SGSNo: ASI 094146

SUPPLIER ASSESSMENT REPORT
WY R PRAG R S

Audited Company: | Changzhou Huankang Medical Device Co., Ltd.
Oy N 1T R B 7 B b PR A 7

Representative of
Audited Company:
B A% s FARER BEYRE | AP T

Mr. Wengun Mo / Production Dept. Manager

Audited Site: Jiaoxi Industrial District, Zhenglu Town, Changzhou, Jiangsu,
e I T China

VLT3 H M TS RE AR AR TAb A rp X
Consigner of Made-in-China.com
Assessment:
XA TT
Audit Type: X Initial Audit [ER/S T
RIS [ ] Follow-up Audit  #kHi k%

[ ] Re-audit T %

Company Review

Valid date: From Apr. 08, 2009 To Apr.07, 2010
AR H M
Verify report: as.cn@sgs.com
E{: 8= ATl
Auditor 5 4% i Roger Wang

Reviewed by ##%: | Jeremiah Yu

This document is issued by SGS subject to its General Conditions of Service printed_overleaf or available on request and accessible at
www.sgs.com <http://www.sgs.com/ <http://www.sgs.com/>>. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues defined therein. Any other holder of this document is advised that information contained hereon reflects SGS’s
findings at the time of its intervention only and within the limits of Client’s instructions, if any. SGS’s sole responsibility is to its Client and
this document does not exonerate parties to a transaction from exercising all their rights and obligations under the transaction
documents.

Strictly Confidential © SGS-CSTC Standards Technical Services Co., Ltd.


http://www.sgs.com
http://www.sgs.com/
http://www.sgs.com/>>
mailto:as.cn@sgs.com

Company name  : Changzhou Huankang Medical Device
Co., Ltd.
Mﬂ-iﬂ-tﬁiﬂa.cﬂm Audited site : Jiaoxi Industrial District, Zhenglu Town,
|:|:| *l] :"E m Changzhou, Jiangsu, China
. SGS Job No. 1 QIP-ASI094146
Supplier Assessment Report Q

Page No. 2 of 17
Revision No. 205

CONTENTS H3x

1. Company Profile A &8t

2. Audit Checklist and result FZREAER LKL R

2.1 Business License TR L8

2.2 Production Capacity 4=/~ ¢ 11

2.3 Foreign Trade Capacity 451 fiE /)

2.4 Product Research & Development Capacity 7= i T & fig

2.5 Quality Management System and Product Certification
U BE R G  IE

2.6 Suppliers/ sub-contractors Control At &/ &, i 45 il

2.7 Production Process Control 4 7= i 2 Jii 44

2.8 Random Product Inspection and Continuous Improvement
BEATLFR 7™ it A 56 5 5 22 ek

2.9 The Company Development Plan A &) & 11 %)

3. Attachments 4
3.1 Documents 3 {4
3.2 Photos &}

This document is issued by SGS subject to its General Conditions of Service printed_overleaf or available on request and accessible at
www.sgs.com <http://www.sgs.com/ <http://www.sgs.com/>>. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues defined therein. Any other holder of this document is advised that information contained hereon reflects SGS’s findings
at the time of its intervention only and within the limits of Client’s instructions, if any. SGS’s sole responsibility is to its Client and this
document does not exonerate parties to a transaction from exercising all their rights and obligations under the transaction documents.

Strictly Confidential © SGS-CSTC Standards Technical Services Co., Ltd.



http://www.sgs.com
http://www.sgs.com/
http://www.sgs.com/>>

A ade-in-China.com

+ & & E M

Supplier Assessment Report

Company name  : Changzhou Huankang Medical Device
Co., Ltd.

Audited site : Jiaoxi Industrial District, Zhenglu Town,
Changzhou, Jiangsu, China

SGS Job No. : QIP-AS1094146

Page No. © 3 of 17

Revision No. - 05

1. Company Profile 2 & #tH

Name of the Audited Site
B W 3 T 44 Bk

Changzhou Huankang Medical Device Co., Ltd.
WM TR RS S 7 R B PR

Date of Foundation /37 H #

Jul. 08, 1988

Registered capital in RMB
AN RT)

RMB 1,080,000

Address ik

Jiaoxi Industrial District, Zhenglu Town, Changzhou, Jiangsu, China
LI PN T et AR T AR X

Contact Person Bt & A

Ms. Spring Feng / Foreign Trade Dept. Manager
H3CHE | AR B

Tel. L% 0086-519-88909800 0086-519-88906800
Fax 1410 0086-519-88906900

E-mail 7 IBAH

hk@huankang.com

Market Distribution T34

Main client =21% 1

X China
] North America

L] Africa [ Australia
[] East Asia (Korea/ Japan) [X] Europe
[] South America [] Other

Main Operations FEiz/E

Products Manufactured/ Sold
AP IR I

Disposable vaginal speculum, urine drainage bags, medical tube,
disposable colostomy bags, vagianl irrigation sets, wound suction sets,
ID.bracelate etc.

Total floor size of the audited

site Y H %I BT RS AR

13,500 Square meters

This document is issued by SGS subject to its General Conditions of Service printed_overleaf or available on request and accessible at
www.sgs.com <http://www.sgs.com/ <http://www.sgs.com/>>. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues defined therein. Any other holder of this document is advised that information contained hereon reflects SGS’s findings
at the time of its intervention only and within the limits of Client’s instructions, if any. SGS’s sole responsibility is to its Client and this
document does not exonerate parties to a transaction from exercising all their rights and obligations under the transaction documents.

Strictly Confidential © SGS-CSTC Standards Technical Services Co., Ltd.



http://www.sgs.com
http://www.sgs.com/
http://www.sgs.com/>>
mailto:hk@huankang.com

Company name
AAade-in-China.com audited site
b E &l & M
Supplier Assessment Report SGS Job No.
Page No.
Revision No.

: Changzhou Huankang Medical Device
Co., Ltd.

: Jiaoxi Industrial District, Zhenglu Town,
Changzhou, Jiangsu, China

: QIP-ASI1094146

o4 of 17

. 05

2. Audit Checklist and result EZRER LG R

2.1 Business License TR& R

Item | Content % Yes/ No | Observations /Comments &3l /{38

WiH Py i

2.1.1 | Does the company have valid business Refer to business license provided; it stated
license (the company name, address, Yes this company should be a trading and
product/ business scope complied with actual manufacturing business unit. The license
situation or not)? should be valid till year 2014.

W A% T REE A P E R (AT LT The company name and address stated in
Ml 7 SS9 PR T A B2 R L) business license were same as mentioned
fi) 2 in the report.
The business license indicated product
scope of this company was manufacture
and sale medical product, plastic product,
parts and import & export business.

2.1.2 | s the annual review done by local authority | Refer to business license provided; it was

(Industrial & Commercial Bureau)? reviewed in year 2009.
A M AT B OG (L1 Jm)) AR AR I 2

2.1.3 | Who is the corporative representative? Mr. Cailona Zhai (24
PR AL 2 - Cailong Zhai (#£:477%)

2.1.4 | Conclusion: is it confirmed that the audited Refer to business license provided; the
company is a real manufacturer, foreign Yes company should be a combined one.
trader or combined?

50 BEMEIANZA T —RER .
S e 2
End of this section, and continue with next page. AT 45%, - Ji4k%E,
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2.2 Production Capacity &r= g
Item | Content N% Observations / Comments &I 738
T H
2.2.1 : : Refer to financial report; the annual
What is the annual revenue (export and /or import ' .
revenues) at the company based on the data of rz%\g%nue was about RMB 12,914,127 in year
government annual review report/ documents or other '
reliable financial report?
AR BURFFB I RO AF B W A A ) SO I AT 5 A I 554
By A FAERLENS (R /e D) &2 b 2
2.2.2 If no financial report can be shovv_ed, to calculate the Please refer to 2.2.1
annual revenue based on production report, how much
is the estimated annual revenue?
USRS AR R g B A% A UPAL, AR A s 1
VS (O R D 2
223 What is the factory floor size? 1] [HFR K/ ? 5,000 square meters
2.2.4 | please describe the production flow involved at the Raw material— inspection— injection
factory. molding — assembly— packing—
EBHIRZT) G RP R, disinfect— testing— warehouse
2.25 Please describe the main facilities used at the factory. Refer to below Sheet.
VERA T P T ) R
Facility name Brand/Specification Quantity | Number of years used Status
Wit 44 Bk st B/ RS Kt CL AT 4 B ARG
Injection molding / 15 / Good
machine
Bag heat-sealing / 24 / Good
machine
Extruding machine / 7 / Good
Sterilizing equipment / 2 / Good
2.2.6 | Please gzithgr the employee details by department. Chairman 1
T AT I DL R Q.C. Staff 5
Sales 8
Financial Staff 3
Purchase Dept. 6
Production Dept. 137
Number in total: 160

End of this section, and continue with next page. AT 5%, - JI4k4E,
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2.3 Foreign Trade Capacity #MHfe

Item | Content % Observations /Comments &I /i1 F¢
T H
2.3.1 | How many foreign trading staffs in the company ? and Based on interview; there were 5 foreign
\{\{hat are their educatlnon Ievgl/ working experience? trade staffs in the site and they had
AT Z AN AT BEE AP RITAELSE | university or junior college level education.
t?
# One staff had 6-7 years working experience
while the others had 1-4 years experience.
2.3.2 | How about the English level (reading, writing and Based on interview; the staffs had good
speaking) and foreign trading experiences based on reading and speaking capability and
interview and education certificate (e.g.: do they know relevant foreign trade experience.
what the LC and FOB are)?
MR TR BB UETS, AR S St K1 S M S 225
BFE?
2.3.3 | Does the trading staff clearly know the responsibilities of | Based on interview, they knew clearly their
trading jobs? responsibilities.
A0 SN B b A L T AR g 2
2.3.4 | Does the trading staff clearly know the product and Yes. Based on interview, the trading staffs
relevant technical information? o knew the basic information of product and
AN DT B AN TE A O i AR B AR B 2 relevant technical.
2.3.5 | Does the company have successful experience of global | yes, the company had successful
cooperation? _ experience of global cooperation.
If Yes, please list the oversea clients’ names. _ _ _
2N T BT I A R & A R 2 e 2 Wiy, %1 | But no oversea clients’ names list provided
RN P 3 B due to business secret.
2 3.6 | Does the company have oversea agency? No oversea agency
A A eI AR AL 2
2.3.7 | Please mark the annual export capacity. Refer to financial report; the revenue was
THRIE IR A AR L RE ) about RMB 4,800,000 in year 2008.
2.3.8 | Conclusion: Do you think the company has foreign Refer to the documentations of the
trqdmg experience and competent staffs? company and interview with the employees
45k IR IZ A mLE A BAT AN A 2 AT e D AR 5 and management, auditor noted foreign
A ? trading experiences of the company and
competent staff in the company.
2.3.9 | Please describe: what does the audited company have Refer to foreign trade dept. staff, the
to do before getting contract from the oversea client following actions would be needed:
based on the past experience? - Collect special requirements of the
VIR AR LR, %A RSN T products for client
T A4 2 - Sample confirmation
- Confirm contract details
- Production and follow up

End of this section, and continue with next page. A 45%,
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2.4 Product Research & Development Capacity ;=& I K EES

Iltem
i H

Content N &

Observations /Comments &I 3 F

24.1

How many R&D staffs at the company? And what are
their education level/ working experience?

AT Z /DB RN 5T AR K TS
R ERE 2

Based on interview; it was a manufacturing
company and they had relevant experience
in improving products according to
requirement of client.

242

List the successful project(s), if have.
WRAZA A R B, 58 .

N/A

243

Is there relevant design input, output, review,
verification and validation documentation available to
auditor for review?

FHMN B Fd . VP B UE SISO E sk
SR IZ A VEHI G 2

N/A

244

Are the R&D staffs equipped with adequate instruments
/apparatus based on the on-site observation?

If Yes, please list the key facilities provided, such as
equipments, software and etc.

AC AT A A B L BT RN G 2 i e 45
AR, RS, TS R s A

N/A

245

Does the company have an effective design change
control procedure in place?

B m A A B B S R Y ?

N/A

End of this section, and continue with next page. A 545, - Ji4k%E.
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2.5 Quality Management System and Product Certification A REHE ALK 5= MiAE

selling designation (UL for US, CCC for

China, CE for Europe ...) at the company?

I) Product certification list? if have

II) Sample of product certification, if have
(at least one of key products)?

[II) Copy of product certification sample (1-5
key products, if have)?

TEZA ], AR AR RS 5 SR A T AR

7 i R A TR 2

) WA, R AR T A

) GnsRAT, 3R G B A UE R A i 2
(b 147 0h)

) 7wt S A IEE B REIA (R, 1~54
77 n) 2

Item | Content % Yes/ No | Observations /Comments &I /{1 %
Wi H P
2.5.1 | Has the company obtained the valid ISO9001 Certificate
"~ i i i Yes
certificate for their quality management -
system? Such as 1ISO9001, QC080000 and Certificate No: SY 60011462 0001
etc.
- . o e Issued by TUV.
A AT SR B R R AT A A IR o
WFIEFS 2 44 1S09001, QCO80000 4%, The certificate will be valid till year 2010.
ISO13485 Certificate
Certificate No: SY 50061913 0001
Issued by TUV.
The certificate will be valid till year 2010.
2.5.2 | Is product certification done in terms of Yes CE Certificate

No.: DD 60011459 0001

Product: disposable vaginal speculums,
disposable drainage bags, disposable
colostomy bags, nasal oxygen cannulae,
suction catheters, stomach tubes, catheters,
rectal tubes, endotracheal tubes, disposable
vaginal irrigation sets, feeding tubes.

Issued by TUV.

End of this section, and continue with next page. AT 45%, - Ji4k%E,
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2.6 Suppliers/ sub-contractors Control #EN / 43R #51

Item | Content % Yes/ No | Observations /Comments &I /i F

Wi H P

2.6.1 Doe?fth?_ companly es/tablti)sh art]d iTpIement Ves Auditor noted the company established
an ellective suppliers/ sub-contractors procedures for the assessment of its
:f:ig;?g)?gtcﬁig?izdgfriLf\évptllli(é?/Z?J\E)ers the supplciierc'is and approval supplier list was

- rovided.

contractor)? P
TR AR L AT R ALY 1 4
i VA A 7 (B4 T 632 IR AR N 7 1 AMEL R A
k) ?

2.6.2 | Does the company use the results of the Ves Auditor noted the assessment reports were
Zits:z;?gﬁgtssot& g:stgrmlne acceptable/non evaluated by the company.
LN A AR DA 11 25 ket & 15 R H
IR R AMOTR ?

2.6.3 Doesttr)he company keep the assessment Yes Auditor noted the assessment reports were
report: kept well.
W2 AR AT R 2

2.6.4 | Does the company retain an updated list of Supplier list was updated in year 2009

o approved suppliers/ sub-contractors? Yes '

A AR SR G AR AL N R SN —
WK 2

2.6.5 | Are written instructions available for Ves Refer to on-site observation; auditor noted
incoming material inspections ftesting? there were the documented instructions for
A SRR R TR S| 2 incoming material inspection.

2.6.6 | Are raw materials inspection state clearly Yes Refer to on-site observation; auditor noted
Itf(’jjjzntt;\lzgjjqitﬁ*“imf s 2 the inspection status was marked clearly.
)RS IS NS Ve e MR IR 7

2.6.7 | Isinspection and testing result recorded and Ves Auditor noted that the company had
maintained? o recorded the inspection result and
56 55 MR &6 A SR IR A 2 maintained well.

2.6.8 %Are pr?ce_dlur%s of trt1e7control and release Yes Auditor noted a clear procedure for material
or maierial agequate:: release and recall.
P AL A B B AR i 2 g 2

2.6.9 | Is non-conforming material adequately Yes Refer to the provided procedure; all non-
identified and cqnt\rt;lled?\ A conforming material would be refused into
NGRS PRI IE A bR R e 2 warehouse and marked clearly.

2.6.10 | Are stor_a?er;acilities and handling methods Ves Yes, the material was stored in a separated
appropriate: warehouse.
fif A7 B ANRAZ D7 VA0 g 2

End of this section, and continue with next page. A 45%,
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2.7 Production Process control I3 R E 4]

Item | Content N % Yes/ No | Observations /Comments & /13- %

WiH Py i

2.7.1 | Are the following items /documents provided Yes The company’s tech. team had made the
at appropriate location and under control when relevant work instruction and standard.

2
necessary: Refer to site observation; there were
- Work Instructions /procedures documented work instructions,
. workmanship standard provided in the

- Workmanship standard /acceptance workshops.
- Golden sample /Approval sample
A, AR DA SR AR T AT 13
2
- LAREIRSI IR
- L EkRUE B2 bR UE
- EAERIRE A

2.7.2 | Are the environmental conditions such as Yes Yes, the environmental condition was
tidiness and cleanliness being controlled and suitable for the operation performed.
suitable for the operation performed?
AT, B RERESZ TIFES 4
e (I

2.7.3 | Is corrective action documented and followed- Yes Auditor noted that the company had
up? established this procedure and the record
2 E RS AT sk A g 2 were kept well.

2.7.4 | Are written inspections /testing instructions Yes The company had established the
available? procedure for inspection and testing. There
H XA IR R Fe T g 2 were relevant document provided to

review.

2.7.5 | Are appropriate inspection /testing equipments Yes Refer to site observation; the company had
available? appropriate inspection / testing equipment.
AIE IR R 1% 2

2.7.6 | Does the company carry out a 100% function Yes All products were inspected 100% for
and visual inspection? function and visual inspection.
A FAIAT 100% D fig S AP R 2

2.7.7 | Are non-conforming units clearly marked/ Yes Refer to site observation; all non-
segregated to prevent accidental dispatch? conforming units were segregated and
AN AT T AR TR 8 25 DA R S T marked clearly.
fi NG 2

2.7.8 | Isinspection and test result recorded and Yes Refer to site observation, there were
maintained? inspection and test result recorded and
K 5 M 4 R AT SRR R 2 maintained well.

End of this section, and continue with next page. AT 5%, - Ji4k%E,
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2.8 Random Product Inspection and Continuous Improvement 7= 5 BEAU L -5 Fr a2 ok

Item | Content N% Yes/ No | Observations /Comments & /13- %

i H P

2.8.1 | Isthere a procedure to conduct random Yes Auditor noted that the company the
product inspection after final packaging in company had established this procedure
place? and relevant records were kept well.
el R TP )G, AL dhhlFE
KR 2

2.8.2 | Isthere a clear procedure for handling Yes Refer to the relevant documentation; All
customer complaint? customer complaint was handled by QC.

; o L Dept. staffs. They would follow up the

SRR FF AL B P 3R 2 oo, Y P

2.8.3 | Are corrective & preventive actions Yes Auditor noted the company had
mechanism established and implemented documented procedure for corrective &
effectively (including the suppliers/ sub- preventive actions mechanism.
contractors control, incoming inspection,
process control, final inspection and
customer complaint)?
e ST IFAT AT A 1E S PR Fe AL
(ERLEEINA IR ON EEh NI S ST U ETE = [EF (72
R B BEJR) 2

2.8.4 | Can the finished/packaged product be Yes Refer to site observation; auditor noted that
traced by lot identification to the appropriate the company had established this
raw materials test reports? procedure for lot identification.
I 1R 58 B BE A A8 W1 2 B A B 4k 7 2

End of this section, and continue with next page. A 45%,
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2.9 The Company Development Plan MV it %)
Iltem | Company Development Action(s) Timeframe
WH | AvlREATS) IR
1 A new workshop building would be put to use in this year. 2009

2 The company claimed that the target annual revenue was about RMB 30,000,000 | 2009
in year 2009.

End of this section, and continue with next page. AT 45%, - Ji4k4E,
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3. Attachments pf$f
3.1 Documents X4

Description: Business License Description: Land property certificate (copy)
Description: Foreign trader operator registration Description: CIQ Registration
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Description: CE certificate

Description: ISO9001 certificate

Description: 1ISO13485 certificate
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3.2 Photos B i

Description: The Company Building Description: Office Building

Description: Raw materials warehouse Description: Finished product warehouse
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Made-ﬂn Chma

Description: Workshop

Description: Workshop Description: Workshop

Made-ammhmmo

-

. EEmgy
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Description: Sterilizing equipment Description: Testing instrument
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Description: Testing instrument

Description: Testing instrument

-- End of the Report --
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