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Test Report

No.: ESZ2306120168T00302RM1 Date: Nov. 28,2023 Page 1 of 6

Applicant :  Hoshine Silicon(Jiaxing) Industry Co., Ltd.

Room 202, 2nd Floor NO.530,YASHAN WEST RD.,ZHAPU TOWN,PINGHU CITY,

Address ZHEJIANG PROVINCE, P.R OF CHINA

The sample and sample information tested below are provided and confirmed by the a pplicant

Sample Name :  Silicone Rubber

Model . Please refer to sample description
Received Date : Jun. 12, 2023

Test Period :Jun. 12, 2023~Jun. 19, 2023

Test Summary

Test Item Conclusion

US FDA 21 CFR 177.2600 - Extractable Content Pass

Remark: Pass: meet the requirement; Fail: Doesn’t meet the requirement; N/A: Without conclusions or provide
test results only.

Prepared by: Z’ 0}@ Reviewed by: con% Approved by:

Chen Ying,Joyce Zhao Xuwen, Cony Yuan Qi, MickeU
Assistant engineer Technical supenvisor Authorized signatory
Nov. 28, 2023

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted
and the correctness of the report contents.
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EMTEK (Suzhou) Co., Ltd. Add: No. 1388 Songjia Road, Guoxiang Street, Wuzhong Economic Development Zone, Suzhou, Jiangsu, China
Http://www.emtek.com.cn E-mail: suzhou@emtek.com.cn
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Sample Description (The sample and sample information tested below are provided and confirmed by the
applicant)

Sample No. Sample Number Supplier Description
03 E2306120168-03 H°S|:(ij":gt§;'igzr_‘,({?;i”9) Milky white translucent
Model

No. External model No. External model No. External model
1 HS-1131 57 HS-5370PT 113 HS-3472C

2 HS-1141 58 HS-5380PT 114 HS-3482C

3 HS-1151 59 HS-5630 115 HS-5770

4 HS-1161 60 HS-5650 116 HS-5570

5 HS-1171 61 HS-5670 117 HS-3141

6 HS-1175 62 HS-5242G 118 HS-3151

7 HS-1181 63 HS-5252G 119 HS-3161

8 HS-1241 64 HS-5262G 120 HS-7140

9 HS-1251 65 HS-5272G 121 HS-7160

10 HS-1261 66 HS-5282G 122 HS-5350QY
11 HS-1271 67 HS-5242T 123 HSLS-2134BT
12 HS-1281 68 HS-5252T 124 HSLS-2139
13 HS-2041 69 HS-5262T 125 HSLS-2121BW
14 HS-2051 70 HS-5272T 126 HSLS-2131M
15 HS-2061 71 HS-5282T 127 HSLS-2131S
16 HS-2071 72 HS-1140PT 128 HSLS-2141M
17 HS-2111 73 HS-1150PT 129 HSLS-2141F
18 HS-2115 74 HS-1160PT 130 HSLS-2144BT
19 HS-2121 75 HS-1170PT 131 HSLS-2149
20 HS-2122 76 HS-1180PT 132 HSLS-2151S
21 HS-2131 77 HS-1142PT 133 HSLS-2159M
22 HS-2141 78 HS-1152PT 134 HSLS-2154BT
23 HS-2151 79 HS-1162PT 135 HSLS-2154
24 HS-2161 80 HS-1172PT 136 HSLS-2151MD

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted
and the correctness of the report contents.
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Model

No. External model No. External model No. External model
25 HS-2171 81 HS-1182PT 137 HSLS-2151W
26 HS-2171HX 82 HS-1141PT 138 HSLS-2151F
27 HS-2181 83 HS-1151PT 139 HSLS-2164BT
28 HS-2631 84 HS-1161PT 140 HSLS-2164
29 HS-2641 85 HS-1171PT 141 HSLS-2161MD
30 HS-2651 86 HS-1181PT 142 HSLS-2161M
31 HS-2661 87 HS-1540PT 143 HSLS-2161F
32 HS-2671 88 HS-1550PT 144 HSLS-2169
33 HS-3421 89 HS-1560PT 145 HSLS-2174
34 HS-3431 90 HS-1570PT 146 HSLS-2179
35 HS-3441 91 HS-1580PT 147 HSLS-2141
36 HS-3451 92 HS-1542PT 148 HSLS-2149G
37 HS-3461 93 HS-1552PT 149 HSLS-2151
38 HS-3471 94 HS-1562PT 150 HSLS-2151D
39 HS-3481 95 HS-1572PT 151 HSLS-2162
40 HS-3491 96 HS-1582PT 152 HSLS-2161
41 HS-5240 97 HS-5332 153 HSLS-2171
42 HS-5250 98 HS-5342 154 HSLS-2121
43 HS-5260 99 HS-5352 155 HSLS-2129W-F
44 HS-5270 100 HS-5362 156 HSLS-2131
45 HS-5280 101 HS-5372 157 HSLS-2151M
46 HS-5320 102 HS-5382 158 HSLS-2159
47 HS-5330 103 HS-2132 159 HSLS-2179W
48 HS-5340 104 HS-2155S 160 HSLS-2170G
49 HS-5350 105 HS-2440 161 HSLS-2181
50 HS-5360 106 HS-2152 162 HSLS-2171W
51 HS-5370 107 HS-2162 163 HSLS-2141D
52 HS-5380 108 HS-2172 164 HSLS-2171G

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted
and the correctness of the report contents.
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Model
No. External model No. External model No. External model
53 HS-5330PT 109 HS-3432C 165 HSLS-2141W
54 HS-5340PT 110 HS-3442C 166 HSLS-2161S
55 HS-5350PT 111 HS-3452C 167 HSLS-2161W
56 HS-5360PT 112 HS-3462C 168 HSLS-2121M
/ / / / 169 HSLS-2141S
170 HS-1532PT 172 HS-1552PT 174 HS-1572PT
171 HS-1542PT 173 HS-1562PT 175 HS-1582PT
Summary of Test Results
1. US FDA 21 CFR 177.2600-Extractable Content
1.1 Test Method: US FDA 21 CFR 177.2600
1.2 Test Result:
Result
Test ltem Unit Limit Conclusion
E2306120168-03
DI Water(gzaf;tggle) Content mgfin2 0.12 <20 Pass
Dl W""(‘;:eixgaecﬂtjf';hc)"”te”t mg/in? <0.1 <1 Pass
N-hexane( E)é;r:;tgﬁl)e content mg/in2 9.75 <175 Pass
\hexane Extractable conten! mg/in? 063 <4 Pass

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted

and the correctness of the report contents.

*** To next page
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Sample Photo
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Declaration:
Report ESZ2306120168T00302R was repealed and replaced by report ESZ2306120168 TO0302RM1

*** End of Report ***

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted

and the correctness of the report contents.

fiF#8 : E-mail: suzhou@emtek.com.cn
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75 B Statement

VAR IR B U A B BRAE RORUR L R HILL A T, A DN ARSI S5 4, By U7 R A, ZFRTT R AR PR
GBI PSS 5T, A S AR AT AE G 5E
The information as listed on the first page of this test report w as all provided by the client except the sample from, date received,
test period, test results and test conclusion. The client shall be responsible for the representativeness of sample and authenticity of
materials, for whichEMTEK shall bear no responsibilities.

2 ARG AR ASSIME AT R St R, ARTE RS AN 2 LRy SRR, R 2158 < bt sTE oA B W OB Ah o e 52 U5 B
Hr AR RS H 5 7 EAT AR, AR SR S AN R AEAR G 5T .
The judgment method of determining the conformity in this test report is according to the measured value without considering the
risk caused by uncertainty, unless otherw ise clearly stipulated in special agreement, standard or specification. The client shall
assume the risk caused by the judgment method, and EMTEK shall not bear related responsibilities.

w

- SR T HE N T R R IR B RO, R ARSI S R R, SR AREE 4 S AR .
The test report is effective only with both signature and specialized stamp. Without w ritten approval of EMTEK, this report can’t be
reproduced in full or in part.

A A R 5 PR RS DU 85 SR ORI i B 53, R N 55 5% A A s IR AR 55 AN Ak o B A UEIEIE B, 0 T B . A A
H, B AR B R B 2k K — VDR G IR, A 5280 5 AR ATAT S5 A LR DT AT
This test data is only responsible for the tested sample. The data and results provided by the report without CMA accreditation are
not to prove to the society, and EMTEK is not responsible forany economic and legal responsibility for the use of the test data, the
direct or indirect losses resulting from the use of the test and all legal consequences.

B AR 5 Ao T F AR A T RN 1230 H ASE A S5 S R BA E RE I TEEN 123 BRI SR R R BHE. s
F R S5 H B
The underlined test item in the reportis out of the scope of CMA accreditation. The test result only used for client's requirement,
scientific researching ,teaching or internal quality control.

B B D R DR S A T R T O
For other statements, please refer to the footer of the report.

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted
and the correctness of the report contents.
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B5 R AR 15 K
Conditions of Issuance of Test Reports

1 IR TE MR ER AR RS G R AT (LUNFEFRAAR]D ARSI AR S, 18520 P le il . AR w5
TTFREFRMIRS, TRFFTNEAFGHERFHINN, SAWEAF (BLFHERESD 19
All samples and goods are accepted by the EMTEK(Suzhou) Co., Ltd. (the “Company”) solely fortesting and reporting in
accordance w ith the follow ing terms and conditions. The company provides its services on the basis that such terms and
conditions constitute express agreement betw een the Company and any person, firm or company requesting its services (the
“Clients”).

2. bR G PR TR (LUR IR 51D, AR Al Ag N5 RS . ARG AR AT IFSIH A&, 5 i AR a5 A
AR, WA T S AR . SR, )7 AT DORE AR O w B B BOA T BIEIAS, e SRR BRE R AR
Bl R B A . BRAFAHSCEUN B8] IEREERME R, BMREZ N FRE, AAF AR RS A A FE A S = J7 e B
Any report issued by Company as a result of this application for testing services (the “Report”) shall be issued in confidence to
the Clients and the Report will be strictly treated as such by the Company. It may not be reproduced either in its entirety or in
part and it may not be used for advertising or other unauthorized purposes w ithout the w ritten consent of the Company. The
Clients to whom the Report is issued may, how ever, show or send it, or a certified copy thereof prepared by the Company to its
customer, supplier or other persons directly concerned. The Company will not, without the consent of the Clients, enter into any
discussion or correspondence withany third party concerning the contents of the Report, unless required by the relevant
governmental authorities, law s or court orders.

BBRAARCBUN IR T. EEEEARE ER, RWARZAR HUER AR, A r#HE, WIFJ 5 Bk ARG FIE.
The Company shall not be called or be liable to be called to give evidence or testimony on the Report in a court of law w ithout
its prior written consent, unless required by the relevant governmental authorities, law s or court orders.

AGNRA R FI R E R S WA L T, A A w) O] BERIIR] S AR, R AT R e 2 AR AR I
In the event of the improper use of the report as determined by the Company, the Company reserves the right to withdraw it,
and to adopt any other additional remedies w hichmay be appropriate.

5. AN AR AT IR AR 2, I IR 5 BEAE A B0 28 A F VAT S IR 48
Samples submitted fortesting are accepted on the understanding that the Report issued cannot form the basis of, or be the
instrument for, any legal action against the Company.

i@ﬂﬁﬁﬁ&ﬁ¢@ﬁﬁﬁ%ﬂ%ﬁﬂ,ﬁ&ﬁ%ﬁ%%%%ﬁ%Zﬁ%mwa&m%%&m&%&%ﬁﬁ%,$®ﬁﬁ$ﬁ
Dlo
The Company wiill not be liable for or accept responsibility for any loss or damage how ever arising from the use of information
contained in any of its Reports or in any communication w hatsoever about its said tests or investigations.

7 A T ARV o BEAR B A O R b A R, % 0 A SRS R i AT R AR E
Clients wishing to use the Report in court proceedings or arbitration shall inform the Company to that effect prior to submitting
the sample for testing.

8AZMNRAN & W SRR AME BA A R ORTF 10 5. AN v B AL AT 45 ) R 1, A I B A0 i 5 (0 ORA7 0 el R 1 i3 . — B
BRI RAFWIIR, BORA(E B AL B (EATIFOLT, AA m A SEOUE TRl b B 1800 slif5 8 o RIME A A \) F15k
S AR RE R AEAR R E, ARA FAEAE AT AL T WA DRIEAEM 5 E, @6 (EAR T b a2, FEHik . HdE ot
Ky BALFDEXRIRASIE . MHEHF. FERE . NESFSULMdiRe e, & k0RE . 2 (BFREZ) 775 ST H A
JER DRl (A ST A 2
Subject to the variable length of retention time for test data and report stored hereinto as otherw ise specifically required by
individual accreditation authorities, the Company will only keep the supporting test data and information of the test report fora
period of ten years. The data and information will be disposed of after the aforementioned retention period has elapsed. Under
no circumstances shall w e provide any data and information w hich has been disposed of after retention period. Under no
circumstances shall w e be liable fordamage of any kind, including (but not limited to) compensatory damages, lost profits, lost
data, or any form of special, incidental, indirect, consequential or punitive damages of any kind, w hether based on breach of
contract of w arranty, tort (including negligence), product liability or otherw ise, even if we are informed in advance of the
possibility of such damages.

Test results are only responsible for delivered samples. This test report is issued by the company and is intended for your exclusive use. This test report includes all of the testes
requested by you and the results thereof based upon the information that you provided. You have 30 days from data of issuance of this test report to notify us of any error or omission
caused by our negligence. A failure to raise such issue within the prescribed time shall constitute your unqualified acceptance of the completeness of this report, the tests conducted
and the correctness of the report contents.
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5 Certificate of Compliance 2l
i &)
?i‘ No. HXT240411250141 ;
(3l )
(:;j Applicant : Wenzhou Songkang Electronic Technology Co., Ltd. i;;)
A 7
Ak No.2 Fenglian Road, Zhenglou Standard Factory, Wanquan NIzl
i Address : : . .. . &
“F"’ Town, Pingyang County, Wenzhou City, Zhejiang Province ‘}»’_._;’
‘ESI Manufacturer : Wenzhou Songkang Electronic Technology Co., Ltd. ,lZi'
s &
'&{'I Address _ No.2 Fenglian Road, Zhenglou Standard Factory, Wanquan ‘I'}!'
‘; " Town, Pingyang County, Wenzhou City, Zhejiang Province ;’
I!'.‘.i' Product : Rhinitis instrument \'i.'.'!l
3l 2o
s 21
C.f_ Model(s) : Al -f"
V4l b
“»- Trademark : N/A -«”
‘5.*.:-' EN IEC 55014-1: 2021 'E::’
i : -l ; I
lq..‘_l Test Standard(s) : o\ \ec 55014-2: 2021, l )
it >3
l"h ,%[
Il t'at!
(,i.'| The EUT described above has been tested by us with the listed standards and |;,)
‘!'3 4 found in compliance with the Council EMC Directive 2014/30/EU. It is possible to .|=",!,
,',':| use CE marking to demonstrate the compliance with the EMC Directive. I'*\'
(1. )
= The certificate applies to the tested sample above mentioned only and shall not )
;| imply an assessment of the whole production. It is only valid in connection with |$;
‘!, the test report number: HXT240411250141. J'
.‘ ,.
12l o[
13 id]
Gt )
(;i.‘ 'f;b
i b8
II; )
:'i ¥ . i’:
l!;!' 1!§!I
{;=! 1zl
'%I Shenzhen HuaXu Testing Technology Co., Ltd. l;\r‘
‘l" 106, building B12, Yintian Industrial Zone, Yantian community, Xixiang street, Bao'an District, nl'
3 . Shenzhen : 2
u!;‘.ii HOTLINE:0755-28268723 Email: huaxujiance prc@163.com Http:www.hxt-lab.com ii&ln
N =\ - — O ) g— — —— LG — -, 5 .JZ"
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= Supplier s Declaration Of Conformity

No. HXT241111251979

Applicant :  Wenzhou Songkang Electronic Technology Co., Ltd.

"F" Address . No.2 Fenglian Road, Zhenglou Standard Factory, Wanquan
" Town, Pingyang County, Wenzhou City, Zhejiang Province

“;}l Manufacturer . Wenzhou Songkang Electronic Technology Co., Ltd.

No.2 Fenglian Road, Zhenglou Standard Factory, Wanquan

i
“:_‘ Address Town, Pingyang County, Wenzhou City, Zhejiang Province

l'} Product :  Rhinitis instrument
vz

(’Q > Model(s) A1

""l Trademark : N/A

B3 Test Standard(s) : FCC Part 15 Subpart B

This device complies with Part 15 of the FCC rules, operation is subject to the

'!gii following two conditions:

(!R", (1) This device may not cause harmful interference

i!-‘-, 1 (2) This device must accept any interference received, including interference that may
cause undesired operation.

“-‘- ’  This is the results of test that was carried out by Shenzhen HuaXu Testing Technology
= Co., Ltd. From the submitted type samples of the product is conformity with the

‘- gl specification of the respective standards.

3] It is only valid in connection with the test report number: HXT241111251979.

Shenzhen HuaXu Testing Technology Co., Ltd.

106, building B12, Yintian Industrial Zone, Yantian community, Xixiang street, Bao'an District,
Shenzhen

:‘ HOTLINE:0755-28268723 Email: huaxujiance_prc@163.com Http:www.hxt-lab.com
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(gl Certificate of Compliance St
i b
I, No. HXT250211250071 )
.!g,, Applicant : Wenzhou Songkang Electronic Technology Co., Ltd. .,5.
(V:gl No.2 Fenglian Road, Zhenglou Standard Factory, Wanquan 57;')
l'\*I Address . . - . ‘é'
“'5" Town, Pingyang County, Wenzhou City, Zhejiang Province \.z“j
"i‘fl Manufacturer : Wenzhou Songkang Electronic Technology Co., Ltd. li’i"
S i )
‘E;]’ Address : No.2 Fepgllan Road, Zhenglou StanQard Fa?tory, Wanguan ‘[;ZF
iz Town, Pingyang County, Wenzhou City, Zhejiang Province -':.'
I\ sy
“'_._ Product : Rhinitis instrument q ..""
jal : v
ll'!‘i Model(s) 1 A1 \f-f-‘!l
(~‘| Trademark : N/A 1P
- -
‘!f IEC 62321-1: 2013, IEC 62321-2: 2013, IEC 62321-3-1: 2013, 'i'!’
"if'l’ Test Standard(s) : IEC 62321-5: 2013, IEC 62321-4:2013+AMD1:2017, IEC (l"i"
‘;;‘ i " 62321-6: 2015, IEC 62321-7-1:2015, IEC 62321-7-2: 2017, IEC i ‘;;’
o5 62321-8: 2017. +
A b
‘!',. p q .J'
lsl The EUT described above has been examined by us with the listed standards and I;l
'.::9 found in compliance with the Council RoHS Directive 2011/65/EU & (EU)2015/863. 3
(isl It is possible to use RoHS marking to demonstrate the compliance with the RoHS :Z;)
Gy Directive. '
"if'l’ The test data obtained and the report issued by laboratories other than HuaXu I"i"
: f are provided by the applicant to us for data consolidation purpose. The report \ ‘;:’
;;; shall not be reproduced in part without written approval of us. It is only valid in ;5;
i “ connection with the test report number: HXT250211250071. 1% )
o o
3 P
12" o
13 il
N 7
Gl 12y
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.. A a ‘.
|!§!i sg§!n
(.SI : Izl)
§;:! Shenzhen HuaXu Testing Technology Co., Ltd. ' EH)
'%l 106, building B12, Yintian Industrial Zone, Yantian community, Xixiang street, Bao'an District, l%‘
".‘. Shenzhen ,'."
’§ HOTLINE:0755-28268723 Email: huaxujiance prc@163.com Http:www.hxt-lab.com il
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