdback S}’Sm b .
infiniti system. vagxnal electrode, rectal electrode, mmpﬁte e
the‘rapv software, hm!hedbaek and stimulation software, neonatal ele;:treﬁnmphaiograph“

—pelvie floor musc!c tramer, myotrac infiniti system(xi‘ormerk&ds,. xfnrmer lﬁﬂdfarmeﬂoe\ :
saY801. 529802 sa98,031. 53'3304\ sa9805-. 529806+ sa?ﬁﬁs‘ sa9816) dls posable vaginal
probe. : -

Date Gf issue: Octaber 20, 1920
S ~ Date efe’t' iry: Octaber 19,2023

BElJTNG HUA GUAI\G CERﬂﬁCATION’
OF MEDLCAL DEV!CES co., LTD

ﬁFEh}fT

@F«T\.&U\

BEER

MANAGEIV'ENT 8Y STEM
Cl_\:AS_ CQ4? M

= \b(r This nrn!'iusu Wil nst }Jr.- rantmntmi} ulld hm!l lke orgamivation has been approved in the lanual riificate h(urm.:llw are wvailable vn the

of the People’s Republic of China (htip: [ havwcaca. g imitg nt‘C\uJ {hiep: unm.mm cosu.cm Md.ms
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REGISTRATION NO.04720Q10000458

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

NANJING VISHEE MEDICAL TECHNOLOGY CO.,.LTD
Registered Address: 9 buildings, No. 19 Ningshuang Road, Yuhuatai Distriet, Nanjmg
Manufacturing Address: 9 buildings, 3 floors (exeept 301 rooms, 305 rooms), 4 floors, and 9
floors of Yunmi Information Industry Plaza, 19 ngshuang Reoad, Yuhuatai District,
MNanfing,

Has been assessed and conformed o the follewmgs ands

Design development, production and services fo _' . (84 10~ 54 20,

54 m_» 34 s 54 5. 54 &0 54 g0+ S450) , biofeedbacky

pelvie floor muscle trainer, myotrac mfimtu system (xformerkidsSXformer100- xformer200-
529801, 529802, 529803 $a9804. sa9805. sa9806. sa9808. 549816) .dis posable vaginal
probe. -

~ Date of issue: October 20,2020

: - Date of expiry: October 19,2023 : -
General Manager: Z % : ' :

BELJING HUA GUANG CERTIFICATION
OF MEBICAL DEVICES CO., LTD.

& ot Thlis ceriificate will net be mu:munnst; nlhi unnl the orgunization hes been upproved in the annui! surveillace audie The ceriificuic Information ire nyailible on lhr -

“wehsite af 1Ge and of the Peaple’s Republic of Ching (hitp:ivwwcnea govien) ar the welbsite ol CMD thitp: s, cmide.camoen), Address:
- ﬂnurnl‘jhun; Ldan bulldmg. No,jiafi¥, An Ding en Wai ﬁﬂﬂ,mﬂlm district, Mjmg IH001E BIL China  Telephone: $10-62351 903
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	一、投  标  函
	二、授权委托书
	三、投标人资格文件
	1.投标人满足《中华人民共和国政府采购法》第二十二条之规定
	（1）投标人有效的企业法人营业执照
	（2）有良好的商业信誉和健全的财务会计制度（2021年度审计报告）
	（3）具有履行合同所必须的专业技术能力的承诺书
	（4）有依法缴纳税收和社会保障资金的良好记录（投标企业2023年1月1日以来依法缴纳税收及社会保障金
	（5）参加政府采购活动近三年内，在经营活动中没有重大违法记录的声明

	2.投标人第二类医疗器械备案凭证、制造商资质、产品授权书
	（1）投标人第二类医疗器械备案凭证
	（2）制造商资质（营业执照、生产许可证、二类备案凭证）
	（3）产品授权书

	3.投标产品医疗器械注册证
	4.法定代表人为同一个人的两个及两个以上法人，母公司、全资子公司及其控股公司，不得同时投标的承诺书
	5.供应商通过“信用中国”网站（www.creditchina.gov.cn）查询“失信被执行人”、
	6.非联合体投标承诺书

	四、开标一览表
	五、技术规格偏离表
	技术参数中要求提供的技术支持资料
	（1）产品技术参数及偏离表附件证明材料
	附件1：整机通过YY/T 0994-2015 磁刺激设备行业标准
	附件2：整机通过电磁兼容性EMC测试
	附件3：风冷冷却技术专利证书、可连续工作24小时
	附件4：最大磁感应强度：6T
	附件5：磁场深度可达6-8cm

	（2）产品配置清单
	（3）产品检验报告
	（4）产品说明书
	（5）产品彩页

	六、分项报价明细表
	（一）货物（服务）分项报价一览表
	（二）小型、微型（监狱、残疾人福利性单位）企业产品明细表

	七、投标人业绩汇总表
	1.商丘市第五人民医院
	2.开封市妇产医院
	3.平顶山市中医医院
	4.郑州中医骨伤病医院

	八、中小企业声明函(货物)
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