Govt. Approved Test House

No. 136, 6th Cross, 2nd Stage, Yeshwanthpur Industrial Suburb, Bangalore - 560 022
Ph. : +91- 080-35229344
Email : admin@aurigaresearch.com, Website : www.aurigaresearch.com

Certificate of Analysis

o el 11111
: |

Information by Customer Report No. : BG202301250087
Sample :  ARTIFICIAL TEARS
Mfg. By . GLOBAL PHARMA HEALTHCARE PVT. LTD.
Supplied By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS
f. No. :
Submitted By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Ref. No NS
Address - NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU- 600024
INDIA
Batch No Mfg. Date Expiry Date Batch Size Sample Quantity
PCMJ006 APR 2022 MAR 2025 204 Ltr 12 Bottles
Sample ID : BG202301250087 Received On : 25/01/2023
Date of start of analysis : 28/01/2023 Date of completion of analysis : 02/03/2023
Reference to protocol :- GPHC/SPEC-FP-DRP-A-079-00

Sample not drawn by laboratory.

Description :- Clear colourless slightly viscous solution
) ] ) <Lower <Upper
<Parameters> <Results> <Unit> <Req.> <Claim> <LLOQ> limit> limit> <Method>
Content of sodium Carboxy methyl cellulose :
Assay in % + 99.17 % 90.00 % to e = ~ o
110.00 % GPHC/STP-FP-DRP
-A-079-00
Assay in mg/ml : 9.92 mg/ml 9.00 mg/ml and 10.0 - - =
11.00 mg/ml mg/ml GPHC/STP-FP-DRP
-A-079-00
Total Yeast & Mould : <10 cfu/ml - - - - - USP <61>
count.
Total aerobic : <10 cfu/ml - - - - - USP <61>
microbial count.
Sterility : Complies - - - - - USP <75>
End of Report

Report : In the opinion of the undersigned, the sample referred to above is of standard quality as defined in the Act and the rules made
thereunder for the reason given below:- of

To verify Report Scan this Code.

*Terms & Conditions:

(1) Total liability of this laboratory is limited to the invoice amount.

(2) The results listed refer only to the tested sample and applicable parameter. Endorsement of products is neither inferred nor implied.

(3) This report is not to be repreduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in any advertising media l@q}
without our special Permission on writing. % g \p 3

(4) When the report is without NABL symbol & ULR, it implies that these products & tests are not covered under NABL accredited scope. o

gua‘hl‘ . j
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Note: The result Listed refer only to the tested sample and applicable parameter. Endorsment of products is neither inferred nor implied.
This report is not to be reproduced wholly or in part and cannol be used as evidence in the court of Law and should not be used in advertising media without our special permission in writing.
The samples will be destroyed in appropriate time from the date of issue of test certificate unless otherwise specified (In case of non-pershable items only)
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Report No.: LUZLZsl

Sample name: f 14-{!; cefod  ge0x8

Analysis Started Date: 80 lotl 9023 Analysis Completion Date: 20(o(lan28

Test Parameters ASSQ,B
Test Method: (\WWHC 'S‘TV e _PDRV-A -0619 -00

Balance ID: ARL|BLES [AnB ~012 Due Date of Calibration: o¢ |02 (2022
Equipment/Instrument: ARLl8LEa|uv —002 Due Date of Calibration: 9Q (03 [2023
Equipment/instrument: NA Due Date of Calibration: NA

Weight of the Sample:
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ARLBL/QA/SOP-023/FR-05

Book No.:

RAW DATA SHEET 204 1

SI No.:

405995

ReportNex» 2 092301750087

Booking date: ¢ s (0l [ 2023

Sample name: vk b o) Teand

Analysis Started Date: 25 [o([ 2023

Analysis Completion Date: 20 [0( 2'2023

Test Parameters A 33ay
Test Method: (K¢ L3TP - FP-DRP- A -619 -00

Balance ID: VA

Equipment/Instrument: NA

Equipment/instrument: F-Q\Ll &Lca | v -o02

Weight of the Sample:
Yrocedune
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Calculation:
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AURIGA RESEARCH PRIVATE LIMITED

(‘FA uriga Research

Code ARLBL/QA/SOP 218 |
REVIEEW  OF  ANALYTICAL g"‘”a‘ﬁ"“w pesueMo. ___J
Effectlve Date |:| _B_lg Y)aon-
REPORTS Revision Date i,-u,!é,b’hl.}ﬂ W
APPENDIX | ARLBL/QA/SOP-218/FR-01
Page: 1 of 2

'CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

A) DETAILS OF SAMPLE

Sample Name Q\"s’}%\d\ ng m

Batch No. Ot oo b Datq of start of Analysis 20 \D 1 N 2
Report No. Date of Completion of Analysis| >, .\ o o
BG2023012500 Observation
Sl. No. Check points
Yes No | NA
1 Is the Analyst(s) performed all tests as per the specified Test Method / protocol V7
2 | Are all log entries made in respective equipment log books T
3 | Are all entries made in respective Working / Reference Standards usage records |
4 |Are all Equipment and/or instrument used in the testing are within calibration date AN
5 | Weight prints for each test is enclosed and are verified -
6 |Are all calculations verified, found satisfactory
B All HPLC / LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed a4
are reviewed and found satisfactory
8 UV-Vis / IR spectra , Automatic Potentiometric Titrator and TOC graph & data A
enclosed and found satisfactory
9 [ICP-OES /ICP-MS data enclosed and found satisfactory ]
10 Records / registers / validity of all volumetric solutions are reviewed and found
satisfactory hal
11 |Are the unit for results are mentioned in the COC & raw data sheet is matching s
12 |Are all pages signed with date in the COC and Raw Data Sheets ]
13 | Are there any manual integration performed? If yes, provide reason below. v
14 |lIs any incident, deviation or OOS reporting done during the testing "
15 |Are the respective audit trails checked? s
16 |lIs there any reprocessed / aborted analysis in audit trail? 7
17 | Are there any duplicate results? o
18 |Are there any alterations of results? -
19 | Are there any deletion of resuilts —
20 |Any other observations: NO
s apl 24032 Restarch Private [ imileg Bangakore,)
Reviewed by / Date: &/ A 5 <l
!m - j. _)_z Ol )
Filename: ARLBL_QA_SOPq218__|ssu304 3! Page 9 of 12
Qg ’Qdu 102
COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED

(‘ (N uriga Research

REVIEW OF ANALYTICAL gad[?fw -'Cszg: Lo.:2 t ARLBUQA/SOP -
@* Effective Date - 13 lowr )10y
REPORTS — — Revision Date |: 13|04 )i10 2 g
Page: 2 of 2
QUALITY ASSURANCE -
| Observatlon |
'Sl No. ' Check points o S
‘ | - - - o Yes No4NA_!
1 Is test parameters & Method of test menttoned in the COA complymg wnth the TRF / '
2 ls lhe Analyst(s) performed all tests as per sp_écaga;;c;n ' - { ? 7 _g:i:
3 'Is the sample name and batch number entered correctly as mentloned in COC /L |
4  |Weight prints for each test is enclosed and are verified /
5 |Are all calcug-ions verified, found satisfactory /] I
6 Are t_hg ur_‘sit for results are mentioned in the COA, COC & RDS is matching with /
specification
Are all pages signed with date in the COC and Raw Datan Sheets ydl
3 Is any incident, deviation or OOS reporting done during the testing i
Are the respective audit trails checked?
10 |Is there any reprocessed / aborted analysis in audit trail? & |
11 |Are there any duplicate results? &
12 | Are there any alterations of results? -
13 |Are there any deletion of results
| 14 |lIs all test/s results complying to the release specification
OBSERVATIONS

Sl. | Observation
No. No.

Details of observation by
reviewer

Observed by
sign. With date

Corrective Action taken

i

EL

§ A‘)/$[o3 }%

o

Sl

{Rema rks:

Conclusion: The Analytical Report is found satlsfactory in aH aspects of compliance.

 glosleers

Verified byl Date:

l\ UM

\

ro |
S

A

T =11=1)
loouUiLyY

Filename: ARLBL_QA_SOP_218_Issue04 |

)4/
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COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue
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Photometric Sample Table PrintDate : 30012023 18:59:20

[Summary] [Measurement Parameters]

File Information Software Information [Wavelengths]

Filename: UV$2023$JAN - 13-80-1 - Software Name: LabSolutions UV-Vis Type of Measuring Mode: Absorbance
Artificial Tears.vphd Version: 1.11 rounded: OFF

Parameter File Name: UV$20233JAN - Assay Sodium Column Name: WL635.0
Carboxy methyl cellulose Instrument Information Measuring Method: Point (635.00nm)
(Artificial Tears).vphm Instrument Name: ARL-BLEQ-UV-002

Analyst: Harish HS Instrument Type: UV-1900 Series [Formula]

Date/Time: 30-01-2023 18:58:53 Model (S/N): UV-1900i (A12535881051)

Comments: [Unknown Sample]

Report File Name: UV$2023%JAN - Acquiring Method: Measurement
PDFPhotometric.vrpt Repeat: OFF

Instrument Information [Instrument]

Instrument Name: ARL-BLEQ-UV-002 Slit Width: 1.0 nm

Instrument Type: UV-1900 Series Accumulation Time (sec.): 0.1

Model (S/N): UV-1900i (A12535881051) Light Source Switch Wavelength: 340.00 nm

[Sample Table]

Sample Name Sample ID WL635.0

1 Air Blank Air Blank 0.000

2 Blank Blank Solution 0.024

3 Standard Carboxy methyl cellulose Sodium 0.326

4 Sample 01 BG202301250087 0.325|«

5 Sample 02 BG202301250088 0.324

6 Sample 03 BG202301250089 0.326

T Sample 04 BG202301250092 0.325




AURIGA RESEARCH PRIVATE LIMITED

(“Auriga Research

Code - ARLBL/QA/SOP-218
2 e i enio) Issue No 104
REVIEW  OF  ANALYTICAL LAY Eocive Daia |:[isafmiL
REPORTS e Revision Date /13 Jov)1p15”
APPENDIX Il ARLBL/QA/SOP-218/FR-02
Page: 1 of 2

A). DETAILS OF SAMPLE -
S?‘"?P'e Name 9‘\\”&&;&_;&& ACFSU L N — o

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT

lBjﬂfh No QU"\@ a8 L i W*[lqte of gia-r_tf_fffaly?sm_ »77{ ) 52_8 lol l 2 0}3 -
ReportNo. | _Date of Completion of Analysis 0k [0xpor >
B) 6&?&&0%\\\\\‘\\\3\\\\\\\\\\\\\\\\\\\\ S - S
silloaaliive» N S : , R
Sl. No. " Check points e
Yes| No | NA
PWTA mplgthe Microﬁiologist(s) performed all tests aé Aper the specified Test Method / Il
protocol -
- -5— Is the equipment, Media, culture details mentioned as per the method -
i 3 |Are all log entries made in respective equipment log books -
4  |Weight prints for each test is enclosed and are verified - i o |
5 |Are Equipment and/or instrument used in the lestmg are w:thtn calibration date A
6 Is the standard and/or sample preparation details entered correctly as per the
method —
B ~,7 Is print of sterilization cycle enclosed in respectivé sterilization log book L i
8 |lIs Plate observations made by microbiologists ﬁpdated in RDS ™
9 Are all positive and negative controls recorded _fof each parameter -
10 Is usage of media consumption recorded in res"péctive media records -
Mqu—ere all pages signed with date in the COC and Réw Data Sheets ™
B 12 | Are the unit for results are mentioned in the COC & raw data sheet is matching -
13 | Any other observations: B
v TS5 s
L
I o _
Reviewed by / Date: Rl sl : __‘

Filename: ARLBL_QA_SOP_218 Issua04

T

Uncontroﬂed Copy if QA Stamp is not Blue
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AURIGA RESEARCH PRIV ATE LIMITED ({'A uriga Research
- Code | ARLBL/QA/SOP-218
REVIEW OF ANALYTICAL @“4‘%‘&&’ Esf?:ceutf Date | Pg}equn
REPORTS 2. Revision Date | )3 ]o1y | 2024
Page: 2 of 2
QUALITY ASSURANCE

Observatlon ‘
Yes No ‘NA |
1 ls test parameters & Method of test mentloned in the COA complymg with the RF, < l

S A, , —

Sl. No. Check points

Is the MICFObIOIOngt(S) performed all tests as per the specified Test Method '/ /

2 |
lprolocol l
P S o o R T r/r“*l =
l ls the sample name and batch number entered correctly as mentloned in COC \L l+ .
4 Welght prints | for each test is enclosed and are verified | {T l |
P ———— — —_ ——— e { L -“-T. ey
5 |Are media used and media lot numbers recorded on the controlled RDS ; /l | ]
Are all calculations verified and found that there is no error |~ l |
7 Is all tesUs results complying to the release speuﬁcatnon i yd !
Are all pages signed W|th date in the COC and Raw Data Sheets L P
9 Are the unit for results are mentloned in the COA, COC & RDS is matchmg with f A
the specification
10 | Is any incident, deviation or OOS reporting done during the testing |
11 lls all test resulls complying to the release specification S
OBSERVATIONS
Sl. | Observation Details of ol:servatlon by Observed by Cerractivelhetisnakan
No. No. reviewer sign. With date
l
‘ l

’4%2 [.03/2023

s

Remarks:

- Conclusion: The Microbiology Report is found satisfactory in all aspects of compliance.

@Losl'w‘t} SA 1SSUED .

Verified by/ Date: ’ e \
1

i

Filename: ARLBL_QA_SOP 218 Issue04 ' _ ’X/ MOlﬁu?B

COMPANY CONFIDENTIAL
Uncontrolied Copy if QA Stamp is not Blue
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AURIGA RESEARCH PRIVATE LIMITED (,l e
N

\
MICROBIAL LIMIT TEST OF NON- | MASTER COPY | cods RBLRRTe
STERILE PRODUCTS AS PER Myt — e !
USP / B.P / PH. EUR / IP AND/OR | "0 BBl o g i oate 0 1 lea)anta
AS PER CLIENT SPECIFICATIONS |-/ =i9r v__@_ﬁ .....| Revision Date |:| 22103)3014
APPENDIX | ARLBL/MB/STP-013/FR-01

MICROBIAL LIMIT TEST REPORT Page: 1 of 2
| Sample Name Ay-ﬁ{,iu‘aj %W Analysus Started Date 08}01)20&1 3
| Report Ne. | BLl rﬁ 04 3 018950084 Analysis Completed Date‘ 0 H[o;]:o}j

? R

SAMPLE PRE-ENRICHMENT (SOLUTION A):
[0 -g/mL of sample dissoived in 10 mLof $CDM | ot No. SCOM- }§}Dl]}0 »3-001H

1swab — 10mL of N A B LotNo. NHA

Dilutions can be prepared as per below flow chart A: S¢DM- | 5' ol l 2023 - 00| g
ol m
Solution A (10°") > 9ml (102)——> SMH+6-Y——>9mi40-4)——>9mH (46— Il (10°)

Weight Print(s):

“%fo,/
20
3

SAMPLE PRE-ENRICHMENT (SOLUTION B):
mL of solution A added to mL of SCDM (Solu
Lot No. SCDM- . Incubate at 30-35°C for 18 — 24 hrs / 48 — 72 hrs.

B):

Aunga ﬂmvn Private {imited Beoo galae |

—— ———y Page 24 of 55

Filename: ARLBL_MB_STP_013_lssu¢07————
COMQ&YhnbdnbEn}mL

Uncéntrolled Copy if QA Stam ?:?not
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AURIGA RESEARCH PRIVATE LIMITED

MICROBIAL LIMIT TEST OF NON-

STERILE PRODUCTS AS PER

USP / B.P / PH. EUR / IP AND/OR |~ /P2

AS PER CLIENT SPECIFICATIONS

R A

| Code

-

Q A uriga Research

SAMPLE PRE-ENRICHMENT (SOLUTION C):

Lot No. SCDM-

of sample dissolved in

. Incubate at 30-35°C

Weight Print(s):

Equipment / Instrument

for 18 — 24 hrs.

' ARLBL/MB/STP-013
| Issue No. 107
Effective Date |:| 24]o3 )01
\ o1gn... . Rewslon Date 22003 ) 100
Page: 2 of 2

mL of SCDM (Solution C),

Equipment / Instrument ID

Calibration Due Date

|
|

Weighing Balance ARL/BLEQ/AWB— — NA

BOD Incubator (20-25°C) ARL/BLéQIBOD— od! I ot [r033

BIC Incubator (30-35°C) ARL/BLEQ/BIC— pp / Cleifipors

BIC Incubator (30-35°C) B ARLIBLEQIQIC—\

BIC Incubator (42-44°C) ARL/BLEQ/BIC— \\JV

BIC Incubator (37°C) ARL/BLEQIBIC— B yﬁﬁ - !

Water Bath (80°C) | ARL/BLEQ/WB— ' _
add 45’;;}/40314033

Analysed By / Date: Checked By / Date: _‘%M

Filename: ARLBL_MB_STP_013_ lssuéb‘?? A f:‘_!‘iﬁf_f.l k) Page 25 of 55
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AURIGA RESEARCH PRIVATE LIMITED ( .

MICROBIAL LIMIT TEST OF NON- 1/ R COPY |cose " ARLBLMBISTP-013
STERILE PRODUCTS AS PER NP | issue No. .07
USP /B.P / PH. EUR / IP AND/OR | @ | Effective Date |:| 97 ]03| 2022
AS PER CLIENT SPECIFICATIONS @~ 29 ol Revision Date (1 92103 )a0240
APPENDIX IV ARLBL/MB/STP-013/FR-04
TAMCITBC BY POUR PLATE METHOD
Report No ] B[,,Jog)ao 19 §o og‘-i Analysns Started Date | 98lo1fror3
 Cuilture ID H’TCL 6632 Analysis Completed Date o ) ID&I 204 >

PROCEDURE: 0 [ mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes. Pour 15-20mL of SCDA into Petri dishes in duplicates from each dilution;
Lot No. SCDA- 26[01]2083 -000 | _ and incubate at 30-35°C for 3-5 days.

FORMULA:

TAMC/TBC ——» Average No. of colonies obtalned x Dilution factor ‘

Calculation for TAMClBactena

e

Ellutlon factor B Plate1 " J Plate2 i Average
f_' 0" ' NIl Nilo | NI j
N N Nil : Nt Ntl

B RS -

Negative Control: Growth Observed / Not observed

Positive control: Growth Observed / Not-ebserved

Result: TAMC/¥B8C <10 cfu Ig /mL /swab

Conclusion: The Sample Complies / Doesnot-comply+NotApplicable for TAMC/TBC.

A polosione?
Analysed By / Date: Checked By / Date: 3™
a3

LAunng Rosgarnh r,, yatg | 11:,1.—":‘::1

Filename: ARLBL_MB_STP_013 issuqe?"— = —— —
J COMRANY EORFIDENTIAL }3
Unc 1

ntrolled Copy if QA Stam7 |§ not

ool o B 1033

Page 28 of 55




AURIGA RESEARCH PRIVATE LIMITED

o

? 4
4 -
\ \ uriga Researcl

MICROBIAL LIMIT TEST OF NON- [/ R COPY |esi T E T e

STERILE PRODUCTS AS PER Mg e

USP / B.P / PH. EUR / IP AND/OR | T |EfectveDate - tloslaors

AS PER CLIENT SPECIFICATIONS |CASian ... ¥7 . |Revision Date || 23 10220 s
APPENDIX V ARLBL/MB/STP-013/FR-05

TYMC BY POUR PLATE METHOD

69&0&30 28 0073 “Jr
5 o u—m!maf

o023

Report No Analy5|s Started Date

' Culture ID

PROCEDURE: 0|

Petri dishes in duplicates. Pour 15-20mL of SDCA into Petri dishes in duplicates from each dilution:

Lot No. SDCA- QBIO |l103 3-0009  and incubate at 20-25% for 5-7 days.

FORMULA:

TYMC e Average No. of colonles obtamed x Dilution factor

Calculation for Yeast and Mold:

' Dilution factor |

| | Plate»‘l. | Plate2 Average

| o-' o vl |
L oS l i Wl M.l
@ = | ;
\_ . )
1 =
| palIv |

i i 'm) I\\_

Negative Control: Growth Observed / Not observed
Positive control: Growth Observed / Net-ebserved

<10

Result: TYMC cfu /g /mL /swab

Conclusion: The Sample Complies / Deesnottomply / Not-Appticable for TYMC.

f)g o120 &&
Analysls Completed Date 0 H[ 9] &f&l‘) aﬁ

mL of Solution A and each diluent prepared as per flow chart A pipetted into two

4 (/I
AIIVER S N
Analysed By / Date: Checked By / Date: 6 1
Filename: ARLBL_MB_STP_013_Issuejga Research Privae Lumilsd, baiygaw | Page 29 of 55
Unckntrmmuﬁﬂ is not| Blue




Code

STERILITY  TESTING  OF |
FINISHED PRODUCT AND RAW @91%‘ Effoctive Date || 1211 o)
MATERIALS £ Revision Date || 15 |;)/2.02M

cain N
Issue INO.

APPENDIX | ARLBL/MB/STP-004/FR-01
STERILITY REPORT - MEMBRANE FILTERATION METHOD

(Frofet 1 “‘“5‘%\&»&9& YeQes B ,A‘x,,samme Q“T“‘!, i PeEs

| Report No. ‘BGO-DL"&Q\:,S.QQ‘\;} Batch No "O\v«-v; 006  No. of containers Testedw oA wmes

“Test g C Test ‘ S — |
| started o _| o \_\3.0'1.1 ) comglged onil Oﬂc“\‘_‘i\_ Vlinlount of sample used | \QZ\LMN | i
| TESTFOR BACTERIA *;I ~ TESTFOR FUNiG‘I_— B
| Fluid Thioglycollate Medium Soya bean Casein Digest Medium ;
Lotno.: FXen- \Aeoi\liotv~oay Lotno.: SCOe~- Vs \yey g

Incubate at 30-35°C; ARL/BLEQ/BIC-?*Sfor 14 days | Incubate at 20 25°C; ARL/BLEQ/BOD- 9oy for 14 days

|
|
L
o

bl:_)_ay' Date T Test Sample 'E%s'::;?r 7 %eg;tj;r | iTest Sample } %%sr::'r:‘r } ?gg;?;f Sign Remafkg
‘ ‘ \
P TS T R W L T 200 o
- -_\3\9.:&&1:1 —Ne | j_“ S . . Ve : tve | TS Qe\es, e
|4 Ddadwn|  ~ve | Ave | Ne | —we e | ve gblen o |
E_ N\ 01\1@ —ve_ ]l AXve | oTNe | TTNe | e —oe ot
¢ PRt —~Ve Ave | Ve Ve | hve | Ve {\%«n\m‘l alk
™ v\eaon —ve_ o —Ne s, TR M. &L 3 “NVe ‘%‘ oo
@me"; . —\e v ~—\ra e e —Ve_ é\m\uu ol
" [dunl —ve | Ave | mw | e | A | v KRles) %
107 [ dedana]  —ue Xve TN N “ve, | TNE | Aé"/" il B |
e 3 odow N Ne Ne . Ave i !é(@,\vﬁ s\ 1
127 - ~Ne e = L s S :)?{’09\9@ |
13 | Nalaas | Ve Ave | W | Ve S e s
| 14" 5;\5&51_1 —Ne Ave —Ne_ e I T —Ve »:’%ﬁ‘:\\o\'? O
The sample complies / dees-Ret-cemptes as per IP+BP / USP / = } }
f:’ie"_\\\_g\:s C% ’ o,ﬂb
Analysed by / Date: Checked by / Date: ) 0%
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Govt. Approved Test House

No. 136, 6th Cross, 2nd Stage, Yeshwanthpur Industrial Suburb, Bangalore - 560 022
Ph. : +91- 080-35229344
Email : admin@aurigaresearch.com, Website : www.aurigaresearch.com

Certificate of Analysis

N

Information by Customer Report No. : BG202301250095
Sample . ARTIFICIAL TEARS
Mfg. By - GLOBAL PHARMA HEALTHCARE PVT. LTD.
Supplied By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS
Submitted By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Ref.No. .+ NS
Address - NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU- 600024
INDIA
Batch No Mfg. Date Expiry Date Batch Size Sample Quantity
PCMJ013 APR 2022 MAR 2025 204 Ltr 12 Bottles
Sample ID : BG202301250095 Received On : 25/01/2023
Date of start of analysis : 28/01/2023 Date of completion of analysis : 02/03/2023
Reference to protocol :- GPHC/SPEC-FP-DRP-A-079-00
Sample not drawn by laboratory.
Description :- Clear colourless slightly viscous solution
) ) <Lower <Upper
<Parameters> <Results> <Unit> <Req.> <Claim> <LLOQ> limit> limit> <Method>
Content of sodium Carboxy methyl cellulose :
Assay in % : 97.96 % 90.00 % to 8= = ~ *
110.00 % GPHC/STP-FP-DRP
-A-079-00
Assay in mg/ml : 9.80 mg/ml 9.00 mg/ml and 10.0 - - -
11.00 mg/ml mg/ml GPHC/STP-FP-DRP
-A-079-00
Total Yeast & Mould : <10 cfu/ml - - - - - USP <61>
count.
Total aerobic : <10 cfu/ml - - - - - USP <61>
microbial count.
Sterility : Complies - - - - - USP <75>
End of Report

Report : In the opinion of the undersigned, the sample referred to above is of standard quality as defined in the Act and the rules made
thereunder for the reason given below:- of

To verify Report Scan this Code.

‘Terms & Conditions:

(1) Total liability of this laboratory is limited to the invoice amount.

(2) The results listed refer only to the tested sample and applicable parameter. Endorsement of products is neither inferred nor implied.

(3) This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in any advertising media 3 l'zo rl}
without our special Permission on writing. % l_a

(4) When the report is without NABL symbol & ULR, it implies that these products & tests are not covered under NABL accredited scope. O

Page 1of1 Authoriz
At

tortze
Note: The result Listed refer only to the tested sample and applicable parameter. Endorsment of products is neither inferred nor implied

This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in advertising media without our special permission in writing
The samples will be destroyed in appropriate time from the date of issue of test certificate unless otherwise specified (In case of non-pershable items only).




COC Employee Wise Report || " MI “

."'— —
[\ f.a uriga Rescarch )
Report Discard After 3 Years

Employee Name sookta Department Name MICRO BIOLOGY

Product Name . ARTIFICIAL TEARS Report No. : BG202301250095

Client Ref.No - NS Received On : 25/01/2023

Estimated Time: 5 pay
Batch No Manufacture Date Expiry date Batch Size  Sample Quantity
PCMJ013 APR 2022 MAR 2025 204 Ltr 12 Bottle

Analysis Department MICRO BIOLOGY, PHARMA CHEMICAL

>, al.n22
Yt A
Checked & Authorised By

2
Analyst  — \,\a—s\\.n -

Date of start of analysis \ (D\czs :L\u_g 1R Date of end of analysis

Reference To Protocol GPHC/SPEC-FP-DRP-A-079-00 0 ‘1\‘3'3\101‘5

Label NA
Sample not drawn by laboratory.

<Contents of> Result Unit <Claim> <Rea.> <LLOQ/LOD> <LowerL> <UpperL> <Method> NABL

4 Sterility Q_Db,\vh ‘o USP <75>

BG202301250095 Page 2 of 2




Code

STERILITY TESTING OF 2o b7 Ty 08
FINISHED PRODUCT AND RAW { {}';‘ Effective Date 12 [ [P_;q)
MATERIALS .;éjt} Revision Date | :| 15|41 2024
APPENDIX | ARLBL/MB/STP-004/FR-01
STERILITY REPORT - MEMBRANE FILTERATION METHOD
- T o pe— o T
Podict | Bowibsel Sems |[SmeeCumy | enye, |
__Repoﬁrt No; __@E\}_-'J-l}'ﬂ_;g@ii_ _Bratciliﬂg | e 0\ J_iorof contamers Tested B woA
Test Test * _ ;
started on | vA\a :le:; completed on 8 '-\\Qx\tn\.-; Amount of sample usedJ \o e I
w_ "~ TESTFORBACTERIA [ TESTFORFUNGI _ ]
| Fluid Thioglycollate Medium Soya bean Casein Digest Medium
Lot no.: 3t -\=\ga\rtoin - aany - Lot no.: Stoe- \2\a3\30ny ~gavy
Incubate at 30-35°C; ARL/BLEQ/BIC-?as for 14 days | Incubate at 20-25°C; ARL/BLEQ/BOD- a2y for 14 days
. Positive | Negative | -__. [ Positive | Negative | . l
ian Date | Test SaTPle Control | Control Test S__ample | Control | Control Sign Remarks?
gt E : :
' _:P \“Q}L}O\_‘}; ~ e )\'\)e_ —Ne_ -f\l (B Ave e ..__\1.& é\\uu Al |
nd o
h2 Yaaliots T Ve *ve | TNe TNe Ave. | Ve ?&‘:Vj\; A
rd |
. \ex\io —Ne Ve —Ne =N\ e TN \?,,\;M)\"“ oL
th
_f_._ﬁa\\.cn i | 8 Ave . _TNe Kve | —ve {.%L\\n\:i- ol
th 1
. 1\\‘51\101:: —Ne e ‘? Ve —Ne | f"?— —Ne 1%'“\\9\3 o\
th
57 a\edoom . Y —~e, L Ave ~ve_ ém\pu o\ |
h
T lﬂ\hk\lnn =R ’*“\ —Ne _‘-\'L ,%.__-E\,t —~\J %\ekﬁl—! QL— ]
8" \\&n\mj —~Ne_ e N . ‘__\’L “~ve =N an&uq o\
th
° )S\mﬁhm}_ =—Ne e —~Ne ~ '—\_“.:, *ve =N é\o\l‘-"m' o
h >4
o Weslion | TV AN e N e el 3 P W ]
th |
" s oo —Na v —Ne e e —\e_ } 0}\3: ol
12 145\\&11 N e Q. B TN e —Ve_ 2{\0 A
i 0\\'3&\'&91:\ TN e i TN e Ne {—\én (RERE NN
l 14t J m\ﬁ'!\\.ntj —e Ay —~te —J ke ~Ve_ ’0%'-'&_9\1 | o ]

The sample complies / dess-Rot-complies as per P-+BP / USP /

“a) ﬂ\\s\—‘}.
Analysed by / Date:

Checked by / Date: @ v
g 11040

Filename: ARLBL_MB_STP_004_Issug08

- Auniga Research Private Limited,

Ur+:ontroll

] Sign:

-----------------

Bangalore |

p is npt Blue

Date: M{EDAB
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A.RLBLIQAISOP-023IFR-05

2 O 0 gook No.: Sl No.:

|

RAW DATA SHEET

405351

Report No.: 202301250009 iﬁ'

~
o

Booking date: 25 (o1

2023

Sample name:  Avdfcsal  TeQns

Analysis Started Date: 31| of| 2023

Analysis Completion Date: 2([0( (2623

Test Parameters ﬂ 89&3

Test Method: €3 C [ STP -FP- DRP-A - 079 -00

ARL|BLEB [ ARG —012

Balance ID:

Equipment/Instrument: ARL lB LGGJ Uv ~001

Due Date of Calibration:

Due Date of Calibration:

05 lo2 (2023

29 (03 [2023

Equipment/instrument:  NRA Due Date of Calibration: A
Weight of the Sample:
T)l'pl‘ansl amind
1125031 g
¥ stono e K \vol >
e
Peligl g make
Dightayl aming 12oulg Cenkyald ohrué
t\aca) awkc au’d 12923 9L1022 oalfgeng
980102 LC coylo Wybo

Hydwo chlon'e o

\thm’f Weganakion @ prstolved
‘o <o wd o} Glowad awkC
CoNLC. H\jo\f\'DCMKYl‘C. acid

/\2‘7/;-,]\01\101 ke

Performed by (Sign & Date)

hou 9e

1-15“0%18 o} ‘D(’Pkﬁn‘dl Qi L 'vQDa?ﬂl
and thta added 35wl of

nrd

LA

%

Checked By (Sign & Date)

Page 1of 2




Calculation: - "

CQ bhe )
btx\j ™y \hJ,I

celiuloSe  gockium

50 . l3nxb

%mhoiﬁ

oA &

(V)

standond Detoasls

Nome L Coy 50)(3 mQH\jl collulpge  Soddfum
B . iVO © Gl L% lotq 2
vol'd ugto 12| o] 2023

840(1&9195 \):(Q()m(\h"oﬂ ' wﬁ‘amd 50 13 of Conkoxy mﬁkﬂl

rllulose  gedfum wWRY  TAde a wo ) wolumikrie Hagk oaoldlo
wod - Slowly  with SwaG(\JG ard  Hafl wade 4o volwma idh
aled - mdxed

ot hefoakion © prgelled oub 5wk of Sample (Ao o woml
wleattd e Moglh | adoed o mt ok wakey

Result:  Procedund  conkinued 0 8(-v0 1 406143

M\m\ w23 %//05\02%3’?)

Performed by (Sign & Date) Checked By (Sign & Date)

Page2 of 2



QRLB‘LIQAISOP-023IFR-05 . Book No.: Sl No.:
RAW DATA SHEET 2042

: 4061428
Report No.: LL‘ 2023012500 g 5‘:3 Booking date: o5 (| apg 3
Sample name: ﬂﬂ'{ f;(' cial  fGeany C
Analysis Started Date: 3|1 bl \ 2023 Analysis Completion Date: %1 lbl 2023
Test Parameters ~ 193QY
Test Method: &1 HC [ T¢ - DRP-A-019-00
Balance ID: NA Due Date of Calibration: NA
Equipment/Instrument: Nf\ " Due Date of Calibration: MA
Equipment/instrument: AL LB LY ~002 Due Date of Calibration: 29 (0% (2023

Weight of the Sample:

(])'m@dum © Rieted  ouk eoch of o @ of blaak . standavd | sam{lL
solukion 40 o 4e8k tubt and dhen odded 6wl of veagend
ond  mixed  wdl .
ket o tos e Jor 20 ming
aHer Yhob | veenoved Hht Fubed | cooled 4o Rem Aemgeyodune

Meadured  4he obSabance of Hht gtondand and Samfle frepayation

o 63 am

o gilotl2023 fa 4300 >h0) 1

Performed by (Sign & Date) Checked By (Sign & Date)
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TP WOV VRSV T T prprgr Ty ey v e v egey ves
Calculation: .
A¥ay n -2 = Samp AbS x 9 wiin m |
! X.__.-_[oo et ! 1 3 »
Stardond A T@ = A Vunh{ tme S’oa%ou«w 60 af 9 ngi0 W Wi
100
< (0326 - 0.
L. ’_3, ,0 Q?%)_ ) ';O-igﬁ _x.J_l_)Q_\ x ()C}
(0:330-0.023) 190 o o
= 97.9¢C %
L\g@ugj " R '
fT‘8/1‘0( = __ 7 i
00
i S LY,
0O
= 9.%0 0-6 /YTU
Result: A%y 0 7+ = AT Qe 7
Ay m(:)lml - Q.80 ﬁ'@lm(
X)( Neiluns g}/ﬁ}\(t’)&b'}}
Performed by (éign & Date) Checked By (Sign & Date)
Page2 of 2




AURIGA RESEARCH PRIVATE LIMITED

(ﬁA uriga Research

2. b Code | ARLBL/QA/SOP-218 |
Issue No. 04
REVIEW OF ANALYTICAL @ 3 - Effectuve Date | QJOHJUW
REPORTS - Revision Date || 13)em |30 1g
APPENDIX | ARLBL/QA/SOP-218/FR-01
Page: 1 of 2

'A) DETAILS OF SAMPLE

e T

Sample Name| (‘\“ﬁi ol 9 )“f IR

CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT _

Batch No. L Date of start of Analysis It %m}
Report No. Date of Completuon of Analysis, =/l | Son
i L
02301250095 A Observation
SI. No. Check points
Yes| No | NA

1 Is the Analyst(s) performed all tests as per the specified Test Method / protocol «”

2 Are all log entries made in respective equipment log books -~

3 | Are all entries made in respective Working / Reference Standards usage records | — |

4 | Are all Equipment and/or instrument used in the testii'ng are within calibration date | —

5 |Weight prints for each test is enclosed and are verified g

6 | Are all calculations verified, found satisfactory _ P

7 All HPL'C /LCMS/GC/ GQMS /HPTLC Chromatog;ams and sequence enclosed .

are reviewed and found satisfactory
8 UV-Vis / IR spectra , Aqtomatic Potentiometric Titrator and TOC graph & data "
enclosed and found satisfactory

9 ICP-OES / ICP-MS data enclosed and found satisfact-ory i

10 Regords / registers / validity of all volumetric solutions are reviewed and found A

: satisfactory

11 | Are the unit for results are mentioned in the COC & raw data sheet is matching ]

12 |Are all pages signed with date in the COC and Raw Data Sheets

13 | Are there any manual integration performed? If yes, pr;vide reason below. ]

14 |ls any incident, deviation or OOS reporting done during the testing  d

15 |Are the respective audit trails checked? ) <

16 |Is there any reprocessed / aborted analysis in audit traril;? -~

17 | Are there any duplicate results? — v

18 |Are there any alterations of results? ol

19 |Are there any deletion of resuits _

20 | Any other observations: N /D,

. -
Revi d by / Date’> YV ~ o™\
eviewed by ”D"?\\'

x(ﬁl)_

|

Filename: ARLBL_QA_SOP_218_Issue04 - e T
’ ol e % 6[/204
COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED (pA Gitom Haeneinh

Code ARLBL/QA/SOP-218
REVIEEW OF  ANALYTICAL @.ad,LW ssueNo. |04

Effective Date - 13foer /10y
REPORTS - Revision Date |: 13 10 u )__1_,“&

Page: 2 of 2
QUALITY ASSURANCE '

T

Observatlon ‘

| SI. No.i Check points ——
| Yes No | NA
_1_istest parameters & Metho of test mentioned in the COA complying with the TRF| ~ | |
| 2 lls the Analyst(s) performed all tests as per specrfucation Fa | _-_“‘WM
Hﬂgi 'Is the sample name and batch number entered correctly -as mentsoned in COC | re f
— —Z {Welght prints for each test is enclosed and are venfledli / _}
N 5 | Are all calculations verified, found satisfactory o v i
6 Are thg unit for results are mentioned in the COA, COC & RDS is matching with i~
specification
7 |Are all pages signed with date in the COC and Raw Data Sheets /
B 8_ Is any incident, deviation or OOS reporting done during the testing -
9 |Are the respective audit trails checked? o
10 |lIs there any reprocessed / aborted analysis in audit trail? pa
11 |Are there any duplicate results? o~
12 | Are there any alterations of results? e
13 | Are there any deletion of results [
14 |Is all test/s results complying to the release specification o
OBSERVATIONS
::;. Obse:;.atlon Detalls c:fesas:;\:atlon by s%tr,fmtehd dl:l{e Corrective Action taken

I\
i /,4,458103/”'213
—— \

Conclusion: The Analytical Report is found satisfactory in all aspects of compliance.

/%oﬁlo's ['),()'2)

Verified by/ Date:

3

R l0) g e |

7 | Page 10 of 12
Sign:...cc... D Q{INIOOZ:';I
~COMP CONFIBEN:HAt:“—

Uncontrolied Copy if QA Stamp is not Blue

— ———
|

Filename: ARLBL_QA SOP_218_ Issue04




Photometric mmgﬁ_m Table PrintDate: 31-01-2023 14:53:18

[Summary] [Measurement Parameters]

File Information Software Information [Wavelengths]

Filename: UV$2023%JAN - 13-82-1 - Software Name: LabSolutions UV-Vis Type of Measuring Mode: Absorbance
Assay sodium carboxy methyl  Version: 1.11 rounded: OFF
cellulose(Artificial tears).vphd Column Name: WL635.0

Parameter File Name: UV$2023$JAN - Assay Sodium Instrument Information Measuring Method: Point (635.00nm)
Carboxy methyl cellulose Instrument Name: ARL-BLEQ-UV-002
(Artificial Tears).vphm Instrument Type: UV-1900 Series [Formula]

Analyst: Harish HS Model (S/N): UV-1900i (A12535881051)

Date/Time: 31-01-2023 14:52:36 [Unknown Sample]

Comments: Acquiring Method: Measurement

Report File Name: UV$20233JAN - Repeat: OFF
PDFPhotometric.vrpt

[Instrument]

Instrument Information Slit Width: 1.0 nm
Instrument Name: ARL-BLEQ-UV-002 Accumulation Time (sec.): 0.1
Instrument Type: UV-1900 Series Light Source Switch Wavelength: 340.00 nm
[Sample Table]
Sample Name Sample ID WL635.0
1 Air Blank Air Blank 0.000
2 Blank Blank solution 0.023| -
3 Standard Carboxy methyl cellulose sodium 0.330
4 Sample 01 BG202301250095 0.326|~
5 Sample 02 BG202301250101 0.328
6 Sample 03 BG202301250103 0.328
7 Sample 04 BG202301250104 0.328
8 Sample 05 BG202301250105 0.327
9 Sample 06 BG202301250106 0.330

>
\ , . J\OJ\ ;
, Rt @e%/py




AURIGA RESEARCH PRIVATE LIMITED (f ‘A uriga Research

Lf Code ARLBL/QA/SOP-218 ‘
Q_,e. Issue No 104
REVIEW OF ANALYTICAL %W Effective Date | 13]evtf3022. ‘
REPORTS Revision Date " 13Joy)1025~ |
APPENDIX i ARLBL/QA/SOP-218/FR-02
Page: 1 of 2

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT

A) DETAILSOFSAMPLE - - | -

Sam Ie Name

o IS TN tod Teara S

}Batch No QR ol Date of start of Analy515 i 9310.\@093 ‘
S I IS R — __? SRR e e

 Date of Completlon of Analysi okt o&\&o;j

BG202301250098 — —

ReportNo. | ,

'B) DETAILS OF VEI I

Observation |

Sl. No. Check points

Yes No | NA
1 - Ts the Microbiologist(s) performed all tests s;s_p;é;_the specified Test Method /
protocol v
2 isthe equipment, Media, culture details mentioned as per the method o 7 —
_w; ” Are all log entries made in respective equipmen{‘bg books J

4  |Weight prints for each test is enclosed and are venf ed w

5 Are Equipment and/or instrument used in the testing are within calibration date e
6 v Is the standard and/or sample preparation details entered correctly as per the -
| method ,.
7 Is print of sterilization cycle enclosed in respective sterilization log book g
rP‘S— '~ |Is Plate observations made by microbiologists upd.;téd in RDS _ (P
B ? Are all positive and negative controls recorded for each parameter w
16 Is usage of media consumption recorded in respectuve media records O
11 : Are all pages signed with date in the COC and Raw Data Sheets (o
B 12 | Are the unit for results are mentioned in the COC &‘raw data sheet is matching (U -
13 | Any other observations: .
T —
mﬂ%\:ﬁn |
4} i
| s
)
%“ﬁ{pﬁb ] . 1‘
Reviewed by / Date: = A - |
Filename: ARLBL QA SOP 218 Issue04 f % S B (/M, )?o 28 [ Page 11 of 12

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue



. ‘
F
AURIGA RESEARCH PRIVATE LINITED ((.r R uriga Research
__ Code ; ARLBL/QA/SOP-218
REVIEW  OF  ANALYTICAL @“CQ'F%}W’ e e T
\ Effective Date | ;3 cl/[]’zﬁn
REPORTS e Revision Date || )7]uy |2024
Page: 2 of 2
QUALITY ASSURANCE
Observatlon
Sl. No. Check points -
Yes No NA .
1 Is test parameters & Method of test mentloned ln the COA complyung wrth the TRF / !
e e . —— R
2 Is the Microbiologist(s) performed all tests as per the specified Test Method /[ | * :
/
protocol
3 listhe sample name and batch number entered correctly as mentloned in COC f/ i
[ e R ‘__‘_T -
| 4 Wenght prints for each test is enclosed and are venf ed | =
5 'lAre media used and media lot numbers recorded on the controlled RDS . -
6 lAre all calculations verified and found that there is no error i /

7 Is all test/s results complying to the release specification T / I
I R S e s
8 | Are all pages signed with date in the COC and Raw Data Sheets T - +

g Are the unit for results are mentioned in the COA, COC & RDS is matching with i /" l
the specification E | ;
pror b e —~——T
L 10 lls any incident, deviation or OOS reporting done durmg the testing T - i
| 11 lls all test results complying to the release specification L 7 ]
OBSERVATIONS

_SI. Observation 1 Details of observation by ] Observed by

l . ,
No. No. f reviewer | sign. With date ComacliveiAction taen

| i

|

|

] z

~— '
| é ’{%g!OB/ZM'

. | A
1 ; : ’ \
l

i |

W

tVRemarks: : \\

r TR

Conclusion: The Microbiology Report is found satisfactory in all aspects of compliance.
]

)'w%} X )
’%Ogbﬁ i QA ISSUED
Verified by/ Date: : \J
T C |
Filename: ARLBL_QA SOP _218_Issue04 ‘/X ......Date Zg{qhnb Page 12 of 12

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED

MICROBIAL LIMIT TEST OF NON- | [/ A S (

o

Iy
‘\‘ A uriga
%

Re

LOPY | Code ARLBL/MB/STP-013
STERILE PRODUCTS AS PER MsH— lssueNo, .07
USP /B.P/ PH. EUR/IP AND/OR | ~ 77| Effective Date 1| 22103)a012
AS PER CLIENT SPECIFICATIONS | ©ASion ... @ ------------- .| Revision Date || 22103)2018
APPENDIX | ARLBL/MB/STP-013/FR-01

MICROBIAL LIMIT TEST REPORT

Sample Name ; F—\YH{I«LLOJ erﬂ\/s
qua50|a§004§

SAMPLE PRE-ENRICHMENT (SOLUTION A):
|0 -g/mL of sample dissolved in 40 mLof S(DM

Analysus Completed Date

Page: 1 of 2

Analysis Started Date Ogg[o toas

ehlreab:oﬁ
" gﬁf%tf& O3

ulo‘

Lot No._5tPM - |§|0||1015 001Yy

1swab — 10mL of NA Lot No. N A
Dilutions can be prepared as per below flow chart A: S(CDmM - lS’lo\]M,\-é - 00t
_ Ol ml )
Solution A (107") ——> 9ml (103)—> 9 mI(10°)
Weight Print(s):
Yo
19\
éj/a/ /J o ‘
2 ‘N\

SAMPLE PRE-ENRICHMENT (SOLUTION B):

mL of solution A added to
. Incubate at 30-35°C for 18 — 24 hrs / 48 — 72 hrs.

Lot No. SCDM-

mL of\\S\CQM\ (Solution B);

S |
! Auriga Research Private Limited, Bangaior®. |

Filename: ARLBL_MB_STP_013_Issue07
COM

YL%&H!)ERIAL

Page 24 of 55
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AURIGA RESEARCH PRIVATE LIMITED \(ﬁ RPR——

MICROBIAL LIMIT TEST OF NON-| | A S COPY | cass L BLATESTEG
STERILE PRODUCTS AS PER| T 71
USP / B.P / PH. EUR / IP AND/OR | "°P7784 5y l Efecive0sts |:] 42la5nots

AS PER CLIENT SPECIFICATIONS | 02 519 ...

Rewsnon Dale i 22)en) 1008

Page: 2 of 2
AMPLE PRE-ENRICHMENT (SOLUTION C):
of sample dissolved in ~ mL of SCDM (Solution C),
Lot No. S}DM; . Incubate at 30-35°C for 18 — 24 hrs.
Weight Print(s): )
9 ’Vt)
\\
‘f/o, / \\\
0,
" Equipr;i-eﬁtl Instrument Equipment / Instrrurment 1D Calibration Due Date
‘Weighing Balance * ARLIBLEQIAWB— = ONfY
Rkt - | )
BOD Incubator (20-25°C) ARLIBLEQIBOD—— o 0 o) o laba 3
aBIC Incubator (30-35°C) ' ARL/BLEQ/BIC— () Y |ti 202 3
BIC Incubator (30-35°C) ARL/BLEQ/BIC— \
BIC Incubator (42-44°C) ARL/BLEQ/BIC— N o
R — s = — 4 T ——————
BIC Incubator (37°C) ARL/BLEQ/BIC— -‘ s
Water Balt_h~ _m__m__(ﬁ)fC) ? ARL/BLEQ/WB—
( o e M‘;g).wll
: . \
Analysed By / Date: Checked By / Date: %1%.\1»{5
Filenamie: ARLBL_MB_STP_013_lssue07 / TUe 1 TCoear Ui vttt Page 25 of 55

i COMP
Uncondrolled Qy |f%¥§amp tBI‘A
| SlON . cseacllt i Date: Qg 0/




AURIGA RESEARCH PRIVATE LIMITED

\§~ Auriga Resce
\ -
MICROBIAL LIMIT TEST OF NON- | :
~ Cod : ARLBL/MB/STP-013
STERILE PRODUCTS AS PER M- | ere 167
USP /B.P/PH. EUR/IP AND/OR |~ @ | Effective Date || 72032032
AS PER CLIENT SPECIFICATIONS | A 5/an ... o] Revision Date || 7.2.101) 2024

APPENDIX IV ARLBL/MB/STP-013/FR-04

TAMC/TBC BY POUR PLATE METHOD

Report No

&8[01[&0&5
0& odsw&é

BL,&.DQ}. OI;S;DDQ 5 Analysns Started Date |

ATCC 66 55

\
|
|
+

Analysas Completed Date

Culture ID
PROCEDURE: O] mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes. Pour 15-20mL of SCDA in duplicates from each dilution;

Lot No. SCDA- Q%‘O{[lo 23 - 000 | and incubate at 30-35°C for 3-5 days.

into Petri dishes

FORMULA:

TAMC/TBC —» Average No of colomes obtamed X Dniutson factor

Ca!culatlon for TAMCIBactena

F Dllutlon factor Plate 1 ‘ Plate 2 I Average
' - ' . o T .
7 o | NIl N Mo
TS | YRR
I~ o | o |
"L“—V o \?1-1.\‘\\7_ T : . 1 -
- V7 |
rl \ r

Negative Control: Growth Observed-/ Not observed
Positive control: Growth Observed / Notobserved

Result: TAMC/TBC <0 cfu /¢ ImL /swab

Conclusion: The Sample Complies ~Boesnotcompty + Not-Apptieable for TAMC/TBE.
Biappalen®

Analysed By / Date: Checked By / Date: %@ﬁb
Filename: ARLBL_MB_STP_013 IssueOTI\ g ﬁm«gf‘;cn Private Limited, Banuac Page 28 ol 55
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AURIGA RESEARCH PRIVATE LIMITED (,\ .

(oo oo
MICROBIAL LIMIT TEST OF NON- VIAS T L UL Code ARLBL/MB/STP-013
STERILE PRODUCTS AS PER od R hM/ | Issue No. 07
USP / B.P / PH. EUR / IP AND/OR ‘. o @ T Effective Date _: 21 Joz/ro2L
AS PER CLIENT SPECIFICATIONS /7 —ian ... K7 w-.---| Revision Date || 3 ]9.2 /2024~
APPENDIX V ARLBL/MB/STP-013/FR-05

TYMC BY POUR PLATE METHOD
%! o3 BL0220195009s —
g0, © ‘

Report No. Analysns Started Date QQ[O 1204 5

Culture ID GTCL HEER) Analysus Completed Date OHIOQIQOJ 3

! —

PROCEDURE: 0! mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes in duplicates. Pour 15-20mL of SDCA into Petri dishes in duplicates from each dilution;
Lot No. SDCA- &8|0|l)—0$13 -000 2 and incubate at 20-25° for 5-7 days.

FORMULA:

TYMC —» Average No. of colonres obtamed X Dilutlon factor

Calculation for Yeast and Mold:

I Dllutlon factor I Plate1 ‘ PlateZ ' Average

l
‘ . e =
1

AT SR T

|

————

7

| | bﬁ’”i'”l\gl\

| | | —

Negative Control: Growth Observed / Not observed

Positive control: Growth Observed / Net-ebserved

Result: TYMC <10 cfu /¢ ImL /swab

Conclusion: The Sample Complies / Dees-netcomply / Not Applicable for TYMC.

—y 1 A
i L:;:,,,l;i)dn

Analysed By / Date: Checked By / Date: ?; A

e S e ,____,__....‘

ring ﬂnm Privata | imitpd Bennalorp
Filename: ARLBL_MB_STP_013_| lssueO‘f e === Page 29 of 55
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Govt. Approved Test House

No. 136, 6th Cross, 2nd Stage, Yeshwanthpur Industrial Suburb, Bangalore - 560 022.
Ph. : +91- 080-35229344
Email : admin@aurigaresearch.com, Website | www.aurigaresearch.com

Certificate of Analysis

€A uriga Research Auriga Research Private Limited ‘l“l U
|

Information by Customer Report No. : BG202301250101
Sample . ARTIFICIAL TEARS
Mfg. By . GLOBAL PHARMA HEALTHCARE PVT. LTD.
Supplied By - GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS
Ref. No. N
Submitted By : GLOBAL PHARMA HEALTHCARE PVT. LTD. et-fo S
Address - NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU- 600024
INDIA
Batch No Mfg. Date Expiry Date Batch Size Sample Quantity
PCMJ014 APR 2022 MAR 2025 204 Ltr 12 Bottles
Sample ID : BG202301250101 Received On : 25/01/2023
Date of start of analysis : 28/01/2023 Date of completion of analysis : 02/03/2023
Reference to protocol :- GPHC/SPEC-FP-DRP-A-079-00

Sample not drawn by laboratory.

Description :- Clear colourless slightly viscous solution
) ) <Lower <Upper
<Parameters> <Results> <Unit> <Req.> <Claim> <LLOQ> limit> limit> <Method>
Content of sodium Carboxy methyl cellulose :
Assay in % + 98,61 % 90.00 % to = = 5 B
110.00 % GPHC/STP-FP-DRP
-A-079-00
Assay in mg/ml : 9.86 mg/ml 9.00 mg/mland 10.0 - - -
11.00 mg/ml mg/ml GPHC/STP-FP-DRP
-A-079-00
Total Yeast & Mould : <10 cfu/mi - - - - - USP <61>
count.
Total aerobic : <10 cfu/ml - - - - - USP <61>
microbial count.
Sterility . Complies - - - - - USP <75>

End of Report

Report : In the opinion of the undersigned, the sample referred to above is of standard quality as defined in the Act and the rules made
thereunder for the reason given below:- of

To verify Report Scan this Code.

“Terms & Conditions:

(1) Total liability of this laboratory is limited to the invoice amount.

(2) The results listed refer only to the tested sample and applicable parameter. Endorsement of products is neither inferred nor implied.

(3) This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in any advertising media 1?_0? }
without our special Permission on writing. A/ g [0 3

(4) When the report is without NABL symbol & ULR, it implies that these products & tests are not covered under NABL accredited scope. (%

gﬂcd""\lu§

Page-1of1 Author
G bold nu-nuulied—s*gﬂﬂtﬁﬂ—

Note: The result Listed refer only to the tested sample and applicable parameter. Endorsment of products is neither inferred nor implied
This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in advertising media without our special permission in writing.
The samples will be destroyed in appropriate time from the date of issue of test certificate unless otherwise specified (In case of non-pershable items only).




¢ ’i‘:{; ‘if‘ tf'-.f ;“ ‘; t "I , { J 1IN

o
i |

\_
Code ARLBL/MB/STP-004
STERILITY TESTING OF ¢ Issuc No 1. 08
FINISHED PRODUCT AND RAW i"ﬁ_y’ Effective Date Cl1 1 e
MATERIALS .46,’ Revision Date |: | L ro
APPENDIX | ARLBL/MB/STP-004/FR-01

STERILITY REPORT - MEMBRANE FILTERATION METHOD

S E— e T —— e

[ T o ' 1
Product N\ns? o Memeww | sample auantiy _4 S Mes
|
Report No BQ\\D 11013 Qlal ___Batch No. {.?Sﬂ':% W No of contamers Tested o) woy
Test Test f ; ‘
started on \_%\as_\)_n\:s ____Jgompleted on °1\??\1°‘“ | Amﬁ{?ﬁ?’ samplaused | vy |
 TESTFORBACTERA | . ~ TESTFORFUNGI
Fluid Thioglycollate Medium Soya bean Casein Digest Medium
Lot no.: Fyen- v\ 2013~ 5OV B Lotno.: Scoen - \\aallotvy —oa\x
' Incubate at 30-35°C; ARUBLEQ]BIC-AN; for 14 days Incubate at 20-25°C; ARL/IBLEQ/BOD- ooy, for 14 days
[, Positive | Negative [ Positive | Negative )
_7Day Date | Test Sample Control | Control Test Sample | Control | Control Sign Remar"l_(i
P _ B |
LS Y\ SYSCN I Tve | The Ve v | TNe W=} ole.
‘ d i
s Wes\ios — Ve | *ve‘ Ve N e _TNe \“°\“":’\:@£d o\
rd |
G T .., e —Na. | . ve | —ve f:\%’ Vil B o
th | |
4 u\ﬁ&b\ﬁ —Ne Ave | =N i —No Xve —e %o\\b\.‘! al
th i
L ° el —Ne_ ve —Ne | —Ne oy —Ne ésﬁuo\:s al
! |
th |
6 23\aa\1on =N Ve —N\e =Ne. :“C\!L —\re_ ‘u_\ot.\\nds S\
th
! dea\lony —Ne e ~Ne — Ve B 14—\“1 —~e é vo| Q|
8" l\.\\q‘_\ - ~—Ne ~ve —Ve —Ne ) Ve —je_ f\p&\glﬂ N
h
R PE O —Ne ALY —Vve —Ne | ve | —Ne é\p-\u\: ol
th s
10 rdmlion =N “ve —Ne —Ne e —e %"‘) el
th | i
W 3%%‘\3 —Ne_ v e =NEL —Ne_ “ve —\Je_ 3‘1/&\@63 o\
th
12| S, mve | e | ove |ove | Awe | TV 3o
th —_—
13 ?&Q\Lﬁ\'& —N e Ave Ve I N e —Ne 5_%_—;\\»\3 ol |
14“‘ Q)_\n}l\m_-; —~Ne_ —\v e_ —~Ne_ N | ‘\V e \ e é:—\d-k\”\"t Qe
t S.

The sample complies / dees-retcomplies as per IRLBR / USP /

é_é%oﬁ\ls 3 %

Analysed by / Date: Checked by / Date: *7y ) Db’

Filename: ARLBL_MB_STP_OM_Issgmga Reseach Privats Limited Bamo;;\ Page 17 of 19
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ARLBLIQQISOP-OZ:BIFR-OS ? n = @ook No.: SI No.:
* RAW DATA SHEET <~ ~¥ 405395
- . o : 2 1 7 5 1 —i 8 y
Report No.: | Z 0L 30 { 1 010 7 Booking date: ¢ ¢ tm[ 2093
Sample name: Mhfical Teows
Analysis Started Date: 3\ [m l"m‘lg Analysis Completion Date: 2 [o{ 1%23

Test Parameters  AS3Qy
Test Method: OhPH € [ 8T¢ - &f ~DRP - A-079 -00

Balance ID:  j\uR Due Date of Calibration: N A
Equipment/Instrument: ARL|B LE6 | UV 002 " Due Date of Calibration: 29 (022023
Equipment/instrument: VA Due Date of Calibration: NA

Weight of the Sample:

Fov  Qagend Wegavakion  wtkey 36, 202301250048 - 8- ND cLOS3SH
(o 9}0\(\&0:1& ?ﬁQQma}n’oﬂ ~xeder Ggro220125009y - 8- No . LOS35Y

S(_}‘_“_th QW_Q_QS‘LQET_QQ_" (iutted ok 6 ml of Sampll 40 a too ml
wolumeknic $lask | odded oo sl ob ooder

Procedune © Prgetted oub eoch of 9wl of blaik | Standand | 3amplL
ksl 0 40 o 408 tube ond Ahen odded < ml of vesgend and
aixed ot
ket ot tos &68144 fox 20 wing.
Aley dhad | veeoved  +he +ubtg cooled to Roomn temperatume |
Meoduwud  the abforbane of 4kt Standand and Sampe Pregaradion
ok (25 am

M\\C Aao> 6/0 )ofz/\ryw 2

Performed by (Sign & Date) Checked By (Sign & Date)

Page 1of 2




Calculation:

ASSay 0 7 = Sample AbS x 9id Wi i gy 0o x Wuathy "CmE Sodiam "on a9 78 kg g tn win

Standayd AbS oo ¢

- (0228 -0:023) x 5043 x 100
(0.220 -0-023) 100 S0

0:9Q8¢1 x (00

= Qg . ¢l

ASSay ma/m( = . I. 0

[00
= Olvgé d‘a,l"ﬂl
Result: AKay (N~ = Q¢ ¢l /-

A8y n m}jlml = 9,86 mﬁ{m( vy

A(?\‘ 2lo\uns

Performed by (Sign & Date)

teo

x99
(00

& G2\ >3

Checked By (Sign & Date)
Page2 of 2
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AURIGA RESEARCH PRIVATE LIMITED

v

(‘fA uriga Research

g Code |/ /ARLBL/QA/SOP-218
Issue No. 04
REVIEW OF ANALYTICAL g Effectlve Date ; Tale ¥ e |
REPORTS Rewsson Date aalenlers |
APPENDIX | ARLBL/QA/SOP-218/FR-01
Page: 1 of 2

CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

A) DETAILS OF—SAMPLE )
sample Name| Ry X1 il keaxn
Batch No. O o | L Date of start of Analysis > [ o\ l 2023
Report No. C Date of Completion of Analysis 2 ol o3
sroermnso || [T
Observation
Sl. No. Check points
Yes| No | NA
1 Is the Analyst(s) performed all tests as per the specifiec; Test Method / protocol e
2 |Are all log entries made in respective equipment log bbgks ‘//
3 |Are all entries made in respective Working / Reference Standards usage records
4 |Are all Equipment and/or instrument used in the testing'_are within calibration date
5 |Weight prints for each test is enclosed and are verified il
6 Are all calculations verified, found satisfactory W
. |AIHPLC /LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed P
are reviewed and found satisfactory
8 UV-Vis / IR spectra , Aqtomatic Potentiometric Titrator and TOC graph & data A
enclosed and found satisfactory
9 |ICP-OES /ICP-MS data enclosed and found satisfactoryw T
10 Regords / registers / validity of all volumetric solutions are reviewed and found |
satisfactory
11 | Are the unit for results are mentioned in the COC & raw data sheet is matching |
12 |Are all pages signed with date in the COC and Raw Data Sheets |
13 |Are there any manual integration performed? If yes, provide reason below. N
14 |Is any incident, deviation or OOS reporting done during the testing ]
15 | Are the respective audit trails checked? : Tl
16 |Is there any reprocessed / aborted analysis in audit trail? . & |
17 | Are there any duplicate results? A e
18 | Are there any alterations of results? 7 i
19 | Are there any deletion of resuits AT
20 |Any other observations: ; e
Reviewed by / Dateé{/‘\{é\owy | ~ OA 1SS i
l
Filename: ARLBL_QA_SOP_218 Issue04 ' Sian:.. 9,5' /of/232§ Page 9 of 12

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED @u,,ga ST

Code ARLBL/QA/SOP 218

@adigw Issue No.

REVIEW OF ANALYTICAL @, Effective Date | A!3 Toizaera.
REPORTS - e Revision Date 130w )an g
Page: 2 of 2
QUALITY ASSURANCE
i Observatlon ,
Sl. No. | Check points el Hi NA
| B ~__L_es o*
o1 Is test parameters & Method of test mentloned in the COA complymg wnh the TRFJ_
2 Is the Analyst(s) performed all tests as per specnflcatnon i L
;P'——_ - — — —_— e _— .‘ - ‘_1
[ 3 Is the sample name and batch number entered correctly as menhoned in COC / i
4 |Weight prints for each test is enclosed and are verified - |
5 Are all calculations verified, found satisfactory AT

Are the unit for results are mentioned in the COA, COC & RDS is matching with
specification

e
7 | Are all pages signed with date in the COC and Raw Data Sheets |
8 |Is any incident, deviation or OOS reporting done during the testing

9 Are the respective audit trails checked?

10 |Is there any reprocessed / aborted analysis in audit trail?

11 | Are there any duplicate results?

NNNES

12 | Are there any alterations of results?

13 | Are there any deletion of results

Corrective Action taken

14 |Is all test/s results complying to the release specification /
OBSERVATIONS
Sl I Observation Details of observation by Observed by

No. ! No. reviewer sign. With date

_—

\ /‘(Og[oz 20 23

| ~va
| T

Remarks: \

Conclusion: The Analytical Report is found satisfactory in all aspects of compliance.

Hgloslos angalore|

Verified by/ Date: =

- ﬂS /D/}?o L Page 10 of 12

' COMPANY CONFIDENTIAL
Uncontrolied Copy if QA Stamp is not Blue
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Photometric mm_\j_u_m Table PrintDate: 31-01-2023 14:53:18

[Summary] [Measurement Parameters]

File Information Software Information [Wavelengths]

Filename: UV$2023%JAN - 13-82-1 - Software Name: LabSolutions UV-Vis Type of Measuring Mode: Absorbance
Assay sodium carboxy methyl ~ Version: 1.1 rounded: OFF
cellulose(Artificial tears).vphd Column Name: WL635.0

Parameter File Name: UV$2023$JAN - Assay Sodium Instrument Information Measuring Method: Point (635.00nm)
Carboxy methyl! cellulose Instrument Name: ARL-BLEQ-UV-002
(Artificial Tears).vphm Instrument Type: UV-1900 Series [Formula]

Analyst: Harish HS Model (S/N): UV-1900i (A12535881051)

Date/Time: -~ 31-01-2023 14:52:36 [Unknown Sample]

Comments: Acquiring Method: Measurement

Report File Name: UV$2023%JAN - Repeat: OFF

PDFPhotometric.vrpt
[Instrument]

Instrument Information Slit Width: 1.0 nm
Instrument Name: ARL-BLEQ-UV-002 Accumulation Time (sec.): 0.1
Instrument Type: UV-1900 Series Light Source Switch Wavelength: 340.00 nm
[Sample Table]
Sample Name Sample ID WL635.0
1 Air Blank Air Blank 0.000
2 Blank Blank solution 0.023
3 Standard Carboxy methyl cellulose sodium 0.330
4 Sample 01 BG202301250095 0.326
S Sample 02 BG202301250101 0.328| v«
6 Sample 03 BG202301250103 0.328
7 Sample 04 BG202301250104 0.328
8 Sample 05 BG202301250105 0.327
9 Sample 06 BG202301250106 0.330

vaﬂw // o w? @\ /QOJ\Q
* P
. 07




AURIGA RESEARCH PRIV ATE LIMITED (f'Auriga Research

Code - ARLBL/QA/SOP-218
R ealionenlo) Issue No 04
REVIEW  OF  ANALYTICAL KANL Efocive Daie |:jalmiz
REPORTS 6 Revision Date | * |13 Joy 1025~
APPENDIX Il ARLBL/QA/SOP-218/FR-02
Page: 1 of 2

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT
.’A) DETAILS or= SAMPLE |

Sa'“p'e ol E\,\i\%\ Q& ke_s;;:\g; o — ]
%B tch N Date of st rt of Anal sns ; o8 DI )04
R N ysis | 98loilroes |
Report No of Completlon of An a!y s DH!OQ‘&IDJ 3 |
B) DErAu.s OF VE , H[l”mm" ””Hmm
———————————  BG202301250101 — — e
. Observatuon
Sl. No. Check points
Yes No NA
1 Is the Microbiologist(s) performed all tests as per the specified Test Method / I
protocol |
2 Is the equipment, Media, culture details mentioned as per the method d
3 |Are all log entries made in respective equipment log books -
4  Weight prints for each test is enclosed and are verified ot
5 Are Equipment and/or instrument used in the testing are within calibration date L
6 Is the standard and/or sample preparation details entered correctly as per the
7 |Is print of sterilization cycle enclosed in respective sterilization log book -
8 |Is Plate observations made by microbiologists updated in RDS /
9 Are all positive and negative controls recorded for each parameter e
10 |Is usage of media consumption recorded in respective media records -
11 |Are all pages signed with date in the COC and Raw Data Sheets e
12 | Are the unit for results are mentioned in the COC & raw data sheet is matching -
13 |Any other observations:
Ty @
e Vi 'ﬁ‘ﬁ)ﬁ >
‘ T
| |
| -
Y Tt
06. { { “vt"_‘,‘-’ ‘;.
Reviewed by / Date: — " Tl |
Filename: ARLBL QA _SOP 218 _Issue04 o il Page 11 of 12
v % () )o/’fle‘L
SICOMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED (r K icicaesanh

- Code | ARLBL/QA/SOP-218
REVIEW  OF  ANALYTICAL Cocliesmy fsmeNo. | 04
REPORTS S Revision Date | jg)upljyu
Page: 2 of 2

QUALITY ASSURANCE
Observation |

SI. No. Check points

Yes No NAr

1 Is test parameters & Method of test mentloned in the COA Complylng wt'(h the TRF ,,/ \

Is the Mlcrobrotogrst( s) performed aII tests as per the specrfled Test Method / _/ 1

protocol t

Is the sample name and batch number entered correctly as mentroned in COC T/

Weught pnnts tor each test is enclosed and are venf ed é 1 /J

3

4

5 | Are media used and media lot numbers recorded on the controlted RDS é }
_.6_ S ——— — — i

7

8 .

|Are all calculatrons verified and found that there is no error

— __.t--,._;,ﬁﬂ_j
|
8

:IS all test/s results complyrng to the release specification

. Are all pages signed with date in the COC and Raw Data Sheets

-

L

|Are the unit for results are ment|oned in the COA, COC & RDS is matching with

Ethe specn‘ncatron

10 Is any incident, deviation or OOS reporting done during the testmg

|
S T_

|

r

I

1 | Is all test results complying to the release specrfcatnon

OBSERVATIONS

Sl. | Observation ' Details of observation b;' Oba;;ved by
No. No. reviewer sign. With date

Corrective Action taken

A g[oB/’uﬂ}

o

|
|

1 S B
Remarks
o .\\\- \
- |
\ |
“Conclusion: The Microbiology Report is found satisfactory in all aspects of compliance.
01>
s 503!
Verified by/ Date: B oo 1 ¢
Filename: ARLBL_QA_SOP_218_{ssue04 | % ngw/ 2:!'22 Page 12 of 12
COMPA CUNFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue




AURIGA RESEARCH PRIVATE LIMITED ( N

MICROBIAL LIMIT TEST OF NON- | [ASTER PY |Gode AT
STERILE PRODUCTS AS PER . " “migd—  lisweno o7
USP / B.P / PH. EUR / IP AND/OR | " -

o —— ' | Effective Date | 74 lex)ania
AS PER CLIENT SPECIFICATIONS <7 =ignt... ;';_@ ; , Revision Date :| 122103 )20 14
e
APPENDIX | ARLBL/MB/STP-013/FR-01
MICROBIAL LIMIT TEST REPORT Page: 1 of 2
— e Muor pyiual toakd e — —
Sample Name a Bl,r\a,g,};m_ﬁ;e_fg | ‘ Analy5|s Started Date 098)0]]20& j ‘
Report No. BL,&D.,U 0125010 1 Analysis Completed Date;o;f[o&fw& 3 |

SAMPLE PRE-ENRICHMENT (SOLUTION A):
|0 _g/mL of sample dissolved in _ G0 mLof  StDM LotNo. §¢D M- rs{ollzm} 0011y

1swab — 10mL of NA Lot No. Y R

Dilutions can be prepared as per below flow chart A : S (D m - l§[0 l f}O )3-00 |t

olml
Solution A (10") —> 9ml (103)—>

)

Weight Print(s):

Vg

<4

SAMPLE PRE-ENRICHMENT (SOLUTION B):
mL of solution A added to SCDM (Solution B);

Lot No. SCDM- . Incubate at 30-35°C for 18 — 24 hrs / 48<.72 hrs.

Filename: ARLBL_MB_STP_013_Issue07 | /104 FiEs f3 hmM TPTvaE Lenicd, I Gac, | Page 24 of 55
o SRR, Qi' e
Uncont oiled Co ampis’not Bh’
R sw piliom



o

AURIGA RESEARCH PRIVATE LIMITED (\(ﬁ e P
4 uriga mesearcn

STERILE PRODUCTS AS PER ; ‘ s | Issue No. o7
USP /B.P/PH. EUR/IP AND/OR "~ "' " 'Ngk 7| Effective Date | 27]03)2012
AS PER CLIENT SPECIFICATIONS QA Sign ... &7 ... Revision Date _:_ 22]03 ) 2004
Page: 2 of 2
SAMPLE PRE-ENRICHMENT (SOLUTION C):
of sample dissolved in ~~~ mL of SCDM (Solution C),
Lot No. S&Jhk . Incubate at 30-35°C for 18 — 24 hrs.
Weight Print(s): |
Va4
5,
2
Y
B Equipmentlr_!_ngrariﬁent o Equipment / Instl:umeilt ID T Calibration Due Date [
Welghmg Balance | ARL/BLEQ/AWB— — N A
BOD Incubator (20- 25°C) ARL/BLEQ/BOD— o | ot |2093
e} S S e ,___,,,,A_t
| 8i¢ Incubetor (30-35°C) ' ARL/BLEQ/BIC— p| ol (11209 3
BIC Incubator (30-35°C) ARL/BLEQ/BIC— \
|BIC Incubator (42-44°C) ARL/BLEQ/BIC— oy
- e ———— ﬁ - S S,
BIC Incubator (37°C) ARL/BLEQ/BIC— [y
I ‘ : - |
Water Bath (80°C) 5 ARL/BLEQ/WB—

1M
For (;AMJ pees

Analysed By / Date: Checked By / Date: (3™
y y hecked By / Date ‘ﬁmﬁ}
Filename: ARLBL_MB_STP 013 Issue07 | [mga “"—*"*“”’*mwu' ew, z—.»..;~ R Page 25 of 55
QOMPAN
Uncontr&lled Copy'if tamp s not Blui
.1‘..'..”__.@ ..... AC/@](&D&)




AURIGA RESEARCH PRIVATE LIMITED &, N

MICROBIAL LIMIT TEST OF NON- AASTER PY |Goss " ARLBLIMBISTP-013

STERILE PRODUCTS AS PER vared By: N)%gﬁ-k B [8s0a M. 07
USP / B.P / PH. EUR / IP AND/OR L o & @ iEﬁective Date . 93l03|3022
AS PER CLIENT SPECIFICATIONS | “ASion ... % wf Revision Date | .7.103) 3026
APPENDIX IV ARLBL/MB/STP-013/FR-04
TAMC/TBC BY POUR PLATE METHOD
Report No Bqaoa 50; é)S‘Olo s AnaIySIS Started Date 8ol o4d 3
Culture ID AT(,{, Qb 33 Analysrs Completed Date 08 [ ) aleps 3 '

PROCEDURE: © | mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes. Pour 15-20mL of SCDA into Petri dishes in duplicates from each dilution;

Lot No. SCDA- 036'0 | 110&3 -000 | and incubate at 30-35°C for 3-5 days.

FORMULA:

i o S— : ~ S

TAMC/TBC e Average No. of colonies obtarned X Dnlutlon factor

i

Calculatlon for TAMCIBactena:

-

i Dllutlon factor Plate 1 ! Plate 2 Average
il N
nU Ny ) () l
fi =5 A-Q— S SIS
_ —Reatns oo . ___’
Negative Control: Growth Observed / Not observed
Positive control: Growth Observed / Not-ebserved
Result: TAMC/TBE <10 cfu /g ImL /swab.

Conclusion: The Sample Complies / Dees-netcomply / Not-Applicable for TAMC/FBC.

Q
HRoaloolaoas 4
Analysed By / Date: Checked By / Date: &
Ak

el
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AURIGA RESEARCH PRIVATE LIMITED ((A uriga Researct

. \
MICROBIAL LIMIT TEST OF NON-  [ASTER PY |Eode VT TR N
STERILE PRODUCTS AS PER _ A "4-094)—' | 1ssue No. Y
USP / B.P / PH. EUR/ IP AND/OR | " o »@ . J Effective Date : 2.1 |oz/re21
AS PER CLIENT SPECIFICATIONS W7 290 ... ~-------| Revision Date || 33 102 /302~
APPENDIX V ARLBL/MB/STP-013/FR-05
TYMC BY POUR PLATE METHOD
Report No BL;&E)& 901&3’0“) l Analysns Started Date ‘ .‘)g}m[w& 3 i

' Culture ID i ATcc 1093 Analysls Completed Date DHID&I&O,Qj

PROCEDURE: _ 0 | mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes in duplicates. Pour 15-20mL of SDCA into Petri dishes in duplicates from each dilution;
Lot No. SDCA- 28/01[2083-000& and incubate at 20-25° for 5-7 days.

FORMULA:

TYMC —» Average No. of colonles obtalned x Dilution factor

Calculatlon for Yeast and Mold:

Dllutlon factor Plate 1 | Plate 2 | Avaragrer
to-! N
lo* N| f Ny 'Vl

Negative Control: Growth Ofsserved / Not observed

Positive control: Growth Observed / Netobserved

<10

Result: TYMC cfu /j /mL /swab

Conclusion: The Sample Complies / Does not-comply-~-Not Applicable for TYMC.

WJ?')"J?’

le

Analysed By / Date. Checked By / Date: cﬁs%—l@

Filename: ARLBL_MB_STP_013 IséMrg A Ch PTIVaE Cimited Bangeio Page 29 of 55
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"Auriga Research Auriga Research Private Limited mm
Govt. Approved Test House ‘i i

No. 136, 6th Cross, 2nd Stage, Yeshwanthpur Industrial Suburb, Bangalore - 560 022
Ph. : +91- 080-35229344
Email : admin@aurigaresearch.com, Website : www.aurigaresearch.com

Certificate of Analysis

Information by Customer Report No. : BG202301250103
Sample . ARTIFICIAL TEARS
Mfg. By : GLOBAL PHARMA HEALTHCARE PVT. LTD.
Supplied By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS
f. No. : N
Submitted By : GLOBAL PHARMA HEALTHCARE PVT. LTD. Ret. N S
Address . NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU- 600024
INDIA ”
Batch No Mfg. Date Expiry Date Batch Size Sample Quantity
PCMJ015 APR 2022 MAR 2025 204 Ltr 12 Bottles
Sample ID : BG202301250103 Received On : 25/01/2023
Date of start of analysis : 28/01/2023 Date of completion of analysis : 02/03/2023
Reference to protocol :- GPHC/SPEC-FP-DRP-A-079-00

Sample not drawn by laboratory.

Description :- Clear colourless slightly viscous solution
< Resul i <Req.> Claim>  <LLoQ> oWer  <Upper  yethod>
arameters> <Results> <Unit> eq. aim limit> limit> etho
Content of sodium Carboxy methyl cellulose :
Assay in % : 98.61 % 90.00 % to i = . '
110.00 % GPHC/STP-FP-DRP
-A-079-00
Assay in mg/ml : 9.86 mg/ml 9.00 mg/mland 10.0 - - -
11.00 mg/ml mg/ml GPHC/STP-FP-DRP
-A-079-00
Total Yeast & Mould : <10 cfu/ml - - - - - USP <61>
count,
Total aerobic : <10 cfu/ml - B - - - USP <61>
microbial count.
Sterility : Complies - - - - - USP <75>
End of Report
Report :In the opinion of the undersigned, the sample referred to above is of standard quality as defined in the Act and the rules made
thereunder for the reason given below:- of
To verify Report Scan this Code.
“Terms & Conditions:
(1) Total liability of this laboratory is limited to the invoice amount.
(2) The results listed refer only to the tested sample and applicable parameter. Endorsement of products is neither inferred nor implied.
(3) This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in any advertising media [(zo i}
without our special Permission on writing. * 3 L 3
(4) When the report is without NABL symbol & ULR, it implies that these products & tests are not covered under NABL accredited scope. 0 H

Page-1-of 1 Autherized-Sighatery————————————

-4
Note: The result Listed refer only to the tested sample and applicable parameter. Endorsment of products is neither inferred nor implied.

This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in advertising media without our special parmission in writing.
The samples will be destroyed in appropriate time from the date of issue of test certificate unless otherwise specified (In case of non-pershable items only)




Book No.: ’SILI}JO.: =0

ARLBLIQNSOP-OZ:!IFR-OS 3 )
: RAWDATASHEeT 2028 40030=
: — e ,
ReportNo. E£7202301250103 - Booking date: 9 ¢ 611202 3
Sample name:  A\y4 f., ol Teans$
Analysis Started Date: Qo1 2022 Analysis Completion Date: 3 o l'lOlS

Test Parameters R3Sy
Test Method: GOH C [ 8TP - FF - DRP- A - 079 -00

Due Date of Calibration: NR

0 lby - 002 Due Date of Calibration: 29 (63 (2023

Balance ID: VA

Equipment/Instrument: ARL \BLE

Equipment/instrument: VA Due Date of Calibration: VA

Weight of the Sample:
(o Qeoﬂaﬂ% Prepavabon sty @o20230126009s - 8(-no - KOS R 54
ot gtandand breporalon vekey Ba1o2301%s 00 ¢ - -~ LOSISY

Somf & QTO_Ocuah'on_ o fgetted ot €l of gamgle nto a (00l
Vo lemakmc “Clgtﬁ, aolded  1pp ml of waker

Procedure - Qigested owb tath o} et of blank standand , Samyle
golubion  avo o gt +ubt and Ahen pdded o b of qtﬂ@@(\ﬁ cnd
wixed ekl

kUt ok oy dﬁaﬂﬁ for 20 o0
Aler that | ~emoved  the dubed, cooled o Room femperatune
Moloud e oblsbonce of +he Standand ond  Soumple regaakion

ot 6235 am

M\\D Yo ®

bz\ > \W‘ﬁ
Performed by (Sign & Date) Checked By (Sign & Date)

Page 1of 2




Calculation:

ASSay (N /. - - Samgle Ile’ x od o 1
‘Yardard oo

=(0:328 -0:023) x 0.3 X 100

(01330 - 0:023) (00 N
- 0. 98¢ | X 100
- Qg ¢l
AQ%ay 0 [l = 7 x L.cC
r{b (00
= ﬁg_'él X 10
too
S T [ml
Result: A%Say 0 /- = - el
ASSeuy N mblmt = Q.6 ﬂalm(
\\c,\qyﬂ
Performed by (Sign & Date)

x_q9

100

g x 100 90 x Rurity “cme Sodium"on ag 29 bageg i who

oo

Checked Bu%gtgn & Date)

Page2 of 2
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AURIGA RESEARCH PRIVATE LIMITED (g’A uriga Research

e ] Code [-/ARLBL/QA/SOP-218 |
|ssue No. 04
REVIEW OF ANALYTICAL @ 3 2 Effectlve Date ;-:_IJ_IOHJVW
REPORTS - ‘Revssnon Date |:| 13)en|ywrs |
APPENDIX | ARLBL/QA/SOP-218/FR-01
Page: 1 of 2

~ CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT _
A) DETAILS OF SAMPLE

Sample Name Q,( ;\“Lb Q}\ "\‘CS e -
Batch No. oony c_> \& Date of start of Analysis 2)/{7 N
Report No. | l" N “ll” Date of Compietlon of Analysis 2\ ( of [ S o3
B) DETAILS OF VEI" 5202301250103 B
Observation
SlI. No. Check points
Yes No | NA
1 Is the Analyst(s) performed all tests as per the specified Test Method / protocol v
2 | Are all log entries made in respective equipment log bodks d
3 | Are all entries made in respective Working / Reference S;andards usage records )
4 | Are all Equipment and/or instrument used in the testing a;e within calibration date /
5 | Weight prints for each test is enclosed and are verified il
6 Are all calculations verified, found satisfactory B

All HPLC / LCMS / GC / GCMS / HPTLC Chromatogramsiand sequence enclosed A

7 are reviewed and found satisfactory
8 UV-Vis / IR spectra , Aqtomatic Potentiometric Titrator and TOC graph & data |
enclosed and found satisfactory
9 |ICP-OES /ICP-MS data enclosed and found satisfactory ]
10 Regords / registers / validity of all volumetric solutions are reviewed and found /]
satisfactory
11 | Are the unit for results are mentioned in the COC & raw déta sheet is matching ] ‘
12 |Are all pages signed with date in the COC and Raw Data Sheets |
13 | Are there any manual integration performed? If yes, provide reason below. |
14 |lIs any incident, deviation or OOS reporting done during the testing -
15 |Are the respective audit trails checked? o ‘
16 |Is there any reprocessed / aborted analysis in audit trail'?_- R v’ ‘

17 |Are there any duplicate results?
18 |Are there any alterations of results?

19 |Are there any deletion of results

20 |Any other observations:
ﬁp\/ \M , Bangalore |

] AV S\ T ‘ Y 1 .
Reviewed by / Date: OO; | QA ISSUED |
Filename: ARLBL__QA~SOP_218_ISSUGO4 an-.... X ) i 95’/,0/102Bl Page 9 of 12
COMPANY CONFIDENTIAL

Uncontrolied Copy if QA Stamp is not Blue




AURIGA RESEARCH PRIVATE LIMITED (ﬂA i REbadh

pd Code . ARLBL/IQA/SOP-218
REVIEW  OF  ANALYTICAL gad&aw JssvoNo____1:Dd
@, Effective Date - 13 fo4r/10p3

REPORTS e - - Revision Date | 130y Jas g
Page: 2 of 2

QUALITY ASSURANCE

 Observation f

Sl. No ' Check points T
I - Yes No J’_NA |
» 1 *‘I‘srt‘e§tﬁpgrim3tre~rsi & Method of test mentloned in the COA complymg wnh the TRF / B

*3 4I§ tﬁrje Analyst(s) performed all tests as per specrﬂcanon o l /; ‘
| 3 ‘Is the sample name and batch number entered correctly as mentioned in COC | / ir

4 Weight prints for each test is enclosed and are verified - !

5 | Are all calculations verified, found satisfactory - N / f

6 Are th_e usjit for results are mentioned in the COA, COC & RDS is matching with / ]
specification

Are all pages signed with date in the COC and Raw Data Sheets

Is any incident, deviation or OOS reporting done during the testing

Are the respective audit trails checked?

10 |lIs there any reprocessed / aborted analysis in audit trail?

11 | Are there any duplicate results?

WAVANAYAY

12 |Are there any alterations of results?

13 | Are there any deletion of results

14 |Is all tes¥/s results complying to the release specification

OBSERVATIONS
Sl. | Observation Details of o!:servation by Obser\_red by R W e
No. No. reviewer sign. With date

\ |

\
! ‘/“’2)3103{70?,:?
| |

Remarks:

Conclusion: The Analytical Report is found satisfactory in all aspects of compliance.

Verified by/ Date: I T ‘”n_;i

e iU e iWias W)

Filename: ARLBL_QA_SOP_218_Issue04 Page 10 of 12
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Photometric mmgﬁ_m Table PrintDate: 31-01-2023 14:53:18

- [Summary] [Measurement Parameters]

File Information Software Information [Wavelengths]

Filename: UV$2023%JAN - 13-82-1 - Software Name: LabSolutions UV-Vis Type of Measuring Mode: Absorbance
Assay sodium carboxy methyl ~ Version: 1.1 rounded: OFF
cellulose(Artificial tears).vphd Column Name: WL635.0

Parameter File Name: UV$2023$JAN - Assay Sodium Instrument Information Measuring Method: Point (635.00nm)
Carboxy methyl cellulose Instrument Name: ARL-BLEQ-UV-002
(Artificial Tears).vphm Instrument Type: UV-1900 Series [Formula]

Analyst: Harish HS Model (S/N): UV-1900i (A12535881051)

Date/Time: 31-01-2023 14:52:36 [Unknown Sample]

Comments: Acquiring Method: Measurement

Report File Name: UV$2023%JAN - Repeat: OFF

PDFPhotometric.vrpt
[Instrument]

Instrument Information Slit Width: 1.0 nm
Instrument Name: ARL-BLEQ-UV-002 Accumulation Time (sec.): 0.1
Instrument Type: UV-1900 Series Light Source Switch Wavelength: 340.00 nm
[Sample Table]
Sample Name Sample ID WL635.0
1 Air Blank - Air Blank 0.000
2 Blank Blank solution 0.023
3 Standard Carboxy methyl cellulose sodium 0.330
4 Sample 01 BG202301250095 0.326
5 Sample 02 BG202301250101 0.328
6 Sample 03 BG202301250103 0.328| v~
7 Sample 04 BG202301250104 0.328
8 Sample 05 BG202301250105 0.327
9 Sample 06 BG202301250106 0.330
7

N\
. bﬂ o\ %ﬁ\@/@%




AURIGA RESEARCH PRIVATE LIMITED (;"A R

Code , -VARLBL/QAISOF’-21 8
@»enc‘pj%l.&w Issue No 04

REVIEW OF ANALYTICAL Effective Date - 13Jom]1022
REPORTS @ Revision Date 13 Joy )1 025~
APPENDIX I ARLBL/QA/SOP-218/FR-02
Page: 1 of 2

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT
A) DETAiLS OF SAMPLE B " | A B - 7' - ,}

.Sample Name @,r : ! u § )tm& 4
Batch No. &V\E e Date of start of Analysns | 98)01 L;LD > 5 |
Date of Completlon of Analysus 0K loa]ao > 3 J

e

2301250103 - . .
1 Observation
No | NA

S —— — —

Sl. No. Check points

R

1 Is the Microbiologist(s) performed all tests as per the specified Test Method /

protocol
Is the equipment, Media, culture details mentioned as per the method

2

3 Are all log entries made in respective equipment log books

4  |Weight prints for each test is enclosed and are verified

5 Are Equipment and/or instrument used in the testing are within calibration date

Is the standard and/or sample preparation details entered correctly as per the
method

7 Is print of sterilization cycle enclosed in respective sterilization log book
8 Is Plate observations made by microbiologists updated in RDS
9 Are all positive and negative controls recorded for each parameter

10 s usage of media consumption recorded in respective media records
11 |Are all pages signed with date in the COC and Raw Data Sheets
12 | Are the unit for results are mentioned in the COC & raw data sheet is matching

ISV AN AN A

13 | Any other observations:

S
oo

Reviewed by / Date: | " OA

[ ), )\ : J l

]
Filename: ARLBL_OA__SOP_218_|SSU?O4 Page 11 of 12
& QC}DJQ“’ZE

""" ANY CONFIDENTIAL
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AURIGA RESEARCH PRIVATE LINITED (( A uriga Research

Code " ARLBL/QA/SOP-218
(L gates) Issue No 04
REVIEW OF ANALYTICAL : “‘a—‘ Effectve Date | | 13)e 11 Jaora
REPORTS @ Revision Date || )3 Ju Y |22k
Page: 2 of 2

QUALITY ASSURANCE

Observatlon 4
Yes No NA 1
| 1 Is test parameters & Method of test mentroned in the COA complyrng wrth the TRF / |

Sl. No.. Check points

{ ;is the Mrcrobaoiogtst(s) erformed ail tests as per the specufred Test Method /| /
‘ protocol r
T o p— B 1 ‘j"/‘r *’4*
t 3 'Is the sample name and batch number entered correctly as mentroned in COC
S—— +__ et e e ——————— R — u,__+ SN S— |
t 4  |Weight prints for each test is enclosed and are verified i | v
| 5 JAre media used and medra lot numbers recorded on the controlled RDS i -/I
6 Are all calculatrons venﬁed and found that there |s no error y i
7 |Is all test/s results complying to the release specification ‘ P
8 | Are all pages signed with date in the COC and Raw Data Sheets #
g |Are the unit for results are mentioned in the COA, COC & RDS is matching with | 1T |
|the specification '
— Sove S fr—
L 10 |Is any incident, deviation or OOS reporting done during the testing Ea
B 11 Is all test results complying to the release specification -~
OBSERVATIONS
——y— T T
. . . |
Sl. | Observation Details of opservatlon by | pbser\red by Corrective Action taken
No. | No. reviewer sign. With date
i \-\ |
T
\\\,\_
| T~
| —_[ulos s |
t i "/67\
| I' ;\\\~\ '
- T~
t_ N . | 1
|Remarks:

]

Conclusion: The Microbiology Report is found satisfactory in all aspects of compliance.

T
A 09» 0’5120 4 |
Verified by/ Date: ‘ UA 102 4 1
Filename: ARLBL_QA_SOP_218_issue04 . ‘ % . ‘24{[(3!,'20’1; Page 12 of 12
COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue



AURIGA RESEARCH PRIVATE LIMITED

N
> |
MICROBIAL LIMIT TEST OF NON- | ASTER Y [E— P T
STERILE PRODUCTS AS PER | .~ “mag - ',SW No. o7
USP / B.P I' PH. EUR / IP AND/OR [ \:‘\ i A et L TL Effec[pve Date 22 l°3]l..01.1 |
AS PER CLIENT SPECIFICATIONS | WA =ior -_@ - ! Revision Date ;| 221032014
APPENDIX | ARLBL/MB/STP-013/FR-01
MICROBIAL LIMIT TEST REPORT Page: 1 of 2
| Sample Name ‘ ﬁer {]ﬁu o ‘rQO.M ; Analy5|s Started Date | QE’OIIJ—D ) ﬁ
Report No Bg 2093 on ) §Ol 0> Analysus Complated Date OH |Ol Iw»ﬁ

SAMPLE PRE ENRICHMENT (SOLUTION A):

10 gfml.%sample dissolved in 40 mLof $¢DM Lot No. SCOM- |§|0 'lm‘ﬂ ~OolH
0\ PR

1swab —  10mL of N A LotNo,  Nf¥

Dilutions can be prepared as per below flow chart A : (DM - 1§|Dl Ilo-ﬂj -vort
Solution A (107") =1 9ml (102)——> IMH10=—>9Imi( 10— 9mi(10)—> 9mi (10)

Weight Print(s):

%

21/,
04_3

SAMPLE PRE-ENRICHMENT (SOLUTION B):

mL of solution A added to _ of SCDM (Solution B);

Lot No. SCDM- . Incubate at 30-35°C for 18 — 24 hrs /48 — 72 hrs.

R
Filename: ARLBL_MB_STP_013_lssuet¥

Page 24 of 55
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AURIGA RESEARCH PRIVATE LIMITED (,\ PP——

MICROBIAL LIMIT TEST OF NON-| MASTER C (| Code ARLBL/MB/STP-013
STERILE PRODUCTS AS PER S | Issue No. o7
USP / B.P/ PH. EUR /IP AND/OR ' '"F" ™" ’,\gk "7 Effective Date i 27]03)w011
AS PER CLIENT SPECIFICATIONS | ©A Signo...... &7 ____i Revision Date :| 22)03 )01
Page: 2 of 2 |
SAMPLE PRE-ENRICHMENT (SOLUTION C): ‘
of sample dissolved in _~ mL of SCDM (Solution C),
Lot No. SCDM:-. . Incubate at 30-35°C for 18 — 24 hrs. ;
Weight Print(s): ~
Yy
So/s
d%’// ™~
20,
3 Y
[ Equ}-ﬁ;;entl Instfﬁfﬁenf o } Equnpmentllnstrument IB—[ Calibration Due Date
| ! {
Weighing Balance | ARUBLEQ/AWB— - | NA |
BOD Incubator (20- 25°C) ARL/BLEQ/BOD— 0 0 | - ollnjape s
BIC Incubator (30-35°C) ARL/BLEQ/BIC— 00 | orlnlaoas
BIC Incubator (30-35°C) ARL/BLEQ/BIC—"_
BIC Incubator (42-44°C) | ARL/BLEQ/BIC—
BIC Incubator (37°C) | ARL/BLEQ/BIC—
Water Bath (80°C) . ARL/BLEQ/WB—
Analysed By / Date: Checked By / Date: 3>
y y E@’;’IB
Filename: ARLBL_MB_STP_013_Issue07! :U—i_lr:gﬁ'v(lﬂ PHYALE LETHEU, m:l“qdlu Page 25 of 55

Uncobtrolled% ?%gamp is not ?Iue
1Srqn ﬂ} Date.. A?g)/ (Q'Q)lj



AURIGA RESEARCH PRIVATE LIMITED g('/) I
§ \\ uriga Research

[

STERILE PRODUCTS AS PER . — N'FQQ-}’ | Issue No. 07

USP /B.P/PH. EUR/IP AND/OR | . @, | Effective Date | 221032022

AS PER CLIENT SPECIFICATIONS [“2>40:......... RE... ] Revision Date 1| 23 |03)a024

APPENDIX IV ARLBL/MB/STP-013/FR-04
TAMC/TBC BY POUR PLATE METHOD
Report No [3(1_1031501.35’0,0 5 Analysus Started Date &Slollw.aﬁ i
T “”“'7’.‘ e o9 <TG A

Culture D CATCC G622 Analysis Completed Date am il ! ;
SRS NS - __.é_u. T ——— y v 7 5 __3_‘ el 04101'/196. |

PROCEDURE: O 1 _mL of Solution A and each diluent prepared as per flow chart A pipetted into two
Petri dishes. Pour 15-20mL of SCDA into Petri dishes in duplicates from each dilution:
Lot No. SCDA- QSIDIMU&J‘ o0 | and incubate at 30-35°C for 3-5 days.

FORMULA:

TAMC/TBC —» Average No of colonies obtained x Dilution factor

Calculation for TAMCIBactana

|

—

{ D|Iut|on factor Plate 1 i Plate2 | Average
— } S E—

ot [ W Nib |

| ey Ny | NG R n_;

S —— ‘T
] W\nlg 3

{
|

[ V“lOI/;g\; _3\

B i |

e

Negative Control: Growth Observed / Not observed

Positive control: Growth Observ_ed / Not-observed |

Result: TAMC/FBE =)D cfu /g /mL /swab

Conclusion: The Sample Complies / Dees-not-comphyi-Not-Appheabite for TAMC/TFBE.

%a\o‘\w&b
Analysed By / Date: Checked By / Date: ,%%@

Anrma Racoo.

L
Filename: ARLBL_MB_STP_013_lssu ’“'“"“ﬂLL"iZ 1“_ 4, Bdliyalt Page 28 of 55
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AURIGA RESEARCH PRIVATE LIMITED

MICROBIAL LIMIT TEST OF NON-

- | | Code ARLBL/MB/STP-013
STERILE PRODUCTS AS PER ey Mg |llssienie. L7
USP / B.P / PH. EUR / IP AND/OR | s | Effective Date |:| 2.2 Jozfrorr
AS PER CLIENT SPECIFICATIONS | ©A Sign ... &0 | Revision Date |: 35 1922020~

APPENDIX V
TYMC BY POUR PLATE METHOD

Report No. Bc,,w.ﬂ 3018 S’o 0 3 Analys.s Started Date ogfo1)2093
j Culture ID [ ATCC 10231 | Analysus Completed Date OHIO I {LO 2>
PROCEDURE: _ 0| mL of Solution A and each diluent prepared as per flow chart A pipetted into two

Petri dishes in duplicates. Pour 15-20mL of SDCA into Petri dishes in duplicates from each dilution;

Lot No. SDCA- 28 I,O l‘l/} 023-0002 and incubate at 20-25° for 5-7 days.

FORMULA:

TYMC —» Average No. of colomes obtalned X D|lut|on factor

Calculation for Yeast and Mold'

| Dilution factor Plate 1 I Plate 2 Average
! | N ~N
| NI N '

|

‘uﬂi‘ba]b\\ (

Negative Control: Growth Observed / Not observed
Positive control: Growth Observed / Netobserved

<10

Result: TYMC cfu I¢ /mL /swab

for TYMC.

Conclusion: The Sample Complies /

o tfx/,.ﬂ 1023
Analysed By / Date:

ARLBL/MB/STP-013/FR-05

Checked By / Date: %‘Iﬁlﬁ’%

Filename: ARLBL_MB_STP_013 |ssue({7l 03 Research Priva

Unco+trolledpm WHE"m Tue
@ Date: e?&’/ﬁ//ﬁmu

] Shon:::a:
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.(,.

STERILITY TESTING OF

FINISHED PRODUCT AND RAW o oot T2lh et
MATERIALS ey Revision Date |- | 13 1) 2024
APPENDIX | ARLBL/MB/STP-004/FR-01

STERILITY REPORT - MEMBRANE FILTERATION METHOD

‘_liroducitWh “_jé\_\k\tmm ms o ) Sample Q”a"t'ty | 9 e ;7V74:
ReportNo. | menmizarasows| BRehNe  [Pcmsous | No.of containers Tested | 83 wox
omteson | V803\a0nn | completadon | ©3\r7haeus [ Amourtof samploused | \ord |
[ ~ TESTFORBACTERIA [ TESTFORFUNGI _ - 4
Fluid Thioglycollate Medium Soya bean Casem Digest Medium
Lotno.: Exen- \3\od\aows ~sovy Lotno. Scom-\m\oa\doin -sevx
' Incubate at 30-35°C; ARL/BLEQ/BIC- oq<for 14 days | Incubate at 20-25°C; ARL/BLEQ/BOD-aay for 14 days
ony| oot | tomsampie | S "etaie? | restsamoie | GO GO s e
P et v Awe | cve | mve L we v Goled o
Rl R e TS . S = Lfs*}__L v e w
- \q\a:l-u:u = | ve. | v | —Ne | e N W .. %g\_\_g\.\ e
47 adeakun, —Ne tve | —ve - . ‘_'_*"} | TN Tin oy W
jm m\nls.m:, —Ne_ e —Ne. —ve | “ve VR gRe\y

= a\va\ro ~ve_ e —ve —ve ; e L éh\- w1 o |
= N\as\isn —\Ve ve — s —Ne l X e L}';\?'l— wy S
il s\ —Vve “ve — e | Ave A 'é\g_\,\:s o
ol we\ley —ve ve —Ve —Ne ‘*\-e_ —\e éﬂ\\.q. oA
10" %\qﬁ&\l_ﬁ L —ve Ave —N\e_ .. W | A ve —\e L%,%’"“ &__1
L ‘3\\»3\.‘\1 —ve e —NVe e e | e 59\/0}\;;993 —_
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