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Suzhou Yuanzan Intelligent Manufacturing Technology Co., Ltd.
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Certificate No.
WEIPL e 425030953

A A B BT ARCA B R RV -

Reference technical specification to the detection
GB/T 16292-2010 (= 24 TV i i 5 (X)) &R 5 B It 77 7))
Test method for airborne particles in clean room (zone) of the pharmaceutical industry
GB 50591-2010 (it 4 % it L X% B seRise )
Code for construction and acceptance of cleanroom
GB/T 16293-2010 524 Tolbyiki i 25 (IX) ¥ i B (4 Pk 77922
Test method for airborne microbe in clean room (zone) of the pharmaceutical industry
GB/T 16294-2010 524 Tolbyiti i 25 (X)WL B B 0 Pk 77922
Test method for settling microbe in clean room (zone) of the pharmaceutical industry

A5 RS B 5 SR A RE i AR 4 OB AR ARV -

Judgment basis used for the results in the detection
GB 50073-2013 (i) prueit M)
Code for design of clean room
YY/T 0033-2000 (T By & B A BTE )
Good manufacture practice for sterile medical devices

S S BN

LR

Statement
LiRERBAAFRETHEMEZ. MMEAZFE, —HILR. The report is invalid without “Special Seal
for the Report” and without the signature of the inspector and the approver.
LARER AT AR, NS RAELRE .
This certificate may not be used partly without the approval and authorization of the company.
3EHIEIIRE RER MR EHE TR
The complete copy is invalid without the stamp of “Special Seal for the Report”.
4.9 BRI 45 R A S A PR A R, FROU R I R 12 3%
The test results of this report are only valid for the tested sample and the situation during the test.
SEFHEANRIMEZERN, REERMECMAE, RRARMRENHETZLRG. ¥ ABRER
#l. EEPTRERR, NEtAES%.
In the territory of the People's Republic of China, the detection report without CMA logo expresses the detection
report shall only used for client scientific research, teaching, internal quality control, product research and
development, etc., and just for client internal reference.
6.axt iR E A BEH, EAWBREE15MLIEHNRE.
Any queries on the report shall be presented to us within 15 working days after receipt of the report.
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Main measurement instruments used in the detection
R W5 MEWE | AHEESRERES | WEISE EHRS
BRI IRE /BREE
Name No. Measuring Uncertainty or Traceability |Certificate No.
Range Accuracy Class or institution / Due Date
MPE.
(N A 510305 | RAFAE: 28| MFIRERERZE: | HOBRI (J5 | 525013987-001
s 3L/min +30%FS MDD HIRAF | 2026-05-20
Particle counte WEIPU TCSting Tech
nology (Suzhou) C
r o., Ltd
kTt 510288 28.3L/min MPE:£30%FS IR (F5 | 525013984-003
Hds D HRAF | 2026-05-20
Particle counte WEIPU Testing Tech
nology (Suzhou) C
T o., Ltd
P SR RE 205579 100L/min MPE:+5% TR (75 | 524019290-001
s D ARAF | 2025-12-14
Plankton samp WEIPU Testing Tech
nology (Suzhou) C
ler o., Ltd
VEIRERRE | 205577 100L/min MPE:+5% R (75 | 525013988
a5 MDD HIRAF | 2026-05-20
Plankton samp WEIPU Testing Tech
nology (Suzhou) C
ler o., Ltd
KA Wit56202303 | (100~3500)m>/h +5%FS R (R | 524018759
Air flow hood 15 D AR A F] 2025-11-24
WEIPU Testing Tech
nology (Suzhou) C
o., Ltd
TRV RE O S, [83634112/8393359 | RJE: (20~5 | HEE. () 50C W43, | PRSI (G | 525024962-036
) 9/83933614/84131 | 0D °C, i@J%: (10~ ’
X 815/84125237 %) YRH 0% M HIRAF] ~040
Temperature and Temperature:+0.5°C,H | WEIPU Testing Tech | 2026-07-05
humidity recorder umidity:+3.0% HO]OgYO(.SlﬁiEOU) c
it ann 220802757 | 35dB-130dB |U= (0.4~0.6) dB, |#ME it | AD11909916
Sound level m k=2 EHERAT | 2025-12-26
eter Suzhou Guofang Met
rology Group Co., Lt
d.
R 1T 100358666 (50~20000 Ure|=3.2%,k=2 TINEJ7 2 | AG11901774
Illuminometer 0) Ix LEHER AT | 2025-12-26
Suzhou Guofang Met

rology Group Co., Lt
d.
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Certificate No.

WEIPLI 425030953
ARSI B A P B AR A AL
Main measurement instruments used in the detection
R W5 MEWE | AHEERERES | BWEISE EHRS
BRI IRE /BREE
Name No. Measuring Uncertainty or Traceability |Certificate No.
Range Accuracy Class or institution / Due Date
MPE.
AL FEFE | 220843568 | (0~60)°C U=0.4°C, k=2 I (F5 | 525027403
Biochemical i MDD HRAF | 2026-08-05
ncubator WEIPU Testing Tech
nology (Suzhou) C
o., Ltd
¥ % /73 | SUBMCDE3 | (0~100) hP 0.5%% ORI (F5 | 524019292
Digital pressur 072 a M HIRAF | 2025-12-19
€ gauge WEIPU Testing Tech
nology (Suzhou) C
o., Ltd
o4 w4k 8 Wt
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RESULTS OF DETECTION
R X I A TR AL TEFER 100000 R IR S - s
Tested area: Assembly workshop 1 Cleanliness level: Testing condition: at rest
T 2 JE (L3 3
Built-up area: 740.00 m Floor height: 3gom Volume: 222000 m
A 5 H RIS HARER RIS 4
Test items Test basis Technical requirement Test result Conclusion
T RSB = 150K I R SR
R Meet the air volume requirement of number of air 40933.0
. hanges = 15 times/h &%
Air volume GB 50591-2010 A 5 s _ sk 1 B P = WK
2N Bk BT R B v Yo Pass
Note: Number of air changes=Total air Number of air = times/h
volume/Room volume changes
T NS
Temperature GB 50591-2010 18~28 21.4 -
(T Pass
Humidity GB 50591-2010 45~65 54.8 ;'ass
(%RH)
BIL% e
X HIEEMEL  AEXT NN
Vs A
Sticpressure | oo o0e012010 | Assembly  Relative | >5 11 H
difference buffer room Pass
workshop 1 to
(Pa)
P >05um:  <3500000 Amax 4806 -
Cleanliness GBIT 16292-2010
) =50um: <20000 Amax 1497 Pass
17 &
Sound level GB 50591-2010 <60 56.9 P”ass
(dB (A) )
R E A
llluminance GB 50591-2010 =200 304 N
Pass
(Ix)
e N
Airborne microbe| GB/T 16293-2010 <500 80 o
3 Pass
(CFU/m*)
DU
Settling microbe ~
5 <
(CEU/IIL, GBI/T 16294-2010 <10 5 Pass
2.5h)
# 05 kg W
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RESULTS OF DETECTION
R X I A4 TR L2 NH)2 TSR 100000 KRS s
Tested area: Assembly workshop 2 Cleanliness level: Testing condition: at rest
W 940.00 m? i 3.00m PR 2820.00 m®
Built-up area: Floor height: Volume:
Az 75 RIS BORER RIS i
Test items Test basis Technical requirement Test result Conclusion
TR BT IRE>15 N ) K R
- Meet the air volume requirement of number of air 44557.0
A ﬁk}g changes > 15 times/h &
ir volume GB 50591-2010 A o 2 1] S = Vo
(i) ik BB R B AR AR AL _ Woh Pass
m Note: Number of air changes=Total air Number of air = times/h
volume/Room volume changes
i ok
Temperature GB 50591-2010 18~28 21.8 -
(T Pass
B N
Humidity GB 50591-2010 45~65 53.8 ;ass
(%RH)
W% .
. MABELR2  HXT
. X I
Staticpressure | o 505012010 | Assembly  Relative e >5 14 X
difference general area Pass
workshop 2 to
(Pa)
I >0.5um:  <3500000 Amax 16643 e
Cleanliness GB/T 16292-2010
i) =50um:  <20000 Amax 1920 Pass
Mgk 75 PN
Sound level GB 50591-2010 <60 56.3 PDass
(dB (A) )
e A
lluminance GB 50591-2010 =200 311 N
Pass
(Ix)
PR A
Airborne microbe| GB/T 16293-2010 <500 60 ;ass
(CFUIm®)
DU
Settling microbe =S
2 <
(CEUJIIL, GBIT 16294-2010 <10 5 Pass
2.5h)
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RESULTS OF DETECTION
R X I A4 R FE AL TR 100000 LIRS « A
Tested area: Injection workshop 1 Cleanliness level: Testing condition: at rest
TR 2 JZ m PR 3
Built-up area: 688.00 m Floor height: 40m Volume: 3096.00m
i H Rl 77 HORER Tari 28 5 i
Test items Test basis Technical requirement Test result Conclusion
RS IRE>15 RN A & Bk
= Meet the air volume requirement of number of air 50954.0
Air}ihoime GB 50591-2010 changes > 15 times/h Ei%
e < FVEs B AR B R ate g Wih Pass
m Note: Number of air changes=Total air Number of air = times/h
volume/Room volume changes
Tt 5 &
Temperature GB 50591-2010 18~28 21.9 H
(T Pass
Humidity GB 50591-2010 45~65 54.3 ;ass
(%RH)
; HEERL X rr- A
# x LN
Static pressure | - 012010 Injection  Relative xS 15 At
difference general area Pass
workshop 1 to
(Pa)
L >05um:  <3500000 Amax 19552 2
Cleanliness GB/T 16292-2010
(M) =5.0pum: <2000 Amax 802 Pass
e &
Sound level GB 50591-2010 <60 56.3 ’;‘ass
(dB (A) )
913 A
Illuminance GB 50591-2010 =200 286 -
Pass
(x>
T &
Airborne microbe| GB/T 16293-2010 <500 70 ;ass
(CFUIm®)
AT
Settling microbe o
o <
(CEU/IIL, GBI/T 16294-2010 <10 6 Pass
2.5h)




Y 4

i W =
ink1
!;§!’ ni =

s oo o (| TINTMIAARNTH

Certificate No.

WEIPLI 425030953
il st
WMl 2
RESULTS OF DETECTION
R X I A TR TR 2ENR)2 TR 100000 KRS - s
Tested area: Injection workshop 2 Cleanliness level: Testing condition: at rest
T , T TR ;
Built-up area: 69400 m Floor height: Hm Volume: 312300 m
Hr 55 H T 77 v BORER URllERES i
Test items Test basis Technical requirement Test result Conclusion
TS5 RN AR LR
- Meet the air volume requirement of number of air 49667.0
Ai N}g changes > 15 times/h B
ir volume GB 50591-2010 - Sk 4 1l L iy
(i) Feik HRIRE= AR 5 AR HRIRE e Pass
Note: Number of air changes=Total air Number of air = t{\ n
volume/Room volume changes IMes
Tt 5 Eik
Temperature GB 50591-2010 18~28 215 -
(T Pass
B o
Humidity GB 50591-2010 45~65 56.2 ;’ass
(%RH)
: TEERE2 X " N
—HE X 4
Static pressure | - 61.2010 Injection  Relative BE 14 A
difference general area Pass
workshop 2 to
(Pa)
EREL >05um: <3500000 Amax 9600 ~
Cleanliness GB/T 16292-2010
) =50 pum:  <20000 Amax 2262 Pass
55 ik
Sound level GB 50591-2010 <60 56.1 ;ass
(dB (A) )
ﬁﬁ}%{ L\*%
Illuminance GB 50591-2010 =200 252 -
Pass
(Ix)
VU A
Airborne microbe| GB/T 16293-2010 <500 50 |
3 Pass
(CFU/m*)
DURER
Settling microbe A
< <
(CFUJ/IL, GB/T 16294-2010 <10 4 Pass
2.5h)
i P -

---End of the Report---




