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2. INTRODUCION

2.1, Report Purpose

The purpose of this report is to document the results of the performance qualification study
conducted to evaluate the heat distribution within the Autoclave located at JAMJOOM PHARMA.
The report includes the following points:

2.1.1 Detailed tables for the main cycle(s) conducted presenting the recorded:

A  Average, maximum, and minimum recorded temperature for each location.
#&  Fg-value for each location.
£  Average temperature across all locations.

2.1.2 Identifying the hottest and coolest points and illustrating their locations on the layout
diagram.

2.1.3 ldentifying any excursions or abnormal variations observed during the study and
providing a summary of those deviations in the deviation report along with any
corrective action taken.

2.2, System Brief Description

The scope of this report intends to cover the performance qualification results of Autoclave (MI1-193)
located at JAMJOOM PHARMA with the following description:

System Brief Description

Description Autoclave

Dimensions/Volume 690 L

Manufacturing Fedegari

Microbiology Laboratory,
Preparation Room MC-22

Location

2.3. Associated Material and Equipment Description
Used Reference Equipmient Description

.. No. of .
Description Range Accuracy | Manufacturer Model
Sensors
| g

Calibration
ra Date

12 | (40)°
Data Loggers | | (-40) Eto (R +0.5°C
B sensors | & R B
01 | %5%of
Data Loggers consors (0) bala.r to (4.]“1.)a|_' | S
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2.4, Study Design

Heat Distribution Study Design

Sterilization Temp. Setting | 122°C
Accepted Sterilization Temp. (121 +3)°C
Sterilization Time Setting ' for 20 min

Accepted Sterilization Time NLT 20 min

Accepted Fp-value = 20 (as per customer requirement)

rcle yele _ . 2 g
Cycle (“l'f " Load Description Start Date Stop Date Sample Frequency
No. Description

| 23.150 L ' ‘
111 Flask 100ml | 18/06/2025 | 18/06/2025
12 Flask 1000ml | 01:30:00PM | 02:57:45PM

1 Flask 250ml

1. ‘ Liquid 15 seconds
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3. RESULTS DATA SHEETS

VOL-01) PERFORMANCE QUALIFICATION PROTOCOL

| 01.01.01.01 Liguid Cycle Test Results

ANNEX 01.01
RESULTs DATA SHEETSs

DATA SHEET 01.01.01
MAIN CYCLES TEST RESULTS
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RESULTs DATA SHEETs

DATA SHEET 01.01.01.01

LIQUID CYCLE TEST RESULTS
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Datasheet number 01.01.01.01.01: Liquid Cycle Test Results Data Sheets

Heat Distribution Study Data Sheet for Autoclave MI-193)

_CycleNo. 4 . loft ]
|_Cycle Name _ : ] __Liquid Cycle = i
' - ' 23.150 L
PRI - | 111 Flask-100ml & 12 Flask-1000ml & 1 Flask-250ml|
Sterilization Temp. Setting Y _2zeC —i
Accepted Sterilization Temp. I . (121+3)°C -
Sterilization Time Setting ~ * : _ for20min
| _Accepted Sterilization Time g ~ NLT20min
\_Accepted Fp-value I 2 20 20 (as per customer require ment} 1l
. i 22/06/2025 | 22/06/2025
| Cycle Start Time O 01:30:00 PM Cicleﬂu_i_Tlme 02:57-45 PM |
| —— STt
| Sterilization Start Time | (2)?50; égopz& Sterilization End Time | gg_/zoﬁﬁopzMs |
:a8: - | iadl o |

Actual Within

Senser Maximun Minimum Acceptance

Posttion Criteria
{YES fNQOJ?

1011004509 | 123.02 12317 | 12247 | 3150 | ves |
1011000232 ; 122.83 12299 12227 | 3018 | YES
1011004093 | 12300 | 12310 | 12267 | 3135 | YES
B orw004331 | 12308 | 12320 | 127 3198 | YES 5
B 1011004211 122.69 | 12280 | 12243 | 2923 | YES
1011004503 | 12303 | 123.17 | 122.55 | 3160 YES
' 1011004106__,_ __1_2306_ J mE 12261 _ 31.83 :_ @__ |
1011004332 | 12307 . 12319 | 1272 | 3185 | YES
'u 1011003860 12310 123.21 122.82 | 3208 | YES
TN 1011004102 | 122.98 123.08 122.54 |~ 3121 | YES |
1@60440_4_ 122.35* ' 122.49 12187 2702 | YES
' 1011004203 ' 123.15° 123.25% | 123.04 32.45° YES
i Pres;t_lre . 2.267 2274 2.26 e
Average for Autockaye 122.88
*: Maximum & Hottest. **: Minimum & Coolest.
Reviewed By ( TAG )
Name Ahmed Tarek
Signature e e
Date 22;06;5025
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Datasheet number 01.01.01.01.02: Liquid Cycle Final Report and Conclusion
2  All the registered charts, graphs, and raw data (CD} are attached in the TOP.

2  The following table presents a summary of the monitored data all over the sterilization period. All
obtained values are not rounded.

Results Summary

Min. Sterilization Temp. | 121.10°C | .| 1011004404

Max. Sterilization Temp. | 123.26°C | 12 g 1011004203 }
Hottest Point Temperature | 123.14°C | 12 | 1011004203 I
Coolest Point Temperature _ | 22 .26 °C | ) 11 | 1011004404 |
Minimum F0-value | 3080 | 11 1011004404 |
Slowest Point B | 1011004404 |
_Equilibrium Time . I ! ! ___5___r_nln & 15 sec '
Holding Time [Expusure Time] 23 min & 15 sec ;
Plateau Period : 28min&30sec '

Reviewed By ( TAG }

Name Ahmed Tarek |

Signatre A | |

Date 22/06,2025 | |

e et e i i e ek i b TPy RRSPRG PRSI o |
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Datasheet number 01.01.01.01.03: Liguid Cycle Layout and Sensors’ Distribution

*: Hottest,
**: Coolest.

R il e R TP ——
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Datasheet number 01.01.01.01.04: Liquid Cycle Live Photos
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[?atasheet Number 01.01.02.01: Deviation Report
| DEVIATION REPORT Copy 01 0f 01
Test Report (N°. ant_lr Descriptim?: ........................... i Deviation N°.: ....conmsmsermennnn

The equilibrium time was recorded as 5 minutes and 15 seconds, exceeding the specified limit of not

i
|
‘ Description:
| more than 30 seconds. However, this result has been accepted by the customer.

Signature TAG: | Date: G9.66 .2,25
Signature JAMJOOM PHARMA: Date:
Corrective Action: '

Person in charge to close the deviation Expected closure date:

1 |

{ Signature TAG: 7&/—# ‘ Date: Qg-gé’- 2.99

]

| Signature QA JAMJOOM PHARMA: | Date:

Corrective Action results

Deviation successfully solved? | YES

Signature:

Signature:
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DATA SHEET 01.01.03

REFERENCE EQUIPMENT LIST AND
CALIBRATION VERIFICATION
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Datasheet Number 01.01.03.01: Reference Equipment List

Reference Equipment List

Instrument Description

Instrument

Manufacturer/ Model _

CALIBRATION

Muaost recent

Catibration
Due Date

\J
Description calibration date
1 Data Logger Tecnosoftsrts 1011004509 May., 2025 Nov, 2025
) SterilDisk Probe Yo "
Tecnosofts.r.l./
2, Data Logger SterilDisk Probe 1011000232 May., 2025 Nov., 2025
Tecnosoft s.r.l./
3. i Data Logger SterilDisk Probe 1011004093 . May., 2025 Nov, 2025
Tecnosofts.r.l./
4. Data Logger __ SterilDisk Probe 1011004331 May., 2025 Nov., 2025
f Tecnosofts.r.l./
5. Data Logger SterilDisk Probe 1011004211 May., 2025 Nov., 2025
6 Data Logger Tecnosoft sr.l./ 1011004503 May., 2025 Nov., 2025
) &8 SterilDisk Probe Y oV
7 Data Logger e | 1011004106 May., 2025 Nov., 2025
: . SterilDisk Probe = . "
Tecnosofts.r.l./
8. Data Logger | SterilDisk Probe 1011004332 May., 2025 Nov,, 2025
Tecnosoft s.r.l./
9. Data Logger SterilDisk Probe 1011003860 May., 2025 Nov,, 2025
Tecnosoft s.r.l./
10. Data Logger SterilDisk Probe 1011004102 May., 2025 Nov,, 2025
Tecnosofts.r.l./
11. Data Logger SterilDisk Probe___‘_J 1011004404 May., 2025 | Nov.,, 2025
12 Data Logger Tecnosofgs.r.l/ 1011004203 May., 2025 Nov., 2025
' B8 ____ SterilDisk Probe ay- g
Tecnosoft s.r.l./
13. | Data Logger PressureDisk 05 3501009327 May., 2025 Nov,, 2025
Reviewed By [ TAG )
Name Ahmed Tarek
Signature = j;:j e
Date 22/06/2025
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Datasheet Number 01.01.03.02: Sensors Pre-Calibration Check

Reference Equipment List

Calibration
Due Date

Equipment
Description

q Most recent
Manufacturer Maodel S.N. st recent
calibration date

digital indicator

Pt-100 with

GREISINGER [ GMH 3710 ‘32403245/1161 Mar., 2025 ‘ Mar,, 2026 |

Pre-Calibration Check Results

1. 1011004509 -0.08 0.11 0.07 ‘
2. 1011000232 0.13 0.26 0.22 J
3. 1011004093 0.19 0.13 0.05 |
a. 1011004331 0.39 0.19 0.22 |
5. 1011004211 0.46 0.48 0.43 ‘
6. 1011004503 -0.01 0.14 0.11 l
7. 1011004106 -0.04 0.14 0.09
8. 1011004332 0.45 0.24 0.29
9, 1011003860 0.03 0.16 0.27
10. | 1011004102 0.15 0.26 0.20
11. | 1011004404 0.04 0.44 0.38
12. ‘ 1011004203 0.34 0.20 0.19 :
Reviewed By.( TAG)
Name o i Ahmed Tarek o _J __!
Signature — .,..J |
Date 22/06/2025 | |
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Datasheet Number 01.01.03.03: Sensors Post-Calibration Check

digital indicator

Equipment
Description

Pt-100 with

GREISINGER ‘ GMH 3710 I 32403245/116‘ Mar, 2025 ‘ Mar., 2026 ‘

Reference Equipment List

Most recent
calibration date

Calibration
Due Date

Post-Calibration Check Results

0.12 0.08

1. 1011004509 -0.07 I

2. 1011000232 0.19 r 0.32 0.28

3 1011004093 0.23 0.17 ‘ 0.09

4. 1011004331 ! 0.36 0.16 0.19

5. ]r 1011004211 r 0.51 0.53 0.48

6. 1011004503 -0.05 0.10 0.07

7. 1011004106 -0.06 0.12 0.07

8. 1011004332 0.48 F 0.27 0.32

9, 1011003860 0.07 0.20 ‘ 0.31

10. | 1011004102 I 0.20 0.31 J 0.25

11. 1011004404 ; 0.06 | 0.46 ‘ 0.40

12. 1011004203 ! 0.37 | 0.23 i 0.22

{t¢ ’J;\l
Reviewed By ( TAG ) Reviewed By ( )0

Name Ahmed Téreb; | ‘?/ o ,;;SQ \ \;1
Signature il .' } | &_‘\ Q—\_‘? };i l
Date 22/06/2025 1‘: e




Lojla ngons Vol 01) Annex 01.01)
Ja|;|1joo$ Pharma ' Results Data Sheets TAG

Autoclave (MI-193)

F-7.4/34
Issue Date:02/02/2025

Jun., 2025 Rev. No.: 00 Doc. No.: PQR-V-00425 Page 18 of 20

VOL-01) PERFORMANCE QUALIFICATION PROTOCOL

ANNEX 01.01
RESULTs DATA SHEETSs

DATA SHEET 01.01.04

LIST OF ATTACHEMENTS
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Datasheet Number 01.01.04.01: List of Attachments

List of Attachments

Attachment Nao. Descriplion m

01.02.01.01 ! Liquid Cycle Printouts Annex-01.02 (Turn Over Package)
01.02.01.02 Raw Data (on CD) Annex-01.02 (Turn Over Package)
01.02.01.03 inspection Label Annex-01.02 (Turn Over Package)
01.02.01.04 Reference Equipment Calibration Certificates Annex-01.02 (Turn Over Package)
01.02.01.05 Inspection Certificate Annex-01.02 (Turn Over Package)
Reviewed By ( TAG ) Reviewed By (JA ARMA])
Name Ahmgd Tarek / | > vy
Signature - | 2 .q,;:-_} U J
i o %
Date 22/06/2025 | -1 P 0 |
el W LA |
N L
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FINAL REVIEW AND APPROVAL

The review of the test execution and the relevant raw data allow concluding that the performance

qualification has been concluded:

i
1
:
Comply [] Comply with Deviation [X] Doesn't Comply [ i
NOTES: E
A p Shimaa Badr‘ gkg_[m‘g T.0.E. TAG 27 _04_2‘,25 '
rove '
e Y Name Signature Title Company Date '
Mahmoud Makhlouf H. 4o Jum,; P.E. TAG 9 A Q;:
Approved by - - !
Name Signature Title Company Date :
Noha Essam § e SR.T.O.E TAG L9461
Approved by J/é/a m : 02 ofs 2225 :
Name Signature Title Company Date '
Ahmed Tarek. a%:% T.M. TAG _ ;

Approved by ’ { : 99.¢ ?.ail'j
Name Signature Title Company Date :
Approved by - E
Name Signature Title Company Date !
Approved b ‘
ep Y Name Signature Title :
Approved b E
L B Name Signature Title ]
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