ﬁ oneject CERTIFICATE OF IRRADIATION

one injection, onc syringe

Date of analysis : 07 Oct 2024

A. Product Information | informasi Produk

Product Code 1800000184

Kode Produk

Product Description Mitragyna Speciosa
Deskripsi Produk

Batch Number C24)JZB020

Nomor Batch

Date of Irradiation 07 Oct 2024
Tanggal Iradiasi

Irradiation Process Number B2202410070569
Nomor Proses Iradiasi

B. Result of Analysis | Hasil Analisis

No. Parameter Specification Result
Parameter Spesifikasi Hasil
1. |Electron Beam Average Current {uA) As per speciflcation 1600
Rata-rata Arus Berkas Elektron sesuai spesifikasi
2. |Electron Beam Energy (MeV) As per specification 10.24
Energi Berkas Elektron sesuai spesifikasi
3. |Calculated Minimum Dose (kGy) As Information 5.4
Dosis Minimum Terhitung Sebagai informasi
4, |Calculated Maksimum Dose (kGy) As Information 5.9
Dosis Maksimum Terhitung Sebagai informasi
5. |Chemical Indicator Yellow to Red Yellow --> Red
Indikator Kimia Kuning ke Merah
6. | Minimum Process Target Dose (kGy) As Information 5.0
Dosis Target Proses Minimum Sebagai informasi
7. |Maksimum Process Target Dose (kGy) As Information 5.9
Dosis Target Proses Maksimum Sebagai informasi

Other Information | Informasi Lain

Process Target Dose 5 kGy

C. Approval | Persetujuan

Reviewed & Approved by | Disetujui Oleh

. ongject

¢injection, gnge sytinge

Prepared by | Dipersiapkan Oleh

560

Name | Nama : Septi Winarni Name | Nama : DERRY SUPPYADI
Title | Posisi : QA Officer Title | Posisi : QA Manager
Date | Tanggal : 09 Oct 2024 Date | Tanggal : 10 Oct 2024
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Rev.03

E-BEAM IRRADIATION PROCESS RECORD - OEM PRODUCT

|. GENERAL INFORMATION
No SO : 1300000411
Internal Batch No : C24J28020 PROCESS NUMBER STAMP
Sterilization Date : 07 Oct 2024 v
Irradiation Purpose : Preservation B 2 2 0 2 " 1 0 0 70 5 6 9
Product Expired : NA
Dosimeter Expired :Jul 2029 External Batch No :na Customer Name : PT Silah Meh Nuan
Dosimeter Quantity 8 pcs | Packaging Size 144 % 37%31 cm | Product Name : Mitragyna Speciosa
Process Target Dose  : 5 kGy | Packaging Weight : 25 kg | Product Quantity : 200cCTN
Labeling : (O Radura ™ Chemical Indicator [ Other
Il. PARAMETER SETTING
Process Parameter Acceptance Criteria ‘\\;:I::l Setting Time Perf:;med Ve;i;ied
Irradiation Process Path 0O Single Side &'Flipped O Return
Power 010 kW 15 kw O oOther............
Pulse per second 260 1/s ™ 360 I/s O Other......c....
PFN Voltage 19,6 kV
Average Beam Current 1600 A £ 5% 1611 A
Conveyor Speed 2,73 m/min £ 3% 2,72 m/min
Peak of e-beam Current 275 mA £ 25 mA 279 mA
Klystron High Voltage 130vi13v 132 V
Peak of Microwave Power 500 W +25W 500 W
Scan Current 16A+0,1A 159 A , o
Kiystron ion pump <1x10%A A .fil‘
e-source ion pump <1x10%A A
Accelerator tube ion pump <1x10%A 0,6x10% A v7 0ty
Scan Box ion pump <1x104A A
Cons. Temp. Water inlet 20-35°C+0,5°C °C
Cons. Temp. Water Outlet 20-35°C+0,5°C °C
Cons. Temp. Water Flow 18 m3/h + 1,8 m3/h m3/h
Cool. Temp. Water Inlet 20-35°C+0,5°C 24,1 °C
Cool. Temp. Water Outlet 20-35°C+0,5°C 26,0 °C
Cool. Temp. Water Flow 18 m3/h £ 1,8 m3/h 18,0 md/h
til. PROCESS PARAMETER MONITORING (PRE-HEATING)
Start Time :
Time
Process Parameter Acce-pta‘nce o
Criteria
1{A) V{V) 1(A) V(V) I1(A) V(V) 1{A) V(V) 1{A) vv) |

e-source Filament 1<33A

V<12V
Klystron Filament |S50A

V7,5V

. 1<100 A

Thyratron Filament V<63V

1s7,0A
Thyratron H2-Pressure V<63V
End Time :
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-y E-BEAM IRRADIATION PROCESS RECORD — OEM PRODUCT

IV. PROCESS PARAMETER MONITORING (OPERATING)

Start Time :15.17
Time
Process Parameter Acceptance Criteria ;
16.17 /
Pulse Per Second $4201/s 360 /s /
7
Average Beam Current 1600 uA 5% 1588 pA /
PFN Voltage 19,6 - 19,7 kV 19,7 kV
Conveyor Speed 2,73 m/min £ 3% 2,71 m/min
Peak of E-beam 275 mA + 25 mA 278 uA
Current
Klystron High Voltage 130v+13v 132V
Peak of Microwave 500 W+ 25 W 500 W
Power %
Scan Current 16A10,1A 15,9 A /
Klystron lon Pump <1x10*A 0,0x10%A
e-source lon Pump <1x10%A 0,2x10¢A
Accelerator Tube lon <1x104A 10X 106 A l/
Pump /
Scan Box lon Pump <1x10*A 7,4%x10%A //
Cons. Temp. Water 20-35°C+0,5°C 21.9°C
Inlet
Cons. Temp. Water 20-35°C+0,5°C 23.0°C
Outlet
Cons. Temp. Water 3 ) /
+ 3 B, /
Flow ._18_m /h+1,8 rrl /h | 18,0 m*/h /_ i
Cool. Temp. Water 20-35°C  0,5°C 28.6°C
Inlet
Cool. Temp. Water 20-35°C+0,5°C 30,6 °C
Outlet
Cool. Temp. Water 18 m¥/h + 1,8 m¥h 18,0 m¥/h
Flow
End Time :16.50
Total Master Box Quantity Processed :200 CTN
Performed by Verified by
. o
Sign o7 otf M
Note
NA
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SOP-PRO007-A02
Rev.03

E-BEAM IRRADIATION PROCESS RECORD — OEM PRODUCT

V. CHEMICAL INDICATOR CHECK (YELLOW TO RED)

Chemical Indlkator Color (Qty) .
Performed B Verified B
(Qty) Yellow Red v 4
wm
200 pcs NA 200 pcs m N O
87 ber Y4 ® 7 0 (,“' WM
Vi. PROCESS VERIFICATION
Process Performed by Process Verified by

WDW-
i o7 o M
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LAPORAN DOSIMETRI

DOSIMETRY REPORT
Tanggal / Date : 07 0ct 2024
No, Process / Process Number : B2202410070569
Nama Produk / Product Name 1 Mitragyna Speciosa — PT Silah Meh Nuan
No, Bets / Batch Number : NA
Jumlah Produk (MB) / Product Quantity (MB) : 200CTN
Jumlah Dosimeter / Dosimeter Quantity : 8pcs

Dosis Target Proses atau Minimum Dosis Target Proses (kGy) /

Process Target Dose or Process Target Dose Minimum (kGy) il
Maksimum Dosis Target Proses (kGy) / Process Target Dose Maximum (kGy) : 5,9 kGy
Parameter Machine Scan (i‘;"ent Avg, Be(c:lnAm)Current inMe;’};’ Con{;)}:::‘p): e Irradiation Process Path*
[ Single Side
Specification 16 1600 10,24 2,73 & Flipped
J Return
Bets Dosimeter / Dosimeter Batch . DE Rata-rata Dosis / Avg, Dose (kGy) ¢ 5,61kGy
lenis Dosimeter / Dosimeter Type : B3 Film Dosimeter Panjang Gelombang / Wavelength (nm) : 552nm
Tanggal Kedaluwarsa Dosimeter / Dosimeter : July 2029 Rata-rata Ketebalan Dosimeter / Avg, : 0,0182 mm
Expire Date Thickness Dosimeter (mm)
Time Dosimeter ID Irradiated Absorbance Response Dose (kGy) R;(I’as:h;e A?rtr’,s;g::)j'
15.09 DE_5137370B 0,149 8,187 59 1,05
15.13 DE_5137369B 0,140 7,692 5,4 0,96
15.21 DE_51373658B B 0,147 8,077 5,8 1,03
15.27 DE_5137376B 0,140 7,692 T 5,4 0,96
15.33 DE 51373668 0,142 7,802 5,5 0,98 _
15.38 DE_5137375B 0,148 8,132 5,9 1,05
15.44 DE_5137367B 0,142 7,802 5,5 0,98
15.51 DE_5137368B 0,142 7,802 55 0,98
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. . Relative Dose (Adj,
Time Dosimeter ID Irradiated Absorbance Response Dose (kGy) Dose / Avr, Dose)
/ -
e
-
_
Notes : -
Min to Process Dose Ratio 1,00
Max to Process Dose Ratio 1,00
Process Target Dose Result 5,4 — 5,9 kGy
Calculated Dose Result 5,4 - 5,9 kGy
* Please give V to the selected option
Performed By, Reviewed By,
o)
ot O 24

(Dosimetry Officer / Sterilization Staff)

(Sterilization Section Head)
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