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Client . Anhui Forestwind Co.,Ltd

Contact Information  : Daxin Industrial Park, Taihe Town,Fuyang City,Anhui Province

Contact Person ! Cheng Fei

Sample Description As Declared :

No. Of Sample : One(1)

Product Description : Medical protective clothing(non-sterilization)
Lot.No/Batch Code : 20200830

Colour : Blue

Manufactuer name . Anhui Forestwind Co.,Ltd.

EN 13795-2:2019 Surgical clothing and drapes - Requirements and
test methods - Part 2: Clean air suits

Test type :  Partial test

Test Performed : Selected Test(s) As Requested By Applicant

Test standard

Applicant’s Provided Care
Instruction/Label :

Sample obtaining method:  Sending by customer
Sample Receiving date: 2020-09-11
Test Period: 2020-09-11 to 2020-09-25

Ft_)_r and on behalf of
TUV Rheinland / CCIC (Qingdao) Co., Ltd.

2020-09-25 Assistant manager

Date Name/Position

Sample information is provided by customer. Test result is drawn according to the kind and extent of tests performed.
This test report relates to the above mentioned test sample. Without permission of the test center this test report is not
permitted to be duplicated in extracts. This test report does not entitle to carry any safety mark on this or similar
products.

TUV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
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A_ TUVRheinland®

Precisely Right.

Test Report No.: 178144036a 001f

Page 2 of 5

Conclusion

Microbial Penetration-Dry”
Particle Release”

Cleanliness Microbial /Bioburden”®
Bursting Strength-Dry #

Tensile Strength-Dry #

Note : P = Pass
# = No Comment
N/A = Not Applicable
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F = Fail
- = Did Not Perform
* = See Remark

A=Indicates that the test is sub-contracted to a laboratory which complies with the requirement of

ISO/IEC 17025:2017.

Material list
Material No. Material Color Location
MOO01 Whole Product Blue Medical protective clothing(non-sterilization)

TUV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
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1. Microbial Penetration-Dry*
Test method . ENISO 22612:2005

MO001

<1CFU

Remark: Including seam.

2. Particle Release?
Test method : ENISO 9073-10:2004

MO001
2.15 log40 (Lint Count)

Remark: Including seam.

3. Cleanliness Microbial /Bioburden”
Test method . ENISO 11737-1:2018

MO001
69 CFU/100cm?

Remark: Including seam.

Requirement

=100 CFU

Requirement

<4.0 log,, (Lint Count)

Requirement

<100 CFU/100cm?

TUV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
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4. Bursting Strength-Dry *

Test method : ENISO 13938-1: 2019

MO001 Requirement
-Fabric 182 kPa =40 kPa
-Seam 280 kPa =40 kPa

5. Tensile Strength-Dry

Test method . EN 29073-3:1992
MO001 Requirement
-Fabric =20N
Lengthwise 122.4N
Widthwise 62.8N
-Seam 65.9N =20N

TUV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
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Sample Photo

- END -
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General Terms and Conditions of Business of TUV Rheinland in Greater China

1 Scope

Ll ‘These General Terms and Conditions of Business of TUV Rheinland in Greater
China (“GTCB”) is made between the client and one or more member entities of
TUV Rheinland in Greater China as applicable as the case may be (“TUV
Rheinland”). The Greater China hereof refers to Mainland China, Hong Kong and
Taiwan The client hereof includes :
W a mmnnl person capable to form legally binding contracts under the applicable laws
ncludes the contract not for the purpose of a daily use;
[} me mcmpmmed or unincorporated entity duly mgm\lzed validly existing and
pable to form legally binding contracts under the a
12 The tollowing terms and condtions apply 10 agrced services mchuding consulancy
services, information, deliveries and similar services as well as ancillary services
and other secondary obligations provided within the scope of contract performance.
13 Any standard terms and conditions of the client of any nature shall not apply and
shall hereby be expressly excluded. No standard contractual terms and conditions of
the client shall form part of the contract even if TUV Rheinland does not explicitly
object to them.
1.41n the context of an ongoing business relationship with the client, this GTCB shall also
future contracts with the client without TUV Rheinland having to refer to
them separately in each individual case.

2. Quotations
Unless otherwise agreed, all quotations submitted by TOV Rheinland can be

changed by TOV Rheinland without notice prior to its acceptance and
confirmation by the other party.

3. Coming into effect and duration of contracts
3l The contract shall come into effect for the agreed terms npm\ the quotation letter of
TUV Rheinland or a 1d being signed by both

parties, or upon the works requested by the client being o out by TOV
Rheinland. If the client instructs TUV Rheinland without receiving a quotation from
TUV Rheinland (quotation), TUV Rheinland is, in its sole discretion, entitled to
accept the order by giving written notice of such acceptance (including notice sent
via electronic means) or by performing the requested services.

32 The contract term starts upon the coming into effect of the contract in accordance
‘with article 3.1 and shall continue for the term agreed in th
33 If the contract provides for an extension of the contract term, the contract term will

be extended by the term provided for in the contract unless terminated in writing by
cither party with a six-week notice prior to the end of the contractual term.

»

Scope of services

41 The scope and type of the services to be provided by TUV Rheinland shall be
specified in the contractually agreed service scope of TUV Rheinland by both
parties. If no such separate service scope of TUV Rheinland exists, then the written
confirmation of order by TUV Rheinland shall be decisive for the service to be
provided.

42 The agreedservices shall be performed in compliance with the regulations in force
at the time the contract is entered into

43 TOV Rheinkand is entiled to determine, in it sole discretion, the method and nature
of the assessment unless otherwise agreed in writing or if mandatory provisions
require a specific procedure to be followed.

44 Onexecution of the work there shall be no simultaneous assumption of an
‘guarantee of the correctness (proper quality) and working order of either tested or
‘examined parts nor of the installation as a whole and its upstream and/or
downstream processes, organisations, use and npplmmn in accordance with
regulations, nor of the systems on which the sed. In particular, TUV
Rheinkand shall assume no responsibilty for {he consirction s:]eclmn cf materials
and assembly of installations examined, nor for their use and applica
accordance with regulations, unless these questions are expressly covered by the
contract.

45 Inthe case of inspection work, TUV Rheinland shall not be responsible for the
accuracy or checking of the safety programmes or safety regulations on which the
inspections are bused, unless otherwise expressly agreed in writing.

4.6 1f mandatory legal regulations and standards or official requirements for the agreed service
scope change after conclusion of the contract, with a written notice to the client,
TUV Rheinland shall be entitled to additional remuneration for resulting additional

expenses.

4.7The services to be provided by TUV Rheinkand under the contract are agreed exclusively
with the client. A contract of third parties with the services of TUV Rheinland, as
well as making available of and justifying confidence in the work results (test
reports, test resuls, expert reports, eic.) i not part of the agreed services. This also
applies if the client passes on work results - i full or in extracts - o third parties in
accordance with clause 11.4.

5. Performance periods/dates

5.1 ‘The contractually agreed periods/dates of performance are based on estimates of the
‘work involved which are prepared in line with the details provided by the client.
‘They shall only be binding if being confirmed as binding by TUV Rheinkand in

52 Ifbinding periods of performance have been agreed, these periods shall not
commence u client has submitted all required documents to TUV Rheinland.
53 Anticles 5.1 and 5.2 also apply, even without express approval by the client, to all

extensions of agreed periods/dates of performance not caused by TUV Rheinland.

5.4TUV Rheinland is not responsible for a delay in performance, in particular if the client has
not fulfilled his duties to cooperate in accordance with clause 6.1 or has not done so
in time and, in particular, has not provided TUV Rheintand with all documents and
information required for the performance of the service as specified in the contract.

5.51f the performance of TUV Rheinkand is delayed due to unforesecable circumstances such
as force majeure, strikes, business disruptions, governmental regulations, transport
obstacles, etc., TUV Rheinland i entitled to postpone performance for a reasonable
‘period of time which corresponds at least to the duration of the hindrance plus any
time period which may be required to resume performance.

6 The client’s obligation to cooperate

6.1 The client shall guarantee that all cooperation required on its part, its agents
or third parties will be provided in good time and at no cost to TUV
Rheinland.

62 Design documents, supplies, auxiliary staff, etc. necessary for performance
of the senices shall be made avalabie froe of charge by the cent
Moreover, colisboraive action of jent must be undertaken
accordance with legal provisions, Snds ds, oty roguiatons and Soaident
prevention mstrucmons And the client represents and warrants that:

a) it has required statutory qualifications;

b) the product, service or management system to be certified complies with
applicable laws and regulations; and

c) it doesn't have any illegal and dishonest behaviours or is not included in the
list of Enterprises with Serious lllegal and Dishonest Acts of People's
Republic of China.

I the client breaches the aforesaid representations and warranties, TUV
Rheinland s entitled to i) immediately terminate the contract/order without
prior notice; and i withdraw the issued testing reporticerticates if any.

63 The client shall bear any additional cost incurred on account of work having
to be redone or being delayed as a result of late, incorrect or incomplete
information provided by or lack of proper cooperation from the client. Even
where a fixed or maximum price is agreed, TUV Rheinland shall be enitled
o Gharge oxira foas or Such addiions axpense.

7. Prices

71 If the scope of performance is not laid down in writing when the order is placed,
invoicing shall be based on costs actually incurred. If no price is agreed in writing,
invoicing shall be made in accordance with the price list of TUV Rheinland valid at
the time of performance.

72 Unless otherwise agreed, work shall be invoiced according to the progress of the

73 If the exccution of an order extends over more than one month and the value of the
contract or the agreed fixed price exceeds €2,500.00 or equivalent value in loc
currency, TV Rheinland may demand payments on account or in instalments.

8. Payment terms

8.1 Allinvoice amounts shall be due for payment without deduction on receipt of the
invoice. No discounts and rebates shall be granted.

82 Payments shall be made to the bank account of TUV Rheinland as indicated on the
invoice, stating the invoice and client n

83 Incascs of deful of payment, TOV Rheinand shllbe entied o claim defnu}l

interest at the applicable short term loan interest rate publicly announced by
reputable commercial hank i the couniry where TOV Rheinand & located. At he
same time, TOV Rheinkand reserves the right o chaim further damages.

84 Should the client default in payment of the invoice despite being granted a
reasonable grace period, TUV Rheinland shall be entited to cancel the contract,
withdraw the certificate, claim damages for non-performance and refuse to continue
performance of the contract.

85 The provisions set forth in article 8.4 shall also apply in cases involving returned
cheques, cessation of payment, commencement of insolvency proceedings against

the client’s assets or cases in which the commencement of insolvency proceedings

has been dismissed due to lack of assets.

86 Objections to the invoices of TOV Rheinland shall be submitted in writing within
two weeks of receipt of the invoice.

87 TOV Rheinkand shall be enitled to demand appropriate advance payments.

88 TOV Rheinkand shall be entiled to raise it fees at the beginning of a monh if

overheads and/or purchase costs haw increased. In this case, TOV Rheinland shall
notify the client in writing of the rise in fees. This notification shall be issued one
month prior to the date on which the rise in fees shall come into effect (period of
notice of changes in fees). Ifthe rise in fees remains under 5% per contractual year,
the client shall not have the right to terminate the contract. If the rise in fees exceeds
5% per contractual year, the client shall be entitled to terminate the contract by the
end of the period of notice of changes in fees. Ifthe confract is not terminated, the
changed fees shall be deemed to have been agreed upon by the fime of the expiry of

the notice per

89 Only legally established and undisputed claims may be offset against claims by
TUV Rheinkand.

o Acceptance of work

9.1 Any part of the work result ordered which is complete in itself may be presented by
TUV Rheinland for acceptance as an instalment. The client shall be obliged
to accept it immediately.

92 Ifacceptance is required or contractually agreed in an individual case, this shall be

deemed to have taken place two (2) weeks after completion and handover of the
work, unless the clent refuses acceptance within this period stating at least one
fundmental breach of contract by TUV Rheinland.
9.3The client is not entitled to refuse acceptance due to insignificant breach of contract by
0V Rheinland.
9.41f acceptance is excluded according to the nature of the work performance of TOV
Rheinland, the completion of the work shall take its place.
931t clnt v
riif

unable to make use of the time windows provided for within the scope of a

cenifat
TOV Rheinland is entitled to immediately charge a lump-sum compensation of 10%
of the order amount as compensation for expenses. The client reserves the right to
prove that the TUV Rheinland has incurred no damage whatscever or only a
considerably lower damage than the above lump sum.

9.6Insofar as the client has undertaken in the contract to accept services, TUV Rheinland shall

also be entitled to charge kimp-sum damages in the amount of 10% of the order
amount as compensation for expenses if the service is not called within one year
after the order has been placed. The client reserves the right to prove that the TUV
Rheinkand has incurred no damage whatsoever or only a considerably lower damage
than the above mentioned lump sum.
10. Confidentiality

10.1For the purpose of these terms and conditions, “confidential information” means all
information, documents, images, drawings, know-how, data, samples and project
documentation which one party (the “disclosing party”) hands over, transfers or
othewie icloses tothe ot paty (e “receing party”). and he onfdenal
information created during performance of work by TUV Rheinkand, inc luding
product testing data, defects, conformity to the technical standard and related
reports. Confidential information also includes paper copies and electronic copies of
such information. Confidential information is expressly not the data and know-how
collected, compiked or otherwise obtained by TUV Rheinland (non-personal) within
the scope of the provision of services by TUV Rheinland. TOV Rheinland is entiled
tostore, use, further develop and pass on the data obtained in connection with the
provionof sries for the pupoes f devlopingne services, improving
services and analysing the provision of sei

102 he daclosing party shall ok all confiental nformation dischsed in wriien
form as confidential before passing it onto the receiving party. The same applies to
confidential information transmilted by e-mail. If confidential information is
disclosed orally, the receiving party shall be appropriately informed in advance and
the disclosing party shall confirm in writing the confidentiality nature of the
information within five working days of oral disclosure. Where the disclosing party
fais 0 do s0 within the stipulated period, the receiving party shall not take any
confidentiality obligations hereunder towards such information.

103 All confidential information which the disclosing party transmits or otherwise
discloses to the receiving party and which is created during performance of work by
TOV Rheinkand

) may only be used by the receiving party for the purposes of performing the contract,
unless expressly ofherwise agreed in writing by the disclosing party;

b may not be copied, distributed, published or otherwise disclosed by the receiving
party, unless this is necessary for fulflling the purpose of the contract or
Rheilnd i equred 10 pass on confdentalnfomation,specton epots o
documentation to the government authorites, judicial court, acereditation bodies or
i pares ht e woled n e performaace of e S

B} must be treated by the receiving party with the same level of confidentiality as the
receiving party uses to profect ts own confidential information, but never with a
lesser level of confidentiality than that which is reasonably required.

104 The receiving party may disclose any confidential information received from the
disclosing party only to those of its employees who need this information to perform
the services required for the contract, The receiving party undertakes to oblige these
employees to observe the same level of secrecy as set forth n this confidentiality

105 Information for which the receiving party can furnish proof that

a) it was generally known at the time of disclosure or has become general knowledge
without violation of this confidentiality clause by the receiving party:

b it was disclosed to the receiving party by a third party entitled to disclose this
information; or

el the receiving party already possessed this information prior to disclosure by the
disclosing party; or

@ the receiving party developed it iself, irrespective of disclosure by the disclosing

party. shall not be deemed to constitute “confidential information” as defined in this
confidentiality clause.

106 All confidential information shall remain the property of the disclosing party. The
receiving party hereby agrees to immedately (i) return all confidential information,
including all copies, to the disclosing party, andor (ii) on request by the disclosing
party, to destroy all confidential information, including all copies, and confirm the
destruction of this confidential information to the disclosing party in writing, at any
time if so requested by the disclosing party but at the latestand without special
request after termination or expiry of the contract. This does not extend to include
reports and certificates prepared for the client solely for the purpose of fulfilling the
obligations under the contract, which shall remain with the client. However, TUV
Rheinland is entitled to make file copies of such reports, certificates and confidential
information that forms the basis for preparing these reports and certificates in order
to evidence the correctness of its results and for general documentation purposes
required by laws, regulations and the requirements of working procedures of TUV
Rheinland.

107 From the start of the contract and for a period of three years afier termination or
expiry of the contract, the receiving party shall maintain strict secrecy of all
confidential information and shall not disclose this information to any third parties
or use it for itself.

. Copyrights and rights of use, publications

11 TOV Rheinland shnll retain all exclusive copyrights in the reports, expert
results, calculations,
prepared by TUV RMmIm\d unless otherwise agreed by the parties in a separate
agreement. As the owner of the copyrights, TUV Rheinkand s free to grant others
the right to use the work resuls for individual or all types of use (“right of use”)
n2 ‘The client receives a simple, unlimited, non-transferable, non-sublicensable right of
use to the contents of the work results produced within the scope of the contract,
unless otherwise agreed by the parties in a separate agreement The client may m\ly
use such reports, expert reports/opinions, test reports/results, results calcul
presentations ci. papared wilhin he scape of e contract o th coniractally
sgreed purpose.
11.3The transfer of right of use of the generated work results regulated in clause 11.2. of the GTCB
s subject to full payment of the remuneration agreed in favour of TUV Rheinland.
11.4The client may wse ‘work results only complete and unshortened. The client may only pass on
‘work results in full unless TUV Rheinland has given its prior written consent to
e partil passing on of work results
15 Any publication or duplication of the work results for advertising purposes or any
further use of the work results beyond the scope regulaed in clause 11.2 needs the
prior written approval of TUV Rheinland in each individual case.
116 TOV Rheinland may revoke a once given approval according to clause 11.5 at any
‘without stating reasons. In this case, the client i obliged to stop the ot of the
ork lesnhs immediately at his own expense and, as far as possible, to withdraw
publica
1.7The consemtof TOV Ricitnd o publication or duplication of the work results does
entitle the client to use the corporate logo, corporate design or encerieaton mark
of TUV Rheinland.

12 Liability of TUV Rheinland

12.1 Irrespective of the legal basis, to the fullest extent permitted by applicable law, in the event of
a breach of contractual obligations or tort, the liability of TUV Rheinland for all
damages, losses and reimbursement of expenses caused by TUV Rheinland, its legal
representatives and/or employees shall be limited to: (i) in the case of a contract with
a fixed overall fee, three times the overall fee for the entire contract; (i) in the case
of a contract for annually recurring services, the agreed annual fee: (i) in the case
of a contract expressly charged on a time and material basis, a maximum of 20,000
Euro or equivalent amount in local currency: and (iv) n the case of a framework
agreement that provides for the possibility of placing individual orders, three times
of the fee for the individual order under which the damages or losses have occurred.
Notwithstanding the above, in the event that the total and accumulated lability
caleulated according to the foregoing provisions exceeds 2.5 Million Euro or

equivalent amount in local currency, the total and accumulated liability of TUV/
Rheinkand shall be only limited to and shall not exceed the said 2.5 Million Euro or
equivalent amount in focal currenc;

122 ‘The limitation of liability ncccrdmg to article 12.1 above shall not npp)y o dnmnges
and/or losses caused by malice, intent or gross negligence on the part
Rheinkand or is vicarious ngems Such limitation shall not apply to dnmnges fer a
person’s death, physical injury or illness.

123 In cases involving a fundamental breach of contract, TUV Rheinland will be liable
even where minor negligence is involved. For this purpose, a “fundamental breach”
is breach of a material contractual obligation, the performance of which permits the
due performance of the contract. Any claim for damages for a fundamental breach of
contract shall be limited to the amount of damages reasonably foreseen as a possible
consequence of such breach of contract at the time of the breach (reasonably
foresecable damages), unless any of the circumstances described in article 12.2
applies.

124 TOV Rheinland shall not be liable for the acts of the personnel made available by
the client to support TUV Rheinland in the performance of its services under the
contract, unless such personnel made available is regarded as vicarious agent of
TUV Rheinland. If TUV Rheinland is not liable for the acts of the personnel made
available by the client under the foregoing provision, the client shall indemnify TUV
Rheinkand against any chaims made by third parties arising from or in connection
with such personnel's acts.

12.5Unless otherwise contractually agreed in writing, TUV Rheinland shall only be liable under
the contract to the client.

12.6 “The limitation periods for claims for damages shall be based on statutory provisions.

1.7 None of the provisions of this article 12 changes the burden of proof to the
disadvantage of the client.

13. Export control

13.1When passing on the services provided by TUV Rheinland or parts thereof to third parties in
Greater China or other regions, the client must comply with the respectively
applicable regulations of national and international export control law.

13.2The performance of a contract with the client is subject to the proviso that there are no
obstacles to performance due to national or international foreign trade legislations or
‘embargos and/or sanctions. In the event of a violation, TUV' Rheinand shall be
entitled to terminate the contract with immediate effect and the client shall
‘compensate for the losses incured thereof by TUV Rheinkand.

14, Data protection notice

TOV Rheinland processes personal data of the client for the purpose of fulfling
this contract. In addition, TOV Rheinland also processes the data for other
legal purposes in accordance with the relevant legal basis. The personal
data of the client will only be disclosed to other natural or legal persons if the
legal requirements are met. This also applies to transfers to third countries.
The personal data will be deleted immediately as soon as a comesponding
reason for deletion arises. Data subjects may exercise the following rights:
right of information, right of rectification, right of deletion, right of processing
limitation, right of objection, right of data transferabilty. In addition, persons
concerned by the data processing have the right to revoke their consent at
any time with effect for the future, as well as the right to file a complaint with
the competent data protection superwsory aumomy For lur\her details on
the processing of personal data by TUV Rheinla pers
responsible or contract processor, p\e&se reler to lhe r&speclwe dala
protection information. You can contact the Group Data Protection Officer of
TOV Rheinland by e-mail at datenschutz@de.tuv.com or by post at the
following address: TOV Rheinland AG, c/o  Group Data Protection Offcer,
Am Grauen Stein, 51105 Cologne, Germ:

15. Test material: transport risk and storage

15.1The risk and costs for freight and transport of documents or test material to and from TUV
Mmland as well as the costs of necessary disposal measures shall be borne by the

15.2Any de:lmyed ami otherwise worthless test material will be disposed of by TV Rheinland
at the expense of the client, unless oherwise agreed.

lS.]Undamaged st el sl bt stoved by TOV Rheinland for four (4) weeks after

‘completion of the test. Ifa longer storage period is desired, TUV Rheinkand charges
an appropriate storage fee.

15.4After the expiry of the 4 weeks or any longer period agreed upon, the test material will be
disposed of by TUV Rheinkand for the client for a fee in accordance with chuse
152,

16. Termination of the contract

16.1 Notwithstanding clause 3.3 of the GTCB, TUV Rheinland and the client are entited to
terminate the contract n its entirety or, in the case of services combined in one
contract, each of the combined parts of the contract individually and independently
of the continuation of the remaining services with six (6) months' notice to the end
of the contractually agreed term.

16.2For goud causes, TUV Rheinland may consider giving a written notice to the client to

rminate the contract which inc ludes but not limited to the following:

a) the clent does ot immedintly notify TCV Rhcinland of changes inth conditions within

the company which are relevant for certification or signs of such changes;

b) the client misuses the certificate or certification mark or uses it in violation of the contract;

©inthe eventofseveralconsecutive delays i payment (at kast thres times);

d)a subs f the the client occurs and as a result
e paymem Clims of TOV Rheinkand under the contrt ae considea
endangered and TUV Rheinkand cannot reasonably be expected to continue the
contractual relationship.

16.31n the cvent of termination with written notice by TUV Rheinland for good cause, TUV

i be entitled to a lump-sum claim for damages against the client if the
umdmm\: of a chim for damages exist. In this case, the client shall owe 15% of the
remuneration to be paid untilthe end of the fixed contract ferm as hump-sum
‘compensation. The client reserves the right to prove that there is no damage or a
considerably lower damage, TUV Rheinland reserves the right to prove a
considerably higher damage in individual cases.

164TUV Rheinland is also entitled to terminate the contract with written notice if the client has not
been able to make use of the time windows for auditing /service provision provided
by TUV Rheinland within the scope of a certification procedure and the certificate
therefore has to be withdrawn (for example during the performance of monitoring
audits). Clause 16.3 applies accordingly

17. Partial invalidity, written form, place of jurisdiction and dispute resolution

171 Al amendments and supplements must be in writing in order to be effective. This
also applies to amendments and supplements to this clause 17.1.
172 Should one or several of the provisions under the contract andor these terms and

conditions be or become ineffective, the contracting partes shall replace the invalid
proviion witha el vald provion at cores closet o te conent f te
invalid provision in legal and cor
173 Unless otherwise stipulated in the Lonlrm.l, +the goverming b of the conr
these terms and conditions shall be chosen following the rules as below:
b} i TOV Rheinkand in question is legally registered and existing n the People’s
Republic of China, the contracting partis hereby agree that the contract and these
fems andondiions shall b governed by the s ofthe Poops' Rl of

nd

b) IOV Riinknd in question is legally registered and existing in Taiwan,
contracting parties hereby agree that the contract and these terms and onihins
shall be governed by the laws of Taiwan.

9 i TOV Rheinkand in question is legally registered and existing in Hong Kong, the
contracting parties hereby agree that the contract and these terms and conditions
shall be governed by the laws of Hong Kong.

174 Any dispute in connection with the contract and these terms and conditions or the
cecuton heeof sall b seted rindl ough negotaions.

Unless otherwise stipulated in the contract, if no settlement or no agreement in respect of the
extension of the negotiation period can be reached within two months of the arising
of the dispute, the dispute shall be submitted:

P in the case of TV Rheinland in question being legally registered and existing in the
People’s Republic of China, to China International Economic and Trade Arbitration
Commission (CIETAC) to be settled by arbitration under the Arbitration Rules of
CIETAC in force when the arbitration is submitted. The arbiration shall take place
inbeiing snw.w. Shenzhen or Chongqing as appropriately chosen by the

12 pai
b i e o TOV Rhcitnd n question being legally registered and existing in
Taiwan, to Chinese Arbitration Assocation Taipei Branch to be arbitrated in
it then current Rules of Arbitration. The arbitration shall take place

©  inthe case of TUV Rheinland being legally registered and existing in Hong Kong, o
Hong Kong ntematioral Arbation Cenre (KIAC) to b et by aritaton
under the HKIAC Administered Arbitration Rules in force when
Abiration s submited in accordance withthese ks, The arbiration shal ake
phace in Hong Kong.

“The decision of the relevant arbitration tribunal shall be final and binding on both parties. The
arbiration fee shall be bore by the losing party.
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La notificacion se ha realizado correctamente.

atos de
Cddigo de Expediente: RP5/2313/2020
Fecha Registro: 30/09/2020 16:06:02
N® registro General: RPS5/2313/2020
Oficina: ETEL

M? registro Oficina: RP5/2313/2020

Registro de Responsables de Productos Sanitarios - RPS/2313/2020
Datos de la notificacién
Datos de registro

N° Registro RPS/2313/2020 Fecha Registro

Datos del Responsable

Tipo de Responsable (*) R 2 Tipo de entidad ~

Direccion(*) C/ HORACIO LENGO N° 18 ‘
Localidad (+) [ )
Provincia(*) Malaga cP(*) 29006

Tetstono(®) [ E—

emaicr) we [E—

Datos del Fabricante

Nombre o Razén Social (*) [AnHuT FoRESTWIND CO., LTD.
Direccién(*) [Daxin Industrial Park,Taihe Town,Fuyang City,Anhui_Province China ]
Localidad (*) [Anhui
Pais(*) ce —/—
Teistona(-) —
orTE) [E—

Relacién de Productos

Listado de Productos Sanitarios

Se encontro una fila.

Listado de Productos Sanitarios
Nombre Comercial [Tipo de Producta|Estado del producto[Accion|

MEDICAL PROTECTIVE CLOTHING (NON-STERILIZATION) Clase T Primera Comunicacion )



EC REP CERTIFICAT

MF,DICALPDF,VICF,

a5

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/30092020.14

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized
Representative of
ANHUI FORESTWIND CO., LTD.
Daxin Industrial Park,Taihe Town,Fuyang City,Anhui Province,China

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on
medical devices as amended.

The products in Annex I was registered in Spanish MOH with number RPS/2313 /2020

Issued on: 30/09/2020

www.cmcmedicaldevices.com




EC REP CERTIFICATE

Medical protective clothing (non-sterilization)

www.cmcmedicaldevices.com
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This Agreement made on sept 30, 2020 between Anhui Forestwind Co., Ltd.
in First Daxin Industrial Park, Taihe Town,Fuyang City,Anhui Province,China
(hereinafter referred to as “COMPANY”) and M/s CMC Medical Devices & Drugs S.L.
located in C/ Horacio Lengo N° 18, CP 29006, Mélaga, Spain (hereinafter referred to as
“ Authorized Representative”)

AGREEMENT EC REP
CMC MEDICAL DEVICES

Have agreed as follows with regard to the handling of all products (hereinafter called
“Products”) manufactured by Company and sold to EU in order to comply to the
requirements set out in the COUNCIL DIRECTIVE 93/42/EEC (MDD), Regulation (EU)
2017/745 (MDR) Concerning Medical Devices, or 98/79/EC (IVDD), Regulation (EU)
2017 /746 (IVDR) concerning in vitro diagnostic medical devices (as per applicability) and
latest version of “Guidelines on a Medical Devices Vigilance System”.

Appointment

Company hereby appoints Authorized Representative, who accepts such appointment, as
a representative for the “Business Area” and “Product Categories” set out in Appendix A.
The responsibility of both parties is as stated hereafter. Service of European Authorized
Representative cover the MDD 93/42/EEC on medical devices, or, IVDD 98/79/EC on in
vitro diagnostic medical device. The service will cover the new Regulation (EU) 2017/745
(MDR) on medical devices, or, (EU)2017/746 (IVDR) on in vitro diagnostic medical
devices and when this regulation take effect.

Claim Handling

Authorized Representative shall notify company about any received claims and any
change of laws and regulations related to company’s products set out in Appendix A.
Company is the immediate responsible person for the claim handling and regulation
compliance.

Accident Handling

On receiving information of an incident (accident), as defined in the 93/42/EEC (MDD),
Regulation (EU) 2017 /745 (MDR), or, 98/79/EC (IVDD), Regulation (EU) 2017 /746 (IVDR)
(as per applicability) and MEDDEV 2.12-1 “Guidelines on a Medical Devices Vigilance
System”, the following procedures shall be applied:

Authorized Representative shall notify occurrence of an incident in its business area to
Company immediately upon receiving of incident.

Upon receiving information of any incident Company shall perform the necessary
analysis of the situation immediately and send the incident report to Authorized
Representative according to the requirements of latest version of “Guidelines on a Medical
Devices Vigilance System”. In that way Authorized Representative can submit the report
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to the relevant Competent Authority as defined in the timescale of latest version of
“Guidelines on a Medical Devices Vigilance System”.

If applicable, based on the report Company shall instruct Authorized Representative of
the necessary countermeasures to be taken. Authorized Representative shall inform the
relevant Competent Authority and customer as required in the countermeasure plan
issued by Company.

Responsibilities on Technical Documentation:

i. Company shall establish necessary procedures to prepare and maintain Technical
Documentation including the Declaration of Conformity for the “Product
Categories” set out in Appendix A to be able to comply with the MDD, IVDD, or
MDR, IVDR requirements.

ii. Company shall transfer the agreed Technical Documentation and Declaration of
Conformity to Authorized Representative upon request.

iii. Company shall have the responsibility to provide to Authorized Representative
any additional documentation as required by the Competent Authority or Notified
Body.

iv.  The authorized representative shall provide a copy of this agreement to the
competent authority, upon request.

Instruction Manual (If applicable)

Company shall be responsible for the content of instruction (user’s) manuals, and shall
ensure that English language instruction manuals are available to Authorized
Representative. Company shall ensure that the required local language instruction
manuals are provided to the customers.

Registration

The Authorized Representative shall register or notify the products set out in Appendix
A to the Competent Authority of the member state in which he has his registered place of
business.

Company shall have all data allowing for identification of concerned devices together
with the label and the instruction for use available to authorized representative upon
request by competent authority.

Tasks to be performed by Authorized Representative:

i.  Verify that the EU declaration of conformity and technical documentation have
been drawn up and, where applicable, that an appropriate conformity assessment
procedure has been carried out by the company;

ii. Keep the technical documentation, the EU declaration of conformity and, if
applicable, a copy of any relevant certificate, including any amendments and
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iii.

iv.

Vi.

Vii.

Viii.

supplements, available for the competent authorities for a period of at least 10
years after the last device covered by the eu declaration of conformity has been
placed on the market. In the case of implantable devices, the period shall be at least
15 years after the last device has been placed on the market;

Comply with the registration obligations laid down in, article 14 of 93/42/EEC
(MDD), article 31 of Regulation (EU) 2017 /745 (MDR), OR, article 10 of 98/79/EC
(IVDD), article 28 of Regulation (EU) 2017/746 (IVDR) and verify that the
company has complied with the registration obligations laid down in articles 27
and 29 of Regulation (EU) 2017/745 (MDR), OR, article 24 and 26 of Regulation
(EU) 2017/746 (IVDR);

In response to a request from a competent authority, provide that the competent
authority with all the information and documentation necessary to demonstrate
the conformity of a device, in an official union language determined by the
member state concerned.

Forward to the company any request by a competent authority of the member state
in which the authorized representative has its registered place of business for
samples, or access to a device and verify that the competent authority receives the
samples or is given access to the device;

Cooperate with the competent authorities on any preventive or corrective action
taken to eliminate or, if that is not possible, mitigate the risks posed by devices;
Terminate this agreement if the company acts contrary to its obligations under this
regulation;

Authorized representatives will have permanently and continuously at their
disposal at least one person responsible for regulatory compliance (PRRC) who
possesses the requisite expertise regarding the regulatory requirements for
medical devices in the Union.

Obligations of Manufacturer Company:

i.

ii.

COMPANY must comply with all the requirements specified in Article 10 of
Regulation (EU) 2017/745 (MDR), OR, article 10 of Regulation (EU) 2017/746
(IVDR) regarding general obligations of manufacturers.

COMPANY shall procure and maintain at all times during the term of this
Agreement a Product liability insurance covering the products placed on the
European market. This liability insurance should include "EAR" as well. This
insurance, however, will not protect “EAR” against liability which results from its
unauthorized Activities, wrongful or negligent acts of omission, or breach of this
Agreement.

This agreement will not be valid if the manufacturer does not meet this
requirement.

Other Obligations of Authorized Representative & Company:
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iii.

The authorized representative shall provide all documentation and information
that a market surveillance authority may require for the purpose of market
surveillance.

The authorized representatives shall rescind his contract with the company if the
latter does not provide him with the access to the necessary information.
Company shall keep authorized representative informed in all matters that may
be connected to the devices placed on the market in the EU. At the minimum, the
exchange of information concerning paragraphs a) to c) hereunder shall be
informed.

a) Safeguard Clause

ii.

“Where a Member State ascertains that any of the medical devices specified in
Appendix A, when correctly used for their intended purpose may compromise the
health and/ or safety of patients, users or, where applicable, other persons, or the
safety of property, it shall take all appropriate interim measures to withdraw such
devices from the market or prohibit or restrict their being placed on the market or
put into service.” If the relevant Competent Authority contacts the authorized
representative, he should immediately communicate such measures to the
company and advise the company as to the implications of this decision.

When the Commission finds that national measures taken under the Safeguard
Clause “are unjustified, it shall immediately so inform the Member State which
took the measures and the company or authorized representative”. If the relevant
Competent Authority contacts the authorized representative, he should
immediately communicate such information to the company and advise the
company as to the implications of this decision.

b) Vigilance

ii.

In case of an incident and If the relevant Competent Authority contacts the
authorized representative, he should immediately communicate such information
to the company and advise the company as to the implications of this decision.
The company should ensure that the involved authorized representative is kept
informed of incident reports and Field Safety Corrective Actions.

c) Serious adverse events during clinical investigation, i.e. in the premarket phase

ii.

According to Article 80 of Regulation (EU) 2017/745 (MDR) and article 76 of
Regulation (EU) 2017/746 (IVDR), “all serious adverse events must be fully
recorded and immediately notified to all Competent Authorities of the Member
States in which the clinical investigation is being performed by the sponsor”.
Authorized representative should inform the company of decisions of a Member
State in respect of refusal or restriction of the placing the devices specified in
Appendix A in the market.
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(Appendix A)
Product list:
No | Name of device UMDN Code EDMA Class
1 Medical protective clothing | 15037 N/A I
(non-sterilization)

The following countries represent Authorized Representative’s Business Area:
EUROPEAN COMMUNITY TERRITORY

Annual Fee: EC REP fee will be paid by ABmed (Shanghai) Medical Technology Co., Ltd

to CMC Medical Devices & Drugs S.L

Validity of Agreement: This agreement shall stand valid from Sep.30, 2020 to Sep. 29,
2021. The Company shall apply for renewal of the agreement at least 30 days prior to
expiry of this agreement.

S

d.
irk;Taihe Town,Fuyang

7ind.com

Authorized Signatory Spain on Sep. 30, 2020.

China on Sep. 30, 2020
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Test Report SL32003293027901TX Date:September 09,2020 Page 1 of 3

ANHUI FORESTWIND CO., LTD.
DAXIN INDUSTRIAL PARK, TAILIN ROAD, DAXIN TOWN, TAIHE CITY, ANHUI PROVINCE, CHINA

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A)Non woven isolation gown: in blue

Style No. : FWIS02

Manufacturer : Anhui Forestwind Co.,Ltd

Supplier : Anhui Forestwind Co.,Itd

Country of Origin : China

Country of Destination : United States,EUR

Sample Receiving Date  :  Aug 31, 2020

Testing Period : Aug 31, 2020 - Sep 09, 2020

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Test Performed : Selected test(s) as requested by applicant

Signed for and on behalf of
SGS-CSTC Standards Technical Services Co., Ltd. Nanjing Branch

jan.?u. Wi

Janice Xu (Account Executive)

Unless otherwise sgreed in writing, thie document s lssued by the Company sublect to its Cenersi Conditions of Service printed
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{rangaction from .x.rcumn &l theie rights and i or the transaction ments. ment cannot be Teproduced
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rance of this document is unlawiul and offenders may be prosecuted 1o the ful @nt of the law. Unless otherwise stated the
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Member of the SGS Group (SGS SA)




SGS

Test Report
Test Result

Abrasion Resistance

SL32003293027901TX

(EN 1SO 12947-2:2016 (Modified); Martindale Abrasion & Pilling Tester, Pressure: 9kPa)

- Unit

The quoted result Rubs

Tearing Strength

(A)
#1 #2 #3
8000 10000 14000

(1SO 9073-4:1997)
- Unit (A)
Warp/Length Yarns Torn N 41
Weft/Width Yarns Torn N 36
Tensile Strength
(ISO 9073-3:1989)
- Unit (A)
Warp/Length N 66.9
Weft/Width N 38.4

Water Resistance(Hydrostatic Head)

Date:September 09,2020

Page 2 of 3

(EN 1SO 811:2018;Hydrostatic Head; Rate of increase of water pressure: 60 cmH20/min, temp. of distilled water:

20T, Face Side Facing Water)

(A)
As Received No. 1 No. 2 No. 3 No. 4 No. 5 Average
Water Column(mmHz0) 1401 1357 1345 1334 1323 1352
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Sample Photo

***End of Report*™*
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