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.. .,, il I | il ffi illill lllllll llll lil llNo. 136, 6th Cross, 2M Stage. Yeshwanthpur lndustrial Suburb. Bangalore - 5
Ph. : +91- 080-35229344

uriga Research

Email : admin@aurigar€search.com, Websile : www.aurigargs€arch.com

Certlficate of Analysis

Report No. : BG20230'1250087

ARTIFICIAL TEARS

GLOBAL PHARMA HEALTHCARE PVT. LTD.

GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS

GLoBAL pHARMA HEALTHCARE pw. LTD. Ref' No' : NS

NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU. 600024

INDIA
Mfg. Date Expiry Date Batch Size Sample Quantity
ApR ZO2Z MAR 2025 204 Ltt 12 Botttes

lnformation by Cuslomer

Sample

Mfg. By

Supplied By

Submitted By

Address

Batch No

PCMJOO6

Sample lD : 8G202301250087

Date of start of analysis : 28101120?3

Reference to protocol

Description

<Parameters>

Contenl of 3odium Carboxy mothyl cellulose

Assay in % :99.17

Assay in mg/ml 9.92

Received On : 2510112023

Date of completion of analysis : 0210312023

. GPHC/SPEC.FP.DRP.A479.OO

Sample not drawn by laboratory

- Clear colourless slightly viscous solutron

<Results> <Unit> <Req.> <Claim> <LLOQ>
<Lower
limit>

<Upper
limif>

<Method>

GPHCiSTP-FP.DRP
-A-079-00

GPHC/STP-FP-DRP
-A-079-00

USP <61>

USP <61>

USP <75>

mg/ml 9.00 mg/ml and
1 1 .00 mg/ml

10.0
mg/ml

Total Yeast & Mould
count.
Total aerobic
microbial count.
Sterility

<10 cfu/ml

<10 cfu/ml

Complies

End ol Repotl

Report : ln the opinion of the undersigned, the sample referred to above is of slandard quality as defined in the Act and the rules made

thereunder for the reason given below:- of

'T.rm3I Condlllonri
(l) Tot.l llability ot lhl. Irbor.tory 13 limitcd to th! lnvolc. .mount.
(2)Th. r.!ult. ll.t.d..l.r only ro th.l.rt.d ..mplc rnd.ppllcabl. pa.amelcr. Endor.cnrc.l ofprodu.tr it ncilh.r lnf.rr.d no.lmpll.d.
(3) Thlr r.port Is not lo b. r.produc.d wtolly or ln pad .nd c.nnot b. uscd a. cvld.nc. ln thc court ol L.w lod 3hould not b. u3.d ln .ny edv.nlrlng m.dla

wlthoui ou.3p.cl.l P.rmlsslon on wrltlng.
({)Wh.n lho roporl ls wlthout NABL Bymbol & t LR. ll lmplle3 thel the8e productE a lsala a.e not covcr.d under HABL accr.dlt.d 3copo. *oglPsl*os

lro,la..; ')
Th6 rosull Li8lsd r€lsr ooly lo lh6lesl6d 3amd6 and sppllcablc prramstor. Endol3monl of paoducB lt n6{hor inlon6d nor impliod

Ths samptos r.rtt ba d€3troyed in ap[rogria!6 timo ftom thc dalc ol blus of tasl c6.tfcrl6 unl633 olh6rer. tp.of6d (tn caso of non-parlhebls it€ms orlly)

90.00 % to
110.00 %

Pffi1r9

[ffitr
oiii?:r4{

To verify Report Scan this Code.



I -llf Booking date: Z-C I or I zaZS

Sampte name: A1+ipi&o_! .i-oorS

Analysis Started Date: go Iot I tto 1-3 Analysis Completion Date: 3o (o t tOoZS

A -:J.BL/QA/SOP423/FR-05

Test Parameters A33ag

restMethod: hfxc lyi?'FA -Wg - A -o?g -oo

Batance to: A(r-lBLtr$ [AnB -otr
Equipmenulnstrument: A&LtB LEo I Uv -ooz

EquipmenUinstrument: Nn

Dipl,rn5l arunr

t ,asoqo 
0

ft61o'l'"'
W\o) "n-9

RAW DArA SHEEr 20 3u"* 
*" Sl No.:

405353

Due Date of Calibration: oi loz IZo z g

Due Date of Calibration: St I og I z 023

Due Date of Calibration: AIA

[v\akl

fuo-Q oro-tic'rt

o[ ht0t-icLl

-9,t-vo
1a-01-l tg

-i313qqlo2z

SSotozt c

c4atro.-[ d'nr6 houf-t'

auoliBtflS
Co^r [o trbO

"YeOEl-

Ctmc ,

(=flf r. e-rogo 
E

cftd 4kn
O i Ssolvq ol

0.rLh c acid

o* DiPhln-g( c.rrrtnt

oJdI-J Bo no o{

$fn
HUolmx

sO ml

ac.'d

?,.":"Vl:ru &/or\o*'!Y073
Performed by (Sign & Date)

fleport No.: z023A17.sAA8t

Weight of the Sample:

Ne'n+

Oighrqt an"nr

Gtoriol nndic or-,-'l

cont' R5drrocAto-r[c acr1y'

Checked By (Sign & Date)

Page 1of 2



Calculation

c.Qt box \r r(Lt1^ |

cel.ldbS{ tooU;ir

f o, zf 116

p55qor1*n'

V"ta*w2

s+ondovid O t{.o-i(J

NOw'J-
g, No

qutboxg mo4hgt tdlrrlo3( Sod'unn

c,C I xlS lorg lz t

tz Iro Imz3vai,'d ug l-o :

s.taftJo,iJ flrep6161Fio6 : woio},cJ so. e-c
tl

vohrnrH'c &ta3L ,

votumc ,oi+h Sor-mL

^a o1 Coxbox

urola{
J r t}l"5t cottulos( 9od/um

, 3 [nur L5 ^;lt sw;rt'r'2wttS

Gfid

ir\+o

+hrn

o 100 m]

$adt +0

cd&d
rrrixo-d wLtl

gorY\{tt (ro{araHun f ipttk-d
.,,J.otl- ro0

ot-tl E r.rJ.

fll o{ vro}tr
&+ Somf tr, inJo ct Loo .nJ

voturu'tri"L f-toSf..

Result: ?.codu-no cw$r.u,o-d i,r 8( . r\n l.t0(crct'f

$,5Yo,\,'nt't
Performed by (Sign & Date)

t)^ \(g-4=\s2, 'l>ar 3- ul '

Checked By (Sign & Date)

Page2 ot 2

I

I



Report NBG 10?3017s0081 Booking date: gr tOtIZaZS

Analysis Started Date: 3otor tf oZ3 Anatysis Completion Date: So lot lZoz3

ARLBL/QA/SOP-023/FR.O5

RAW DATA SHEET
Book No Sl No

?041 4osees

t btonh

Test Parameters 43349

TestMethod: cnfRc lSf|. 'e0'De?- A -o'11 -oo

Balance lD: ruA

EquipmenUlnstrument: Nfl

Equipmenuinstrument: Afu-lgLgO I U, -ooz

Weight of the Sample:

01pcsolL.oe

3 o lu]ion
cnol .r""xo

. ?; gttlod
tQ ,l-o 0 +AS+J wo-U.

ool Ooch o.l

.lr'bt ond
q- fl\t o

*trn
Sfondar d ,

"J o+ ,u%
Samf tl.

oold.l-J an-F

Ktp t o). los drS"rtl

F*|.trr +ho} , rornovtd +l\l-

ytrosurtd +k{- obsorbontt
qI 6 Ba r\rn

&r-r Go 'niftg .

+ubL8 , coo[td #o

o+ ++.1 slondarLd

fuom ltmgero*uao .

orftd Sornplz frt{XIrohan

(tv/*Y'1\aotz
Performed by (Sign & Date) Checked By (

s\ n>)*x>->
Sign & Date)

Page 1of 2

Sample name: Ar# l'Cl,oj ftcn -9

Due Date of Galibration: ry4

Due Date of Calibration: N-A

Due Date of Calibration: ZQ IoS I t o r:



Calculation

ASSo.,, ifr ,l = Se-0.L--&8 x
s.lrcn&d nb.t

8rd ulin o oUnQ x
s0

0U n "qvlCSdr'um'oO O! ;3 c
in rr

l:00
lo0

o,3 '2.s- - o.ot4) x So,Zs-
loD

x 100

s-d
x9Q

r00(-o, 3':6 - o' oz-4)

0,qq t1 Y too

qq, t-t '/.

Rseo5 \n .g1m-t '/' Y LL
100

99"17 X'.o
-- l"oo

q,c 2
"Y,

Innt

Result: ASSrt i.o'/

AsSoy ;n '3

c1"11 '/'
l"U q .q2 .D l.f /

Q"tto*>t)>v
Checked By (Sign & Date)

Page2 of 2

{k'"1o'\r^r
Performed by (Sign & Date)
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@ urisa Research

REVIEW
REPORTS

9^A;n qnl
@ro

Code

.lssue No.
. ARLBLIQA/SOP.218

_ tJ4

Fffective Date .3lo \lr" r..u
Revrsron Date rOlohlu uf

ARLBUQA/SOP-21 8/FR.O1

Page: 1 of 2
CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

A) DETATLS OF SAMPLE

Sample Name A + t
Batch No. Qc Date of start of Analysis

Report No. Date of Completion of Analysis

B) DETATLS OF V
11 ill illlillillilllillilill l1 I

nCzoz.ro t zsoott;

Check points

o9 A
Filename: ARLBL QA SOP 218 lssue0{ k- 2c1ol' Lo

co CONFIDENTIAL

]o \ot \ >o>s

)",\ot lr-or-1

Observation

Yes NA
Sl. No.

\,/4ls the Analyst(s) performed all tests as per the specified Test Method / protocol1

2 Are all log entries made in respeclive equipment log books

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

Are all Equipment and/or instrument used in the testing are within calibration date4

5 Weight prints for each test is enclosed and are verilied

6 Are all calculations verified, found satisfactory

All HPLC / LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed
are reviewed and found satisfactory7

_r'
B

UV-Vis / lR spectra , Automatic Potentiometric Titrator and TOC graph & data
enclosed and found satisfactory

l,/9 ICP-OES / ICP-MS data enclosed and found satisfactory

10
Records / registors / validity of all volumetric solutions are reviewed and found
satisfactory

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

11

12

n/ls any incident, deviation or OOS reporting done during the testing14

15 Are the respective audit trails checked?

16 ls there any reprocessed / aborted analysis in audit trail?

17 Are there any duplicate results?

18

19

Are there any alterations of results?

Are there any deletion of results

N\O20 Any other observations:

la ,,/ .," - 

Uncontrolled Copy if QA Stamp is not Blue

Page 9 of 12

OF ANALYTICAL

APPENDIX I

Are the unit for results are mentioned in the COC & raw dala sheet is matching

Are there any manual integration performed? lf yes, provide reason below.

Reviewed by / Date:

13

No



Il'Rlc.-l RI:SE \RCrl PRI\', ll'E l.I It l'l'l:I) G uriga Research

REVIEW
REPORTS

OF ANALYTICAL @
Code ARLBL/OAi SOP-21 B

lssue No 04
Effective Date 1j I o a Ju lV
Revision Date I Ld

Page:2 ol 2

QUALITY ASSURANCE

Observation
Sl. No. Check points

Yes No

ls test parameters & Method of test mentioned in the COA complying with the TRF

2 ls the Analyst(s) performed all tests as per specification

ls the sample name and batch number entered correctly as mentioned in COC

OBSERVATIONS

Remarks:

Conclusion: The Analytical Report is found satisfactory in all

*,slotln"'2
aspects of compliance

Verified by/ Date: A ISSUED
Filename: ARLBL OA SOP 2'18_lssue04 r

c^rc,2dletl:P-L.2
COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue

NA

3

4 Weight prints for each test is enclosed and are verified

5

6

Are all calculations verified, found satisfactory

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

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

B

I
10 ls there any reprocessed / aborted analysis in audit trail?

11 Are there any duplicate results? 1'
12 Are there any alterations of results?

13 Are there any deletion of results

14 ls all tesUs results complying to the release specification

Observation
No.

Obsewed by
sign. With date Corrective Action taken

?t
tb o7

)?2

Page 10 of 12

t-

/t"

-+--

l

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

Are the respective audit trails checked?

SI,
No.

Oetails of observation by
rev iewer
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@-o

Code
lssue No

ARLBL/OA./SOP.218
04

REVIEW
REPORTS

OF ANALYTICAL tffectrve Date .6loaly:2 >
Revrsion Date 13|"q l*ti

APPENDIX II ARLBL/Ofu SOP.21 8/FR.O2

Page: 1 of 2

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT

A) DETAILS OF SAMPLE

Sample Name h-.
Date of start of Analysis wlorlto>)r\ c

Report No Date of Completion of AnalYsis

Check points

ls the Microbiologist(s) performed all tests as per lhe specified Test Method /
protocol

ls the equipment, Media, culture details mentioned as per the method

Any other observations

cvR
ta\!-

=grrd6B

ff'"
Reviewed by I Date

Filename: ARLBL OA SOP 218 lssu )J L)

&atkrYOg.fi$IE,J
t
TIAL

Batch No

oqlot4n t t

Observation

No NAYesSI, NO

1

2

Are all log entries made in respective equipment log books3

4 Weight prints for each test is enclosed and are verified

Are Equipment and/or instrument used in the testing are within calibration date5

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

method

ls print of sterilization cycle enclosed in respective sterilization log book

ls Plate observations made by microbiologists updated in RDS

7

B

9

10

11

12

Are all positive and negative controls recorded for each parameter

ls usage of media consumption recorded in respective media records

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

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

13

Uncontrolled CopY if QA Stamp is not Blue

Page 11 of 12

-a*d

B) DETATLS OF Vl

.l

ll

6



tl lllG I lll,Sl, lR('ll PRll lTIl Ll,tlll'EI) G uriga Research

REVIEW
REPORTS

OF ANALYTICAL @^A;-qJL^br

*U

Code ARLBL/OAiSOP-2 l8
issue No 04
Effectrve Date B)o rl Jz" >--
RevisronDate lilrrq'l2t-l.i

Page:2 of 2

QUALITY ASSURANCE

l-
Observati on

Sl. No. Check points
Yes No NA

2
ls the Microbiologist(s) performed all tests as per the specified Test Method /
protocol

q

OBSERVATIONS

Remarks:

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

4 ouvtlr,r2
Verified by/ Date: QA ISSUED

Frlename: ARLBL OA SOP 21 I lssueO4 i
Date 0l

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue

ls the sample name and batch number entered correctly as mentioned in COC

6

Weight prints for each test is enclosed and are verified

Are media used and media lot numbers recorded on the controlled RDS

Are all calculations verified and found that there is no error

7 ls all tesUs results complying to the release specification
o Are all pages signed with date in the COC and Raw Data Sheets

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

ls any incidenl, deviation or OOS reporting done during the testing

't1 ls all test results complying to the release specification

Obrervation
No.

Details of observation by
reviewer

Observed by
sign. With date Corrective Action taken

DZ)4il*l
4

Page 12 of 12

1 ls test parameters & Method of test mentioned in lhe COA complying with the TRF
r

3

4

10

st.
No.

=!
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,I LI R IG,4 R ESEA RCT I PRI I ATE LI.,I I ITED

@
MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

,?q4]-

uriga Research

. ARLBL/MBiSTP-O,I3
:07

Code
lssue No

QA Sign.:....... tu._. Effcctive Date .:. 2l lorlrr.?.
Rcvjsron Datc : zL lof J rc r( -

APPENDIX I

MICROBIAL LIMIT TEST REPORT

ARLBUMB/STP.O1 3/FR.O1

Page: 1 of 2

Sample Name Arli Li4t tea ) Analysis Started Date J6/orllD"t,
Report No 84 &oc )ot et 0064 Analysis Completed Date o qlo tlto t 1

Dilutions can be prepared as per below flow chart A : g LD n- r Sl o rf >od) - Oo t1

Solution o 1,o-'1'1"! 9mI (I0-2)--------+ 10€)

SAMpLE pRE-ENRICHMENT (SOLUTiON A):

t0 mLof sampledissolved tn 4O mLo't gcDM Lor No. Scorvl' tSlo\n )3-oot+1

'l swab --------+ 10mL of NA

Weioht Print(s):

U4

E/o r

.tf

SAMPLE pRE-ENRTCHMENT (SOLUTION B):

mL of solution A add

Lot No. SCDM-

Filename: ARLBL MB STP 013 lssu

/t 6t3

ed to _ mL of SCDM (So B);

lncubate at 30-35'C for 18 - 24hrs I 48-72hrs

c o rvrQllv tribdrbt rri e r-
Un ntrolled Cg1cy if Cl,A Stamp is not

sicn :.........ffi-. ....a t + :. f!!X 1.110r,

Blue

Page 24 ol 55

L

t

Lot No. N ft



.,ILIRIG,4 RESE-4RCH PRI I'.47-E LI I I ITED G uriga Research
ruoga q0searcr. PrvatE Lmlted Baftgamo 

I

MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

MASTER COPY Code
lssue No

ARLBL/MB/STP.O13
07Prepared By

OA Sign.:.....
We1-
.@:..-.--

ffoclve Date : lt lol \r-orr
Revision Date :. z1-lor ) ,-* rd

Page:2 of 2

PLE RE.ENRI ENT SOLUTION C

Lot No. SC M.

of sample dissolved in mL of SCDM (Solution C),

. lncubate at 30-35oC for 1 8 - 24 hrs.

Weiqht Print(s): a4

q/o
t /top j

Equipment / lnstrument Equipment / lnstrument lD

ARUBLEQiAWB- NA
ARL/BLEQ/BoD- OO I

ARL/BLEQ/BIC_

ARL/BLEQ/BIC_

ARL/BLEQ/BIC_

ARUBLEQ/WB-

c /9t ,tvJ' Trrto5l t'073

Analysed By / Date: Checked By / Date:
c6 o

L

Weighing Balance

BOD lncubator (20-25oC)

BIC lncubator (30-35"C)

BIC lncubator (30-35"C)

BIC lncubator (42-44"C1

BIC lncubator (37oC)

Water Bath (80oC)

Calibration Due Date

Filename: ARLBL MB STP 013 I

-l

not Blue

Page 25 of 55

T

otln ln>t _
ot lttl>o>)ARL/BLEQ/BI0- O0 I

iu

s;qn :........6F-....D rle :..

mp
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LI.I I II'ED c
MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

Nfefrf
@

Code
lssue No.

Effective Date
Revision Date

ARLBL/MB/STP.O13
07

. ,Tylojltout

. +tlotl:rc.'.f

APPENDIX IV

TAMC/TBC BY POUR PLATE METHOD

ARLBL/MB/STP-01 3/FR.O4

Report No Dl4)oJ)otg{ooE1
ATct 55 3 ry

Analysis Started Date A tlO I l) 0 ) )
Analysis Completed Date O I I oaf OOO fCulture lD

PROCEDURE

Petri dishes.

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

Pour 15-20m1 of SCDA into Petri dishes in duplicates from each dilution;

Lot No. SSDA- e6lotlol3 - oo o t

FORMULA:

TAMC/TBC Average No. of colonies obtained x Dilution factor

Calculation for TAMC/Bacteria:

Dilution factor Plate 'l Plate 2 I A*-s;
----+----.-_

to- N rl ^/il I Nil
tp-J 1 N] t

r ..-.-|

A:vibgrt

Negative Control: Growth Observed / Not observed

Positive control: GroMh Observed / tffiserved

Result: TAMCIFBC ttrl cfu /f /mL /swab

Conclusion: The Sample Complies / D@e for TAMC|fBC

&egooloou
Analysed By / Date: Checked By / Date: %-
Filename: ARLBL_MB_STP_01 3_l

U

SSU

coM(dr{v eo{+iDEl,th
ntrolled Copy if QA Stam""J ai

M. n" d3.
?
t0

ii_l
ls not b

tldos:l
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Aunga Rcearch Pavatu Linted, Bang

MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

Code
lssue No
Effectrve Date
Revision Date

uriga Research

.,RLBL/N1BiSTP-013

o7

. Lr-lo3l)aLL
z-tlo3 1-rt-

G
MAS'TER COPY

P r epared ay,.-fu-. - ---...

QA Srsn,..........*..-.-......

Culture lD

Report No. ?) JO&30 tor 00E+ Analysis Started Date Srlo tlnal
Analysis Completed Date o \lo alaoat

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

L of SDCA into Petri dishes in duplicates from each dilution;

and incubate al 20-25oc for 5-7 days.

APPENDIX V

TYMC BY POUR PLATE METHOD

ff-rLC,rrffifilot )
4*lorl-,0 rl

Lot No sDcA-J8lo rfroe r - ooo s-

TYMC Average No. of colonies obtained x Dilution factor

Calculation for Yeast and Mold:

Dilution factor Plate I Plate 2

lo- I Nil Ni I Ni (

t0-
o Nil N\I Nlt

.1

]
t<4

I ,h)o Ll 1o ?3

Average

Negative Control: Growth Obserued / Not observed

Positive control: Growth Observed / Nelebse*ed

Result; TYMC
<t0

cfu // /mL /swab

PROCEDURE: D I 61 of Solution A

Petri dishes in duplicates. Pour 15-20m

FORMULA:

Conclusion: The Sample Complies I @ for WMC.

{rlA rtLA

Analysed By / Date: 
"o r'/otl'+ot I 

checked By / Date: ka
Filename: ARLBL MB STP 013 tss Pfl vate utiltetl, &, rg,,,,.,,. Page 29 of 55

Uncb
I
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STERILITY TESTING OF

FINISHED PRODUCT AND RAW
MATERIALS

hr\&
a

)

.Lu

APPENDIX I ARLBL/M B/STP-OO4/F R.O1

STERI LITY RE PORT . MEM BRANE FILTERATION M ETHOD

[*.;;; s.s..H q-iel Sample Quantity O\\)os

Report No 9\r.'.: No. of containers Test€d cJ lio
).-s L\S\

,q\ou\1o..
Test
com leted on o do"\rot-, I Amount of samPle used

TEST FOR BACTERIA TEST FOR FUNGI

Fluid Thioglycollate Medium Soya bean Casein Digest Med

Lot no.: s (S(\- r-r\ o r\ro
tum

Lot no.: $1 - r:\ o:-\ \-D 1-'\ - .tr\

lncubate at 30-35"C; ARL/BLEOBIC' tlsfor 14 days tncubate at2O-25"C; ARL/BLEQ/BOD- oo1 for',l4 days

Day

lrr l\..

o\r

The sample compl ies / dees-aet-eeraPhes as per IHBP / USP /

__-a

<i"-,\ur-=
Analysed bY / Date Chocked by / Date

Filename: ARLBL-MB-STP-004-lssue08 Aunga Reserch ftimlc t rnitd,

,ssrup{lsp
Uncon{rolled Co}y if

qsgEtEtsf-
QA Stamp is not B

Batch No.

Test
started on

\s-d

Test SampleDate
Positive
Control

Negative
Control

Test Sample

-! (-

-\L

Positiv€
Control

Negative
Control

-VL
.-ve_

Sign Remarks

r+\s'\tor.: -\ e_ {.r (_ -\ e_ \o r.
-9
i+"'\,,'

.,**d s\..
2nd \rr c--\Q-

_\L \c-

3'd rdoJ*.-.. +-\rL ! L -\ Q_ {.rq -'$t_
-q
irV.\o"

-\'. e-

*.. C_

-'ve_ #..\-.. s\
4th ro\rr\t .r {.,-\ e- -\Q, -\ e-

-\ a- _\r(_ d"'\"-' a\
5rh ,\"r\*-, ^\tQ \,

-\h_ P*'r'" .5(
61h

-v Q- luc- -\e-- -\e

--\r._

--\_

-*vq

7rh
\-r -\.r t- *Va- \.r e- -\,t- d.\..' sl^

gth

'nLt\* -\Q
.\vq \q- -w

,(r.dur" o\\

gth rtLr\r.tr _\ 4.,,r- ^ !a- *\L -\e_
-1

1-gdrott d
1 orh -tl.-

-\&.-

-v.(

^\}t*

+\q ---\r_ k* crt\

I 1th -\a- \t --\L \oc- *\'-\-J s\

'l2th r^\d*., -\q art ^\ t- +\q -\h_ *ss"' s\

1 3rh oL"\ t o -r) u aso- \".- -\|r_ a}'.aor\-t
q.

I 4th .r\^"\r.r, -\ Q_- {l c- ^ \,1 e_ -'a!- \c- -\l!c
P't dot o!-

f .,nn'.......&: t 
^,",ilrl/JdhdL.
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@ uriga Research

Report No. : 8G202301250095

ARTIFICIAL TEARS

GLOBAL PHARIVA HEALTHCARE PVT. LTD.

GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS

GLoBAL pHARMA HEALTHCARE pw. LTD. Ref' No' : NS

NEW NO. 2A. 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNADU. 600024

INDIA
Mfg. Date Explry Date Batch Sizo Sample Quantity
ApR ZOZ2 MAR 2025 ZO4 Ltt 12 Botttes

Auriga Research Private Limited
Govt. Approved Test House

No. 136,6th Cross,2nd Stage, Yeshwanthpur lndustrial Subu.b, Bangalore - 560 022
Ph. : +9'l - 080-35229344

Email : admin@aurigaresearch.com, Website : www.aurigaresearch.com

Certificate of Analysis

ll ii I ll i illl llllllll lllllli il I lil

lnlormataon by Cuslomer

Sample

Mfg. By

Supplied By

Submitted By

Address

Batch No

PCIUJOl3

Sample lD I

Date of start of analysis
BG202301250095

28t01t2023

Received On : 2510112023

Date of completion of analysis : 0210312023

Reference to protocol

Description

<Parameters>

. GPHC/SPEC.FP.DRP.A.O79{O

Sample not drawn by laboratory

- Clear colourless slightly viscous solution

<Results> <Unit> <Req.> <Claim> <LLOQ>
<Lowor

limit>
<Upper
limil>

Content of sodium Carboxy m€thyl c€lluloso

Assayin% : 97.96

Assay in mg/ml 9.80

Total Yeast & Mould
count.
Total aerobic
microbial count.
Sterility

<'10 cfu/ml

<10 cfu/ml

Complies

90.00 % to
110.00 y.

9.00 mg/ml and
1 1.00 mg/ml

<Method>

GPHC/STP.FP-DRP
-A-079-00

GPHC/STP.FP.DRP
-A-079-00

USP <61>

USP <61>

LJSP <75>

mg/ml 10.0
mg/ml

End of Repo

To verify Report Scan thrs Code

'Tcrmt & Conditionr:
(1) Tot.l liablllty o, th|t laboratory Is llmitsd to th. lnvoic. amounl.
(2) Ths r.iultr lirr.d ref.r only lo thc lo.t.d r.mpl. .nd .pplic.bl. p.ram.l.r. Endor!.mcnt ol product! i. n.ilh.r inlorrGd nor implled.
(3) Thlr rGpon l. not to bo r.produc.d wholly or ln parl rnd c.nnot b. ulrd !3 Gvldence ln thc court ol Law .nd 3hould not b. u..d ln ,ny advcnlslng m.dla

wtthout our.p.chl Permlsllon on wrltlng.
(4) Whon lhe report l3 slthout I{ABL symbol A UlR, li lmpll.s that lh.s. products a lort ar. nol cover€d und.r l{A8L eccrodltod 3cope. *ogizl'oo:

gL*t"';')
Not€: The r63ult Li6tod ror€{ only to lh€ la3l6d samlrle end epplrcablo paramslar. EndoBrn€nl ol prcduc$ ls n.rtiar lrrtan€d nor implisd.

Tho samptgs wrtt b€ d.stroyc<l in appropriato tirno trom lh€ dals ot ki3u5 ot lolt conriic€to unloss othorwis€ sp€cln.d {ln csso of non-p€rBheblo ltams ooly).

Report : ln the opinion of the undersigned, the sample refened to above is of standard quality as defined in the Act and the rules made

thereunder for the reason given below:- of



I

COC Employee Wise Report
ll il il lt I tilililililililil] il I til
Report Discard Afler 3 Yearsr@ urlgr Fleaoarch

Employes Name sookta Oopartment Name MICRO BIOLOGY

Product Name

Client Ref.No

Batch No

PCMJOl3

Analysis Dopartmont

ARTIFICIAL TEARS

NS

Manufacturs Dato Expiry date

APR2O22 MAR 2025

MICRO BIOLOGY, PHARMA CHEMICAL

Report No. : 8G202301250095

Rocelvod On : 2510112023

Estimated Tlme: 5 Oay

Batch Sizo Sample Quantity

204Llr 12 Bot$e

Analyst ?--\..-,,\*''-=
,)

Checked & Authorised By

Oato ot start of analysis

Reference To Protocol

Labal

<Contenls of>

\ o\or\rsr-r
GPHC/SPEC.FP.DRP-A.O79.OO

NA

Rosult Unit

Date of ond of analysis

o r\o:\ror:

Sample not drawn by laboratory.

<claim> <Roq.> <LLOCyLOD> <Lower L> <uppor L> <Method> NABL

USP <75>4 Sterility b.a?\l." NA

8G202301250095 Page 2 ol 2
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- 

lSTERIL]TY TESTING OF

F]NISHED PRODUCT ANO RAW
MATERIALS

ffi4
t

9oge
llssuc No

Effecti"e Date )

Revision Date Lw1

APPENDIX I ARLBL/M B/STP.OO4/FR.O1

STERILTTY REPORT - MEMBRANE FTLTERATION METHOD

Prod uct \.".E. uio\ Sample QuantitY o Na

R€port No BQtor-so Pt ^.:
No. of containers Tested

tc.\oi,ro.-. s r\sr\Lor-- Amount of samPle used

TEST FOR BACTERIA TEST FOR FUNGI

Fluid Thioglycollate Medium Soya bean Casein Digest Medium

Lot no.: Fft-.- \oL1 - s Lot no.: SLos\- \ "l s

lncubate at 30-35"C; ARUBLEOBIC-rs5sfor 14 days lncubato at 20-25"C; ARL/BLEQ/BOD- sa\ for 14 days

Day

-\Ir_
The sam ple complres / docs-aetcooplbs as per lPlEP / USP /

'{i."..\.".=
Analysod bY / Date: Checked by / Date A,t"
Filename: ARLBL-MB-STP-004-

Lrniled, Eangaloe, Aurrga Reseach Primlc

utontroll pis

Batch No

Test
completed on

T€st
startod on

ba tnaj-

\.,.^\

Date Test Sample
Positive
Control

Negative
Control

Test Sample

-\ e_

-!q_

Positive
Control

Negative
Control

-.J (_

*\E

-\Q_

Sign Remarks

1"t \ {o:\ro.. -J \.re_ - \r(_ \'tt- \- <i"r-

ds.-\ Q_ ^.t q \.r <_ ?"t*td t\^
2nd

-! Q_ \rc 
-

-\q --\lq

-\C- -\ a_

\.rq

{vq

_.q

G--t^\-.. oL
3.d rd.:\.-o.r

-! a- *"..-\.... oL4th rJod:...' -! t_

_\

-\J i_

- ve_

-\, a_

-\ e_

-\_
_ \e_

-\ e-

^\la--

{..rq -\q R"\*- aL
5th ,\"'\-.', -\ a- \.r sre_

6rh t\oJuo-t -\ e_ --\le_ *.v e- -\r *".\-. I aL

7th rdot\totr -{ a_
-\\rr.- -\q

{rrc-
-\ t-

A
6r.\."" oL

gth
-\a- \.r,r -\ (- -\ v<- -\a_ d'\,,., qL

gth
) -\ \.1 e- -\ e-

\rrqr -ve__ Lr",\,+. sL

1orh u\"t\t o -\r_ {vl -\a -\, . -\Q_ fu"su" s\

1 1th \ .\$c- _\t* *re- -ve- st^

1ztn t*Lt-\ro .. -tl u_ \- -\a- -vt_ 216:\".d sl.

13th o\.,,.\*o - \}r_ \r ---{L \e- -1 a- ."d"-,\,,r ol"

14th oo\o\.-, -{c -\ e-
\r- -V a_ *{.* O\"

I Sign:.......0........r^,,. ila|'fuili
Blue

0? l0
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Bookingdate: tC {or IOOZSl0Z30tZs00sr1?Rbport No

Sample name: Art & Cr'ol ?{-OrS

Analysis Completion Date: 3t Lotllo,tSAnalysis Started Date: gttotlZOes

A RLBLIOA/SOP423/FR.O5

RAW DATA SHEET

Test Parameters AShg

rest Method: cng|.Ll gTp - t? - oR? - A ' otl -oo

Batance tD: A RL [6 L€& I ANG -Ott

Equipmenvlnstrument: ARL [0 L€Ll Uv -oot

EquipmenUinstrument: NA

Weight of the Sample:

oighongI onuru

t.2-fo31 
E

P-"1ot\tots
$,$o'Vv

203800*to

Due Date of calibration: os- loa lzo23

Due Date of Calibration: 2q [63 lzoz-:

Due Date of Calibration: M

Sl No.:

0535'1

Nqry.!

OifltcngL omift{

&torio] ouh'c odd
KgdrocAlnnt ruro/

B.Nq
lLO att

'139 814t02-L
gS otoz L c

rypJq

tt^F(o-l drrg trou8t

aLu-U5rnS
csrto txba

'M| l\agoro]ion ; DisSo\nvaJ r, zso(1 
6

ecrd ctftd

o I oigl,pny I

+han oddrot

r{or6enlqn.iftr

3o rnlo.f u[ Crr\.ouoJ

R5drroch-[cr.-c Cdci

ocltr t. o I
f\ so

Csnc

Performed by (Sign & Date)

ffr-<,Io,\roo. 6zrlw\"nu)
Ghecked By (Sign & Date)

Page lol 2



Calculation

Car bclg mql+vi1

celltrlo3t 9og;

5o.t3o16

Q4lortrotr

tlz\o*Y*
s-londord Dr-Foils

NOrftL

B ,vo
Co.rboxy mrp,.5l

c'LP LJs lorq I z t

, tz I to [rrz3

(o.tldo9O Soctfurn

roliJ u0io

sionclorc) Prt{orotion h)llt
E

LdJ 5o , 13 r2 o$ Co'Lboxy n d+1U t 
.

too r{J i^to."tf*tc #toSh , odd{r,
cr.ol *hln ..,q& ,+o vo\u,r"l w?lh

t-c-\[u1s9{.

u:olQr '

v$Icr

godiurn wQ. S

gtouc16 xri{-h

rlrixd r.q-U .

t
!

C\ ,to o
8w "{ l.r

\

Surrr(1.0 {rt(oroh'o'n f i{t++{.d

, 66P,[tJ

ou[ 6 nf ol go.nflte ia]b c\ toomj

tob nu[ ol un}{rtroLu.n-tFn"c. P\o8 h

Result: Proudun o confirtu-od ia 3(- i'ro " 4oil43

ffi,r",[or-: o>\o>xa?4l
Checked By (Sign & Date)

Page2 oI 2

Performed by (Sign & Date)



e s_-lil
F
L zaz3atz500Report No Booking date: cs- lo t [r-oZ S

Sample name: Artr ft CiO-l ritors

Analysis Started Date: Srl ort2ozS Analysis Completion Date: gf t ot lZoZ:

4RLBL/OA/SOP{23lFR{5

Test Parameters ASSag

So[u-lrion

Oftd rnix
ift.to o +tgl
d au-!-l

rb{Ke$+ oI

Alltr [ho-[ ,

Book No Sl No

Test Method 6Plrc lml -t! -Ctr(P -A-o'Iq-oo

Balance lD: N A

EquipmenUlnstrument: Nfl

Equipmenuinstrument: AQL\BLFGI I uv - ooz

UYeight of the Sample:

?rocc.durt : QiW.{-t{J ul oorh ol

lutt crnd

RAW DATA SHEET 2042

a- r..l

tktn

o\rtt rol 30 mrnS

"rrcnovo-J +l..[ lubQ'g ,

th.q. obsotboncP. ot

()

Due Date of Calibration: MA

Due Date of Calibration: JvA

Due Date of calibration: aq 1eg [zo'r3

.,.1 bl.ontr , Slan-dord , 9om/l{.
crAdlJ e ml ol 'rL&B{n+

o

t(LoSurqd
ol 63{ flm

cooleJ ]o Rmrn [tmfoto*tna .

+ha, Storrdoal anJ 9o'npLr ht{ap}ion

&1rb>lxz:
Checked By (Sign & Date)

Page lof 2

Performed by (Sign E Date)
$,-r,\o'\-*



Calculation

: (o,326 * o,013) S-D. x lo0 
^ 

q9
s-0 loo(o, Aeo - o.o23 ) to0

o.C-196 X roo

c-7,q4 /

A$uy io
'U1^t

'/. x L.L
loo

q1,9 ( xr0
loo

9' to t 1 rtr- t

Result: ASSog in

AS3o5 in

'/' - \t '1C '/'

$l'rt : Q,8o tl^'

fur\u),u>
Checked By (Sign & Date)

Page2 ol 2

&.r,,\,,,
Performed by (Sign & Dato)
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G uriga Research

OF ANALYTICAL
9^A,qax)
@dREVIEW

REPORTS

APPENDIX I

CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

A) DETAILS OF SAMPLE

+
Date of start of Analysis

Date of Completion of Analysis

B)DETAILS OF VE /Iil

Check points

Reviewed by / Date 0

Filename: ARLBL QA SOP 218 lssue04

corapxYcoNHDKlg
{L o)
L

3t lorl>47
Sample Name

Batch No.

I

>,lor[ )_o>]Report No.

Observation

Yes No
Sl. No

C-?1 ls the Analyst(s) performed all tests as per the specified Test Method / protocol

Are all log entries made in respective equipment log books2

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

4

5

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

Weight prints for each test is enclosed and are verified

6 Are all calculations verified, found satisfactory

7
All HPLC / LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed
are reviewed and found satisfactory

8
UV-Vis I lR spectra , Automatic Potentiometric Titrator and TOC graph & data
enclosed and found satisfactory

wr'I ICP-OES / ICP-MS data enclosed and found satisfactory

10
Records / registors / validity of all volumetric solutions are reviewed and found
satisfactory

Are the unit for results are mentioned in the COC & raw data sheet is matching't1

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

13 Are there any manual integration performed? lf yes, provide reason below

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

15 Are the respective audit trails checked?

16

,-/'
ls there any reprocessed / aborted anaiysis in audit trail?

Are there any duplicate results?17

1B Are there any alterations of results?

Are there any deletion of results

$tDAny other observations

fr// , -,{P}

20

IrI

Uncontrolled Copy if QA Stamp is not Blue

Page I ol 12

..1 L i R I G.4 R ES I:.'l R(- II P R I l','l'l' I : I. l.l I I I' I ; I )

COdE . ARLBL/QA/SOP.2 18

lssue No. 04
Effective Date ' Blo\lzon-
Revrsron Date te lo\l>" v{

19

ARLBL/QA/SOP.21 8/FR.O1
Page: 1 ol 2

\

NA



, lL'Rlc.'l RI:SE. tRctl PRII'..17-l: l.l t I l'l'l:l) G uriga Research

REVIEW
REPORTS

OF ANALYTICAL
&o.A[qt+bsgo

Code ARLBL/OA/SOP-2 1B

lssue No 04
Effective Date 6lo.t f v1+
Revision Date . 13 lo u lrr u(

Page: 2 ol 2

QUALITY ASSURANCE

Sl. No.
Observation

Check points

1 ls test parameters & Method of test mentioned in the COA complying wilh the TRF

2 ls the Analyst(s) performed all tests as per specification

? ls the sample name and batch number entered correctly as mentioned in COC

OBSERVATIONS

Remarks;

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

,'*.,g[os lroD
Verified by/ Date:

'. ,,,2.{.lpL-:*

Weight prints for each test is enclosed and are verified4

c

6

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

8 ls any incident, deviation or OOS reporting done during the testing

Are the respective audit trails checked?I
10 ls there any reprocessed / aborted analysis in audit trail?

11 Are there any duplicate results?

12 Are there any alterations of resulls?

13 Are there any deletion of results

14

Details of observation by
reviewer

Observed by
sign. With date Corrective Action takensl.

No.
Observation

No.

4sbtl*o
trq

3

Uncontrolled Copy if QA Stamp is not Blue

Page 10 of 12

lYeslNolNA___#_
---i-

Are all calculations verified, found satisfactory

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

Filenam6: ARLBL_QA_SOP_218_lssueO4 I

lei^^.

ls all tesVs resulls complying to the release specification
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REVIEW
REPORTS

OF ANALYTICAL Q-2,
Code .ARLBL/OA/SOP-21 8
lssue No 04

EffectrveDale gloalyLL
RevrsionDate t3lrrq)*6q

APPENDIX II ARLBL/QA/SOP.21 8/FR.O2

Page: 1 of 2

CHECKLIST FOR VERIFICATION OF MICROBIOLOGY REPORT

A) DETAILS OF SAMPLE

Sample Name

(-\ Date of start of Analysis

i]iiililllflilililtililltutI

Date of Completion of AnalYsis

B) DETATLS OF VE
BG2rl230 t 2s00s5

ls the Microbiologist(s) performed all tests as per the specified Test Method /
prolocol

ls the equipment, Media, culture details mentioned as per the method

Are all log entries made in respective equipment log books

Weight prints for each test is enclosed and are verified

Are Equipment andior instrumenl used in the testing are within calibration date

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

ls print of sterilization cycle enclosed in respective sterilization log book

ls Plate observations made by microbiologists updated in RDS

Are all positive and negative controls recorded for each parameter

ls usage of media consumption recorded in respective media records

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

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

13 Any other observations

r\.,4

Au
ft6d-urr

ffio*
Reviewed by I Date: a

Filename: ARLBL QA SOP 218 lssueO4

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue

Batch No.

Report No

otlo,laoct

ohloJl&0,3

Observation

NAYes NoSl. No

1

2

3

4
q

6

7

8

I
10

11

12

Page 'l 1 of 12

't^-

t r\s\
\

Check points

!

x\,1fua..

I I
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@ urisa Research

REVIEW
REPORTS

OF ANALYTICAL n6fi1+t Code

.lssue No
Effective Date
Revision Date

ARLBL/OfuSOP.218
04

s)cqlpv.
t tlu vl' l>t z,i

Page:2 of 2

QUALITY ASSURANCE

Observation
Sl. No r--r

Yes No NA

1 ls test parameters & Method of test mentioned in the COA complying with the TRF

2

3

4

C
J

11

OBSERVATIONS

Remarks:

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

Aoglotl*'>
Verified by/ Date: l ISS ll r D

Filename: ARLBL OA SOP 21 8 lssueO4
q.

COMPANY CONFIDENTIAL
Uncontrolled Copy if QA Stamp is not Blue

ls the Microbiologist(s) performed all tests as per the specified Test Method I
protocol

ls the sample name and batch number enlered correctly as mentioned in COC

Weight prints for each test is enclosed and are verified

6

Are media used and media lot numbers recorded on the controlled RDS

Are all calculations verified and found that there is no error

7 ls all tesUs results complying to the release specification

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

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

10 ls any incident, deviation or OOS reporting done during the testing

Observation
No.

Details of observation by
rgviewer Corrective Action takenst.

No.

3

Observed by
sign. With date

4slo'['u-
'r1 4

Page 12 of '12

Check points

1

t-

lls all test results complying to the release specification
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MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

lAury Hsserch f

I MAST
lerepareo ey

f on sign.,.....

w+-
@

Code
lssue No

ARLBL/MB/STP-013
07

Effective Date :' ?llor)rprr
Rcvislon Datc :. zL )of I lo Lt

APPENDIX I

MICROBIAL LIMIT TEST REPORT

ARLBUMB/STP.O1 3/FR.O1

Page: 1 of 2

Arlt 6ai +e.ol Analysis Started Date
"leforlrorl

Re port No Bqoox) ote{,oq{ Analysis Completed Date
L

P".,.tor l'oi

N A Lot No. N/ +

Dilutions can be prepared as per below flow chart A : SLDM - t5lor ltarl - 001+

Weioht Print(s):

4/4

{
as/or

/t oa 3
SAMPLE pRE-ENRICHMENT (SOLUTION B):

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

Reseech ftivale t-trnlted, Eangante,l

Filename: ARLBL MB STP 013 lssu

couQ#IvLb hllEnR,o,-
U ncontrolled

Sample Name

r Sign

ccpv
It+

-.u2...

if QA Starrlo.is not
...o ar o : -ri/S l0 /.hDdJ-

lue

Page 24 of 55

SAMPLE PRE-ENRTCHMENT (SOLUTTON A):

lo €lmLof sampledissolved tn 40 mto't--LDn LotNo.llQI - tslolnB-ootLl
1 swab --------+ 10mL of

ol a)
Solution A (10'1) -+ 9ml (10'')---------) 9

Lot No. SCDM- lncubate at 30-35"C for 18 - 24 hrs I 48 - t2 hrs.
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iga Rmarch Plvim Lrrutt

MASTER C
llryduc I

MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / !P ANDIOR

OPY Code ",RLBL/MB/ STP-013
lssueNo. .:.07
Effectrve Date :. 1 1 loll:orr

Prepared By W*
@:.....AS PER CLIENT SPECIFICATIONS Sign Revision Date lorlrprf

Page'.2 ol 2

AMPLE PRE.ENRICHMENT SOLUTION C

Lot No. SC

of sample dissolved in _ mL of SCDM (Solution C),

. lncubate at 30-35oC for 1 8 - 24 hrs.

Weioht Print(s):
a4

q
t/ou,t

I 3

Equipment / lnstrument Equipment / lnstrument lD

ARL/BLEQ/AWB- Nft

ARL/BLEQ/BlC- C 0 I

ARL/BLEQ/BIC_

ARL/BLEQ/BIC_

ARL/BLEQ/BIC_

ARUBLEQ/WB_

, 
i;,, n Llptt.tl

Analysed By / Date: Checked By / Date:
c

Filenaryie: ARLBL MB STP 013 lssue0T

Calibration Due Date

Weighing Balance

BOD lncubator (20-25oC) 0ll r1 lg-s13
ot lrrlzor-3

BIC lncubator (30-35oC)

BIC lncubator (37oC)

Water Bath (80'C)

l!(A
+-

,, ""'t: flJl'"$ff [f P,"WPp 
"r, ", 

I
I u,sn'.......0.. ......D ato:.N.b.tlfuul

e

Page 25 of 55

BlClncubator (30-35"C)

BIC lncubator (42-44"C1

ARUBLEQ/BOD_ OO I

----------{-
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MICROBIAL LIMIT TEST OF NON-
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

4a-
@

Code : +RLBL/[\1B/ STP-01 3
lssue No. :07
Eflectrve Datc ..' yllojlv:',1--
Revision Date : zt loilr.rrj

APPENDIX IV

TAMC/TBC BY POUR PLATE METHOD

ARLBL/MB/STP.O1 3/FR.04

Report No. B U4u.t) 0lJtoog f Analysis Started Date &slorlsopl
Culture lD A'r Lc a6 b5 Analysis Completed Date o&forluoa r

PROCEDURE: 0 I mL of Solution A and each diluent prepared as per flow chart A pipetted into two

Petri dishes. Pour 15-20m1 of SCDA into Petri dishes in duplicates from each dilution;

Lot No. SCDA- S g[ o I I 20 pi - o0o , and incubare at 30-35oC for 3-S days.

FORMULA:

TAMC/TBC Average No. of colonies obtained x Dilution factor

Calculation for TAMC/Bacteria:

Dilution factor Plate 1 Plate 2

I 0
I

A/i I N I N I I

lo- L N; I N I I Mi,

A/ t

II
oJfocfanpl

Average

Negative Control: Growth Obse'credJ Not observed

Positive control: GroMh Observed / tffiaewed

Result: TAMCffEc zt0 cfu /{ /mL /swat

Gonclusion: The sample complies @for TAMC/I'B€

4r\ods's'
Analysed By / Date: Checked By / Date: Wn
Filename: ARLBL_MB_STP_O1 3_tssueoI Privale

U ncontrolled s

lue d8

LI
not dl

hodjl

UE

Page 28 of 55

-I

--------1

I

T

_l
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MICROBIAL LIMIT TEST OF NON-
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

,+?4-
@

Code
lssue No

... RLBL/I\1Bi STP.O13
o7

t-t-loj I tatt
t t-loj /t, zo-*

Effective Date
R6vision Date

APPENDIX V ARLBL/M B/STP.O 1 3/FR.O5

TYMC BY POUR PLATE METHOD

Report No. nalysis Started Date gelo t 124 e.  
Atcc t09., I Analysis Completed Date ollosf"lo"r 3

PROCEDURE: 0 I mL of Solution A and each diluent prepared as per flow chart A pipetted into two

Petri dishes in duplicates. Pour 1$-20mL of SDCA into Petri dishes in duplicates from each dilution;

Lot No A- s8 ol ne.) -0oo & and incubate al 20-25oc for 5-7 days

FORMULA:

TYMC Average No. of colonies obtained x Dilution factor

Calculation for Yeast and Mold:

Average

Nil
Nil

1

Negative Control: Growth Obscrved / Not observed

Positive control: Growlh Observed / trlelebsenrcd

Result: TYMC z to cfu lf /mL /swab

Conciusion: The Sample Complies / Deesnofeomplyll.ioLspplicabte for TYMC

i4n 4otttqtl
Analysed By / Date: Checked By / Date: t*-**
Filename: ARLBL MB STP 013 lssu

uncd
c o na Q$rv b6 tirbErrir a r_

ntroll

Culture lD

Dilution factor Plate 1 Plate 2

lD- I

ro- r
N I I N I t

Nil Nil

*^/ 4
ttl

14lotl )oL7

I
I Sign

ed Copy if QA Starm iF not

.......,&.... . o,, r" ..l8.lot l.fo$3-

lue

Page 29 of 55
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Batch No

PCMJOl4

uriga Research

Report No. : 8G20230'1250101

ARTIFICIAL TEARS

GLOBAL PHARMA HEALTHCARE PVT. LTD.

GLOBAL PHARMA HEALTHCARE PVT. LTD. Mfg lic. No. : NS

GLoBAL pHARMA HEALTHCARE pw. LTD. Ref' No' : Ns

NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM, CHENNAI, TAMILNAOU. 600024

INDIA
Mfg. Date Explry Date Batch Slze Sample Quantity
ApR 2022 MAR 2025 204 Ltt '12 Bottles

Auriga Research Private Limited
Govt. Approved Test House

No. 136,6th Cross, 2nd Stage, Yeshwanthpur lnduslaal Suburb, Bangalore - 560 022
Ph. : +91- 080-35229344

Email : admin@aurigaresearch.com, Website www.aurigaresea.ch.com

Certificate of Analysis

li ii I ll illlillllllllillllllliili lil

lntormation by Customer

Sample

Mfs. By

Supplied By

Submitted By

Address

Sample lD

Date of start of analysis

BG202301250101

zBt0112023

Received On : 2510112023

Oate of completion of analysis : 0210312023

Reference to protocol

Description

<Parameters>

Content of sodium Carbory methyl callulosa

Assay in % : 98.61

Assay in mg/ml

Total Yeast & Mould
cou nt -

Total aerobic
microbial count.
Sterility

<'10 cfu/ml

<10 cfu/ml

Complies

. GPHC/SPEC.FP.ORP.A.O79{O

Sample not drawn by laboratory

- Clear colourless slightly viscous solution

<Results> <Unit> <Req.> <Claim> <LLOQ>
<Lower

limit> limil>

GPHC/STP-FP-DRP
-A-079-00

GPHC/STP.FP.DRP
-A-079-00

USP <61 >

USP <61 >

USP <75>

90.00 % to

1 10.00 0/"

9.00 mg/ml and
1 1.00 mg/ml

mg/ml 10.0
mg/ml

End ol Repod

'T.ims & Conditionr:
(l) Total li.bility of lhl3 laborrto.y 13 limitcd to thc invoic. .mounl.
(2) Th. r..ult. li.l.d .olar only to lhr t.it.d ra.nplc .nd applicabl. paramolar. EndoB6menl of product. li n.ither inlorrod nor lmplled.
(3) Thls .cpon i. not to b. r.produc.d wholly or ln pan and cannot b. uled at €vldenc. ln th. courl ol Law lnd should not b! ur.d ln !ny rdvorthlng m.dl.

wlthout our spacl!l Pcrmlr3lon on wrltlng.
(4) lryh.n th. rrpo.l b whhout i{ABL symbol & ULR, lt lmpllos thtt th6so productr & l.sta .r. nol cover.d undsr NABL accr.dlt.d scop€. *osL$l*'>

gscta' -)

Report : ln the opinion of the undersigned. the sample refened 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

Nor6r Th€ rosulr Lisred reler only to ths rostod samplo and spplicabl€ par8meter. Endorsm€nl ol producr! ls n€ilhor inlorr€d nor impliod

The samplss ffll b6 d€stroyod in appmpnats ftmo from th6 dal6 of issue ol l.3l c.rtifical€ unl€ss oth.rw!$ sp€cifigd (ln csso ol 6on-poBhebl6 itoms only).

: 9.86

<Upper
<Method>

EsJ6*,f^-'Effi
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Code ARLBL/\,l8/srP-oo4 _
STERILITY TESTING OF

FINISHED PRODUCT AND RAW
MATERIALS

M' ffi-"ur*ffi1i,r,,-r
4 Fe@

APPENDIX I ARLBL/M B/STP-OO4/FR.O1

STERTLITY REPORT - MEMBRANE FILTERATION METHOD

Prod u ct \e-s<s
Report No 0 No. of containers Tested

r q\sr-\ro.: o r-\o: \ rotr Amount of samPle used

TEST FOR FUNGI

Soya bean Casein Digest Medium

Lot no.: Se-sr\ - \ a \s L-\ - as\\
lncubato at 20-25"C; ARL/BLEO/BOD- so\ for 14 days

Day Test Sample

com pl ies / d€€s{qefaerAPu€e as per IPJBP / USP / s
The sample

_-o
.-"do..\tou.

Analysed by / Date Chocked by / Date le'
Filename: ARLBL-MB-STP-004-lssu ga Reseivc h Pri\atc t-imrld, Bangalore

I

Uncf
I

I

9tel
nt

Batch No

Tesl
completed on

Test
started on

.r.\ slo \
\ o q--\

Fluid Thioglycollate Medium

Lot no.: trar^- td.. a': 5\)",s

TEST FOR BACTERIA

lncubate at 30-35'c; ARL/BLEoBlc'aqs for'14 days

id.o 
"\rot-t

.*\ t_

Positive
Control

Positive
Control

Negative
Control

Sign Remarks

1ti \l e- -\ Q_ -\q \. .- -\(_

--\L
-\)q-

\.e- -vc -! t_ \q &.w cL2nd

-\ (_ \ -\q
-\ a* \vq- -\ e_ t'",1-- r\-

4th -\ e_ \.rc- -'\)L - \(_ {. c- -\t_ d..v* at{

5th r.\" t\.".', -\e_ *ve -\q -\.-
-\le_

-+- !o -\ a_
/r.\of,uo s\a-

6!h ,-.\ q_ tlq- --\ a- {wc- 1lr_
_9.
f,ro{-" s\^-

7th r:\.r\to.-, -\C_
\r< ,-! e_ -ve_ {rc- -\, q_

-a{-l^.\-.r AL

grh ._ \,1c_ -\r.- -vt -\t_

-v Q_

-\v.- -\re- dr,\.' \L-

gth
rs\o{rou \n. -\q

-\ue-
-,L

l*\*= sl.

I 0,h t-cL.\u... -! e- *lc -VL -\t

--\q_

'--'\rQ*

\.tr- -\.lt- k"'*- s\
1 1th

r t\",t\r.otr \.,u -Ve-
-\vq -\r{_ K"od o\

'l2th td":\*.-l \*. \ru --"Vt &6,w sL*

I 3th

"L.rL=
\vr- -\J.L ^\, e_ -tvq- -\e. Pt.\'.. o!'.

14th or\^:\u,-, -\ a_
^\q {, q- --v€._ P",.."\.." sL

6,-
S ign :.........{?.'.....Date :

p n Blue

D)-ID

Page 17 of 19

BQgoLaC\:s Q\s\

S..."..S{.\
Sample QuantitY 

I
o\ r\o s

r

J

I
t-.

+

l

L

Date Test SamPle

.t-

NeSati*-T
Control I

-'l

K*"1 ". I

3'd

l.$s\"=]-
F

I -+

t-

-...-----1--

--\o

-\,a
_\l Q,_

l*,-I

led if QA



Ri:port No.: i 1073 012 50 101
-5!

a Booking date: Zf lot t COZS

Sampte name: Ar,li.{r Ciol T0Ar 3

Analysis Started Date: 3t Ior ttoCS Analysis Completion Date: gltot [.&zS

20 3 doo* 
*o Sl No

40535 3RAW DATA SHEET

Test Parameters ASSAg

Test Method G,?r-( c l, sTQ - r0 - DR9 - A -o-Iq -oo

Balance lD: Xifl

Equipmenulnstrument: ARLISLFA I Uv -ooz

Due Date of Calibration: ru 6

Due Date of Calibration cg los l?ozs

Due Date of Calibration: NA

,

EquipmenUinstrument: Nfl

Welght of the Sample:

Cor [to6tn] ktparo]i"n 'rtkv
(-o'{ glc.ndor,J fio{oroh'cn

Soslg 1.0 0r tQ66qli.a o+ Somp{t in+o a too rn l

}JO}AY

fllpr+to.i

odds d

clt6ro4

oul 5 'nl
roo r^I o[

2 rrll 0

-lhon

vo[on q,Sc ]\osh

?t.nd-re 0lOrttad ou} o.ocL o|

so\,uho'n i0 +o o +osl +u-bt ond

*ixtd r..ro-l-l .

ht0t oi los

R{{tr +ho}, rocnovad -tht

$uagtlntJ +ttt 0b0o't bonct
oF 63s nrn

I utorik , g+ondortd , gomp([ 
.

ofudad s nJ o( 'ro-a6on{ ond

l+\ 30 min-q 
]

+ub(S, cooleJ h Rmm &mferotun€ 
I

ol ++,1 Blonc{o^J ond Surnp [A (re.ptalion 
I

Q{1"'\tot-:
Performed by (Sign & Date)

UrAoA*"
Ghecked By (Sign & Date)

Page 'loi 2

A RLBL/O0/SOP-023/FR-0s

$qzozeotgS6olS - 3( N'o :Qos3St1

rt{tf Gc,rzoz:orzi-oogS - 3t.ru0 : \oE354



\
Calculation a

ASSov ifi'/ 8am0[l Aui x
Sfo.ndord RbS

gd pt in x too. x Rryi "CmC8o&"um ''0fl aS is h3i3 in h/.
tL) 0 s-p (oO

= ( o,g'r8 - o,o23 )   \-o, t3 
^ .[ootoo s-o

X qg
t00(0, aao - o' o23)

o'q86 I xtoo

qs, 6l "/

ASSog ifi $1".t xLc
Lo0

-- 1(,61_
lo0

xto

c'8e "E /"1I

Result: Agsog iq /
ASSoy in .'61^t

= g(,el'/.

' q,86 .n6 /tr.t J

Sg'\.,\*,
Performed by (Sign & Date)

$y'>Y'o;*'t
Checked By (Sign & Date)

Page2 ol 2
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uriga Research

. ARLBL/QA/SOP.218
o4

r.3 lo tr ao ,/1/REVIEW
REPORTS

.Code
lssue No
Effective
Revrston

Date
Date 0

APPENDIX I

CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

ARLBL/QA/SOP.21 8/FR.O1
Page: I of 2

A) DETATLS OF SAMPLE

B) DETATLS O

r\

BC202l0 r 250 r0 r

r il il lr I llllllilillllllllllill lr I

t\

Date of start of Analysis

Date of Completion of Analysis

Check points

) rlor\>ort
- zlToi\-n,

Sample Name

Batch No

Report No.

Observation

No NAYes
Sl. No

ls the Analyst(s) performed all tests as per the specified Test Method / protocol1

) Are all log entries made in respective equipment log books

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

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

Weight prints for each test is enclosed and are verified

4

5

t-/6 Are all calculations verified, found satisfactory

7

t-'/
UV-Vis / lR spectra , Automatic Potentiometric Titrator and TOC graph & data
enclosed and found satisfactory

v,'o ICP-OES / ICP-MS data enclosed and found satisfactory

L-"Records / registers / validity of all volumetric solutions are reviewed and found
satisfactory10

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

Are all pages signed with date in the COC and Raw Data Sheets12

13

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

15

,/16

Are the respective audit trails checked?

ls there any reprocessed / aborted analysis in audit trail?

17

18

Are there any deletion of results

Are there any alterations of results?

19

o-(p20 Any other observations

t/
Reviewed by / D I UA rssuED
Filenam€: ARLBL OA SOP 218 lssue04

Zflyrlc".
COMPANY CONFIDENTIAL

Uncontrolled Copy if QA Stamp is not Blue

Page I of 12

,

-{.oI

All HPLC / LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed
are reviewed and found satisfactory

Are there any manual integration performed? lf yes, provide reason below.

Are there any duplicate results?

,/



tL RtG.t RESE-tBctt PRII"ll',l: t.lVl'l'l:l) G uriga Research

REVIEW
REPORTS

OF ANALYTICAL
&od-iqab)
*o

Corle
lssue No
Effective Date
Revisaofl Date

ARLAL/OA/SOP-218
O4

13 lo .t lp lt
t3 lo r,r I ra rd,

Page: 2 ot 2

QUALITY ASSURANCE

ist. No. ! check pointsIt
. Obs e rvation

Yes No

1 ,ls test parameters & Method of test mentioned in the COA complying with the TRF

2 ls the Analyst(s) performed all tests as per specification

ls the sample name and batch number entered correctly as mentioned in COC

sl.
No

Remarks:

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

*"sbsl*'-)
Verified by/ Date: I

Filename: ARLBL OA SOP 218 lsw,+
-+o{FANY €ONfrBEr+Tr*t- -

3

4 Weight prints for each test is enclosed and are verified
c Are all calculations verified, found satisfactory

6
Are the unit for results are mentioned in the COA, COC & RDS is matching with
specification

7

B ls any incidenl, deviation or OOS reporting done during the testing

I Are the respective audit trails checked?

10 ls 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

't4 ls all tesVs results complying to the release specification

Oetails of observation by
rev iewer

Observed by
sign. With date Corrective Action takenObservation

No.

La?)gtosl

Uncontrolled Copy if QA Stamp is not Blue

Page 10 of 12

NA

__-.---------__-

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

OBSERVATlONS

I
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@rr,n, Research

Le^
Code
lssue No

ARLBL/OA./SOP-218'o4

REVIEW
REPORTS

CF ANALYTICAL q Effective Oate .gloa!yl,t-
RevisionDate t3l"qlpl{

APPENDIX II ARLBL/QA/SOP.21 8/FR.O2

Page: 1 ol 2

CHECKLIST FOR VERIFICAT]ON OF MICROBIOLOGY REPORT

r
DETAILS OF SAMPLE

mple Name \\\ \

Batch No. c\ s Date of start of Analysis

Report No.

il//ilil/flI/llilt/lililltil/

Date of Completion of AnalYsis DhloelaoL 3

B) DETATLS OF VE
aG2l)

illl
23t)1250t0

Check points

ls the Microbiologist(s) performed all tests as per the specified Test Method /
protocol

ls the equipment, Media, culture detalls mentioned as per the method

Are all log entries made in respective eguipment log books

Weight prints for each test is enclosed and are verified

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

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

ls print of sterilization cycle enclosed in respective sterilization log book

ls Plate observations made by microbiologists updated in RDS

Are all positive and negative controls recorded for each parameter

ls usage of media consumption recorded in respective media records

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

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

13 Any other observations

fu,,->

ff'{-**
Reviewed by / Date:

Filename: ARLBL OA SOP 218 lssueOi
I

Observation

Yes No NASl. No

1

2

3

4
q

6

7

8

I
10

11

12

Uncontrolled Copy if QA Stamp is not Blue

Page 11 of 12

I

T*

-t

-'
aslotl rra-)

cve

I

(hr



'tI'lllG I Ill:SL'lRCtl PRll', ITE l-l.t I ll'EI) G uriga Research

REVIEW
REPORTS

OF ANALYTICAL

Code
lssue No

ARLBLiOA/SOP.218
04

Effectrvc Date 3,lr 14 )u>-.
Revrsron Date I \ln 4 ly 24

Page:2 of 2

Observation
Sl. No, Check points

Yes No NA

1 ls test parameters & Method of test mentioned in the COA complying with the TRF

ls the Microbiologist(s) performed all tests as per the specified Test Method i
protocoll2 4
ls the sample name and batch number entered correctly as mentioned in COC

Weight prints for each test is enclosed and are verified

Are media used and media lot numbers recorded on the controlled RDS

Are all calculations verified and found that there is no error

11

OBSERVATIONS

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

Verified by/ Date:

.2{ L
b,/r-l

c

4
E

6

7 ls all tesVs results complying to the release specification
o Are all pages signed with date in the COC and Raw Data Sheets

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

10 ls any incident, deviation or OOS reporting done during the testing

ls all test results complying to the release specification

Details of observation by
reviewer

Observed by
sign. With date Corrective Action takensl.

No
Observation

No.

tkrslrrf *".
"a\t n

Uncontrolled Copy if QA Stamp is not Blue

Page 12 o( 12

@^4^4-g1,l
@'g

QUALITY ASSURANCE

r---r

,"r r-.

I
+

el

Remarks:

t_
t

k5$otl*'>

Filename: ARLBL_OA_SOP_2 1 8_lssueO4
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@
MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

Aunga 8e*mh pnm Lhed Beuab,

MASTER COPY
Prepared By:.

OA Sign.:......,

APPENOIX I

MICROBIAL LIMIT TEST REPORT

uriga Research

ARLBL/MB/STP.O13
:07

--'r

Code
lssue No

@
Effective Date 0

Rcvision Date 2L loll1- LJ

Sample Name g

Report No.

ARLBUM B/STP-OI 3/FR.O 1

Page: 1 of 2

Analysis Started Date Jg lofio a tu

SAMPLE PRE-ENRTCHMENT (SOLUTtON A):

l0 glmL of sample dissolved in 9"O mL of sc0M Lot No. StD rq - 6lotfuo>V oo tq

Dilutions can be prepared as per below flow chart A : S C D M - [,lO t []i L3 - OO lt

Solution A (10-1) 11{ nr,(10'')---------) )

Weiqht Print(s):

tu4

d
'4/ot /to),j

SAMpLE pRE-ENRTCHMENT (SOLUTION B):

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

72 hrs

Filsname: ARLBL MB STP 013 lssue0T rrLirlgd l1€S€ Ullllt0, lEfrgtrrur" 
1

n
OMPA
lled Ct

I

I s;.,'n

Unco

0 ls

Page 24 of 35

1 swab --------+ 10mL of Nff Lot No. fv ft

Lot No. SCDM- lncubate at 30-35"C for 18 - 24 hrs I



G uriga Research
uduu I

MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER

MASTER COPY Code ,,.RLBL/MB/ STP-013
lssue No. .. 97
.Effectrve Date . :. l, io_]llrra
Revision Date :. ?ri9] ) lc I,

USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

Wr#
Page:2 of 2

AMPLE PRE.ENRICHMENT TION C

of sample dissolved in mL of SCDM (Solution C),

lncubate at 30-35oC tor 18 -24hrs.Lot No. SC

Weiqht Print(s):

4/4

.fl
oh*

oot

Equipment / lnstrument Equipment / lnstrument lD

Weighing Balance ARUBLEQ/AWB_ A'A
BOD I ncubator (20-25'C) ARUBLEQ/BOD- 0 O I o tlil l2 o"?3

BIC lncubator (30-35"C) ARL/BLEQ/BtC_ 001

Water Bath (80"C) ARUBLEQ/WB-

' ttA
i o't' u,llaSYto t j

Analysed By / Date: Checked By / Date:

Filename: ARLBL MB STP 013 lssue0T

Calibration Due Date

ol ltr[u oog

a*1

BIC lncubator (30-35"C)

BIC lncubator (42-44"C1 ARL/BLEQ/BIC_

ARL/BLEQ/BIC_BIC !ncubator (37oC)

Uncon

Page 25 of 55

.,1 L'R TG,4 R ES E 4 RC'H PR I 1 

"4'I'E 
I-I II I 7'E D

ARL/BLEQ/BIC_

-T

9,ftr-**
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MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

( A uriqa Research

Nr#r
@

Code
lssue No.
Eff€ctive Date
Revision Date

.\RLBL/MBi STP.O l 3
07

T ylojl vtt

". 
L lo fl 7.a Li

APPENDIX IV

TAMC/TBC BY POUR PLATE METHOD

ARLBL/MB/STP.O1 3/FR.O4

Culture lD

Report No

LotNo. scDA- Otlorho"r 3-0oo t and incubate at 30-35oCfor 3-5 days

FORMULA

Bflso& 30 I 9t 0 ro I

At Lc t,o ls
. 
Anatysis Srarted Date OSf o I ll}e )
Anatysis Compteted Date , & / 0 ,c ISOJ J

r
TAMC/TBC --------) Average No. of colonies obtained x Dilution factor

Calculation for TAMC/Bacteria:

Plate 't Plate 2 Average

rvi I r\lil Ni I

to
q

fvi I Nil Nit

OJ

Negative Control: Growth Obcerved / Not observed

Positive control: Growth Observed / Notsobsenrcd

Result; TAMCIIA€ <LO cfu /fl /mL /s.wab

Conclusion: The Sample Complies / @for TAMC/fBC.

*n 
"V&lro& 

j
Analysed By / Date: Checked By / Date: ffi.-*,

Filename: ARLBL MB STP 013 lssue0T r r--1 i'i^tr l ..rr !-i . ' l:, 'r:. L.
t

t
I

Unconi:flJl'#yftfyf,#P**",r..^, O .",^ uxhrfuu
e

Page 28 of 55

Prepared By:-

QA SiOn.:.....-.

PROCEDURE: o I 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 dilutiou

Dilution factor

,o-' 
I

I

U



.4 ( iR IG,4 RES E,4RCI I PR I I :47'E LI,\T IT-E I) G uriga Research

MICROBIAL LIMIT TEST OF NON.
STER!LE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

h/ASTER COP
Preparod av,*fu..- -.

QA Srsn.;......... .*- .. -..

Code
lssue No.
Effective Date
Revision Date

.TRLBL/M Bi STP-01 3
o7

. t-t- lo3 ltat>
t-+ I oj / za 2."*

APPENDIX V

TYMC BY POUR PLATE METHOD

ARLBL/M B/STP.O1 3/FR.O5

Report No. BL1e0e )Otlf oto I e*f or/toa -t

,ltlo0.l.eop_lCulture lD ATrc l0J3 I Analysis Completed Date

PROCEDURE: O I 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- J8lot lfOgl-O o oJ- and incubate atZo-2locfor 5-7 days.

FORMULA:

TYMC -----> Average No. of colonies obtained x Dilution factor

Calculation for Yeast and Mold:

Dilution factor Plate 1 Plate 2 Average

to'l Nit Ni t N

I o-L Nit Ni\ N

Negative Control: Growth Obscrnred / Not observed

Positive control: GroMh Observed / lVolobsesed

Result: TYMC
<to

cfu /p /mL /swab

Conclusion: The Sample Complies / @ for TYMC.

io^ tixr\
Analysed By / Date: Checked By / Date: $a-*o

Filename: ARLBL MB STP 013 ls a

o N
I

Undo
I

ntrol

i siqn

Blue

Page 29 of 55

lAnalysis Started Date

T

LA A

.........0=-..r,,"



Au ri g a 
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m ted 

..,,, ll I I il il i mffi lillil I fl ll lil INNo. 136,6th Cross,2nd Stage, Yeshwanthpur lndustrial Suburb. Bangalore - 5
Ph. : +91- 080-35229344

Email : admin@aurigaresearch.com, Website i www.aungaresearch.com

Cortificate of Analysis

Report No. : BG202301250103

ARTIFICIAL TEARS

GLOBAL PHARMA HEALTHCARE PVT. LTD.

GLOBAL PHARMA HEALTHCARE PW. LTD. Mfg lic. No. : NS

GLoBAL pHARMA HEALTHCARE pw. LTD. Ref' No' : NS

NEW NO. 2A, 3RD FLOOR GANGA NAGAR 4TH STREET KODAMBAKKAM. CHENNAI, TAMILNADU- 600024

INDIA
Mfg. Date Expiry Date Batch Size Sample Quantity
ApR 2022 MAR 2025 204 Lrr 12 Botles

lnformation by Customer

Sample

Mfs. By

Supplied By

Submitted By

Address

Batch No

PCMJOl5

Sample lD : 8G202301250103

Date of start of analysis : 2810112023

Reference to protocol

Description

<Parameters> <Results> <Unit> <Req.>

Contenl of sodium Carboxy mothyl collulose

Assay in % : 98.61

. GPHC/SPEC.FP-DRP-A.079{O

Sample not drawn by laboratory

- Clear coloudess slightly viscous solution

Received On : 2510112023

Date of completion of analysis : 0210312023

<Lower

limit>
<Claim> <LLOQ>

10.0
mg/ml

<Upper
limit> <Method>

90-00 o/o to
110.00 %

9.00 mg/ml and
1 1.00 mg/ml

GPHC/STP-FP-DRP
-A-079-00

Assay in mg/ml

Total Yeast & Mould
count.
Total aerobic
microbial count.
Sterility

9.86

<10 cfu/ml

<10 cfu/ml

Complies

mg/ml

GPHC/STP-FP.DRP
-A-079-00

USP <61 >

USP <61>

USP <75>

End ol Repoi

'T.rmr e condition.:
(l) Tol.l lirbility of lhis l.bor.lory ir llmil.d lo thc lnvoice .mount.
(2) Th. r..ult! lkt.d rslor only lo thc t.slcd ramplc and applicablG p.ram.ter. Endor..menl of products ir n.iths. lnt.rr.d nor impliod.
(3) Thl! rspon ls not lo bo reproduc.d wholly or ln part .nd cannot b€ urcd a3 ovldcnc. ln lho court ot Lrw and 3hollld not b6 u..d ln !ny .dvertlrlng mrdla

dlhout our lp€clal Parml3aion on sdtlrlg.
14) When lh. report ls wllhout NABL symbol & ULR, lt lmpllea that these producb E t6sts .r. not cover.d under NABL rccredlt.d Bcopo.

* oxlozl'oL3

Report : ln 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 Reporl Scan this Code

Th6 samplB will b€ d€stoyod in sppropriato tnrc kom ths dals ot issue ol t st c.rtlfcele unl6$ olh6.wi3€ 3lbcifrd (ln crla ol non-paGhabl€ items or y)

Not6: Tho resul Lrstod relsr only lo lho tBl6d samplo and applcabl€ paramolor Endof3menl ol producls 13 nsnhor rnt€r.d no. mpli€d

@*n" Research

Eti*flr98
r#trill,'.i!r

ffi&ffi



102301250103
-! !

Report No t- Booking date: gf lOtljoZS

Sample name: Artrl-,'C-rq! TSOxS

Analysis Started Date: gtlo t lfoZ3 Analysis Completaon Date: 3 rtO t [tOLS

ARLBL/gA/SOP{23/FR{5
RAW DATA SHEET

Test parameters ASSag

rest Method: i(nld c l ET? 'F? ' Dee ' A ' ozq -o o

Balance lD: fvA

Equipmenulnstrument: ARLIBLI& I uv - oor-

EquipmenUinstrument: Nfl

Due Date of Calibration: n, R

Due Date of Calibration et [o s IzozS

Due Date of Calibration: NA

Book No

2A'JB a6$"isz

Welght of the Sample:

for RtoXonl 9roparution rqf-tq 6hqotgorzsools - 8( .rvo . tlos854
Qa Sloftdond /rt@rcth"on rtkr lc+,torlsoI ?s oo cle - g(.^/D r k$SAf4

So-mfl ([ 9lo-0o.lof,'on

vo [um-ut-n'c &l.ogh

oul S r,.l o[
tDo rrr( o.( eoLltT

fi'octdure ?;gottrJ oul

8um/tl into a too rnj

c-"..[ ol bLa^h , s4€nda:td ' 7amPu

-l-hon urldtJ s ot o+ ?t,a8(^f o-ftcl

StQt+1s d
c.oldt.l

So[rlfon ioto G

mixoJ r".,q-t-['

hrfl oI

ao.Lh oI
t+ubt ondl-{B I

ros da-6rt[

A4'[tr +ho],'Ytff\ovad +r.l

fru-o.gurud tt t ctb8orberLcz

o.| G3S nm

lor 3o rrJnS.
.tr-.[r g, cooLeJ +{

o[- +hr s tandoil
fecn /0,rolcr-:r A

So-rnp[t QTQ@lcrltofl

Roo'rn

Ortol

('4't'\-o'
Performed by (Sign & Date)

Qovlo"\v'9
checkfd By (Sign & Date)

Page 'lof2



Calculation

ASgry ; fi '/, :sorr,pQ rlbs X 9{d d in x 100 x firti "cmc Jo&'um"ol os i3 bo$is in 'ol'ffiqrd nbs lo0 5-0 t00

=(o,gU-o,oz:) x.so,r3 x_l_s_t x e9
( o ,33o - 6,623 ) loo \-o loo

o' q86 I

q8, 6 r '/.

x ro0

AgSoU in 
$1mt

'/ x L.C
tc0

-98_16.1- 
x ro

100

a.(6 "a 1ml

ASSoL5 ift '/ q( , 6t "/'

q.,(6 nb
Result:

ASSojJ m r'6 lru[ l^l

6/*#Y\>a))
Checked By(Sign & Date)

Page2 ol 2

<€ Vvorrov)>ow)

Perfo
{k" 1.\wr

rmed uy'(Sign & Date)
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@ urisa Research

^RLBL/OA/SOP-218 

'

9a&^U.\nl
@ro

Code

REVIEW
REPORTS

lssue No. a4

Effective Date p.lo\hon-
Revrsron Date rglo4l1o t{

APPENDIX I ARLBL/OA/SOP.21 8/FR.O1

Page: 1 ol 2

CHECKLIST FOR VERIFICATION OF ANALYTICAL REPORT

A) DETATLS OF SAMPLE

t +
Date of start of Analysis

B) DETATLS OF VE! li ii illr lrillllillllllllil I lil I
BG:0230r250r()3

Check points

ls the Analyst(s) performed all tests as per the specified Test Method / protocol

Reviewed by / Date: C
Frlename: ARLBL-OA-SO,

COMPANY CONFIDENNAL

t
{ ISample Name

)t(otl>->9+*;I€Batch No.

yt(or llasDate of Completion of AnalYsisReport No.

Observation

No NAYes

,/
1

Are all log entries made in respective equipment log books2

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

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

6 Are all calculations verified, found satisfactory

c-/7
All HPLC / LCMS / GC / GCMS / HPTLC Chromatograms and sequence enclosed
are reviewed and found satisfactory

UV-Vis / lR spectra , Automatic Potentiometric Titrator and TOC graph & data
enclosed and found satisfactoryB

ICP-OES / ICP-MS data enclosed and found satisfactoryI
10

Records / registers / validity of all volumetric solutions are reviewed and found
satisfactory

a/'Are the unit for results are mentioned in the COC & raw dala sheet is matching11

12

,/Are there any manual integration performed? lf yes, provide reason below13

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

15 Are the respective audit trails checked?

vr'ls there any reprocessed / aborted analysis in audit trail?16

Are there any duplicate results?

18 Are there any alterations of resulls?

Are there any deletion of results

..(d20 Anv other 
"0""uI"2-,,, .fr*

rII

Uncontrolled Copy if QA Stamp is not Blue

Page I of 12

OF ANALYTICAL

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

t(JA

[*;

3

4

17

19



t( RtG.-t RESE-IRCH PRII"t7'ti LnIt't',t:t)
@"'n" Research

REVIEW
REPORTS

OF ANALYTICAL
&ad.{qz,tb-t
@o

Code
lssue No

ARLBL/OA/SOP.218
04

Effecti
Revisr

ve Date B I o ,-r /1-e p
on Date IJ1.4:4-l{--

Page: 2 ol 2

QUALITY ASSURANCE

rvation
Sl. No Check points

Yes No NA

I ls test parameters & Method of test mentioned in the COA complying with the TRF

OBSERVATlONS

Remarks:

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

*.,a1.;lool)
Verified by/ Date:

Filename: ARLBL_OA_SOP_218_lssue04 \ /r

.ffit v coNFiA#i+A'i.}

ls the Analyst(s) performed all lests as per specification

ls the sample name and batch number entered correctly as mentioned in COC

4

,r/

Weight prints for each test is enclosed and are verified

Are all calculations verified, found satisfactoryq

6
Are the unit for results are mentioned in the COA, COC & RDS is matching with
specification

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

8 ls any incident, deviation or OOS reporting done during the testing

I Are the respective audit trails checked?

10 ls 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

Observed by
sign. With date Corrective Action takensl.

No.
Observation

No.
Details of observation by

reviewer

-* o ?2o ?y[o=l

Uncontrolled Copy if QA Stamp is not Blue

Pag€ 10 of 12
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ls all tesUs results complying to the release specification
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Code
lssue No

ARLBL/QA/SOP.218
04

REVIEW
REPORTS

OF ANALYTICAL EffectiveDate gloalyLL
RevisionDate .t3lrrql*6

APPENDIX II ARLBL/QA/SOP.21 8/FR.O2

Page: 1 of 2

CHECKLIST FOR VERIFICAT]ON OF MICROBIOLOGY REPORT

A) OETAILS OF SAMPLE

Sample Name Nr\
Batch No Date of start of Analysis &8lot loora

1rllti1ililiilillltiltili Ililtil
BC202t0 t 2s0 t0.1

Date of Completion of AnalYsis

B) DETATLS OF VER

Check points

ls lhe Microbiologist(s) performed all tests as per the specified Test Method /
protocol

ls the equipment, Media, culture details mentioned as per the method

Are all log entries made in respective equipment log books

Weight prints for each test is enclosed and are verified

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

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

Any other observalions

*r-',

ffi,*
Reviewed by / Date:

Filename: ARLBL OA SOP 218 lssue04 N aclo'l
cd{fiFaxv coNFtDEN

2{}
TIAL

oq lollco ra

Observation

Yes No NASl. No

1

3

4

6

7 ls print of sterilization cycle enclosed in respective sterilization log book

8

10

ls Plate observations made by microbiologists updated in RDS

Are all positive and negative controls recorded for each parameter

ls usage of media consumption recorded in respective media records

11

12

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

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

'I 3

Uncontrolled Copy if QA Stamp is not Blue

Page 11of 12

Report No.

A

9
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Effectrve Date B)o ,112o>,.
Revisron Date I !l$ 4' bt -Z,i

Page: 2 of 2

QUALITY ASSURANCE

Obs
Sl. No Check points

No NA

t- ls test parameters & Method of test mentioned in the COA complying with the TRF

ls the Microbiologist(s) performed all tests as per the specified Test Method i
protocol

11

OBSERVATIONS

Remarks:

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

kox\otlwo2
Verified by/ Date: A r5Sur:u
Filename:ARLBL_OA_SOP_218_lssueo4 : z<fotl2q2)

co ONFIDENTIAL

lls the sample name and batch number entered correctly as mentioned in COC3

l.'-4

EJ

Weight prints for each test is enclosed and are verified

Are media used and media lot numbers recorded on the controlled RDS

Are all calculations verified and found that there rs no error

7 ls all tesUs results complying to the release specification
o(J Are all pages signed with date in the COC and Raw Data Sheets

9
Are the unit for results are mentioned in the COA, COC & RDS is matching with
the specification

10 ls any incident, deviation or OOS reporting done during the testing

ls all test results complying to the release specification

st.
No.

Observation
No.

Details of observation by
reviewer

Observed by
sign. With date Corrective Action taken

/.

,2a2)ot* I& IU
I

Uncontrolled Copy if QA Stamp is not Blue

Page 12 of 12
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MICROBIAL LIMIT TEST OF NON.
STERILE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

MASTER COPY Code
lssue No

ARLBL/MB/STP.O13l
l

I"fq4) ' o7

QA Sign @
Effcctive Date .:. Zf lor):..ciz
Rcvision Date :. Lr_loll1,34

APPENDIX I

MICROBIAL LIMIT TEST REPORT

ARLBL/MB/STP-o1 3/FR.O1

Page: 1 oI 2

Sample Name +r+ttlLt oi +onts Analysis Started Date "2slorlm a 3

Report No. Bqa-o arot a<oto 5

SAMPLE PRE-ENRTCHMENT (SOLUT|ON A):

-=J!-i,Tt &it[pP,9i.sor,ed 
in - 3 !-mL

1 swab --------+ 
-tbmlof Nl+

ot 9A !_
Lot No.

Lot No. SLDTA- '5lo rl>oea -oott1

Nft

Dilutions can be pr€pared as per betow flow chart A : sc Drra - r S l o r ll oil' lto tt

Solution A (10-1) 9L- Srn' (10-2)---t SnrftO3)---+9r611ftO.ry-.:>9ml(10's)-------.> grnl(10{)

Weiqht Print(s):

4/ q

//t
O13

SAMPLE PRE-ENRICHMENT (SOLUTION B):

mL of solution A added lo m f SCDM (Solution B);

Lot No. SCDM- lncubate at 30-35'C for 18 - 24 hrs - 72 hrs

Filename: ARLBL MB STP 013 lssu

I

Uncd
I

i

corv0ftYISSft.EOrer-
ntrolled C_opy if CIA Starlpls notlBt

sisn:........&.. ....o,t",.il8.h!.2c1 I I

ue

)

. 
Analysis Completed Date Oh lotl>o > t

Page 24 of 55
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MICROBIAL LIMIT TEST OF NON-
STERILE PRODUCTS AS PER
USP i B.P / PH. EUR / IP AND/OR

unga Re*uch Pivato Lfi{ttd 8irydo.t

MASTER COPY Code
lssue

,Effecti

;. RtBL/M B/STP-01 3

.07Prepared By 'r4+-
@

No
ve Date 1r lor \rorrAS PER CLIENT SPECIFICATIONS Revision Date . Zr lor ) rr., rd

Page:2 ol 2

S PLE PRE.ENRI T oLuTtoN c

of sample dissolved in mL of SCDM (Solution C),

Lot No. SCD lncubate at 30-35oC lor 18 - 24hrs

4/4

o)
3

Equipment / lnstrument Equipment / lnstrument lD

Weighing Balance

ARL/BLEQ/BOD_ A O I

ARL/BLEQ/BIC_ O O I

ARL/BLEQ/BIC_

ARL/BLEQ/B]C_

ARL/BLEQ/BIC_

ARUBLEO/WB_

{"h

Analysed By / Date:
f,'i.il "''-j

Checked By / Date: 
#o--*,-,

Filename: ARLBL MB STP 013 lss u,t0*TtrfimfirMG

UncofrtuotledUfp! *

i,o"'........D....

Calibration Due Date

Nff
BOD lncubator (20-25oC) otltrlcoa3
BIC lncubator (30.35oC) o rlrt l.roo.l

BIC lncubator (42-M"Cl

BIC lncubator (37oC) oh/,4lc )t

u4

Water Bath (80"c)

ss[?HPt'.",r
.o.,,.,..#/qthdr l

lue

Page 25 of 55

Weioht Print(s):

ARUBLEQ/AWB-

BIC lncubator (30-35"C)
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MAS
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I
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i Code

; lssue No.

I Effectrve Date
I Revision Date
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07', 
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APPENDIX IV

TAMC/TBC BY POUR PLATE METHOD

ARLBL/M B/STP-O 1 3/FR.O4

Report No.

Culture lD

PROCEDURE

Petri dishes.

Bqcoe3 ot a{ o to .)

A1 LL 6L ))
. 
Analysis Started Date .S8loll.to "l, 

.

' Analysis Completed Date 0*ffiCot-: * T G A
da lu'a'ldot I tt fotlt

",!3

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

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

Lot No. scDA- se lorl.ioal- ooo r and incubate at 30-35oCfor 3-5 days

FORMULA:

TAMC/TBC ------+ Average No. of colonies obtained x Dilutron factor

Calculation for TAMC/Bacteria:

Dilution factor Plate 1 Plate 2 Average

[o't Nil
Ni\

Ni\
Nil

----{-_
Nil

t0 Nr'I

1o 3

Negative Control: Growth @serued / Not observed

Positive control: Growth Observed / Not-ebserved

Result:TAMCIFB€ <t0 dul$ /mL /swab

Conclusion: The Sample Complies / nees ret eemply / Net \pplieable for TAMC|FB€

I l

4do'1,,"'
Analysed By / Date Checked By / Date: ,\tL)9L

Filename: ARLBL MB STP 013 lss 7t Page 28 of 55
col@tttlu

Uncontrolledtopy
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MICROBIAL LIMIT TEST OF NON.
STER!LE PRODUCTS AS PER
USP / B.P / PH. EUR / IP AND/OR
AS PER CLIENT SPECIFICATIONS

.] RtBL/MBiSTP.O13
o7

t-t-lojltatt-
t+lo] j zo zo^

APPENDIX V

TYMC BY POUR PLATE METHOD

ARLBL/MB/STP.O 1 3/FR.O5

Report No. Analysis Started Date se lo rl:-oJ3
otoWuutAnalysis Completed Date

PROCEDURE: 0 I mL of Solution A and each diluent prepared as per flow chart A pipetted into two

Petri dishes in duplicates. Pour 1F20mL of SDCA into Petri dishes in duplicates from each dilution;

Lol No. SDC-A: Oe[Ot,lpOU -OO0& and incubate at2O-2locfor5-7 days

FORMULA:

TYMC 

-) 
Average No. of colonies obtained x Dilution factor

Calculation for Yeast and Mold:

Dilution factor Plate 1 Plate 2 Average

tD- Nil Nil Ni I I

Ni I IID -9 I Nil

----.---t-----_-Negative Control: GroMh Obscrvc'd / Not observed

Positive control: Growth Observed / Flotobosrved

Result: TYMC <t0 cfu /i /mL /swab

Conclusion: The Sample Complies / rrees not eempty / tlol Applieable for TYMC.

fuA /N
c"u1x,) )0 )3

Analysed By / Date: Checked By / Date: fu*e
Filenama: ARLBL MB STP 013 lss,"q7

+
I

I

Unco *ffi'd$ffidHffi",1
siqn,.. ..."8... .. 

",,. 
.,i8./ol/loA3 I

Iue

Page 29 of 55
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STERILITY TESTING OF

FINISHED PROOUCT AND RAW
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,LY

APPENDIX I ARLBL/MB/STP-OO4/FR.O1

STERILTTY REPORT _ MEMBRANE FILTERATION METHOD

t"-or"
I

N_*. Gia\ $-t.o--!..
Sample QuantitY of slo s

Report No Batch No PcctrJots No. of containers Tested otr rl
R

t ri\or\ 61=
Test
com leted on s{rj\:ou Amount of samPle used

TEST FOR BACTERIA TEST FOR FUNGI

Fluid T
Lot no.

hiog lycollate Medium Soya bean Casein Digest Medium

tr c"r - \-r a lor.-: - s o\ Lot no.: SLof\- - s s\1.

lncubato at 20-25"C; ARL/BLEQ/BOO-oo1 for 14 days

Day Test Sample

- \) (_ {.r.-

-\J(-
s\.

_\Jq *vc SL
-$a_

The sample iom pl ies / d€€e*et-€€,mplt€s as per IPJBP / USP /

.d",\*.=
Analysed bY / Date Checked by / Date: kto'
Filename: ARLBL-MB-STP-004- Reseach Pnvatc Limud. Eangatore

I

unl
I

I

\or^\Test
started on

lncubate at 30-35'C; ARUBLEQ/BIC'oc sfor 14 days

Date Tost Sample
Positive
Control

Negative
Control

Positive
Control

Negative
Control

Sign Remarks

,l rt
\ r\o,\r.s rs - \e_ \rr q - \e-

tr c- .- \, a._ &'\#2nd tt\ot\ro.-t
_\ c- .\.,u - \rt-

-tt -2*,-.\..*3'd ..\or\*.'-. -rI 
q- +vL

{vq -\re- i -!g '\ve -ve_ t\.,"- ol^
4th .oLr\."o
5rh r.Lt\-"1 -\ e_ {wt- -\a- *\L -\ rrc

-\c- 4vt-

-v a- -lwa'

tre-

-\}a- -\ve_

-\re_ *.vr--

-\R_ *".so a\-

_\r-er
I

-jL.'\ror-- o\.-6rh
rr\o r\-... -Ve-

*ve- '-\rq

-Vc_ st\7th .=.\..Jro.. -\€- -rrvt- -vQ-
-\(_ f,.*,\.,o s\grh 1I"t\"," -va \..re- -\.Fa-_

-\}e_ tr'" s\grh q\. .\r.tr -\e_ \vr- -Vr.-

-\x- fur-" s\'t orh rt\n\-*. -vt_
-\vr -\

-$a- Kad d\1'tth rf\"r.\r^r.r -va_
\+c -vt_ .--\, a- \v-

^vQ- \ve- -\lQ- $f,'w $\12t rrtJro.r -\a-
.\"- - \R_

-\tt_ loL3 o\13th -\re_ {ve- -\r_ -\t

1 4th "r\or\r"t1 -\t- \.t- ^ve *\J e- \r t- -\r- ol^

cooANISe{$E[Dnar i

ontrotledQoPy if QA Stqmq is n{t

si.. n :........}). ....D r,'r,.M l0L.b00Jj

Blue
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