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¢ Test Summary Report

Sampling Date 2 3|0 202« | Batch size 96 .Soka
, Date of Mfg. Ve 2028
Release Date 05|09 )202y" i
‘ Date of Retest/Expiry “JTuL 2024
Sr.No. Test Specification Result
1 Total Viable Count
* A) Total Aerobic Microbial | Not more than 1000 CFU/gm NO(
Count (TAMC) :
B) Total Yeast and Mould | Not more than 100 CFU/gm Nm
Count (TYMC) 1l
2. Test for Specified organisms
A) Escherichia coli Should be absent/gm of sample Abgenl
B) Salmonella abony Should be absent/10gms of sample Apcent
C) Staphylococcus Should be absent/gm of sample
aureus Rosen':
D) Pseudomonas Should be absent/gm of sample
aeruginosa Albsen

CFU- Colony Forming unit

Remarks: The Sample Complies / Bees not complies as per the specification No.
IP/QCD/MBS/001.

Tested By/Date: Reviewed By/Date Ap;{oved By/ at/e
¢ Ly )X
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‘ INNOVA PHARMACTIVE PVT. LTD.

k¢ TEST DATA SHEET ‘Authorized By 7 Date :
‘Specification No. IP/QCD/MBS/001(Revision No. 05) | xg»ffg/q;;a‘\w‘f"“j
Product Name Microbiology analysis of Finish Product Issued By /  j»
‘Batch No. CAR2512¢ s 2708 flog—
| A.R. No. @Mmxgsiz9y Page No. | 20f7

1.0 TOTAL VIABLE COUNT:
A) Total aerobic microbial count(TAMC):
Date: 23\08\2025 Media batch No: scp® 131l2g”
Balance No: IP/QCD/ELB/ 022
Preparation of Sample: 2§ 0% |2025”
Take approximate__\( g sample; add to 90ml Soyabean Casein Digest broth with 0.1 %
polysorbate 80 (solution A) Shake to dissolve or ensure uniform suspension is formed.
Observation Table for TAMC:

Media Batch No: peenfy 6922 Incubator No: IP/QCD/BOD/ 027
Incubation started on:929l03|202Zs” Incubation Completed on: 02 |og|>00<
Name of culture used: p, Subhiis (Ruamwudy)| Instrument No.:IP/QCD/COL/ous™
Period Day 1 Day 2 Day 3 " Day 4 Day 5

CFU/gm CFU/gm CFU/gm CFU/gm CFU/gm |
SCDA a6
Plate 1 0O 00 ©0 ik
SCDA

O , 00

Plate 2 O 00 0o a0
Maximum )

o0 A y @)
CFU/gm S0 A% ke
R S Al ST el i  a——)

V3 2 : : Vi M

Date rb/\};%;\”o 2\\0%\ %ﬁ%\wg o\ 02 {20 52109120%%

CFU/gm of sampl'e:

Total aerobic microbial count(TAMC)/gm= Average No. of colony obtained x dilution factor

Weight of Sample

Total aerobic microbial count(TAMC)/gm=_ 00 x ap = o0 CFU/gm.
O

For SCDA — Positive control : Growth observed/No-growth observed
Negative control: Growth observed/No growth observed

Test Sample: Complies / Not Complies with the In-House specification

Tested By/Date: @% - Reviewed By/Date: oS
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Date: 2-8\08|202y

Media batch No: £5CDB 121125
Balance No: IP/QCD/ELB/ c22

Preparation of Sample: 2810612025
Take approximate _ |0 _gm sample; add to 90m! Soyabean Casein Digest broth with 0.1
% polysorbate 80. (Solution A).Shake to dissolve or ensure uniform suspension is formed.
Observation Table for TYMC:
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| %i TEST DATA SHEET ‘Authorized B/)L_LBate 1
il Specification No.  IP/QCD/MBS/001(Revisicn No. 05) | W/,)ﬂ/,;\;ﬁ‘g&@w
\Product Name Microbiology analysis of Finish Product lIssuedBy/ (&~
Batch No. CAR2SI26 Date: — “gyegftors—
A.R. No. e.M2S 129 Page No., 30of7
B) Total Yeast and Mould Count: (TYMC)

Media Batch No: tna (R 0S5 s Incubator No: IP/QCD/BOD/ 0625
Incubation started on :29\opl2025" Incubation Completed on: °©S [6§|2025
Name of culture used:( .ah\can Lcca\‘mqvomb Instrument No.:IP/QCD/COL/ ous— 9
" Day 1 Day 2 g?&lg Day 4 Day 5 Day 6 Day 7 |
CFUlgm | CFU/gm | =" 9 | CFU/gm | CFUIgm | CFUigm | CFUigm
SCDA
Plate 1 = 00 66 | oo - 00 00
SCDA
Plate 2 o 00 | ob } 0O | 60 . 00
Maximum 00 60 ;
00 | o
CFU/gm 60 B 0D oo
Sign & %/‘%f/ ,% {@ 1 — J@W @& ?{é,/_ _—
S V. PEL\D ; o 29
Date %Z\c*o\”} 3\\0%\"’0 D\\ﬁs\ﬂﬁ oL\0 Ao O%\L%%f MS 05\0 3| 2°

CFU/gm of sample:

Total Yeast and Mould count (TYMC)/gm= Average No. of colony obtained x dilution factor
Weight of Sample

Total Yeast and Mould count(TYMC)/gm=

00

x 9o

00 CFU/g.

| o

For SDA — Positive control : Growth observed/Ne-growth observed
Negative control: Growth observed/No growth observed

Test Sample: Complies / Not Complies with the In-House specification.

Tested By/Date: {2’/
oS\°
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\ &g TEST DATA SHEET | jAuthonzed B){J Date
; Specification No. IP/QCD/MBS/001(Revision No. 05) WW\\ q\'g@/ |
Product Name Microbiology analysis of Finish Product Issued By / @L o]
Batch No. CAR2T12¢ Date: 27/05””’25'”
| AR. No. BM2Y 129 PageNo. 4of7
2.0 TEST FOR SPECIFIED ORGANISMS

Sample preparation Date: 9 6082023

Media Batch No of Soyabean Casein Digest broth: Beep D\l

Incubator No: IP/QCD/BOD/ o2 Balance No: IP/QCD/ELB/ 02%

Sample preparation for E.coli, Staphylococcus aureus ,Pseudomonas aeruginosa
Aseptically transfer { g of sample infto & mi (1:10) of Soyabean Casein
Digest broth with 0.1 % polysorbate 80. (Solution B) Homogenize and incubate at 30°C to
35°C for 18 to 24 hours.

A) Escherichia coli :

Selection and Subculture:
After incubation aseptically transfer 1 of (Solution B) into 100 mi of sterile pre-incubated
MacConkey Broth (Solution C), and incubate at 42-44°C for 24-48 hrs.
Observation Table 1:

Media Batch No of MacConkey Broth : BMAC 123\

Incubator No:IP/QCD/BOD/ o s Incubation started on : 20(0%)202%
Name of Culture used:z.¢,); (e, mupuD2) | Incubation Completed on:o\\p 3[3_075
Yellow coloration of media with turbidity Remarks |
Test Sample Turbidity Present/Absent f
Positive control Turbidity Present/Absent (ot ?\( EA |
Negative control Turbidity Present/Absent

After incubation of MacConkey broth subculture it on MacConkey agar plate, invert and
incubate the plates at 30°-35°C for 18-72 hrs.
Observation table 2:

Media Batch No of MacConkey Agar: pamp Co\3 \»S

Incubator No: <z p\@co [ boDp Jo2T Incubation started on: o\\pDa {5y )_g

Name of Culture used:.¢, |1 (EQu DY) Incubation Completed on: oL\\oS\ng‘
Bright pink smooth mucoid colonies Remarks

Test Sample Present/Absent
Positive control Present/Absent COMO ?\\ €A ‘
Negative control Presernt/Absent |

Confirmatory test:
Indole test: Transfex the suspected colonies by means of inoculating loop in the tube
containing 5ml of 0.1 %\ sterile peptone water. Incubate the peptone tube at 30°— 35°C for
18 — 24 hours. After incubation shake and add 0.5ml of Kovac’s reagent and allow it to
stand for 1 minute. i @}(5\7;5'

Observation: Cherry red céiour in doole ring produced/ not produced.

/aom\. v
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L& | TEST DATA SHEET Authdrized By /Date ;
7 ISpecification No. IP/QCD/MBS/001(Revisicn No. 05) | /) g\
‘Product Name [Microbiology analysis of Finish Product Issued By / @‘L

Batch No. CARSS 12C Dafe:; 27[09]202¢—
'A.R. No. QM251249 éPage No.| 50of7
Test Sample: E.coli Present/ Absent per gram of the test sample.
Tested By/Date:@ Reviewed By/Date:
SR ALOLS DS
B)Salmonella abony: oS\®

Sample preparation Date: 24103 |202¢”

Media Batch No of Soyabean Casein Digest broth: Recp B 121257

Incubator No: IP/QCD/BOD/ 02 Balance No: IP/QCD/ELB/ 022

Sample preparation:

Aseptically transfer L g of sample into 9 ml (1:10) Soyabean casein digest
broth with 0.1 % polysorbate 80 (solution D).Shake to dissolve and incubate at 30-35°C
for 18-24hrs

Selection and Subculture:

After 18 to 24 hours, shake the tube and transfer 0.1ml of (solution D) to 10 ml of
Rappaport Vassiliadis Salmonella enrichment broth, and incubate at 30-35°C for 18-24hrs.
Observation Table 1:

Media Batch No of Rappaport Vassiliadis Salmonella enrichment broth: BRV5 & ouifesT
Incubator No: IP/QCD/BOD/o 2 Incubation started on : a¢l0g|2025"
Name of Culture used:¢ o} .y (sdampw0, D,\ Incubation Completed on: 2\\0&{101.< |
Milky turbid appearance ’ Remarks

Test Sample Milky turbidity Present/Absent

Positive control Milky turbidity Present/Absent (o P\\ €A
Negative control Milky turbidity Present/Absent

After incubation of Rappaport Vassiliadis Salmonella enrichment broth subculture it with
the help of inoculating needle on Xylose lysine deoxycholate agar plate, invert and
incubate the plates at 30°-35°C for 18-48 hrs.
Observation table 2:

Media Batch No of Xylose lysine deoxycholate agar: MYLDA 12226

Incubator No: IP/QCD/BOD/ 021 Incubation started on : 2\\p oS
Name of Culture used:s.obony (s @am 0, ;)| Incubation Completed on:pn\palyon < |

Growth of Red with or without black centers colonies Ransiis
chserved

Test Sample Present/Absent

Positive control Present/Absent Com™ \'D\ 1 €A
Negative control Present/Absent

Confirmatory test
Triple sugar Iron ‘agar (TSI test): Transfer aseptically the suspected colonies from

1)
N\ @’ )
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~. | INNOVA PHARMAGCTIVE PVT. LTD.
TEST DATA SHEET - y'Authonized ByJ/Date |

Specification No. | IP/QCD/MBS/001(Revision No. 05) | W 1%@\@0,%’*

Product Name Microbiology analysis of Finish Product ?Issued By / @’;— i
Batch No. CAR2S126 Date : 1’7/02{/20%"
AR.No. | @masiza PageNo.| 60f7 |

Xylose lysine deoxycholate agar plate to\TS! agar by first stabbing through the center of
the slant till the bottom of the tube and then streaking on the surface of the agar slant;
incubate the tube at 30°-35°C for 18 to 24 hrs 4 %\w‘\

Observation: Triple sugar Iron agar slant shows)&does not show red slant, yellow butt with
gas production and blacking of butt.
Test Sample: Salmonella abony Present/ Absent per 10 gram of the test sample

Tested By /Date: @ Reviewed By/Date:

o oAl YR 2SO 9\')/0L§
C) Staphylococcus aureus:
Sample preparation Date: 2.8\0%| 025
Media Batch No of Soyabean Casein Digest broth: 0sc Db 13125~
Incubator No: IP/QCD/BOD/ o2 Balance No: IP/QCD/ELB/ 2%
Observation Table 1:

Media Batch No of Mannitol salt agar: TMMeR aslios

Incubator No: IP/QCD/BOD/ 02+ Incubation started on : gp|on)202”
Name of Culture used:g_cwmg-}(asm\wwz} Incubation Completed on: g0t p a0
Yellow/White colonies with yellow zones Remarks

Sample Present/Absent

Positive control Present/Absent Compl { €A

Negative control Present/Absent

Confirmatory test:
Coagulase tesi\
Rehydrate the contents of one vial aseptically with 3 ml sterile purified water. Take0.5 mi
of rehydrated plasma\in a test tube. Suspend the suspected colonies in the test tube
containing approximatelx 0.5 ml of rehydrated plasma. Mix gently & incubate at 37°C in
incubator or water bath for p‘gg 4 hours.

Observation : /C{q,c‘) s

Coagulation is observed/ not ob erved in the sample preparation.

Test Sample: Staphylococcus aureus Present/ Absent per gram of the test sample

Tested By/Date: (¥ N Reviewed By/Date: M
0s10912°™
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. INNOVA PHARMACTIVE PVT. LTD.

&/1 TEST DATA SHEET Authorized By / D,ate
Specification No. IP/QCD/MBS/001(Revisicn No. 05) | *"v}}/x m\}\’é “*
Product Name |Microbiology analysis of Finish Product Issued By / @"L
'BatchNo. | CPR2512¢ Ca: 2p(08/2005
'A.R. No. AM2< 129 Page No. 70f7 |

D) Pseudomonas aeruginosa:

Sample preparation Date: 9 q|c3|202%

Media Batch No of Soyabean Casein Digest broth: @scDR | 21]2$
Incubator No: IP/QCD/BOD/ 021 Balance No: IP/QCD/ELB/ 02~
Observation Table 1:

Media Batch No of Cetrimide agar: (A (23los

Incubator No: IP/QCD/BOD/ 621 Incubation started on : 2008|2025
Name of Culture used: * P avruginesa (pa, MU0 Incubation Completed on: 02\ 0 alypr< |
Greenish colonies, greenish fluorescent under UV light Remarks

Sample Present/Absent

Positive control Present/Absent Co m?\ \EA

Negative control Present/Absent

Confirmatory test:

Oxidase test: Transfer the suspected colonies by means of an inoculating loop on a
ready to use oxidase disss (N N- éjlmethyi p-phenylenediamine oxalate.)

Observation: o SA\O SIS

The test is positive if purple cé{our is produced/ not produced within 5-10 seconds.

Test sample: Pseudomonas aeruginosa Present / Absent per gram of the test sample.

Tested By /Date: (\/ ~0LS Reviewed By/Date: (&, \V

o
22
Raw data are attached with the Test Data Sheet. If applicable. 05\%3)\

Comment: hJ1O

Conclusion: The above sample Complies / Does not-Complies with the tests as per
specification No. IP/QCD/MBS/001.

Approved By :
Date:

IP/QAD/SOP/010/F03.01




