Jiangsu Ruiben Medical Technology Co., Ltd

Customer ' s Medical Equipment & Sanitary Goods

Entrust Sterilization Examining Report

JIANGSU HUIDA MEDICAL INSTRUMENTS CO.,LTD
Manufacturer: st

Product Name ;NOCULATION LOOPS HP40321 gy gt 1100000pcsVglume : 3.53934 m?

Lot Number : 20240401 Disinfection Date:  2024.05.05

Disinfection Equipment: HSX - 20 (20 m?) disinfection cabinet of ethylene - oxide by
Computer programme - controlled .

Disinfection Method : STERILE EO .

Standard: 15011135-2014,GB18279-2008,GB15980-2009.

Technical Parameter : Ethylene oxide dosage : 700 mg/L;

Temperature: 51.0--55.0 C Humidity: 40-60 % Time: 8 h

Detection method:
Chemical indicator method (Nantong Pakion): If the color of the indicator changes from
yellow to red to blue after disinfection, it indicates that the product has been disinfected.
Biological indicator method (3M, Attempt): The 1264S model ethylene oxide sterilized
biological culture indicator is placed and inspected according to the standard. If there is no
positive reaction after cultivation, it indicates that the product is disinfected.
Physical parameter value : Measure and analyse the data which comes from disinfect
process to confirm disinfect running in a tolerance as stated , it proved that the
product has been disinfected .
Ethylene Oxide Residues Amount : Base on standard SO 10993-7 to inspect and
protract seasonal graph to evaluate after 10 days to use .
Disinfection Validity Perlod : Keep intact original package and pollution - free , the
period of validityis 5  years.

Conclusion : It is qualified that this batch of 100000 pieces after disinfection.

other indicators.

Automatic record
of computer
24/05/05  16:26
548°C  +18kp
542°C  +17kp
54.7°C  +17kp
55.0°C  +16kp
550°C  +16kp
550°C  +14kp
549°C  +13kp
549°C  +12kp
540°C +14kp
53.2°C  +13kp
533°C  +13kp
51.0°C  +12kp
51.0°C  +12kp
51.5°C +11kp
51.8°C  +11kp
51.8°C  +10kp
52.9°C  +10kp
52.0°C  +10kp
540°C  +10kp
544°C  +10kp
§5.0°C  +0%p
55.0°C  +0%kp
544°C  +08kp
53.5°C  +08kp
§5.0°C  +Q7kp
542°C  +07kp
55.0°C  +07kp
56.5°C  +07kp
54.2°C  +07kp
51.8°C  +06kp
55.0°C  +06kp
55.0°C  +06kp
55.0°C  +06kp
5.0°C  +06kp

! 08:25
+02kp

-06kp

-15kp

07.55

-20kp

07:40

Sigu: QI JINGJING Date : May.5th.2024

1



O kA R R A

— IR RAE R U 25 R HE AR T

Sampling capacity calibration report of disposable inoculating loop

F WY 5 Report#: 01

7%l 24 R — RV R A Far 56 H 1 HERHE

Item name disposable inoculating loop Test purpose Capacity calibration

ik A5 10ul HP40321 et T R=] 2024042601
Type Report#

A7 H 2024.4.25 A e 20240401
MFG date LOT

e £ — 1 16 fix AL H 1A 2024.4.25

Sampling qty Sampling date

i H 3 2024.4.25 i H 3 2024.4.26

Testing date Report date

e i/ Al
B ALhRfE

Testing method

PO etk I 5 Ah 70 66 E TSI BURE A T ) P (o't
JERR HE TR G BEXT AR Z2AE AR IORE A 75 B e BORIRE I . ) 42

FiRFELE T 15% N .

Evans Blue Dye Colorimetric Procedure; Detect the error value between absorbance of the

inoculation loop preparation solution by UV spectrophotometer

and absorbance of

standard solution, and then determine the degree to which the inoculation loop capacity

meet the requirement. The acceptance error is within 15%.

a6 T H

Testing item

KA A &

Inoculating loop sampling capacity

ST

Testing standard

)

ZHR = 3R E R . Refer to product technical requirements.

o I A 2

ﬁ%ﬁ( Name

-5 Model

727 5% Manufacturer

KM

UV spectrophotometer

R A A IR A
Shanghai INESA Analytical
Instrument Co., Ltd.




& % & iﬁ Wik Pipettor 5ml RIS OIS fr DLAB
5P SCIENTIFIC CO., LTD.
il
Testing
e 10mm Y2
equipment and IR B 10mm optical | = -
reagents Square glass cuvette path
—— K R A
e ) 0. 5% Phygene Life Sciences Co.,
Evans Blue Dye solution Ltd
IR | B 16 IS RAFEIE . BEALIHETEE N, 2

Testing results

P& WA I6 25 I M3 . One mould with 16 cavities measured
results are in accordance with the specification. The capacity is
within the acceptance criteria and the data is shown in the

summary table of test results.

T

Remark

K65 06 Inspector: FH =
S }% Review approver: %




ﬁgﬁ éf’j %‘][: ,'é'\ Summary of inspection results :

¥=387. DBx+5E-05

B G AR

N2 N

b

WG FEE B it 28

Standard curve of each concentration of Evans Blue Dye solution

- y=357. 06x+bE-0bH
; R
R (A sbsorbance R°=0. 9997 K wavelength: 600nm
Concentration values (A)
i
0 0 0. 000
1:8000 | 0.000125 0. 043 .
1:4000 | 0.00025 0. 086 3
1:2000 |  0.0005 0. 183 -
1:1500 | 0.0006667 0. 243 1 cal
1:1000 0. 001 0. 360 ¢ s F 2
1:500 0. 002 0.713
__10ul_JERAFFFR S S B SHE (1 H 16D

Measured value of photometric value of each cavity number of (10

(16 cavities)

) ul soft inoculating loop

o 1# 24 34 4t 54 6# 7# 8#
Cavity #
x B @ 0.315 | 0.342 | 0.317 | 0.336 | 0.325 | 0.331 | 0.317 | 0.327
Photometric value(A)
SRR 12.5% 5% 11.9.% 7% 10% 8% 11.9% | 9.2%
Difference from standard solution
” (j“': ,’ﬁf o# 10# 11# | 12# 13# 144 | 15# 16#
avity
% 0.32 0.341 | 0.326 | 0.322 | 0.337 | 0.332 | 0.325 | 0.333
Photometric value(A)
SRR 11.1% | 5.3% 9.4% | 10.6% | 6.4% 7.8% 9.7% 7.5%
Difference from standard solution

vE: 1: 1000 FRifE ST HER )G AR N 0.360A

Remark: The Photometric value of 1:1000 standard resolution solution is 0.360A.




Jiangsu Ruiben Medical Technology Co., Ltd

Customer ' s Medical Equipment & Sanitary Goods

Entrust Sterilization Examining Report

JIANGSU HUIDA MEDICAL INSTRUMENTS CO.,LTD
Manufacturer: Sentadeonbid

Product Name : HDA-HP40321, INOCULATION LOOPS 10UL

Amout ;300000 volume:__19-61802 s

Lot Number : H20240701 Disinfection Date : 2024.08.01

Disinfection Equipment: HSX - 20 (20 m? ) disinfection cabinet of ethylene - oxide by
Computer programme - controlled .

Disinfection Method : STERILE EO .

Standard: 15011135-2014,GB18279-2008,GB15980-2009.

Technical Parameter : Ethylene oxide dosage: _ 700  mg/L;

Temperature: 51.0--55.0 C Humidity: 40-60 % Time: 8 h

Detection method:
Chemical indicator method (Nantong Pakion): If the color of the indicator changes from
yellow to red to blue after disinfection, it indicates that the product has been disinfected.
Biological indicator method (3M, Attempt): The 1264S model ethylene oxide sterilized
biological culture indicator is placed and inspected according to the standard. If there is no
positive reaction after cultivation, it indicates that the product is disinfected.
Physical parameter value : Measure and analyse the data which comes from disinfect
process to confirm disinfect running in a tolerance as stated , it proved that the
product has been disinfected .
Ethylene Oxide Residues Amount : Base on standard SO 10993-7 to inspect and
protract seasonal graph to evaluate after__ 10 _ days to use .
Disinfection Validity Perlod : Keep intact original package and pollution - free , the
period of validityis 5  years.

Conclusion : It is qualified that this batch of 100000 pieces after disinfection.

reported comply with 1S011135-2014, GB18279-2008, and GB15980-2009. Af Gsb‘

X2
disinfection, no analysis or evaluation will be conducted on whether the product ge

other indicators.

Automatic record
of computer
24/08/01  16:26
54.8°C  +18kp
542°C  +17kp
54.7°C  +1Tkp
65.0°C  +16kp
550°C  +16kp
55.0°C  +14kp
549°C  +13kp
549°C  +12kp
540°C  +14kp
53.2°C  +13kp
533°C  +13kp
51.0°C  +12kp
51.0°C  +12kp
51.5°C +11kp
51.8°C  +11kp
51.8°C  +10kp
529°C  +10kp
52.0°C  +10kp
54.0°C  +10kp
544°C  +10kp
§5.0°C  +0%p
55.0°C  +0%kp
544°C  +08kp
53.5°C  +08kp
55.0°C  +0Tkp
542°C  +0Tkp
550°C  +07kp
56.5°C  +0Tkp
54.2°C  +Q7kp
51.8°C  +06kp
55.0°C  +06kp
55.0°C  +06kp
55.0°C  +06kp
+06kp
08:25
+02kp
-06kp
-15kp
; 07.55
3870° -20kp
24/08/01  07:40

Sigu: QI JINGJING Date : AUG.1ST.2024
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Sampling capacity calibration report of disposable inoculating loop

R Report# : 01

77 i A4 PR — IR FH R A e H BERME
Item name disposable inoculating loop Test purpose Capacity calibration

AR AL S 10ul HP40321 Wt s 2024072002

Type Report#

A H A 2024.7.25 At s H20240701
MFG date LOT

e EcE —7H 16 i e H 3 2024.7.25

Sampling qty Sampling date

fari H 341 2024.7.25 s 5 2024.7.26

Testing date Report date

OCEE Gtk BT 5 A0 D6 ' B VHAS I EURE A C i v X IR O

Koo J7 /T JEEAMARHE TR ' BE T L 1R Z2 B SR g BURE A 25 i AL R IURE R . W] 3%

ZARFELE +15% .

B bRt

inoculation loop preparation solution by UV spectrophotometer

Evans Blue Dye Colorimetric Procedure; Detect the error value between absorbance of the

and absorbance of

Testing method standard solution, and then determine the degree to which the inoculation loop capacity

meet the requirement. The acceptance error is within 15%.

K I H SRR TR

Testing item

4’—}% o Inoculating loop sampling capacity

N

R el .

Testing standard

Z P R ESKR . Refer to product technical requirements.

4 FR Name H-E Model B 72 )T % Manufacturer

BAM T
*ﬁ {IJ_\IU’D‘( E‘% UV spectrophotometer N

AR AT A A BR
Shanghai INESA Analytical

Instrument Co., Ltd.




\)—L Y Al
w % Mok Sk Pivetion - oA 461 S0 (B 6 DLAB
P mn SCIENTIFIC CO., LTD.

il

Testing
> 11 o 10mm j\lﬁ%%
equipment and 77 1% B3 b g

Square glass cuvette

10mm optical |

reagents path
KRR A IR A
7R L gh
Evansﬁ}B?u}: b jﬁ;fition 0. 5% Phygene Life Sciences Co.,
’ Ltd
oG aE R —A 16 SIS RIF A E . BEEERSAAMETEE 2N,

Testi It U . oy
sng e P2 WA IS 25 IC M52 . One mould with 16 cavities measured
results are in accordance with the specification. The capacity is
within the acceptance criteria and the data is shown in the

summary table of test results.

#E

Remark

K46 inspector: Il \\Date: 2024.7.26

% Review approver: 17 E 3%

il Date: 2024.7.26
PARCHERG 10K HEBICAL

t Fh



*ﬁg\/j é,ﬂj: % ‘]I: j= Summary of inspection results s

SR e C YR TR R VR ' JEE o oA T 2

Standard curve of each concentration of Evans Blue Dye solution

VL WG A
(A) absorbance
Concentration values (A)

0 0 0. 000
1:8000 0. 000125 0. 043
1:4000 0. 00025 0. 086
1:2000 0. 0005 0. 183
1:1500 0. 0006667 0. 243
1:1000 0. 001 0. 360
1:500 0. 002 0.713

y=307. 06x+5E-05

R’=0.9997 ¥ K wavelength: 600nm

10Ul JERAERE I SO AR SLIIME (1 H 16)

Measured value of photometric value of each cavity number of ( 10 ) ul soft inoculating loop
(16 cavities)
o 1# 2 3# 4# 5# 6# 74 8#
Cavity #
koM 0.315 | 0.342 | 0.317 | 0.336 | 0.325 | 0.331 | 0.317 | 0.327
Photometric value(A)
bR A 12.5% 5% 11.9.% 7% 10% 8% 11.9% | 9.2%
Difference from standard solution
”}j;f#% o# 10# 11# 12# 13# 144 15# 16#
% M 0.32 0.341 | 0.326 | 0.322 | 0.337 | 0.332 | 0.325 | 0.333
Photometric value(A)
ShRlRE 11.1% | 5.3% 9.4% 10.6% | 6.4% 7.8% 9.7% 7.5%

Difference from standard solution

VE: 1: 1000 BReETHER R AYCEEE A 0.360A

Remark: The Photometric value of 1:1000 standard resolution solution is 0.360A.




Jiangsu Ruiben Medical Technology Co., Ltd

Customer ' s Medical Equipment & Sanitary Goods

Entrust Sterilization Examining Report

Manufacturer: JIANGSU HUIDA MEDICAL INSTRUMENTS CO. LTD

Product Name ; MOCULATION LOOPS HP40331 Amgut 300000pCsVolume :10.61802 m

Lot Number : H20240801 Disinfection Date:  2024.09.10

Disinfection Equipment: HSX - 20 (20 m? ) disinfection cabinet of ethylene - oxide by
Computer programme - controlled .

Disinfection Method :  STERILE EO .

Standard: 15011135-2014,G818279-2008,GB15980-2009.

Technical Parameter : Ethylene oxide dosage: _ 700  mg/L;

Temperature: 51.0-550 C Humidity: 40-60 % Time: 8 h

Detection method:
Chemical indicator method (Nantong Pakion): If the color of the indicator changes from
yellow to red to blue after disinfection, it indicates that the product has been disinfected.
Biological indicator method (3M, Attempt): The 12645 model ethylene oxide sterilized
biological culture indicator is placed and inspected according to the standard. If there is no
positive reaction after cultivation, it indicates that the product is disinfected.
Physical parameter value : Measure and analyse the data which comes from disinfect
process to confirm disinfect running in a tolerance as stated , it proved that the
product has been disinfected .
Ethylene Oxide Residues Amount : Base on standard 150 10993-7 to inspect and
protract seasonal graph to evaluate after 10 daysto use.
Disinfection Validity Period : Keep intact original package and pollution - free , the
period of validityis 5  years,
Condlusion : It is qualified that this batchof 300000 pieces after disinfection.

Explanation: This report only covers the standards and technical data during the i ' Fect]

process of medical and sanitary supplies provided by the client. The sterilizatig

reported comply with 15011135-2014, GB18279-2008, and GB15980-2009. Af GEE%"

disinfection, no analysis or evaluation will be conducted on whether the productggé

other indicators.

Automatle record
of computer

24/08/10  16:26

MA°C +18kp
542°C  +1Tkp
BMC  17kp
550°C  +18kp
55.0°C  +18kp
585.0°C  +14kp
54.9°C +13kp
849°C +i2kp
S4.0°C  +14kp
53.2°C  +1kp
533°C  +13kp
51.0°C  +1lkp
51.0°C  +1lkp

51.5°C  +1tkp

51.8°C  +1ikp
51.8°C  +10kp
528°C  +10kp
520°C  +10kp
B40°C  +10kp
s44°C  +10kp
550°C  +0%kp
550°C  +0%kp
544°C  +08kp
535°C  +08kp
550°C  +0Thp
54.2°C  +0Thp
§5.0°C  +0Thp
555°C  +0Tkp
54.2°C  +0Thp
51.8°C  +06kp
55.0°C  +06kp
E5.0°C  +0Bkp
E50°C  +0Bkp

5.0°C  +06kp
AU 0 08:25
+02kp
-06kp
-15kp
07.58
B -20kp
M/08/10 0740

Sigu: QI JINGJING Date :SEP.10TH 2024
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Sampling capacity calibration report of disposable inoculating loop

R Report# : 01

77 i A4 PR — AL R A AR e H BERME
Item name disposable inoculating loop Test purpose Capacity calibration

A 10ul HP40321 Wt s 2024082002

Type Report#

A H A 2024.8.25 At s H20240801
MFG date LOT

e EcE —7H 16 i e H 3 2024.8.25

Sampling qty Sampling date

fari H 341 2024.8.25 s HIY 2024.8.26

Testing date Report date

OCEE Gtk BT 5 A0 D6 ' B VHAS I EURE A C i v X IR O

Koo 773 /T JEEAMARHE TR ' BE T L 1R Z2 B SR g BURE A 25 i AL R IURE R . W] 3%

ZARFELE +15% .

BRIt

inoculation loop preparation solution by UV spectrophotometer

Evans Blue Dye Colorimetric Procedure; Detect the error value between absorbance of the

and absorbance of

Testing method standard solution, and then determine the degree to which the inoculation loop capacity

meet the requirement. The acceptance error is within 15%.

K I H SRR TR

Testing item

4’—}% o Inoculating loop sampling capacity

N

R el .

Testing standard

Z P R ESKR . Refer to product technical requirements.

4 FR Name H-E Model B 72 )T % Manufacturer

BAM T
*ﬁ {IJ_\IU’D‘( E‘% UV spectrophotometer N

AR AT A A BR
Shanghai INESA Analytical

Instrument Co., Ltd.




B & Lot

KIE R4 S A A% 47 DLAB

¥ Pipett
Pifife Pipettor oml SCIENTIFIC CO., LTD.
il
Testing
R 10mm Y%
equipment and PR R 10mm optical |
reagents Square glass cuvette path
o KR AT IR 2 A
e . 0. 5% Phygene Life Sciences Co.,
Evans Blue Dye solution Ltd
e pRsN A\ P /,4?_‘ 7, - Ve S Ay Mz
Rrgmas R | B 16 SRS RS HE . REARSIMETUE A, %

Testing results

P& WAG L 45 HL 513 . One mould with 16 cavities measured
results are in accordance with the specification. The capacity is
within the acceptance criteria and the data is shown in the

summary table of test results.

#E

Remark

*ﬁgﬁ Inspector:

FH=

% Review approver: 17 E 3%

o 4
HACHERG WD HEDICAL
LU

=

HH] Date: 2024.8.26
HH] Date: 2024.8.26



*ﬁg\/j é,ﬂj: % ‘]I: j= Summary of inspection results s

SR e C YR TR R VR ' JEE o oA T 2

Standard curve of each concentration of Evans Blue Dye solution

VL WG A
(A) absorbance
Concentration values (A)

0 0 0. 000
1:8000 0. 000125 0. 043
1:4000 0. 00025 0. 086
1:2000 0. 0005 0. 183
1:1500 0. 0006667 0. 243
1:1000 0. 001 0. 360
1:500 0. 002 0.713

y=307. 06x+5E-05

R’=0.9997 ¥ K wavelength: 600nm

10Ul JERAERE I SO AR SLIIME (1 H 16)

Measured value of photometric value of each cavity number of ( 10 ) ul soft inoculating loop
(16 cavities)
o 1# 2 3# 4# 5# 6# 74 8#
Cavity #
koM 0.315 | 0.342 | 0.317 | 0.336 | 0.325 | 0.331 | 0.317 | 0.327
Photometric value(A)
bR A 12.5% 5% 11.9.% 7% 10% 8% 11.9% | 9.2%
Difference from standard solution
”}j;f#% o# 10# 11# 12# 13# 144 15# 16#
% M 0.32 0.341 | 0.326 | 0.322 | 0.337 | 0.332 | 0.325 | 0.333
Photometric value(A)
ShRlRE 11.1% | 5.3% 9.4% 10.6% | 6.4% 7.8% 9.7% 7.5%

Difference from standard solution

VE: 1: 1000 BReETHER R AYCEEE A 0.360A

Remark: The Photometric value of 1:1000 standard resolution solution is 0.360A.




	Phygene Life Sciences Co., Ltd

