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Pre-filled Petri dish(90mm,25mL)
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The calibration coefficient AFmax should be used to assess the maximum
possible absorbed dose, while the calibration coefficient AFmin should be used to
assess the minimum possible absorbed dose. At a 95% confidence level, the coverage
factor k is used to correct the dose calibration coefficients.

(AEnax) corr = AVG(AFmax) + k = S(AFmax)
(AFpin) corr = AVG(AFmin) — k » S(AFmin)
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These corrected values for the adjustment factors should be used to calculate
minimum and maximum doses for the routine processing control.

R 83 BIEHEAELRE

Table 8.3 Dose-Response Relationship of Corrected Data

B PERREHIE 8.0
BPERBEENE 17.0
BEFETk 2.92

1B IE BEUA fnan)cor 1.70
18 1E RBUA Fnin)corr 112
AR A max 10.0
AN A min 73
NEE 10.0%
BEFTIE min 8.0
TREATR BRI B fE 14.7
TR R B A% /M 8.4

8.3 {R#Z 43 Deviation handling

RIE (IRELIBIEHIRT) M, AR R ERE.

According to the analysis of "Deviation Handling and Control Procedure”, no
deviation was generated in this test.
9. %5 Conclusion
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The operating parameters of Pre-filled Petri dish from Shanghai BasalMedia
Technologies Co., Ltd. are as follows:

TZH%S: YP-002-V2.0

Process form No.: YP-002-V2.0

M 1
Attached table 1
ST (90mm,25mL)
72 i 4 F7 Product
Pre-filled Petri dish(90mm,25mL)
H1.3% R~F Package size 540mm*310mm*190mm
7 i B & Product weight 7.0kg
ZLR IR Dose Required 8.0-17.0kGy
1Z4T D12 Running Power 35KW
FAH HEIE Scanning Current 9.54A
WEHE Setting Speed 5.53min
4B = E Loading Height 19¢m
B WNHEEAE, = 1K
FERRAE S Irradiation Mode
Double-sided irradiation, once per side
o | S
%31 Loading Mode
3 boxes per pallet
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Shanghai Keju Irradiation Technology Development Co., Ltd. Report No.: KJ-YP-R-001

The calibration coefficient AFmax should be used to assess the maximum
possible absorbed dose, while the calibration coefficient AFmin should be used to
assess the minimum possible absorbed dose. At a 95% confidence level, the coverage
factor k is used to correct the dose calibration coefficients.

(AFpax)corr = AVG(AFmax) + k * S(AFmax)
(AFpin) corr = AVG(AFmin) — k = S(AFmin)

TERAARM I T I, IR 5 ) 2 008 7 g S VP4t TR f B
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These corrected values for the adjustment factors should be used to calculate
minimum and maximum doses for the routine processing control.

83 BIEYIRARELRR
Table 8.3 Dose-Response Relationship of Corrected Data

B PERERETIE 8.0
FEHRERERSTI® 17.0
BEEFK 2.92

12 IE ZH0(A fimax)corr 1.66
18 IE RBUA Fmin)eorr 1.16
W 2 max 10.2
LS A min 6.9
NFEE 10.0%
WE & min 7.7
TREARGT 2 B A E 13.6
TREAR KGRI = B /ME 8.5

8.3 fRZEALH Deviation handling

REIE (MELBEFIEE) M, AUCRB IR ERE.

According to the analysis of "Deviation Handling and Control Procedure", no
deviation was generated in this test.
9. 45 Conclusion
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Shanghai Keju Trradiation Technology Development Co., Ltd. Report No.: KI-YP-R-001
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The operating parameters of Pre-filled Petri dish from Shanghai BasalMedia
Technologies Co., Ltd. are as follows:

TEZH8%S: YP-001-V2.0

Process form No.: YP-001-V2.0

MR 1
Attached table 1
PR FIL (55mm,15mL)
= i 2 FF Product
Pre-filled Petri dish(55mm,15mL)
103 R~] Package size 540mm*3 10mm*190mm
7 i B & Product weight 7.0kg
ER )& Dose Required 8.0-17.0kGy
1547 1% Running Power 35KW
F34# B3R Scanning Current 9.5A
BRI Setting Speed 5.40m/min
428 = 5 Loading Height 19cm
-~ WIESERR, 9 1 &
LEHRE R Irradiation Mode
Double-sided irradiation, once per side
\ SHTAE 3 5
BB Loading Mode
3 boxes per pallet
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(T FIMREFRE) STP-QC-1005
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2025.06.04~2026.03.03
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6.1 HHY
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6.2 iZF
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AT, PIEREHI I RRE T 2 X SR B RSN,

7.2 RSN
HitaE:
L] = T
=] =E
pH & 7.3+0.2 (25+2°C)
Rkt ToT R
| TRt TR [32.542.5°CHE5 5 X)
ERMRE:
EFPRTR EffRS Bl AT
KAPIEFE E.coli ATCC 8739 50%~200%
SEEEFHRE S.aureus ATCC 6538 50%~200%
EEREIEE P.aeruginosa ATCC 9027 50%~200%
FREZFIEATE B.subtilis ATCC 6632 50%~200%
HE&SIHE C.albicans ATCC 10231 50%~200%
R A niger ATCC 16404 50%~200%
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- Bl ERERE (Bl %)
s . WSRO g | | R | e | AmEE | ememesn | DU | uamene | SRE [ g |
ma | R | s | T | S | S | s | Mccem | R e o
50%-200% 50%-200%

1 e 7.3 FAE | o 82.79 97.08 163.86 158.93 117.24 89.62 ot
2 HE | T4 | HANE | gams 114.75 109.3 100 74.00 151.56 104.69 B
N—— 3 B 72 | HENE | Hams 80.95 102,14 78.82 120.93 100.92 72.31 g
Q100 F131302 4 EE® | 71 | AT | gamE 155.74 86.62 146.36 78.70 185.95 112.07 &g
o 5 EHE | 71 | HANE | fams 117.65 186.36 195.24 79.17 104,17 106.67 &g
6 BE | 72 | FelE | mems 121.98 932 147.73 139,71 135.19 121.33 =
7 BE | 71 | HANE | BamE 73.81 118.18 90.91 117.86 110.75 138.89 Big
1 HE | 74 | FENE | omn 131.94 102.46 90.97 161.63 97.37 113.85 At

2 BE | 72 | AR | feus 103.6 109.09 1037 94.29 150.00 110.64 =
B - 3 BB | 72 | gamE EilE 103.85 82.81 138.3 81.56 90.06 74.36 &g

Q100 BRI F131310 4 EEy) 7.1 TEE | FAmE 85.25 79.58 147.27 73.96 143.86 106.90 =
b 5 =) 7 HEmE | fels 120.25 91.67 117.14 87.01 115.19 115.00 Bt
6 O | 70 | AT | BanE 132.53 106.58 155.32 103.90 111.63 86.96 =i

7 BE | 71 | HANE | mems 177.78 76.32 111.67 121.62 96.55 146.15 B

il BE 74 | TFENE | e 116.67 107.38 88.19 119.77 127.63 167.69 &

R 2 HE | 72 | mAME | wame 11171 101.82 91.67 100.00 141.38 110.64 =

Q100 e o F131312 3 A 72| HEE | fFedE 83.7 108.87 127.27 110.00 82.19 85.19 =
o 4 BE | 701 | HAlE | gams 99.14 117.24 9873 99.40 130.77 96.08 &g
5 HE | 70 | fAaE | mens 115.87 120.55 133.33 115.87 116.67 102.17 &g
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153.01 103.95 162.77 103.90 117.44 101.45 &g
7 BE | 71 | HelE | geis 157.78 106.58 165 154.05 101.15 120.00 =T
1 HE | 74 | AaNE | geus 141.67 73.77 92.36 91.86 86.84 103.08 &g
2 BE 72 | FENE | FelE 102.7 136.36 103.7 195.71 160.29 142.55 =
[y Nl hmil e e 3 HE | 73 | el =yl 88.04 91.13 120 97.50 106.85 142,59 &g
Q201 + BB+ 11 80 F131311 4 HE | 72 | AemE | #gems 100 123.28 82.91 102.98 135.58 92.16 B
TSA+L+T80 5 BE | 71 | Hale | foms 117.46 106.85 128.33 115.87 116.67 115.22 &g
6 BE | 71 | HalE | gems 103.61 65.29 147.87 146.75 106.98 117.39 B
7 =R 72 | ez | feus 188.89 76.32 151.67 151.35 7471 146.15 =
1 HE | 74 | HEE | geds 108.2 91.86 91.04 80.00 157.81 9375 &g
2 BE | 73 | HOME | game 95.65 102 102.33 124.39 127.59 10217 &tg
[l PN e e 3 E=) 73 | HENE | fFemE 142.62 80.99 140 84.62 189.47 120.69 atg
Q201 +BREERS + 11 80 G131310 4 HE | 71 | FANE | Bane 92.45 89.32 74.42 159.65 121.67 87.50 B
TSA+L+T80 5 BE | 72 | AemE | gels 109.89 83.5 168.18 135.29 131.48 156.00 aig
6 BE |71 | MemE | geins 76.19 107.27 83.33 135.71 110.75 133.33 Gt
7 B | 71 | el | geme 166.67 74.65 144.26 71.25 120.00 107.89 =
1 BE | 73 | gelE | gams 100 81.82 73.15 170.00 172.06 136.17 &
2 ) 73 | HEHE | HelE 98.08 73.44 157.45 80.85 107.45 82.05 Btg
[N S S 3 BHE 73 | fellE | HedlE 100 84.51 152.73 78.70 17018 101.72 B/ig
Q201 +UPRERE + 1R 80 G131316 4 BE | 72 | ANz | Hens 92.06 105.48 136.67 93,65 122.73 119.57 )
TSA+L+T80 5 BE | 72 | HaE | gawms 154.22 85.53 159.57 136.36 113.95 98.55 &
6 BE | 72 | HAlE | famE 177.78 119.74 158.33 159.46 70.11 135.38 =10
7 BE | 70 | BelE | gams 148.89 101.41 168.85 67.50 122.50 118.42 =
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;‘: Shanghai Keju Irradiation Technology Development Co., Ltd §§
X VP IEEIE [32805] WFP4MS (Certificate No.) : CE202507230007 §§
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PRO CATE OF ELECTRON BEAM S
S R R AN W% E 26000000202312221909 S
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XY F&%ﬁﬁ%mmmmﬁmiﬁwj 07 A 23 H %
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o 2
R <
<D Prefilled M R /i35 g 45 55 3+ 5P %
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& PR HR 771 S (Nominal Absorbed Dose Required by Customer): _8.0-17.0

P2 S BRI IR (Measured Absorbed Radiation Dose of the Product):
113-16.1 kGy

AR RIEAR IR R AT I A 7] 22 UE W LA BT 51 A AT 22 . IR Pt ), IR & P sk

IR R BHGAT T B, 0P, I ARIR 2800 & e oK.

Shanghai Keju Irradiation Technology Development Co., Ltd that the products listed above (as
described by theManufacturer) had been irradiated correctly by the process parameters which are

setbased on the nominal dose specified by the customer.
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