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TEST REPORT
Page 1 of 5§
RERE TN i 5 # 2026.06.04
Testing Condition At Rest Testing Date R
K% HESMRE (C) 291 K= H SRR E (%) "
Outdoor temperature (°C) ' Outdoor Relative Humidity (%) )
Sk bl BT EEX R & H 93-106 5
Testing ADD 4F, Building 5, No. 2-3 Qinghua Road, Fuging City, Fuzhou City, Fujian Province
kX%, | BT R R IR AR
Test area XIAMEN NEWTOP MATERIAL COMPANY
L HE (8D
Classification Numbers
=2
AT X I, ISO Class 5 /
FALZ
(BB ) ISO Class 7 /
Classification ISO Class 8 1
ISO Class 9 /
1. S ERT RIBERTEY GB 50591-2010
"Code for Construction and Acceptance of Clean Rooms"GB 50591-2010
2. (EATWEFE (K) SFRTHRREGTE) GB/T16292-2010
"Test method for suspended particles in clean room (area) of pharmaceutical industry"GB / T
16292-2010
KRR E 3. (EHTAEEE (X) BREOIKATE) GBI 16293-2010
Test Methods "Test method for plankton in clean room (area) of pharmaceutical industry"GB / T16293-2010

4. (BATAESZE (X)) FIRERRRT ) GB/T16294-2010

"Test method for sedimentary bacteria in clean room (area) of pharmaceutical industry"GB / T
16294-2010
5+ " Cleanrooms and associated controlled environment,Part1 Classification of air cleanliness by particle
concentration".ISO 14644-1-2015

s L. G E R RIERIPAEE PR ) 15014644,
éﬂj iiﬁ)’l‘] ‘international standard for Cleanrooms and related control environment’1SQ14644

Judge principle 2. (EHETHSRAESEHEMIE) YY/T 0033-2000
"Production Management Specification for Sterile Medical Devices" YY 0033-2000

1L AR BEES KRR RTE, EFERSE (S MR EERRE) [SO14644
M ALEBEETF R AP EHEMTE Y YY/T 0033-2000 B ISO Class 8 [RFHEIRE, BiEERERA

wEER _
. The inspection project of the clean area in this inspection, the production workshop complies with the
ﬁgﬁ %% relevant provisions of ISO Class 8 in " Cleanrooms and associated controlled environment,Part1
Conclusion Classification of air cleanliness by particle concentration".ISO 14644-1-2015and YY/T 0033-2000

"Production Management Specification for Sterile Medical Devices" For the detailed results, please see
the following pages of this report.
2. AGHRBENR: /& EE. FH%A.

Samplers of this project:Lu Zhancheng, Li Yixiang.
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TEST REPORT

Page 4 of 5
(Table 3: Inspection and test results of environmental parameters)
K3 HESHRBRWLGER
(Table 3: Inspection and test results of environmental parameters)
PR BUH
Air Pressure Difference (%&/M) Air U 7 AR B
%S HRELR (+) B/ (O B Changes Lighting Sound Ralitive | Temperat
Clean room name per Hour level Humidity ure
(No.) GEBEmD) Pa (7lelc)ond (x> dB (A) (%) § )]
(Clean room No)
HEFEX
‘Production 542 59.1 46.7 24.8
Area
o /B4 %= Changi
3 angin,
1 X 35 @§E R e 18 16 533 59.0 46.8 247
Product | Packaging Area room
ion area
(=]
A 536 59.2 46.7 24.7
Inspection Area
FETHES
FrE A 300
Ix, ﬁ%%
FrET 200
Ix
SR E B B > "he g
T 5Pa, 55 %41 >10Pa +7%=15 e g
5 o With adjacent different ISO Class 8 P =60 45~65 18-28
Standard limit should be
levels of clean room =5Pa, 215 300 LX.
with outdoor =10Pa i
and the
auxiliary
place
should net
be less than
200 LX
otisg o [ iy iy "E rHE Ciasy "E
Conclusion of inspéction Qualified Qualified Qualified Qualified | Qualified | Qualified

E: LARGOOTZBESER, WA, #HTHRARARMEM. Note: 1. This report is only valid for the tested

samples. If you have any questions, please submit them to our unit within ten days

2. FMERI R MBABARIRE EHEER, REABMBEMAE, FEBHEHAME, 2. This report and its
copies are invalid without the special seal for the test report of the unit. Without the written approval of the
unit, partial copies of this report are not allowed.
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Ao
Statement

L gk & T BT EAR MRS A RATRIRNRE L HE” T, EhiRERE
Froma BRI EER MRS A PR A S A S MR &5 & & B3

The inspection and testing report without ‘Xiahuan Monitoring Service Co., Ltd XiaMen. inspection and testing
report special chapter’ is invalid, and the report is invalid without re-stamped ‘Xiahuan Monitoring Service Co.,
LtdXiaMen. inspection and testing report special chapter’ by copy.

2. K SR I 4 5 TCHEHE N T
The inspection and testing report is invalid without the signature of authorize person.
3. L JorA U & IR O
The inspection and testing report will be invalid by alter.
4. RIS IR AU A I 24 I B PR B 4 5
The inspection and testing report is only responsible to the scene environment of the testing time.
5. K G5 B ARYE A A R R HE
The test results are judged according to the relevant standards and design requirements.

6. XA IR EF U, AERBEIRE 10 B MR AR H, SR,

If there is any objection to the inspection and testing report, it may be submitted to the inspection unit within 10
days after receiving the report, and the overdue period shall be deemed to be recognized



