C —c\_'v SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
L/ A | R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page1of2
LIFE BIQTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BS/140722/02
Batch No. G1822106 Batch Size 6.0 L
Mfg. Date Jul-2022 Exp. Date Jun-2025
Sampling Date 14.07.2022 Sample Qty 120 Tablets
Analysis Date 18.07.2022 Release Date 30.07.2022
S.No. TEST elLds LIMITS
Pale yellow coloured, circular, | Pale yellow coloured, circular,

01. | Description

biconvex film coated tablet with
breakline on one side and plain on
other side.

biconvex film coated tablet with
breakline on one side and plain on
other side.

02. | Identification
A) By UV

B) By HPLC

- Complies

Complies

The UV absorption spectrum of the
major peak of the sample solution
corresponds to that of the standard
solution as obtained in the Assay.

The retention time of one of the major
Peak in the chromatogram of the
sample preparation corresponds to the
peak due to Atorvastatin calcium in
standard preparation as obtained in
Assay.

03. | Average weight of tablets

193.40 mg

195.00 mg+ 5.0 %
(185.25 mg to 204.75mg)

04. | Uniformity of weight

+2.38 % to -1.76 %

Not more than 2 of the individual
weights deviate from the average
weight by more than+ 7.5 % and none
deviate by more than + 15.0 %.

05. | Dimensions:

Thickness Min Max Avg. 3.40 mm to 3.80 mm
346mm  3.55mm  3.51 mm
Diameter Min Max Avg. 7.80 mm to 8.20 mm
806 mm 8.09mm  8.08mm
06. | Hardness 7.95 kg/cm?2 NLT 3.0 kg/cm2
07. | Disintegration time 52 seconds Not more than 30 minutes
08. | Dissolution by UV
Atorvastatin calcium USP Min Max Avg. Not less than 85.0 % of the labeled
Equivalent to Atorvastatin-20 mg 94.63 % 96.43 % 95.57 % | amount of atorvastatin dissolved in 15
minutes.
Tested By Checked By Approved By
Sign p &HJ ( F:!/
Name Kayal ! Ramesh Vallarasan
Date 30/07/2022 30/07/2022 30/07/2022




(T‘\ F7= SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
wdy D R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page 2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BS/140722/02
Batch No. * G1822106 Batch Size: 6.0 L
Mfg. Date Jul-2022 Exp. Date Jun-2025
Sampling Date 14.07.2022 Sample Qty 120 Tablets
Analysis Date 18.07.2022 Release Date 30.07.2022
09. | Uniformity of dosage unit by HPLC
Atorvastatin calcium USP L1=3.242 Li=15
Equivalent to Atorvastatin-20 mg
10. | Related substances:(BY HPLC)
Atorvastatin pyrrolidone Not Detected Not more than 0.5 %
Analog _ _
Atorvastatin related 0.08% Not more than 1.0 %
compound H ' '
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
6- hydroxy analog
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
7-hydroxy analog
Atorvastatin epoxy THF analog Not Detected Not more than 1.0 %
Atorvastatin related compound D 0.02% Not more than 0.5 %
Any other unspecified degradation 0.04% Not more than 0.2 %
product
Total degradation products 0.23% Not more than 4.0 %
11. | Assay: Each Film coated tablet contains:
Atorvastatin calcium USP Not less than 90.00 % and Not more
Equivalent to Atorvastatin-20 mg 100.16 % than 110.00 %
12. | Microbiological limits:
Total Aerobic Microbial count 20 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-cemplies with the prescribed standard of quality with reference
to BR/USP and-Jn-house Specification.

Tested By Checked By Approved By
St FAYN (
Name Kayal T Ramesh Vallarasan
Date 30/07/2022 30/07/2022 30/07/2022




SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD

Factory: R.S.No. 4/3, Plot No.3, kurumbapet Industrial
Estate, Villianur Commune, Puducherry-605009.

Page 1 of 1

Issued by

(QA): Lrul
TS YRl o

Date: Qf\\‘"ﬂ

&) ==

Format No.: F/QCGN/022/04

TESTING AND RELEASE OF INTERMEDIATE AND

FINISHED PRODUCTS

Revision No.: 01

TITLE:

CHECK LIST OF FINISHED PRODUCT

Review Period: 02 Years

Effective Date:69/0 9/ n9/

Name of the Product:

Lo,Li’p - 00

Analytical Report No.

BallubT 29fo2

BatchNo. (11 &295(0b

Log entry Verification CONTENTS S.No. No. of Pages

(Put \ mark on verified)

Balance log entry e Check list- Finished product ]} '

WS log entry i Test request form 8 <3 o

WS validity entry Qbservation during sampling form N A N A

HPLC Column entry Certificate of analysis 1y -5 -

HPLC Ins. log entry Result of analysis (Analytical work record) Q; o9 N

Dissolution log entry - Physical parameter sheet Tablet / Capsule / Sachet NA NA

UV—VIS log entry v Graph of UV-VIS spectrophotometer 93-97 5

pH meter log entry — Graph of IR spectrophotometer A N A

IR log ently A LC 911r0matogram 28 - A7 80"
Tapped density test report NA NA
KF-Autotitra report N A N A
Microbiological test report 4851 -
Outside laboratory testing report K5 7) =
Additional test report if any 79 13 5

| The above product consist of ---—Yig-—_- ----- pages | Total pages—--j-g- ---------




SAIPRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, P1ct MNo.3 , Kurunibapet Industrial
Estate, Viilianur Commune, Pnduchc Ty-605009.

Page 1 of 1

Issued by '“/
QA/Date /g&(

No.: F/QAGN/026/01

SAI PRIMUS
LIFE BiOTECH PVT LTD 5
I SAMPLING POLICY Revision No: 01
Review Period: 2 years
TITLE TEST REQUEST FORM
Effective Date: G | 06} a0 a\_j
Date: ii\o7| 2022
From (Dept): .......FREDWI\ON To: Q.C. DEPARTMENT
Name of the Item/: Quantity sampled
Product/ Prevdous: L0
: : P 2Q _—
Product* Lo J...%?. m.A Do
Bateh Na.* G‘l [ R220¢ 2. .Coad.ed..... HC 4 |
Fi s vmmwes s pd MO,
Batch Size* i
6oL b, vent s SN
Mfg. Date* 0 Hoozz Sampled on: | 4o "73/202 9
Exp. Date* 0b|002S Sampled by: (\/, CEny MA\L Keron2iop)
Stage* C ooted 1620 Analyzed By: J&'lm

Analytical Reference No.

% / "4’"‘721/;:7,

lale 9) o

[ \ ﬂ” WL/\ oo

TRF raised by Sign/Date

TRF given'to QC by QA SlonlDate

Head of QC Sign/Date

Vhelever not applicable write NA




SAI PRIMUS

e SAI PRIMUS LIFE BIOTECH PVT LTD
2 Factory: R.S. No. 4/3, Plot No.3, Kurumbapet Industrial
Estate, Villianur Commune, Puducherry-605009.

Issued by Qo (g2

Page 1 of 1 QA/Date: \%\0@\

No.: F/QAGN/026/01

LIFE BIOTECH PVT LTD

SAMPLING POLICY Revision No: 01
Review Period: 2 years
TITLE TEST REQUEST FORM
Effective Date: | G \ 06)a09)
Date: > 3/07/9 2
From (Dept): ....... POACKHING. o, To: Q.C. DEPARTMENT
Name of the Item/: Quantity sampled
Product/ Previeus:
. LojiP—20
Product™ . Etnfehed.. ﬁc.t. de.......
Batch No.* O41822]06 T tao.. Jabbls.........
3., /‘\.-&.h MA ..............
Batch Size* oL
- 6 i \v -
Mfg. Date* O 7]2022 Sampled on: 93 ‘0‘1’ ’;2(33.1
Exp. Date* O612025 Sampled by: (17.1?5;
Stage* B Analyzed By: ka ]
FINMISHED  Goobd$ (71/

Analytical Reference No.

FF’ ,QIDTﬂLfo i

« 0
Iy B ke
;2!0‘1121 . %Q)U 2afo1\o002
TRF raised by Sign/Date TRF given to QC by QA Sign/Date Head of QC Sign/Date

7 *wherever not applicable write NA




C i~ SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Sty - D R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page1 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BS/140722/02
Batch No. G1822106 Batch Size 6.0L
Mfg. Date Jul-2022 Exp. Date Jun-2025
Sampling Date 14.07.2022 Sample Qty 120 Tablets
Analysis Date 18.07.2022 Release Date 30.07.2022
S.No. TEST RESULIS LIMITS
Pale yellow coloured, circular, | Pale yellow coloured, circular,
01. | Description biconvex film coated tablet with | biconvex film coated tablet with
breakline on one side and plain on | breakline on one side and plain on
other side. other side.

02. | Identification

A) By UV Complies The UV absorption spectrum of the
major peak of the sample solution
corresponds to that of the standard
solution as obtained in the Assay.

B) By HPLC Complies The retention time of one of the major
Peak in the chromatogram of the
sample preparation corresponds to the
peak due to Atorvastatin calcium in
standard preparation as obtained in
Assay.

03. | Average weight of tablets 193.40 mg 195.00 mg + 5.0 %

(185.25 mg to 204.75mg)

04. | Uniformity of weight +2.38 % to-1.76 % Not more than 2 of the individual
weights deviate from the average
weight by more than + 7.5 % and none
deviate by more than + 15.0 %.

05. | Dimensions:

Thickness Min Max Avg. 3.40 mm to 3.80 mm

346mm  3.55mm  3.5] mm
Diameter Min Max Avg. 7.80 mm to 8.20 mm
8.06 mm 8.09mm  8.08mm

06. | Hardness 7.95 kg/cm?2 NLT 3.0 kg/cm?2

07. | Disintegration time 52 seconds Not more than 30 minutes

08. | Dissolution by UV

Atorvastatin calcium USP Min Max Avg. Not less than 85.0 % of the labeled

Equivalent to Atorvastatin-20 mg 94.63% 96.43% 95.57% | amount of atorvastatin dissolved in 15
minutes.

Tested By Checked By Approved By
So | gh ] e
Name Kayal ! Ramesh Vallarasan
Date 30/07/2022 30/07/2022 30/07/2022




C - SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Sl - J R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page?2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
ro (Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BS/140722/02
Batch No. ° G1822106 Batch Size: 6.0 L
Mfg. Date Jul-2022 Exp. Date Jun-2025
Sampling Date 14.07.2022 Sample Qty 120 Tablets
Analysis Date 18.07.2022 Release Date 30.07.2022

09. | Uniformity of dosage unit by HPLC
Atorvastatin calcium USP L1=3.242 L1=15
Equivalent to Atorvastatin-20 mg

10. | Related substances:(BY HPLC)
Atorvastatin pyrrolidone Not Detected Not more than 0.5 %
Analog _ _
Atorvastatin related 0.08% Not more than 1.0 %
compound H
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
6- hydroxy analog
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
7-hydroxy analog
Atorvastatin epoxy THF analog Not Detected Not more than 1.0 %
Atorvastatin related compound D 0.02% Not more than 0.5 %
Any other unspecified degradation 0.04% Not more than 0.2 %
product
Total degradation products 0.23% Not more than 4.0 %

11. | Assay: Each Film coated tablet contains:
Atorvastatin calcium USP Not less than 90.00 % and Not more
Equivalent to Atorvastatin-20 mg 100.16 % than 110.00 %

12. | Microbiological limits:
Total Aerobic Microbial count 20 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-complies with the prescribed standard of quality with reference
to BR/USP and-In-heuse Specification.

Tested By Checked By Approved By
Sign o [*_rzw N C ‘
Name Kayal 7 Ramesh Vallarasan
Date 30/07/2022 30/07/2022 30/07/2022




Issued by : ; ;
Date: { 6 X% g\oH 927~ Format No.: F/QCGN/022/01
L S — ROA No: ROA/L.13-00
St ‘F;p; IMUS RESULTS OF ANALYSIS
QUALITY CONTROL FINISHED PRODUCT Page 1 of 2
BRAND NAME LOLIP 20 mg TABLETS
GENERICNAME Atorvastatin Calcium Tablets USP 20 mg
B.No. bhg29106 A.R.No. 2olluoTo0 o
B. SIZE BooL MFG. DATE 07)565 ,
SAMPLE QTY 120 Temlaly . EXP. DATE eblrense
ANALYSIS STARTED ON lelotlspin DATE OF COMPLETION | :| 8_|og]nuse
S.No. | TEST RESULTS LIMITS
01 DESCRIPTION Pede yQQQ&O Co\ ocwsd Pale yellow coloured, circular,
O, T — £ éiconvex film coated tablet with
ropcted ekt askt, o breaklipe on one side and plain on
li\vo cin geuns ¢iele “{_."Il (o] 'G.Lfd%)ther Slde‘
02 | IDENTIFICATION On & ¥fuasn gyela- :
A. By UV |- The UV absorption spectrum of the
CO"“\D\"H ) major peak of the sample solution
corresponds to that of the standard
solution as obtained in the Assay.
The retention time of one of the
B. By HPLC @o ~ major Peak in the chromatogram of
w\(/(/u_g the sample preparation corresponds
to the peak due to Atorvastatin
calcium in standard preparation as
obtained in Assay.
03 | AVERAGE WEIGHT : 195.00 mg+ 5.0 %
by Mg (185.25 mg to 204.75mg)

04 | UNIFORMITY OF WEIGHT 4+2.28Y. to — 1, Tby, | Notmore than 2 of the individual
weights deviate from the average
weight by more than + 7.5 % and
none deviate by more than + 15.0 %

05 | DIMENSIONS Min. Max. Avg.

Thickness b 2. 85mm 3 -S1min3.40 mm to 3.80 mm
Diameter £.cbewm §:69 mm & 05m/-80 mm to 8.20 mm

06 | HARDNESS T .9s ‘(w_% ( o™ | NLT 3.0 kg/cm?

07 DISI_NTEGRATION TIME IR, T — sINot more than 30 minutes .

08 | DISSOLUTION By UV Min Max Avg. | Not less than 85.0 % of labeled

Qu.bar qbyy.  assrpAmount
09 | UNIFORMITY OF DOSAGE ) - L1=15
UNIT BY HPLC 3.24
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager—QC
Signature T E‘QWL\)[ ( }v:f,) h\{\
Date o7 IC(J] Qe 29— " D?PO"?—, Jean o' [ﬂﬁl U?OD—'L/

Department: Quality Control

Date of Issue: @:;.}o :g.’ 2639




ROA No: ROA/L13-00

Sﬁ:‘.:g%.,v\ﬁs RESULTS OF ANALYSIS
QUALITY CONTROL FINISHED PRODUCT (Tablets/Capsule) Page 2 of 2
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME : | Atorvastatin Calcium Tablets USP 20 mg
B.No. 1] Gl 2010b A.R.No. 28 [lYoyoo oo
B. SIZE Cot MFG. DATE 07203
SAMPLE QTY toe (essteds EXP. DATE Stlesse
ANALYSIS STARTED ON | : | i5l¢tlpe.s DATE OF COMPLETION | :[ g¢|otlies,
S.No. TEST RESULTS LIMITS
10 | RELATED SUBSTANCES:
(By HPLC)
Atorvastatin pyrrolidone N D
Analog Not more than 0.5 %
Atorvastatin related 0,08"%
compound H ~ D Not more than 1.0 %
Atorvastatin epoxy pyrrolooxazin 6-
hydroxy analog Not more than 0.5 %
Atorvastatin epoxy pyrrolooxazin 7- N D
hydroxy analog _ Not more than 0.5 %
Atorvastatin epoxy THF analog N‘% . Not more than 1.0 %
Atorvastatin related compound D BB, 5 Not more than 0.5 %
Any other unspecified degradation ©-oh7
product Not more than 0.2 %
Total degradation products 0.2.57- Not more than 4.0 %
11 | ASSAY (By HPLC)
Each Film coated tablet contains:
Atorvastatin calcium USP Equivalent (60 « (b7 . Not less than 90.0% and not more
| B MOIESALD-20 Mg : than 110.0% of labeled claim.
12 | MICROBIOLOGICAL LIMITS
Total Aerobic Microbial count 20 0| 9 NMT 1006 CFU/g
Total Yeasts and mould counts 219¢d0 [ G- NMT 100 CFU/g
E.Coli B o Should be Absent
Salmonella IHn3em Should be Absent
S.aureus Aok Should be Absent
P.aeruginosa 3 Aloguad— Should be Absent

REMARKS: The sample cofnplies/not-complies as per specification.

ANALYSED BY : - (C}‘T”J CHECKED BY : §'f' APPROVED BY: k"\"
DATE:  3olo|2029 DATE:  35|o fros_ DATE:  Qolod |09
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Ma}nager—QC
Signature 1. }_gw b ( h e
Date o )07 ’ Joa9 D‘HOT’ 1_9&9_)__ Orﬂﬂ"'{ M/O:u\/

Department: Quality Control

Date of Issue: Hot{ 2022




Format No.: F/QCGN/022/02

Issued by :
Date: H“’?’Tf%h/

—

— ‘*’ ANALYTICAL WORK RECORD R SR LA
e e e,
QUALITY CONTROL FINISHED PRODUCT Page 1 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. : (1182210b AR. No. |: BeliUoTasloa
S.No Name of the test

1. DESCRIPTION:

Pode  vellow  colowrted , bijconvex
WK bowablens on one St anfl Plan pn bolt  siols

ﬁiﬂm cooutool Aahklet

e Analysed by: @ﬂ/ Witnessed by:
Complies/ Does-notcomply. Date: &\\{:;;AB@Q(L Date: 86[0' Héo
: 22
2. A. IDENTIFICATION: A.By UV
Observation:
COW\cg m .
1 Analysed by: . M j Witnessed by: d
Complies/ Does not-comply. Date: § [mz—[ \ Yo 2 L Date: 3o l”?’F I.}cm_
B. IDENTIFICATION: By HPLC
Observation:
C/OVV\‘\\’L"A L
Analysed by: . \%_J Checked by: -
Complies/ Does-not-comply-. Date: 1§ \c ki \ Qo9 9 Date: CB 3Dl”} lren,

3. AVERAGE WEIGHT:

Details of Instrument:

S. No. Instrument Instrument ID. Calibration due date
1. Analytical balance Qc/arL1003 i.’)lOngo')’—
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature . LQL»«L c\,() ( }L_y. *ﬂm
T g Y
Date 4] il flc ~f /),O 22 OT_IDT_‘ ‘9—99—9— D : “n& l lﬂ/o‘ﬂ)/

Department: Quality Control

Date of Issue: OHe tHacre
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SAlI PRIMUS

LUEE IALOTOECH IYWT LY D

ANALYTICAL WORK RECORD

AWR No: AWR/L.13-00 .

QUALITY CONTROL

FINISHED PRODUCT

Page 2 of 15

BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. bis 2206 A.R. No. |: as|iyot09 oo

Average weight =

Weight of 20 tablets 3 . 868 g

3. 8bS

20

x1000 = _|92-4 mg

/
Analysed by: @ >

P (i Checked by:
Complies/ Does-not.comply. Date: ai‘\[ﬁ%&ysﬂ/ Date: ( ﬁjo]clﬂaoa,,
4. UNIFORMITY OF WEIGHT:
Details of Instrument:
S. No. Instrument Instrument ID. Calibration due date
It Analytical Lbalance Qc //—l BLloo3 | ’.2[08) 2022
Weight of 20 tablets 3.§b ¢ g
S. No. | Weight of Tablet | S.No. | Weight of Tablet
! o-lao - 0-193
2 | o-19 12 0-192
S | p194 P 0193
* | o-l9¢ 4 0192
> | o0.198 5 0193
. 0195 16 b-190
7 | o193 7 0196
8 o 192 B o-lqj
’ O -19L 18 0195
e 0-193 20 0«9t
Average O -193 4
Minimum p-190
Maximum p.19%
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature F bacod ( EL {\\—\f\
Date 07| O‘—(I | 2022 Vt\lﬂ tF2000 Q‘T[Pﬂ Ylogr

Department: Qu

ality Control

Date of Issue: bﬁ"'ﬂ}ozb




C Ly AWR No: AWR/L.13-00
ey el ANALYTICAL WORK RECORD
iy B R
QUALITY CONTROL FINISHED PRODUCT Page 3 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. &igo2ob A.R. No. , : Rslio122/)09
Calculation:
Lowest % = Q190 x100 -100 =- {. 7%
0-193 -4
Highest % = 0:(98 x100 -100 =+2- 8%%
0-193 4
Analysed by: Ay . Checked by:
> ysed by: 4 : y
Complies/ Dees-notcomply. Date: A L@"F 4002 Date: S ro} s
5. | DIMENSION: A) Thickness
Details of Instrument:
S. No. Instrument Instrument ID. Calibration due date
L. Digital Vernier caliper Qc [@V(‘. [0‘97 .Q:Hfl) 7| 20292
Thickness Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5
3.5 3- k9 8-53 3. k8 853
In mm Tablet 6 Tablet 7 Tablet 8 Tablet 9 Tablet 10
3. b 3.53 3-5) 3.55 3- Wb
Minimum: ¢. Lhb pm . Maximum: 3 .56 mn Average: 2.5) Mm
)
> Analysed by: /@ ! Checked by:CLV
Complies/ Does_not comply. Date: AU loetlaon Date: Bolostises.
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature 7 L -FJ d;‘“f_ fe
Dhate o<t ler 2022 0ot 2022 ol [pops—

Department: Quality Control Date of Issue:

otlotlpens
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SAl PRIMUS

LOFE IO T ECH PV LT

ANALYTICAL WORK RECORD

AWR No: AWR/L.13-00

QUALITY CONTROL

FINISHED PRODUCT

Page 4 of 15

BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. ng22\0b A.R. No. I : Bs/iyoT22 Joo
DIMENSION: B) Diameter
Details of Instrument:
S. No. Inistrument Instrument ID. * Calibration due date
1. Digital Vernier caliper Qe /0 ve (oo ) 2% o 2052
Length Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5
8. 0% 8.08 9.0b g. 09 -0
In mm Tablet 6 Tablet 7 Tablet 8 Tablet 9 Tablet 10
g-08 808 g 08 5-09 S 06
Minimum: S 0b mm Maximum: ¢ . 09 mm Average: 8-0% mmn
' | Analysed by: Checked by: '
Complies/ Doesmiot comply. “Date: r}\\P Date: &o\o‘.{»‘ao}./
6. HARDNESS:
Details of Instrument:
S. No. Instrument Instrument ID. Calibration due date
L Tablet Hardness Tester Qc | T ‘ oo 9% loq | a02r
Hardness Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5
7.0 g.¢ 8:5 83 ERY
In kg Tablet 6 Tablet 7 Tablet 8 Tablet 9 Tablet 10
34 85 g8 Y 6.8
Minimum: f. ¥ k‘j | e Maximum: 33 g /om?® Average: 7 .q¢ kg I%’—
Analysed by: Checked by:
Tl 0o :
Complies/ Does-notcomply. Date: A\stes Date: }g\b'-H/)ofy/
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature 7. }ww’ . D d Ef_ Pﬂ\
Date e~ 'o (L_(, 929 DH’DTL{L@%D_ O‘L(}aﬂwﬂw
Department: Quality Control Date of Issue: 160
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SAlI PRIAMUS

LI X ECITECTH PV L O

ANALYTICAL WORK RECORD

AWR No: AWR/L.13-00

QUALITY CONTROL FINISHED PRODUCT Page 5 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. Qrg o2t A.R. No. , - Bg/vqm'z 2 Jon
7. | DISINTEGRATION TIME:
Details of Instrument:
S. No. | Instrument Instrument ID. Calibration due date
1. Disintegration apparatus 6.0 /‘ DTDh / 00| U’, 0 g'f%ﬂ‘w
Medium: (gsouke)
Temperature:_24 % "C
No of Tablets used: 0k
Discs: uSed/Net-used.
Observed time: __ H minutes_H 2  seconds.

L
Complies/ Dees-net-comply.

Analysed by: _/Q,Ql,v.,
Date: A [stlds02

‘| Checked by:
Date: (ﬁéf[ oFhose

8. | DISSOLUTION: (By UV)

Details of Instrument:

S. No. Instrument Instrument ID. Calibration due date
1. Analytical balance CQC«/ABL/ 000 12/08/&022
2. Dissolution B /D)S /DDI 30 //DS/Q(),OQ.B
3. |HPLE )i Spactiopbalendi] @ fyus/ oo 97 o9 aope.
4‘ pH meter (.| pn [ 00 | 2L ©7) 2092
Details Of Chemical / Reagents:
S. No Chemicals/Reagents Name Make Grade Batch No. Valid Up To
1. Potassium dihydrogen orthophosphate Rankem M J212 £ 00 iy /o‘¢ ) ooty
2. Sodium hydroxide QOJ\ Vo) re 199 1809 | 48 {04)@325
“ . D L
3. Acetonitrile Ran Ko kPR TOS0A 22 |d% / ETA 2
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature T eoe C }4_?— o
[ . —F V
Date et }67, )Q_D_Q 2 0;1‘—[0:}:[5)_@2), D ‘TLQV—[U}UJIL—‘

Department: Quality Control

Date of Issue: Do

Faons




D> ANALYTICAL WORK RECORD AWR Nor AWRILIS-08
Sl LEAHE
QUALITY CONTROL FINISHED PRODUCT Page 6 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. Urs22\e6 AR. No. |:Re)iyot2s e

Details of standard:

S. No. Standard Std. No valid up to Vial No | Vial Valid up to Potency
1. Atorvastatin Calcium \as/eactoky | OR [ ub } Ap2 3 O\ 08 / ob /930 9% Phy b2,

Dissolution parameters

Apparatus I DA Jg} IQ (Paddle)

. ulie
Medium :pibe p’]u.;li)&_%PH 6.8 phosphate buffer)
Volume I ant mL (900 mL)

Time intervals : 15 min (15 min)
Speed ) : 75 RPM (75 RPM)
Temperature i Rt.L °C(37°C+0.5°C)

Instrumental Conditions:

.Mode (- \)I Q\ HQ,LS@P%,LYMMW -( Ultraviolet - visible spéctroscopy)
Cell : 0.5 (0.5°cm)

Blank . Nediim  (Medium)

Wavelength : ) iy (244 nm)

Preparation of 0.05 M phosphate Buffer solution:

Dissolved_ L @ g( 6.8 g) of monobasic potassium Phosphate in _<]p0e mL(900 ml) of water, adjust with '
6N sodium hydroxidetoa _[. g (pH of 6.8) and dilute with Water to (0cee; _ml( 1000 ml).

Preparation of Diluent:

Mixed of _560 mil(50 ml) of Acetonitrile and Soe  ml(50 ml) of water.

Preparation of Standard Stock Solution:

Weigh accurately and dissolved _ 3}, 2% mg(26 mg) of Atorvastatin Calcium working standard in a

__dS ml(25 ml) of volumetric flask. Add about {5~ ml(15 ml) of Diluent to dissolve the substance. Shake
mechanically for _ ( min(10 mins) or until dissolved. Dilute up to the mark using Diluent. (Concentration: 1
mg/ml of USP Atorvastatin Calcium working standard)

Preparation of Standard Solution:

Dilute 7  ml(2 ml) of above solution to _¢no  mi(100 ml) using disso medium.

Prepared by Checked by Approved by

Jesignation Jr. Executive-QC Sr. Executive-QC Manager-QC

Signature 7. hmﬁ{&b d:?; e

Jate

G lo i ];lo 2 D’;P{‘aq‘—\aa,zy_ @“t(p“t WM—/

Jepartment: Quality Control Date of Issue: o3{o7};6,,




Cd D ANALYTICAL WORK RECORD AWR Noz AWR/LA3-00
g e
QUALITY CONTROL FINISHED PRODUCT Page 7 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. : Q1gos (ol A.R. No. |:Bs/iyo722 foo

(Concentration: 0.020 mg/ml of Atorvastatin Calcium working standard)

Preparation of Sample Solution:

Calculation: %}@ 1L© E)CQA Skau@

(Concentration: 0.022 mg/ml of Atorvastatin Calcium)

Place one tablets im each vessel containing Qe ml(900 ml) of dissolution medium maintained at 37 °C (+

0.5 °C). With draw the aliquot from vessel, at given interval, through a suitable filter or centrifuge.

Calculated the content of Atorvastatin Calcium equivalent to Atorvastatin by using following formula,

2 900 100
= X X X X X x 0.967
25 100 1 100 20
L
s Analysed by: ,'!, A Checked by:
Complies/ Dees-not comply. Date: é)/\([m‘—ﬁ\&@ = Date: (g%lﬂ—befh/

10. | RELATED SUBSTANCES :( By HPLC)

Oultbtcb Qo‘fam")t 3

Details of Instruments:

S. No. | Instrument

Instrument ID.

Calibration due date

1. Analytical balance

2. HPLC

3. pH meter

Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature T [ MJ ( }4_ o
Date s+t Lot | D2t OHetHae2a Qﬂ[ﬂ"’f lpozr—

Department: Quality Control

Date of Issue: &F{offjers




€ -y 5 AWR No: AWR/L.13-00
; S;/\ir?fi”\{\,y s ANALYTICAL WORK RECORD
QUALITY CONTROL FINISHED PRODUCT Page 8 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. 2 (/,\8’}, 2 \1ob A.R. No. l 3 88( 1 QT2 /0
Details of chemical /Reagents:
S. No. | Chemicals/Reagents Name Make Grade Batch No. Valid up to
1. Monobasic ammonium phosphate '
2, Acetic acid
3. Ammonium hydroxide
4. Acetonitrile
5. Tetrahydrofuran
6. Methanol
7. N, N-Dimethylformide
Details of standard: -
S. No. | Standard Std. No | valid up to | Vial No | Vial Valid up to | Potency
1. Atorvastatin Calcium
Chromatographic Conditions:
Column type ) (C18 4.6 mm x 150 mm, 3.5 pm
or Equivalent)
Detector wavelength nm (244 nm)
Column temperature °C (30°C)
Sample temperature ° C(10°C)
Injection volume pL (20 pL)
Mobile phase:
Time Mobile phase A (%) Mobile phase B (%) Flow rate ( ml/ min)
0 100 0 1.8
30 100 0 1.8
45 25 75 1.5
50 25 75 1.5
55 20 80 L5
58 100 0 1.8
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
- ) T k’(\
Signature = [CO%’,_.‘J ( LL—F'
Date o /U"( ’b 2% D‘.’f-vro‘.?l o0 OW[;ET[M/OQ/)/

Department: Quality Control

Date of Issue: Flot|ress




€ o AWR No: AWR/L.13-00
i Sl ANALYTICAL WORK RECORD
R S A
QUALITY CONTROL FINISHED PRODUCT Page 9 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. :Clt%flif‘be |A.R.N0. 1:@&/1L,c722}DL
65 | 100 | 0 | 1.8 i

For the standard solution, the run time is only 30 min. For the system suitability solution and Sample solution,
the run time is 65 min.

Preparatioﬁ of Buffer:

Dissolved g(5.75 g) of monobasic ammonium phosphate in ml(1000 ml) of water. Adjust
with dilute Acetic acid (10 % v/v) or dilute ammonium hydroxide (10 % v/v) toapH____ (pH of 4.3 £ 0.05).
Preparation of Solution A:
Prepared the solution of ml(925 ml) of acetonitrile and ml(75 ml) of stabilizer- free
tetrahydrofuran solution.

Preparation of Mobile phase A:

Mixed of ml(420 ml) of solution A and ml(580 ml) of buffer. Sonicate and Filter through 0.45
micron membrane filter and degas.

Preparation of Mobile phase B:

Mixed of ml(600 ml) of methanol and ml(200 ml) of solution A and ml(200 ml) of
buffer. Sonicate and Filter through 0.45 micron membrane filter and degas.

Diluent:

N, N-Dimethylformide.

Preparation of System Suitability solution:

Weigh accurately _ mg(6 mg) of USP Atorvastatin Calcium RS, mg(5 mg) of USP Atorvastatin

Calcium Compound B RS, mg(l mg) of USP Atorvastatin Related Compound H RS, and
mg(0.5 mg) of USP Atorvastatin Related Compound D RS in

Add

the mark using the same solvent.

ml(100 ml) volumetric flask.

ml(50 ml) of diluent and dissolve the substance. Sonicate to dissolve if necessary. Dilute up to

Preparation of Standard solution:
Weight accurately and transfer mg(50 mg) of Atorvastatin calcium working standard in
ml(100 ml) volumetric flask. Add ml(70 ml) of Diluent and dissolve the substance. Sonicate

to dissolve, if Necessary. Dilute up to the mark with Diluent. Further dilute ml(1 ml) of this solution

with ml(100 ml) of diluent.
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature Y ey J [ lf% kT
Date 6o} 2022 CFlo{aens. Qv[f[ﬁ'f UXMJ}/‘

Department: Quality Control

Date of Issue: 3 He7{r00




C Sy AWR No: AWR/L.13-00
e ANALYTICAL WORK RECORD
QUALITY CONTROL FINISHED PRODUCT Page 10 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. NS 22100 AR. No. |: 8s)itet109 Jog

(Concentration: 5 pg/ml of USP Atorvastatin calcium working standard)

Preparation of Placebo solution:

Transfer the mg(438 mg) of'placebo (equivalent to about 50 mg of atorvastatin), toa __° ml(50
ml) volumetric Flask. Add _ ml(30 ml) of diluent and shake mechanically for mins(15 mins).
Dilute with diluent to volume and pass the solution through a suitable filter of 0.45-pm pore Size, discarding
the first few ml of the Filtrate.

Preparation of Sample powder:

Weigh accurately 20 tablets and make the powder by using mortar and pestle. Use the same for
preparation of sample solution. Calculate the average weight by taking weight of 20 tablets taken above and
use the same for calculation.

Preparation of Sample solution:

Transfer the _ °  mg(488 mg) of powder (equivalent to about 50 mg of atorvastatin), to a “ml(50
ml) volumetric Flask. Add __ ml(30 ml) of diluent and shake mechanically for __ mins(15 min).
Dilute with diluent to volume and pass the solution through a suitable filter of 0.45-um pore Size, discarding
the first few ml of the Filtrate.(Concentration: 1 mg/ml of atorvastatin) =

Suitability requirements:

1)The Resolution between the peaks corresponding to Atorvastatin related compound B and Atorvastatin
obtained with standard solution should ( not less than 1.4)

2)The tailing factor for the peak of Atorvastatin with standard solution should (not more than 2.0).

3) The % RSD for the peak area response of Atorvastatin obtained -with the replicate injections of standard

solution should (not more than 5.00)
4) The Signal-noise —ratio of Atorvastatin related compound D (not less than 10.0)
Calculations:

Calculate the percentage of each impurity in the portion of tables taken.

1 50 P 100
= X X X X X x 0.967 x X
100 100 100 -20
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC

Signature ) T, J ( F_F, v
T

Date

6 / e r 2622 D“HU?A‘I.Q—L‘)ZL Q‘_[/lhvl \LQ.QJI/

Department: Quality Control Date of Issue: 5{os| 2000
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ANALYTICAL WORK RECORD

AWR No: AWR/L.13-00

QUALITY CONTROL FINISHED PRODUCT Page 11 of 15

BRAND NAME LOLIP 20 mg TABLETS

GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg

B.No. g2zt A.R. No. [: Bsliyet22 oy
Analysed by: Checked by:

Complies/ Does not comp¥y” Date: Date:

11 ASSAY AND CONTENT UNIFORMITY (By HPLC):

Details of Instruments:

S. No. | Instrument

Instrument ID.

Calibration due date

1. Analytical balance

QclpaL Joor

[2 ,O‘c\’[ﬂoﬂ_m

© 9. HPLC QQ,T‘%PL/UO% 05_,08}%21
3. | pH meter Re | prn Joot (809 ) 2002
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature f. ,LM’ N J} (Ef’ h‘\
Date N —_— oflot|2ers ovtlstlrop—

Department: Quality Control

Date of Issue: OFfot{re22




C Ty AWR No: AWR/ILL13-00
St —B ANALYTICAL WORK RECORD
e i
QUALITY CONTROL FINISHED PRODUCT Page 12 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. g2 92:sh A.R. No. l :BsligoT122 /oy

Details of chemical /Reagents:

S. No. | Chemicals/Reagents Name Make Grade Batch No. Valid up to
1. Anhydrous Citric acid P?nw\ AR TGk Vo2 21| Vb |0 | 202s
2. Ammonium hydroxide - A b | 15T laoan
3. Acetonitrile
Rewmkem| neLce Tosonzz |11 1e7 ’20 ey
4. | Tetrahydrofuran Eopluge. Ar S21seosy| 6l o (o0,
5. Methanol Reokom HpL c R2qig22 (—]]o"()‘lol/_,
Details of standard:
S. No. | Standard Std. No | valid up to | Vial No | Vial Valid up to | Potency
1. Atorvastatin Calcium . . : :
i welenfou Og\og\i,oz o1 ’Cﬁkbk‘lc‘l’g Qh-Z2v
Chromatographic Conditions:
grap \ Be- Lo~ blo
Column type : Oig ()ﬂn@mm X IComm , SH?‘”) (C18 4.6 mm x 250 mm, 5 pm
or Equivalent)
Flow rate : [ & mL/min (1.5 mL/minute)
Detector wavelength : Ih4 nm (244 nm)
Column temperature : 20 °C (30°C)
Injection volume : 20 pL (20 pL)

Preparation of 0.05 M ammonium citrate buffer pH 4.0:

Dissolved 19 . 23% (9.62 g) of anhydrous Citric acid in 9 ©06 ml(950 ml) of water. Adjust with dilute
ammonium hydroxide to a pH _4 .02 (pH of 4.0) and dilute with water to Joew_ml( 1000 ml).

Preparation of Mobile phase:

Mixed _5 ™ © ml(270 ml) of acetonitrile and 406 ml(200 ml) of stabilizer-free tetrahydrofuran and
\ok ©mi(530 ml) of buffer. Sonicate and Filter through 0.45 micron membrane filter and degas.

Preparation of Solution A:

Dissolved \9. 2718g(9.62 g) of anhydrous citric acid in\ 200 ml(950 ml) of water, adjust with ammonium
hydroxide to a pH 7.3\ (pH of 7.4) and dilute with water to 3o o ml(1000ml)

Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature T o e j/" ¢ Lji,' e
7 3
Date o7 Jort 020 oot sora orflstlpesn—

Department: Quality Control Date of Issue: @f;_fbﬂ

lery




€ : AWR No: AWR/LL13-00
. iy g™ ANALYTICAL WORK RECORD
e iy o e
QUALITY CONTROL FINISHED PRODUCT Page 13 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. his22i1eb |A.R.No. |:BS/vq 672 2 oo

Preparation of Diluent:

Mixed of \tbeo mi(1 ml) of acetonitrile and _\npo ml(1 ml) of Solution A.

System suitability solution: *> &

Weigh accurately __mg(10 mg) of USP Atorvastatin calcium working standard and _____mg(1 mg) of
USP Atorvastatin Related Compound H RS in a ml(100 ml) volumetric flask. Add __ mI(70 ml)
of Diluent and dissolve the substance. Shake mechanically for min(30 min) or until dissolved. Dilute

up to the mark using the same solvent.(Concentration: 0.1 mg/ml of USP Atorvastatin calcium RS and 0.01
mg/ml of USP Atorvastatin related compound H RS)

Preparation of Standard solution:

Weigh and transfer about 20 .—14 mg(20.70mg) of Atorvastatin calcium working standard to a2 o © ml(
200 ml) volumetric flask. Add about \to ml(100 ml) of diluent. Shake for Lmins(lS minutes),
Dissolve make up with same solvent. (Concentration: 0.1 mg/ml of Atorvastatin calcium working standard)
Preparation of Sample powder:

Weigh accurately &. 8 7520 tablets and make the powder by using mortar and pestle. Use the same for
preparation of sample solution. Calculate the average weight by taking weight of 20 tablets taken above and
use the same for calculation.
Preparation of Sample solution: 1935, 21 mg
Weigh accurately and transfer accurately lcrhﬂflwg{lﬁ tablets) (equivalent to 200 mg of Atorvastatin) in a
206 _ml(200 ml) volumetric flask. Add about \© o ml(100 ml) of diluent. Shake for _ S min(15
minutes), dilute with same solvent and centrifuge or pass through a suitable 0.45-um pore Size filter. Further
dilute _ S~ ml(5 ml) of this solution in to _Co ml( 50 ml) of volumetric flask with diluent.(Concentration:
0.1 mg/ml of atorvastatin Calcium)

Preparation of content uniformity:

Take | 1 tablet into _2 ©Oml( 200 ml) of volumetric flask, Add about e o ml(50 ml) of diluent.
Shake for _ | S~ min(15 minutes) or until dissolved and make up with diluent centrifuge or Pass through a
suitable filter of 0.45 pm pore size.

System suitability requirement:

1)The Resolution between the peaks corresponding to Atorvastatin and Atorvastatin related compound H

Prepared by Checked by Approved by

Designation Jr. Executive-QC Sr. Executive-QC Manager-QC

Signature = kwl_ (\) ( H P

Date

o1]eo ""f losse o6Hofae2e orils e~

Department: Quality Control Date of Issue: UV""DH.LMJ_




C I ™ AWR No: AWR/L.13-00
B ANALYTICAL WORK RECORD
QUALITY CONTROL FINISHED PRODUCT Page 14 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. (g2 2o 6 I A.R. No. | P Rs/ige122 oy
obtained with standard solution should (not less than 5.0)

2) The tailing factor for the peak of Atorvastatin with standard solution should _1&( not more than 1.5).

3) The % RSD for the peak area response of Atorvastatin obtained with ‘the replicate injections of standard |

solution should ©. %~ (not more than 1.00)

Calculation:(ASSAY) @_OJUU’? o EN\U& g\@.ﬂ) .

1)Calculated the content of Atorvastatin tablet by using following formula,
200 50 100

= X X X X X X x 0.967

200 5 100 20

'| 2) Calculate the average content of assay by using following formula,

2

3)Calculations (Uniformity content): (< epert 17 EX'C‘A RS

Calculated the content of Atorvastatin tablet by using following formula

200 100
= X X X X x 0.967
200 1 100 20
Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature 7 - ,Quﬁi\} C E\’L o
Date o 1517 [ 2029 ﬁ}ilo?Hﬂo:L:L ol b""—l MIOM/

Department: Quality Control

Date of Issue: Dﬂo?j‘—fﬂo}ﬂ_




. - AWR No: AWR/L.13-00
s o ANALYTICAL WORK RECORD
QUALITY CONTROL FINISHED PRODUCT Page 15 of 15
BRAND NAME LOLIP 20 mg TABLETS
GENERIC NAME Atorvastatin Calcium Tablets USP 20 mg
B.No. bitg 22168 |A.R.N0- '2 Re/iye122/)02
o Analysed by: . J Checked by:

Complies/ Pees-not-comply— Date: 1$lo1 o022 Date: ' Cigb‘ogﬁw}y
12. | MICROBIOLOGICAL LIMITS:

Observation:

BJor MLT mpost

Analysed by: /)~ )

Checked by:
Date: Cﬁri‘vl Bb”’\ivy,/

Complfes/ Dees—‘ﬂet—eemply. Date: g [‘O:# 000D

Prepared by Checked by Approved by
Designation Jr. Executive-QC Sr. Executive-QC Manager-QC
Signature 7. LO,,%\_{J C£1 . ko
Date o l e ' 2022 ()-1“1(‘0‘-)’—!_1‘3,_9_2_ OVT/ID'UW

Department: Quality Control

Date of Issue: D"T't""f'rﬂ@“f
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SAI PRIMUS LIFE BIOTECH PVT LTD
PHOTOMETRIC REPORT

21/07/2022 20:02:49

File Name:

D:\UV DATA\Data\DATA 2022\ ULY 2022\21072022\LOLIP_20_G1822106_DS_STD_.unk

Sample Table
Sample ID WL244.0 Comments
1 BLANK 0.000 | MEDIUM
2 STANDARD 0.393 | ATORVASTATIN CALCIUM
3
[Wavelengths] Software Information
Wavelength Name: WL244.0 Software Name:  UVProbe
Wavelength: 244.00 nm Version: 270
Mode: Security Mode
[Calibration Curve] )
Cal. Curve Type: Raw Data Data Information
Filename: D:\UV DATA\Data\DATA 2022\JULY 2022\2107202
[Measurement Parameters(Standard)] , \LOLIP_20_G1822106_DS_STD_.unk
Title: dissolution
[Measurement Parameters(Sample)] Analyst: BOOBALAN
Data Acquired by Instrument Date/Time: 21/07/2022 17:51:51
Delay sample read: Disabled Comments: disso
Repeat: Disabled .
Instrument Information
[Equations] Instrument Name: UV1900
Instrument Type: UV-1900 Series
[Pass Fail] Model (S/N): UV1900 (A12425780886)
[Method Summary]
Title:
Date/Time: 21/07/2022 17:49:07
Comments:
Sample Preparations:
[Instrument Properties]
Instrument Type: UV-1900 Series
Measuring Mode: Absorbance
Slit Width: 1.0 nm
Light Source Change Wavelength: 340.8 nm
S/R Exchange: Normal
Analysed By : JX 19> Page 1/1 Checked By:
Date : \ >0 o 9 Date :

5‘3{0"}":)0)%,



SAIPRIMUS LIFE BIOTECH PVT LTD

PHOTOMETRIC REPORT 21/07/2022 20:03:10
File Name: D:\UV DATA\Data\DATA 2022\J ULY 2022\21072022\LOLIP_20_G1822106_DS_SPL._.unk
Sample Table
Sample ID Conc WL244.0 Comments
1 JAR_1 95.577 0.425 | LOLIP_20_G1822106
2 JAR 2 94.578 0.421 | COATED
3 JAR_3 96.198 0.428
4 JAR 4 95.299 0.424
5 JAR_5 96.458 0.429
6 JAR_6 95.419 0.424
7
[Wavelengths] Software Information
Wavelength Name: WL244.0 Software Name: ~ UVProbe
Wavelength: 244.00 nm Version: 270
Mode: Security Mode
[Calibration Curve] .
Column for Cal. Curve: WL244.0 Data Information
Cal. Curve Type: K Factor Filename: D:\UV DATA\Data\DATA 2022\JULY 2022\2107202
Cal. Curve Unit: mgll . \LOLIP_20_G1822106_DS_SPL_.unk
Selected Wavelength: WL244.0 Title: DOSSOLUTION
Calibration Equation: (Conc) = K1(unk abs) + Analyst: BOOBALAN
KO Date/Time: 21/07/2022 17:59:21
K1: 224.8120 Comments: DISSO
KO: 0.0000

[Measurement Parameters(Standard)]

[Measurement Parameters(Sample)]

Data Acquired by: Instrument
Delay sample read: Disabled
Repeat: Disabled

[Equations]

[Pass Fail]

[Method Summary]

Title:

Date/Time: 21/07/2022 17:52:45

Comments:
Sample Preparations:

Instrument Information

Instrument Name: UV1900

Instrument Type: UV-1900 Series

Model (S/N): UV1900 (A12425780886)

Analysed By : qy

59
Date : &\\p*;“p‘)

Checked By : |,
/1
Page 1 Date :

Bbte'ﬂ.}o»f



SAl PkIMUS LIFE BIOTECH PVT LTD
PHOTOMETRIC REPORT

18/07/2022 11:55:02

File Name:

D:\UV DATA\Data\DATA 2022\ ULY 2022\1 8072022\LOLIP-20_G1822106_IDENTIFICATION.unk

Sample Table
Sample ID WL244.0 Comments
1 BLANK 0.000 | DILUENT
2 STD 3.605 | ATOVASTATIN
3 SPL 3.839 | LOLIP-20
4
[Wavelengths]
Wavelength Name; WL244.0
Wavelength: 244.00 nm
[Calibration Curve]
Cal. Curve Type: Raw Data

[Measurement Parameters(Standard)]

[Measurement Parameters(Sample)]

Lata Acquired by:
Delay sample read:
Repeat:

Instrument
Disabled
Disabled

Software Information
Software Name: UVProbe

Version: 2.70

Mode: Security Mode

Data Information

Filename: D:\UV DATA\Data\DATA 2022\JULY 20221807202
\LOLIP-20_G1822106_IDENTIFICATION.unk

Title: LOLIP-20

Analyst: KAYAL

Date/Time: 18/07/2022 11:54:41

Comments: IDENTIFICATION

Instrument Information

[Equations] Instrument Name: UV1900
Instrument Type: UV-1900 Series

[Pass Fail] Model (S/N): UV1900 (A12425780886)

['ethod Summary]

Tille:

Date/Time: 18/07/2022 11:48:28

Comments:

Sample Preparations:

[Instrument Properties]

listrument Type: UV-1900 Series

Measuring Mode: Absorbance

it Width: 1.0 nm

L. ht Source Change Wavelength: 340.8 nm

&R Exchange: Normal

Analysed By : gq L\,a/v’_J Page 1/1 Chec!<ed By :

Date : Date : Se\vtres .

\%tD'(IQDZZ_



LOLIP-20 mg TABLETS
Batch G1822106
S.NO UNIFORMITY
1 102.12
2 99.72
3 99.3
4 100.98
5 100.64
6 100.02
7 103.76
8 100.71
9 100.22
10 99.54
AVG 100.70
STDEV 1.351
[FORMULA AV=KS
K 24
S 1.351
RESULT 3.242 |
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Sample Set Method: 18072022 LOLIP_AS FP SS

: ‘M
/J \%\O(\\QO()/V

i . Method Set / Run

Vial | Vol | Injs SampleName Function Report or Txme
(uL): ‘ Export Method (Minutes)
49 | 20.0 1 | BLANK_AS Inject Controls LOLIP_AS_FP_MSET 20.00
50 |20.0 5 | STANDARD_AS Inject Standards | LOLIP_AS_FP_MSET 20.00
49 1 20.0 1| BLANK_AS Inject Controls LOLIP_AS_FP_MSET 20.00
51 |20.0 1| LOLIP-20_G1822106_SP_01 | Inject Samples LOLIP_AS_FP_MSET 20.00
52 |20.0 1] LOLIP-20_G1822106_SP_02 | Inject Samples LOLIP_AS_FP_MSET 20.00
50 |20.0 1| STANDARD_AS_BKT_1 Inject Standards LOLIP_AS_FP_MSET 20.00
53 |20.0 1| LOLIP-20_G1822106_UC_01 | Inject Samples LOLIP_AS_FP_MSET 20.00
54 |20.0 1| LOLIP-20_G1822106_UC_02 | Inject Samples LOLIP_AS_FP_MSET 20.00
55 ~WZO.O 1| LOLIP-20_G1822106_UC_03 | Inject Samples LOLIP_AS_FP_MSET 20.00
56 |20.0 1 | LOLIP-20_G1822106_UC_04 | Inject Samples LOLIP_AS_FP_MSET 20.00
;7_ 20.0 1| LOLIP-20_G1822106_UC_05 | Inject Samples LOLIP_AS_FP_MSET 20.00
50 |20.0 1| STANDARD_AS_BKT_2 Inject Standards LOLIP_AS_FP_MSET 20.00
58 |20.0 1 | LOLIP-20_G1822106_UC_06 | Inject Samples LOLIP_AS_FP_MSET 20.00
59 |20.0 1| LOLIP-20_G1822106_UC_07 | Inject Samples LOLIP_AS_FP_MSET 20.00
60 |20.0 1| LOLIP-20_G1822106_UC_08 | Inject Samples LOLIP_AS_FP_MSET 20.00
61 |20.0 1| LOLIP-20_G1822106_UC_09 | Inject Samples LOLIP_AS_FP_MSET 20.00
62 |20.0 1| LOLIP-20_G1822106_UC_10 | Inject Samples LOLIP_AS_FP_MSET 20.00
50 20.0 1| STANDARD_AS_BKT_3 Inject Standards LOLIP_AS_FP_MSET 20.00
R Condition Column WASHING SOLUTION_C_MSET | 150.00
: Condition Column | WASHING SOLUTION_D_MSET 50.00
Equilibrate> o SHUTDOWNjVISET o 0.01

&\3\6’\\"” ”




INSTRUMENT METHOD 5%3 5

BECY TGS AT LTS

Instrument Method: LOLIP_AS FP_IM
Stored: 30/06/2022 19:09:59 IST

Method Information
Method Comments  INSTRUMENT METHOD CREATED
Method Modified User KAYAL

Method Locked No

Method Id 1964

Oid Id

Method Version 1

Method Edit User

Source S/W Info Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

W2489 Instrument Setup

Wavelength Mode Single Wavelength

Lamp On On
Channel A

Comment
Wavelength 244(nm)
Sampling Rate 20(points/sec)
Data Mode Absorbance
Time Constant 0.1000(sec)
Autozero On Wavelength Change Maintain Baseline
Autozero On Inject Start Yes

_Analog 1
Sensitivity 2.0000(AUFS)
Chart Polarity Positive (+)

Voltage Offset 0(mV)
Enable Chart Mark Yes

Run Events Yes

Pulse Width 1.0(sec)
Rect Wave Period 0.2(sec)

W2690/5 Instrument Setup

Type W2690/5

Instrument Status On

Channel Name 2690/5

Description 244

Use Channel Monitor On

Monitor Parameter System Pressure
Analysed by : J ‘\loqvc& Checked by :
Date : Date :

\&lert |00 el s,

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\JUL-2022

Report Method: INSTRUMENT METHOD
Report Method ID: 1000
Page: 1 of 3

Printed Date:  18/07/2022
Printed Time: 11:20:56 Asia/Calcutta



Stroke Volume

Chart Out

Syringe Draw Rate
Depth Of Needle
Degas Mode

Pump Mode

Flow

%A

%B

%C

%D

High Limit

Low Limit

Enable Sample Temp
Enable Column Temp
Bubble Detect

Pre Column Volume
Sample Temp Target
Sample Temp Range
Sparge A

Sparge B

Sparge C

Sparge D

Column Temp Target
Column Temp Range
Flow Ramp

Column choice
Column Equil Minutes
Needle Wash

Switch 1

Switch 2

Switch 3

Switch 4

Use Events

Solvent A

Solvent B

Solvent C

Solvent D

Revision History

100uL (flow rates <= 3.030 mL/min)

%A
Normal

0.0

On
Isocratic
1.500
100.0

0.0

0.0

0.0

5000.0

0.0

False

True

True

0.0

-1.0

5.0

0.0

0.0

0.0

0.0

30.0

5.0

2.00

No Change
0.00
Normal

No Change
No Change
No Change
No Change
False

Version 1 30/06/2022 19:09:59 IST User Vallarasan
copied into project. (from Full Audit Trail project)
Version 1 01/06/2022 16:46:25 IST User Vallarasan
into project. (from Full Audit Trail project)

Version 1 02/05/2022 09:06:31 IST User Vallarasan
copied into project. (from Full Audit Trail project)

Date

Analysed by : J Mc.o

(8{‘0’!\9'092

Method (\Hplc\2022\QC_HPL_003\JUN-2022 : 1942)
Method (\Hplc\2022\QC_HPL_003\MAY-2022 : 2289) copie:

Method (\HpIc\2022\QC_HPL_003\APR-2022 : 6916)

Checked by: «
Date : C]Helo-f;m},,

Reported by User: KAYAL (KAYAL)
Report Method: INSTRUMENT METHOD

Report Method ID: 1000

Page: 2 of 3

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\JUL-2022

18/07/2022
11:20:56 Asia/Calcutta



Version 1 20/04/2022 12:33:51 IST User KAYAL Created method 'LOLIP_AS_FP_IM. INSTRUMENTMETHOD
CREATED

Method Version Summaries
Method Type | Method Comments | Wethod Date | Wk
Instrument | INSTRUMENT METHOD CREATED | 30/06/2022 19:09:59 IST

| LOLIP_AS_FP_IM

Method Version Summaries
hodVersnon 5 urceS/Wlnf ; ol
1 | Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Analysed by : S MJ Checked by :

Date [8 t@"] \ B A Date . Cﬁ»‘ﬂb}l}e})_

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\JUL-2022
Report Method: INSTRUMENT METHOD

Report Method ID: 1000 :rg'n”tteeddT'?:qt:f 18/2?2/292: .
Page: 3 of 3 : 11:20:56 Asia/Calcutta



CHROMATOGRAPHIC DATA 7>

Sl PRIMUS

_Lav INECTECEA PAST LT

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:

Injection Volume:

Run Time:

Date Acquired:

Date Processed:

BLANK_AS Acquired By: KAYAL
Control Sample Set Name: 18072022_LOLIP_AS_FP_SS
49 Acq. Method Set:  LOLIP_AS_FP_MSET

1 Processing Methoc LOLIP_AS_FP_PM

20.00 ul Channel Name: W2489 ChA

20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm

18/07/2022 11:30:06 IST

19/07/2022 13:03:27 IST

Auto-Scaled Chromatogram

0.04 J
0.0 |
4 1‘
I
2 o.oo—. s "
I
1 1
-0.02- !
1 |
-0'04_ 1 1 I [ 1 ) ‘ 1 1 | | [ [ 1 ’ 1 [ [l ‘ [ 1 ! | 1 1 | [ 1 1 | [ [ 1 i [ 1 [
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
Peak Results
Name Injection| RT | Area| % Area
1 | ATORVASTATIN CALCIUM 1 8.700
Analysed by: O . \\_ou(ﬁgp Checked by:
. . Date : .
Date . 9eYer \ooo2 30| oHhess

Reported by User: KAYAL (KAYAL)
Report Method: CHROMATOGRAPHIC DATA
Report Method ID: 2747

Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\JUL-2022
20/07/2022

15:36:03 Asia/Calcutta




RSD REPORT >

SAI P RIMILLS

LEFLE ISTCVTEST Py Lres

SAMPLE INFORMATION

Sample Name:  STANDARD_AS Acquired By: KAYAL
Sample Type: Standard Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 50 Acq. Method Set:  LOLIP_AS_FP_MSET
Injection #: 1,2,4,5,3 Processing Methoc LOLIP_AS_FP_PM

Injection Volume: 20.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm

Date Acquired: 18/07/2022 11:51:15 IST, 18/07/2022 12:12:09 IST, 18/07/2022 12:33:05 IST, 18/07/2022
12:54:00 IST, 18/07/2022 13:14:55 IST

Date Processed: 19/07/2022 13:03:28 IST

Auto-Scaled Chromatogram

0.15 é
0.10
N
0.057
] |
o.oo{ ~—J‘;/~‘\f—— — = - G
|
000 200 400 600 8.00 10,00 1200 14.00 16.00 18.00 choo
Minutes
- Peak Name: ATORVASTATIN CALCIUM
| Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 ATORVASTATIN CALCIUM 1 8.709 | 3100559 1.0 4835
2 ATORVASTATIN CALCIUM 2 8.712| 3094531 1.0 4796
3 ATORVASTATIN CALCIUM 3 8.704 | 3091842 1.0 4761
4 ATORVASTATIN CALCIUM 4 8.695| 3083247 1.0 4733
5 ATORVASTATIN CALCIUM 5 8.693 | 3099405 1.0 4748
Mean 8.703 | 3093917 1.0 4775
Std. Dev. 0.008|6941.913
% RSD 0.1 0.2
Analysed by : é ‘QO‘—'} j Checked by (L
Date  DoleT (202t Date SeloF2er .
Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\JUL-2022

Report Method: RSD REPORT SYSTEM SUITABILITY
Report Method ID: 3000
Page: 1 of 1

Printed Date:  20/07/2022
Printed Time: 15:36:51 Asia/Calcutta



CHROMATOGRAPHIC DATA S

Sal PRIMILS

___LLl‘l ENDCOTECR BT LT
SAMPLE INFORMATION
Sample Name: BLANK_AS Acquired By: KAYAL
Sample Type: Control Sample Set Name: 18072022_LOLIP _AS_FP_SS
Vial: 49 Acq. Method Set.  LOLIP_AS_FP_MSET
Injection #: 1 Processing Methoc LOLIP_AS_FP_PM
Injection Volume: 20.00 ul Channel Name: W2489 ChA
Run Time: 20.0 Minutes Proc. Chnl. Descr.: W2489 ChA244nm
Date Acquired: 18/07/2022 13:36:18 IST
Date Processed: 19/07/2022 13:03:28 IST
Auto-Scaled Chromatogram
0.04-
1 |
002 |
I
2 000 }'
1 I
-0.02 ,1
|
000 200 400 600 800 1000 1200 1400 1600 1800 20,00

Minutes

Peak Results

Name Injection{ RT | Area

% Area
EORVASTATIN CALCIUM 1 ‘ 8.7%

=]

Analysed by: . ooy J Checked by :

Date ' 9e\eq \g;gm Date d3t‘ Haeor

Reported by User: KAYAL (KAYAL) ProjectName: 2022\QC_HPL_003\JUL-2022
Report Method: CHROMATOGRAPHIC DATA

Report Method ID: 2747 F’)’r::]“;eddT‘?:qfeef 201/0_7£91232 o
Page: 1 of 1 : 5:37:13 Asia/Calcutta




CHROMATOGRAPHIC DATA .., tF{x:%s

_LEFE ENICOTESE PACT LT

SAMPLE INFORMATION
Sample Name: LOLIP-20_G1822106_SP_01 Acquired By: KAYAL
Sample Type: Unknown Sample SetName: 18072022_LOLIP_AS_FP_SS
Vial: 51 Acq. Method Set:  LOLIP_AS_FP_MSET
Injection #: 1 Processing Methoc LOLIP_AS_FP_PM
Injection Volume: 20.00 ul Channel Name: W2489 ChA
Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm

Date Acquired:

Date Processed:

18/07/2022 13:57:17 IST

19/07/2022 13:03:28 IST

Auto-Scaled Chromatogram

0.15‘» g

©

x

0.10] Il

|

2 a

0'05_, -

] I Fo

] L
..,.».1.>‘|‘,.|.,‘,,“,..,.,‘,\.\|...
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

Date

Peak Results

Name Injection

RT Area | % Area

-

ATORVASTATIN CALCIUM 1

8.695 | 3292050 | 100.00

Analysed by : O- \QQ J

20[07 | 202

Checked by
Date $ﬁ‘°*"&091.

Reported by User: KAYAL (KAYAL)
Report Method: CHROMATOGRAPHIC DATA
Report Method ID: 2747

Page: 1 of 1

ProjectName: 2022\QC_HPL_003\JUL-2022

Printed Date: 20/07/2022
Printed Time: 15:37:44 Asia/Calcutta




CHROMATOGRAPHIC DATA .., PRIMLIS
__LZI‘I' LA Lt i S Il T )
SAMPLE INFORMATION
Sample Name: LOLIP-20_G1822106_SP_02 Acquired By: KAYAL
Sample Type: Unknown Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 52 Acq. Method Set:  LOLIP_AS_FP_MSET
Injection #: 1 Processing Methoc LOLIP_AS_FP_PM
Injection Volume: 20.00 ul Channel Name: W2489 ChA
Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm

Date Acquired:

Da

18/07/2022 14:18:11 IST

te Processed: 19/07/2022 13:03:28 IST

AU

Auto-Scaled Chromatogram

0.15-7 g
©
«©
0.10- B
i | i
0.05-
1
0'00_, !
[ ] | | 1 | [ 1 ( 1 [ x 1 [ | 1 [ I [ 1 l [ 1
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
Peak Results
Name Injection | RT Area | % Area
1 | ATORVASTATIN CALCIUM 1 8.694 | 3283823 | 100.00
Analysed by : J‘ C Checked by:d
: Da : o= ;
Date : 20 \ o7 ]Qo:)/ 2 te Je ‘D'ﬂ}e}/’

Reported by User: KAYAL (KAYAL)
Report Method: CHROMATOGRAPHIC DATA

Report Method ID: 2747
Page: 1 of 1

Printed Date:
Printed Time:

Project Name:

2022\QC_HPL_003\JUL-2022

20/07/2022
15:39:07 Asia/Calcutta




RSD REPORT SAl PRIMUS
_LEFE BICYTECR PAST LT
SAMPLE INFORMATION
Sample Name: STANDARD_AS, STANDARD_AS_BKT _1 Acquired By: KAYAL
Sample Type: Standard “Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 50 Acq. Method Set: LOLIP_AS_FP_MSET
Injection #: 1,2,4,5,3 Processing Methoc LOLIP_AS_FP_PM
Injection Volume: 20.00 ul Channel Name: W2489 ChA
Run Time: 20.0 Minutes Proc. Chnl. Descr.: W2489 ChA244nm

Date Acquired:

18/07/2022 11:51:15 IST, 18/07/2022 12:12:09 IST, 18/07/2022 12:33:05 IST, 18/07/2022

12:54:00 IST, 18/07/2022 13:14:55 IST, 18/07/2022 14:39:10 IST

Date Processed; 19/07/2022 13:03:28 IST

Auto-Scaled Chromatogram

0.5
0.101
2 ]
0.05t
|
] ]1
0.0 ——| ~ O
‘\f v AN
: - : J _— T —————]|
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00

Minutes

Peak Name: ATORVASTATIN CALCIUM

2ole Do2 L

Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 ATORVASTATIN CALCIUM 1 8.709| 3100559 1.0 4835
2 ATORVASTATIN CALCIUM 1 8.695| 3128817 1.0 4787
» 3 ATORVASTATIN CALCIUM 2 8.712| 3094531 1.0 4796
4 ATORVASTATIN CALCIUM 3 8.704 | 3091842 1.0 4761
5 ATORVASTATIN CALCIUM 4 8.695| 3083247 1.0 4733
6 ATORVASTATIN CALCIUM 5 8.693 | 3099405 1.0 4748
~ Mean 8.701| 3099733 1.0 4777
Std. Dev. 0.008 | 15542.345
% RSD 0.1 0.5
Analysed by : o). tﬂ/;"kn Checked by
Date : Date (};«3'—] FHos,

Reported by User: KAYAL (KAYAL)
Report Method: RSD REPORT SYSTEM SUITABILITY

Report Method ID: 3000
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\JUL-2022
20/07/2022

15:39:35 Asia/Calcutta



RSD REPORT e
_LEVE ENICCTECE PR I
SAMPLE INFORMATION
Sample Name:  LOLIP-20_G1822106_UC_04, Acquired By: KAYAL
Sample Type: Unknown Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 55, 54, 56, 53, 57 Acq. Method Set:  LOLIP_AS_FP_MSET
Injection #: i Processing Methoc LOLIP_AS_FP_PM
Injection Volume: 20.00 ul Channel Name: W2489 ChA
Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm
Date Acquired: 18/07/2022 15:00:04 IST, 18/07/2022 15:21:00 IST, 18/07/2022 15:41:56 IST, 18/07/2022
16:02:51 IST, 18/07/2022 16:23:46 IST
Date Processed: 19/07/2022 13:03:28 IST
Auto-Scaled Chromatogram
0.15+ §
0.101 | \
< ] |
0.0Sj ; '\
i { I
1 /A
0.00-—— _4’(}/ | e - L A3 R S ——
1 | ‘ -
!
0.00 2.00 4.00 6.00 800 10,00 1200 1400 16,00 ‘18.|00‘ 20,00
Minutes
Peak Name: ATORVASTATIN CALCIUM
Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 ATORVASTATIN CALCIUM 1 8.693 | 3336856 1.0 4778
2 ATORVASTATIN CALCIUM 1 8.692 | 3258523 1.0 4760
3 ATORVASTATIN CALCIUM 1 8.692 | 3244790 1.0 4758
4 ATORVASTATIN CALCIUM 1 8.693 | 3299625 1.0 4767
5 ATORVASTATIN CALCIUM 1 8.693 | 3288654 1.0 4732
Mean 8.693 | 3285690 1.0 4759
Std. Dev. 0.000|36165.522
% RSD 0.0 1.1
Analysed by: . b«,r,_o\/o Checked by

D
ate PR PST | 200 9

Date d 50‘0’4"9@91_.

Reported by User: KAYAL (KAYAL)

Project Name:

Report Method: RSD REPORT SYSTEM SUITABILITY

Report Method ID: 3000
Page: 1 of 1

Printed Date:
Printed Time:

2022\QC_HPL_003\JUL-2022
20/07/2022

15:40:20 Asia/Calcutta



<

RSD REPORT SAl PRIMIUS

_l.Eil' EOEECFTECR AT LT

SAMPLE INFORMATION

Date Processed: 19/07/2022 13:03:28 IST

Sample Name:  STANDARD_AS, STANDARD_AS_BKT_2 Acquired By: KAYAL
Sample Type: Standard Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 50 Acq. Method Set:  LOLIP_AS_FP_MSET
Injection #: 1,2,4,5,3 Processing Methoc LOLIP_AS_FP_PM

Injection Volume: 20.00 ul Channel Name: W2489 ChA

Run Time: 20.0 Minutes Proc. Chnl. Descr.. W2489 ChA244nm

Date Acquired: 18/07/2022 11:51:15 IST, 18/07/2022 12:12:09 IST, 18/07/2022 12:33:05 IST, 18/07/2022
12:54:00 IST, 18/07/2022 13:14:55 IST, 18/07/2022 16:44:45 IST

Auto-Scaled Chromatogram

0.10-

2 d
0.057

0.15] !

\

0.00 et X,

ya e

T T I T T T I T T T ] T T T T

T 1
0.00 2.00 4.00 6.00 8.00

T T T T T T T
10.00 12.00 14.00 16.00 18.00 20.00

Minutes

Peak Name: ATORVASTATIN CALCIUM

o Peak Name Injection| RT | Area | USP Tailing| USP Plate Count
1 | ATORVASTATIN CALCIUM| 1  |8.709| 3100559 1.0 4835
2 |ATORVASTATIN CALCIUM| 1  |8.694| 3135173 1.0 4757
3 |ATORVASTATINCALCIUM| 2 |8.712| 3094531 1.0 4796
4 | ATORVASTATINCALCIUM| 3 | 8.704| 3091842 1.0 4761
5 | ATORVASTATINCALCIUM| 4  |8.695| 3083247 1.0 4733
6 |ATORVASTATIN CALCIUM| 5 |8.693| 3099405 1.0 4748
" Mean 8.701| 3100793 1.0 4772
Std. Dev. 0.008 | 17950.898
% RSD 0.1 06
Analysed by: 5 WTJ Checked by:
Date L 20(en [pYXI Date : Cﬁgc}mﬂwh_

Reported by User: KAYAL (KAYAL)
Report Method: RSD REPORT SYSTEM SUITABILITY

Report Method ID: 3000
Page: 1 of 1

Project Name: 2022\QC_HPL_003\JUL-2022

Printed Date: 20/07/2022
Printed Time: 15:42:02 Asia/Calcutta



RSD REPORT SAl PRIMIL.
_LEFE ERCOTER P LT
SAMPLE INFORMATION
Sam pleiName: LOLIP-20_G1822106_UC_07, Acquired By: . KAYAL
Sample Type: Unknown Sample Set Name: 18072022_LOLIP_AS_FP_SS
Vial: 58,61, 59, 60, 62 Acg. Method Set: LOLIP_AS_FP_MSET
Injection #: 1 Processing Methoc LOLIP_AS_FP_PM

‘Injection Volume:

Run Time:

Date Acquired: -

Date Processed:

20.00 ul
20.0 Minutes

Channel Name:
Proc. Chnl. Descr.:

W2489 ChA
W2489 ChA244nm

AN
18/07/2022 17:05:40 IST, 18/07/2022 17:26:35 IST, 18/07/2022 17:47:31 IST, 18/07/2022

18:08:26 IST, 18/07/2022 18:29:22 IST
19/07/2022 13:03:28 IST, 19/07/2022 13:03:29 IST

Auto-Scaled Chromatogram

1 ]
0.157
0.101
- ]
< |
0.05
0.007——" "y mon
i
000 200 400 " 60 | 800 | 1000 1200 400 1600 18,00 20,00
Minutes
Peak Name: ATORVASTATIN CALCIUM
‘ﬁ Peak Name Injection | RT Areaj
1 ATORVASTATIN CALCIUM 1 8.692 3268251J
2 ATORVASTATIN CALCIUM 1 8.693 | 3390388
3 ATORVASTATIN CALCIUM 1 8.696 | 3290881
4 ATORVASTATIN CALCIUM 1 8.695| 3274873
5 ATORVASTATIN CALCIUM 1 8.694 | 3252574
Mean 8.694 | 3295393
Std. Dev. 0.001|54853.576
% RSD 0.0 17 |

Analysed by: J - MJ

Checked by:
Date : (ﬁ&c‘o‘#’lw_-;)__

Reported by User: KAYAL (KAYAL)
Report Method: RSD REPORT

Report Method ID: 5615
Page: 1 of 1

Project Name: 2022\QC_HPL_003\JUL-2022

Printed Date: 20/07/2022
Printed Time: 15:46:10 Asia/Calcutta



RSD REPORT

S480 PRIMNMILIS

_LEFE BNCTTESDR PR LT

SAMPLE

INFORMATION

Sample Name:

Sample Type: Standard
Vial: 50

Injection #: 1,2,4,5,3
Injection Volume: 20.00 ul
Run Time: 20.0 Minutes

Date Acquired:

Date Processed:

STANDARD_AS, STANDARD_AS_BKT_3

Acquired By: KAYAL

Sample Set Name: 18072022_LOLIP_AS_FP_SS

Acq. Method Set:

LOLIP_AS_FP_MSET

Processing Methoc LOLIP_AS_FP_PM

Channel Name:
Proc. Chnl. Descr.:

W2489 ChA
W2489 ChA244nm

18/07/2022 11:51:15 IST, 18/07/2022 12:12:09 IST, 18/07/2022 12:33:05 IST, 18/07/2022
12:54:00 IST, 18/07/2022 13:14:55 IST, 18/07/2022 18:50:20 IST

19/07/2022 13:03:28 IST, 19/07/2022 13:03:29 IST

Auto-Scaled Chromatogram

2 ls7{ 2009

0.15
0.101
2 005
1
oor— w s :
: |
|
000 2,00 4.00 600 800 1000 1200 1400 1600 1800 2000
Minutes
_ Peak Name: ATORVASTATIN CALCIUM
Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 ATORVASTATIN CALCIUM 1 8.709 | 3100559 1.0 4835
2 ATORVASTATIN CALCIUM 1 8.698 | 3163085 1.0 4826
3 |ATORVASTATINCALCIUM| 2 |8.712| 3094531 1.0 4796
4 ATORVASTATIN CALCIUM 3 8.704 | 3091842 1.0 4761
5 ATORVASTATIN CALCIUM 4 8.695 | 3083247 1.0 4733
6 ATORVASTATIN CALCIUM 5 8.693 | 3099405 1.0 4748
Mean 8.702 | 3105445 1.0 4783
Std. Dev. 0.008 ({28912.410
| % RSD 01 | 09
Analysed by : pe g bDu-ry, J Checked by :
Date Date : dJOh‘H&@M.—

Reported by User: KAYAL (KAYAL)
Report Method: RSD REPORT SYSTEM SUITABILITY

Report Method ID: 3000
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2022\QC_HPL_003\WJUL-2022

20/07/2022
15:46:37 Asia/Calcutta




PROCESSING METHOD

cn T - A4

Sl PRIMILY

_LEFE EICTECH AT LT

Processing Method: LOLIP_AS FP_PM
Type: LC Stored: 18/07/2022 15:49:56 IST

Method Information
Method Comments

Method Modified User
Method Locked
Method Id

Old Id

Method Version
Method Edit User
Source S/W Info

Integration Algorithm

MS Ret Time Window

MS Ret Time Presearch

MS Search Depth’

Start Mass Limit

End Mass Limit

PBM Search Mode

Duplicate Spectra

PBM Reference Sets

Search Threshold

Noise Baseline

Peak Separation

Baseline Multiplier

Spectra To Average

Noise Threshold

Combine Type

Expected Mass Peak Separation
Expected Mass Calculation Type
Include the uncorrected Target or Base Mass in the list of expected masses

PROCESSING METHOD
CREATED

KAYAL

No

6244

5268

7

Empower 3 Software Build 3471
SPs Installed: Service Release 3
DB ID: 2530846615
Traditional

10.0

No

3

(m/z)

(m/z)

Pure

No

SET1

50.000(% )

(min)

1.0000(Da)

1.000

5

0.000(% )

Average

1.00(Da)

None

No

Expected Mass Base Value 100.00(Da)
Expected Mass Base Intensity 80.0(%)
Centroid Center Type Centroid Top(%)
Centroid Top (%) 80.00
Centroid Intensity Heights
Min. Peak Width at Half-Height 0.500(Da)
Smoothing Type None
Average By None
RT Window % 5.00
Analysedby: . ltoy Y Checked by
Date : . Date : Ciéolﬂ‘?bwb
QotOW \ 202 2
Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\JUL-2022

Report Method: PROCESSING METHOD

Printed Date:  20/07/2022

Report Method ID: 1001

. Titia:
Page: 1 of 4 Printed Time

15:47:15 Asia/Calcutta



Update RT Never
CCalRef1

Include Internal Standard Amounts in Amount Calculation Yes
Vial/Default Value Type Amount
RT Reference Used to Name Unnamed Peaks by RRT

_System Suitability Information

Void Volume Time 0.100(min)
Calculate Suitability Yes

Flag Outside Yes
Calculate Unknowns Yes
Pharmacopoeia All
Tangent Percent (USP Plate Count) 61
Tangent Percent (USP Resolution) 50
Calculate USP, EP, and JP s/n No

Use noise centered on peak region in blank injection Yes
Half Height Multiplier for USP s/n Noise Region

Half Height Multiplier for EP s/n Noise Region

Half Height Multiplier for JP s/n Noise Region

Noise Value for s/n

% Runtime 5.0
Maximum Noise

Maximum Drift

Baseline Noise Minimum 30 Seconds
Baseline Start (min)
Baseline End (min)
Calculate Peak Statistical Moments No

Integration Parameters
Minimum Area  10000(uV*sec)
Minimum Height 0(uV)
Threshold 10.000(uV/sec)
Peak Width 100.00(sec)

Integration Events

Valley to Valley 20.000

o
o i
o
=}

i 0.
12/ 0.000 | Inhibit Integration 7.900
3| 9.400 | Inhibit Integration 20.000

Component Table

> || ATORVASTATIN CALCIUM 8.700 0.615 | Closest Yes

Analysed by: O - \1% Checked by :
Date : op|e -( 29 T Date ; bD'o'ﬂmﬂ,
Reported by User: KAYAL (KAYAL) ProjectName: 2022\QC_HPL_003\JUL-2022

Report Method: PROCESSING METHOD
Report Method ID: 1001
Page: 2 of 4

Printed Date:  20/07/2022
Printed Time: 15:47:15 Asia/Calcutta



1.000000 1.0000 | No | No Single

i Component Table

B

Processing Method Group 'Name Groups' table contains no data.

Processing Method Group 'Time Groups' table contains no data.

Processing Method Group 'Suit Limits-'ATORVASTATIN CALCIUM" table contains no datz
Processing Method Group 'Relative Limits-ATORVASTATIN CALCIUM' table contains no dat:
Processing Method Group 'Def Amts-ATORVASTATIN CALCIUM' table contains no dat:

Processing Method Group 'Primary Peaks (Primary MS lons)' table contains no data.

Noise and Drift Parameters

Calculate Detector Noise and Drift No
Detector Noise and Drift Start Time (Minutes)
Detector Noise and Drift End Time (Minutes)

Detector Noise and Drift Segment Width 60(sec)

Concentration Smoothing/Offset Parameters

Time Offset 0.000(Minutes)
Smoothing Type None

Smoothing Level None
Empty parameters supersede the derived channel's smoothing and offset parameters No

Impurity Parameters
Calculate Total Impurities No Qualification Threshold
Impurity Response Total Impurities Threshold
w Value Maximum Impurity Threshold
Main Component
Reporting Threshold 0.05
Identification Threshold

Excluded Component Types
Internal Standard Peaks

Revision History
Version 7 18/07/2022 15:49:56 IST User KAYAL PEAK WIDTH CHANGED

Analysed by: J. &p‘/-ﬂ,J ghtecke"d by.: CB
Date : 2.9\@'] \ Doy ae : Solotyey,

Reported by User: KAYAL (KAYAL) Project Name: 2022\QC_HPL_003\JUL-2022
Report Method: PROCESSING METHOD Printed Date:  20/07/2022

Report Method ID: 1001 . . e .
Page: 3 of 4 Printed Time: 15:47:15 Asia/Calcutta



Version 6 09/07/2022 20:09:39 IST User KAYAL
Version 5 09/07/2022 18:13:26 IST User KAYAL
Version 4 09/07/2022 09:22:00 IST User KAYAL
Version 3 08/07/2022 14:30:58 IST User KAYAL

PEAK WIDTH CHANGED
PEAK WIDTH CHANGED
PEAK WIDTH CHANGED
PEAK WIDTH CHANGED

Version 2 30/06/2022 19:09:59 IST User Vallarasan Method (\Hplc\2022\QC_HPL_003\JUN-2022 : 1917)

copied into project. (from Full Audit Trail project)

Version 2 01/06/2022 16:46:20 IST User Vallarasan Method (\Hplc\2022\QC_HPL_003\MAY-2022 : 2615)

copied into project. (from Full Audit Trail project)

Version 2 02/05/2022 09:06:54 IST User Vallarasan Method (\Hplc\2022\QC_HPL_003\APR-2022 : 7500)

copied into project. (from Full Audit Trail project)
Version 2 22/04/2022 09:33:16 IST User KAYAL

PEAK WIDTH CHANGED

Version 1 20/04/2022 13:26:05 IST User KAYAL Created method 'LOLIP _AS_FP_PM. PROCESSING

METHOD CREATED

Method Version Summanes

Method Comments. | Method Da

1| LOLIP_AS_FP_PM Processing PROCESSING METHOD CREATED | 18/07/2022 15:49:56 IST | KAYAL

2 LOLIP_AS_FP_PM | Processing | PROCESSING METHOD CREATED | 09/07/2022 20:09:39 IST | KAYAL

3| LOLIP_AS_FP_PM | Processing | PROCESSING METHOD CREATED | 09/07/2022 18:13:26 IST | KAYAL

‘4 LOLIP_AS_FP_PM | Processing | PROCESSING METHOD CREATED | 09/07/2022 09:22:00 IST | KAYAL

5 LOLIP_AS_FP_PM | Processing PROCESSING METHOD CREATED | 08/07/2022 14:30:58 IST | KAYAL

§ LOLIP_AS_FP_PM | Processing PROCESSING METHOD CREATED | 30/06/2022 19:09:59 IST | KAYAL

7.| LOLIP_AS_FP_PM | Processing PROCESSING METHOD CREATED | 30/06/2022 19:09:59 IST | KAYAL

Method Version Summaries

Method Id | Old d [ Method Version
6244 5268 -
2| No 5268 | 5245 6
3 No 5245| 5128 5
4[N 5128 | 5048 4
?‘NO 5048 | 1960 3
6] No 1960 | 6938 2
7| No 1959 1

Method Version Summanes

Source S/W Info

Empower 3 Software BU|Id 3471 SPs Installed: SerV|ce Release 3 DB ID 2530846615

| Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

1

2

'3

4 Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615
5

6

7

Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Analysed by: OJ- WJ

Date 3 20[97\2029,

Checked by
Date C); Solotre,,

Reported by User: KAYAL (KAYAL)
Report Method: PROCESSING METHOD

Report Method ID: 1001
Page: 4 of 4

Project Name: 2022\QC_HPL_003\JUL-2022

Printed Date:  20/07/2022
Printed Time: 15:47:15 Asia/Calcutta



[ SAI PRIMUS LIFE BIOTECH PVT LTD Issued by QA/Date:
~ e Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 1 of 6 A LA \/Q’,GVL
E Estate,Villianur Commune, Puducherry-605009 {}DD‘Db - n*)@’

W i " I3 X
No.: F/QCMB/006/02
SAl PRIMUS MICROBIAL LIMIT TEST 9 "
Revision No.: 01
MICROBIAL LIMIT TEST REPORT Review Period: 02 years
TITLE: 3
Effective Date: ailotlo o0 |

MICROBIOLOGICAL TEST REPORT

Name of Product: 1—0“ D 990 m%
Type of Product: Cind
iniched . pxoduct
Batch No./ Lot No. G 1R 2210 b Quality Control A.R. No. F/’Ol Q?)Oruzg,/o (
Microbiology A.R. No. M| 072210045 Mfg. Date T A - 200 Exp.Date Jum- 204
Date of Receipt 99)01] 2020 Date of test | 9 5\ | 2020 Date of Completion O_QIO 1 |000p_
'S.No: Test Required * Result Specification °
1. Total aerobic microbial count Not more than jo0Q _cfugorml.
20Cku | 9~ =
2. Total yeast and mould count 210 Cgy I‘g/ Not more than loQ cfu g or mt
3. Pathogens
a.E.coli /3’20 o |- Should be absent in g or ml
b.Salmonella sp. /949/8/6 N Should be absent in 10g or 10ml
c.Pseudomonas aeruginosa (Ho3o + Should be absent in g or ml
d.Staphylococcus aureus Hogen o Should be absent in g or ml
e.Shigella sp. NP Should be absent in 10g or 10ml
f.Enterobacteria N Not more than NG cfugorml/
Should be absent in g or ml
Analysed by: e 4@'// Reported by: O @’) Checked by: -
Date: 25k 9—/ o022 Date: 2 &[oileone - Date: 30\04_‘% -




R SAI PRIMUS LIFE BIOTECH PVT LTD
C § i, Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 2 of 6
iy Estate,Villianur Commune, Puducherry-605009

SAl PRIMUS No.: F/QCMB/006/02
LIFE BIOTECH PVT LTD MICROBIAL LIMIT TEST
Revision No.: 00
MICROBIAL LIMIT TEST REPORT Review Period: 02 years
TITLE: :
Effective Date: g\lo\ 1202\
MB\MeP)0o3
Media and Accessories used: (WA Wop) 005~
Autoclave Id. No: s\ Bk \Qoao Micropipette Id. No: N\B\ Mop\ Dob
: ‘ : o Media Preparation Details :
S.No. |  Name of the Media ' Media Batch No.
= e G . Date Sterilization cycle No.
1 SCDM
02 )og [ 2000 MS-20—onol | mpleelasoyd
2 BSC-Peptone NP NB- N
3 SCDA ;
oologlonon . | MS-22-00% | mploofesm
4 SDA
09 lad IQOQO/ M S0 9 - Q200 Mplﬂﬂl Q53>
5 ' MCB ' : :
03 latlomo | Ms-29-0002 | mplon|asy
6 MCA ; )
0aloglo0m | Ms22-poen M2 | 052
7 RVSE NE B NG
8 XLDA
Yoo [oann NPy MD\QQI Oe2~
TN LT} o5 I 7 J
9 ‘ MSA
Ql]o#!DQD,Q, MS3-20-0199 mploo] aso.
10 CA
91 |agloano mMe-20-0199 | mipleg] osol
11 GN Broth £
12 XLDA \
Y]
13 EE Broth - e
14 VRBGA \/

QJ'E J

Note: Rappaport Vassiliadis Salmonella Enrichment Broth (Readymade form): 28 /"O 7 / 0000
: 0 . . .

Media Mfg.: v/ mo_ﬁdz a3 Media Lot No:2uSE2-2(bo Expiry at: “"” IQQQ £

Note: GN broth (Readymade form):

Media Mfg.: ~ P Media Lot No: NE2) Expiry at: __ NP




SAI PRIMUS LIFE BIOTECH PVT LTD

<’=\ ‘-2:\_\ Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 3 of 6
by b Estate, Villianur Commune, Puducherry-605009
SAl PRIMUS MICROBIAL LIMIT TEST No.: F/QCMB/006/02

LIFE BIOTECH PVT LTD

Revision No.: 00

MICROBIAL LIMIT TEST REPORT Review Period: 02 years

LRELES Effective Date: 9\{51 100 |
S. No. *  Temperature Incubator Id. No.
1 3035°C * ,
m | poplaa2—
2 20-25°C
. e MB]oabfagt
M, [Batao
LAF Id. No: \&\ [ pr) Dol BSCId. No: N\ | 0oL
a) Sample Preparation.
Take|©, (1138 10g/komtof sample and dissolve in 90 /100 ml Buffered sodium chloride- peptone
solution pH 7.0. or suitable mixer.
b) Procedure:
Pipette 1ml of the diluted sample in to each of four sterile Petri dishes.
Promptly add two plates with 15-20ml of Soyabean casein digest agar and two plates Sabouraud
Dextrose agar that previously has been sterilized and cooled to approximately 45°C.Cover the Petri
dishes, mix the sample with agar by tilting or rotating the dishes and allow the contents to solidify at
Room temperature. Invert the Petri dishes and incubate the Soyabean casein digest agar at 30 - 35°C
for 3- 5 days and 20 - 25°C for 5-7 days for Sabouraud Dextrose agar.
¢) Pathogen Testing for E. coli, S. aureus & P.aeruginosa:
Take 10 ml of diluted sample (Solution A) transfer in to 90 ml of Soyabean casein digest medium and
incubate at 30 -35°C for not less than 18-24 hours.
d) Pathogen testing for salmonella abony / Shigella Species...
Take | Q. 4901y 10g /40ml-of sample and dissolve in 90 /100 ml of Soyabean casein digest medium
incubate at 30 -35°C for not less than 18-24 hours.
e) Pathogen Testing for Enterobacteria gram negative:

Take NP 1.0 g, 0.1 g,0.01 gand 0.001 gor 1.0 ml, 0.1 ml, 0.01 ml, and 0.001 ml Suitable
quantity of sample transfer in to Enterobacteria Enrichment Broth (EE Broth) Incubate at 30° to 35° for

24 to 48 hours.
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial
Estate,Villianur Commune, Puducherry-605009

Page 4 of 6

SAI PRIMUS

LIFE BIOTECH PVT LTD

MICROBIAL LIMIT TEST

No.: F/QCMB/006/02

TITLE:

MICROBIAL LIMIT TEST REPORT

Revision No.: 00

Review Period: 02 years

Effective Date: p\lo) |p ont

TAMC & TYMC :

: Incubation details Incubated on Observed on s
: : G : ‘ Done by | OPserved
~ Tested for : : Yi
: v Temp. D Date Time Date Time : by
(0 | (days) .
TAMC 30-35 3-5 d e (D Loy —
03 )orf |00 1 18-06 | 0 Qlogl @022y 1445 |9a)oilo0ss| 280z | 2000
TYMC 20-25 5-7 | ) O—{ Q’[’g—-’
lotloa22] 16502 nglazlap | 14120 |qajey 1202 8 loflocme
Enrichment :
i Incubation details Incubated on Observed on Lial
o ' i ! - | Observed
. Tested for ‘ e , Done by
o : 'Temp. Duration Date Time Date Time . by
(C) | (hours)
Pre enrichment for
E. coli, L 5
P. aenfg?illzosa, 303 1824 &[/@/ @ /W
S. aureus 90 |rtloong | 18 :0blockrloaps 1215112 ilaoog] 2sforlacop.
Pre enrichment ! ‘ ” » N
for Salmonella abony | 30-35 18-24 /”}'/ @'%2
e : L wlo1bazp| 2alotl202z)
& Shigella Species ;’B!n#lom’)ﬂ 180 0"3.'("1.!'7”% |5 2la1/2022
Enterobacteria gram 30-35 24-48 p 6
negative X
' ()
Test for Specified Microorganisms: 2% a1/200p

1.  E. coli: Transfer 1 ml of enrichment sample to 100 ml of Mac Conkey broth and incubate at 42-44°C
for 24-48 hrs. After incubation, subculture on Mac Conkey agar and incubate at 30-35°C for 18-72

hrs.

2. Salmonella sp.: Transfer 0.1 ml of enrichment sample to 10 ml of Rappaport vassiliadis salmonella

enrichment broth and incubate at 30-35°C for 24-48 hrs. After incubation subculture on Xylose lysine

deoxycholate agar and incubate at 30-35°C for 24-48 hrs.

3.  Pseudomonas aeruginosa: Subculture on plate of cetrimide agar and incubation at 30-35°C for 18-72

hrs..
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial
Estate, Villianur Commune, Puducherry-605009

Page 5 of 6

MICROBIAL LIMIT TEST

No.: F/QCMB/006/02

MICROBIAL LIMIT TEST REPORT

Revision No.: 00

Review Period: 02 years

TITLE: Effective Date: g{lo} | =021
4. Staphylococcus aureus: Subculture on plate of mannitol salt agar and incubation at 30-35°C for 18-
72 hrs. D
5.  Enterobacteria gram negative: Subculture on a plate of Violet red bile glucose agar with dextrose.
Incubate at 30° to 35° for 18 to 24 hours. Growth of well-developed reddish colonies of Gram
negative bacteria is considered positive.
6.  Shigella Species: Transfer 1 ml of enrichment sample in100 ml or 0.1ml to 10 ml of GN broth and

incubate at 30-35°C for 24 to 48 hours. After incubation, Subculture on Xylose lysine deoxycholate

agar and incubate at 30-35°C for 24 to 48 hours.

Test for Specified Microorganisms:

, : _ |selective Incubaﬁmn Incubated on Observed on Observed
L ! Details : ‘Done by
flested for Media | Temp. | Duration| pate | Time | Date | Time by
‘ (°C) | (Hours) .»
MCB | 42-44| 24-48 | = | (YL
E. coli ' _Qg)vqlf)ﬂOD 1 622 yilarloos {4110 |26[01 | a0z Qﬁ)w’ﬁ%
MCA | 30-35| 18—72 At (O ledo—
o -t)a1log0n {bogloglaslonnl 18108 |27l07(2002 ogJog 2022
Samonella | RVSE | 30-35| 24-48 9”%" (s
2alsthmg | b2 o1heloggl 1120 6250071290249 o7 ]p0pp|
Species. SV ot
XLDA | 30-35| 2448 Wﬂéej @ ta—
tlatlonos | 14267 lno ko | 18708 21712022 | 2gfoztaoos
S. aureus MSA | 30-35| 18-72 " @+ @ lig—
mrhq!f)cnf/ [6:3 f)R‘Lw:,thgql [H2 1D (250712027 20lod e
P. aeruginosa | CA 3035 18-72 O ta— @“ﬂgf;—)
m:jm!nmg Jh:51 loeloglown |1y sin 2510'1(2@2/ oglug{022|
GN 3035 | 2448 | F—0
Shigella —— —
Species. ,
XLDA | 30-35| 24-48 P~ |
Enterobacteria )
gram negative | VRBGA | 3035 | 18224 T~ |

28007[200,

<




SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial
Estate, Villianur Commune, Puducherry-605009

Page 6 of 6

SAI PRIMUS

MICROBIAL LIMIT TEST

No.: F/QCMB/006/02

LIFE BIOTECH PVT LTD

MICROBIAL LIMIT TEST REPORT

Revision No.: 00

Review Period: 02 years

TITLE: Effective Date: wilol 1 9021
Observation:
Parameter TAMC TYMC :
- Plate 1 Plate 2 Plate 1 Plate 2
Count per plate . ol i 2|
Average o 2|
Calculation:
TAMC: Average Count X Dilution factor= a2 Countxl0=__ o 0 cfu/gm/ml
TYMC: Average Count X Dilution factor=__ <\  Countx10=__ < (0 cfu/gmAnl-
- Test for Speéiﬁed Microorganisms 3
Enrichment and Conformation Test:
MCB | MCA RVSE XLDA MSA CA GN Broth | XLDA | EEBroth | VRBGA
0 by x % hs N N N e NH
1) Positive Control: Shown growﬂﬂ/ not shewn-grewth.
2) Negative Control: Shown-growth / not shown grﬁ%.
Note: V- Shown Growth, X - Not Shown Growth

Result: The above sample coﬂ‘ﬁes/dees—ﬂe{—eemply with the Specification No.

1& Lg_}gj (4 L as per IP/BP/USP/IHS.

Analysed by: ﬁ,,//g/)
Date: 9_3/07/9022

Reported by: (e ow
Date: 28[o1l2000

Checked by: -
Date: Gl; 3“'l"'-7—£tmy

§

e




(A unit of Dove Chemicals Ltd.)

Test Report

Dove Research & Analyrics

A Govt. Approved GLP Certified, and FSSAI Approved Laboratory

A Govt. Approved

GLP Certified, 1S/ISO/EC
17025 Accredited and

FSSALl Approved Laboratory
NABL Certificate No. : T-5978,
(FSSAI No. : 30/N/FSSAI/2016)

A.R. No. : DA/FP-180722/005

1. SAMPLE SENT BY: SAI PRIMUS LIFE BIOTECH PVT. LTD
FACTORY: R.S. No 4/3, PLOT No.33,
KURUMBAPET INDUSTRIAL ESTATE
VILLIANUR COMMUNE, PUDUCHERRY-605009

4. NAME OF SAMPLE: LOLIP 20 MG TABLETS

3. SAMPLE RECEIVED ON: 18/07/2022

5. Detail of Raw-material/ final product (in-bublk/finished pack)

() Manufactured by: N.M.

(¢) Mfg. Lic. No.: N.M.

(d) Sample Qty.: 50 Tablets

(f) D/M: 07/2022

0. Analysis Started On: 19/07/2022
8. Date of Amendment: N.A.

9. Protocol of test applied: USP 42/NF-37

2. Ref No.: N.M.

(b) Batch No.: G1822106
(e) B. Size: N.M.

(g) D/E: 06/2025
7. Analysis Completion On: 21/07/2022

10. Issue Date : 22/07/2022

Description: Light yellow colour round shaped biconvex film coated tablet breakline on one side and plain on other side.

Average weight : 191.30 mg
CONTENTS

Related Substances (by HPLC)
Atorvastatin amide

Atorvastatin Related compound A
Atorvastatin pyrrolidone analog
Atorvastatin Related compound B
Atorvastatin Related compound C
Atorvastatin pyrrelidone lactone
Atorvastatin Related compound H
Atorvastatin epoxy pyrrolooxazin
6 hydroxy analog

Atorvastatin methyl ester
Atorvastatin epoxy pyrrolooxazin
7hydroxy analog

Atorvastatin epoxy THF analog
Atorvastatin Related compound D
Atorvastatin tertbutyl ester

Auny other unspecified
degradation product

Total degradation products

OBTAINED

0.04 %

Not Detected
Not Detected
Not Detected
Not Detected
Not Detected
0.08 %

Not Detected

Not Detected
Not Detected

Not Detected
0.02 %
Not Detected
0.04 %

0.23 %

LIMIT

NMT 0.5 %

NMT 1.0 %
NMT 0.5 %
NMT 0.5 %

NMT 1.0 %
NMT 0.5 %

NMT 0.2 %

NMT 4.0 %

;&'S‘pcr party Requirements

(add. Person incharge)
‘Authorised Signatory

OUR MISSION : OUR AIM 1S TO BECOME THE MosT ECONOMICAL, EFFICIENT & RELIABLE TESTING FACILITY FOR DRUGS, WATER & FooD.

Plot No. : 298, Industrial Area, Phase Il, Panchkula - 134 109 (Haryana)

Tel. : +91-172-2595298, 5010126 E-mail : drachd@gmail.com

URL : www.doveresearchlab.com



Dove Research & Analytics
Panchkula (Haryana)

Confidential DRA

Worksheet — Finished Product (Tablets/Capsules)

Worksheet ID X 2211 58 A.R. No. O ‘ (¥ 1K067122 foe
DRA-FP-
Sample Received On \%\&;1 l"),’L Reference No.
Name of Sample le h 20 v gk 5
M.L.No BNo. Gl%22 o6
Sample Qty. < “Tahs B.Size -
Mfg. Date | J 3o B Exp. Date o6 I 2S5
Analysis start Date iglor 21 :i&‘::;lysm sontpletion 2\ 0?2
Protocol of Test Applied e per LSP
Description: u(\;(«-& Yellno  celeur  sound §hefed  biconver Ol caed AT Lok L
o o 51';[’4 end  plond  em  Ginedber orle.
Observation Limits Analysed By
Identification
Average weight ded ]
- 19630 o p
Average Fill T
Uniformity of weight — |Plewasdhin Al ool ,
= | Aeysaadedin Relisel {mu"m\..ﬂ A ot pelecked
Uniformity of content Morvededin pygeii Sovu unAJ Spant Dkecded NRT o, /
- 1 Aowveadehin Llekd ¢ mh § B > ot pokecked
Dissolution ~ | Aoworhbin felokd @rpud € > pdd pesefed. l
- A"L”V"%‘ﬁ J\qm!’l «‘h« {ecbimi => Aol DgLﬂ’wg )
Disintegration Time — Plewarkde Ll comppund H > de03 o pent Lo, \}(U“\h
N
- oﬁk\vw‘z}l'\ fﬁs\!j 'nam‘dm.m\ A ; iz Dl pder Ao ‘\/ .
Loss on Drying / Water Ry el }1\0’4 4
= A‘(L\?uv‘dm m o st m"«{‘f;ﬂ §
Related Substances — [Merbidea fhury by ylemean T -
(For RS by HLPC/GC, use ML‘»’UJ an ,_J‘J:/ = pod ekedd MT 0y -
separate sheet, if required)
' w [Peweden flocy By THE S ot p e MHCT L6
Assay : )
Labeled ingredients Result Label Claim Limit Analysed By
Mowasdabin Gebided @paed D > | @02 o R
Aot dolin ’T:'l““ IWJ:'] i Ok = Mok sakec H.(! L \'\, ,J
s "\/\ A '/
Arry oty taspafied disadha frnded 157 5 01, NET 02 -,
s v SN RN (VW 72 Bl (/Lq’
) =2 0. .0x 1. - s e U N 23/\0’}
TGLL O, [hen fosddt > | 0.22.]. peey M0

Sample referred-above is of standard quality / not of standard ¢

Chi’?(cd By / Date:
Formag Ny SO 12404103

¥ w‘f(ﬁ wrdten M""*O“‘
Jl's'Hn,

vmhty as per above speclﬁc.atlong )

Reviewed By/ Date:
AN
Page No. lof ; \\)’,\\



234892

Dove Researcl & Analyrics ']
Panchkula (Haryana)

Please mention test parameter, equipment ID, working std potency, standard weight and dilutions, test sample weight and dilutions

and any other relevant parameters,

Calculations

ARNo.: DA <150322 [4os

Test Parameter (s)

Observation (s) & Calculation (s)

Analysed
By / Date

63 e
Sz« fem
jAM’\(LU«(/\"f j 0

Ae

/ Dl( ulv&
3 wideb, ’/'47

A Sheed

Sheadod  oofubiim

CJHWUJ’D ,‘jﬂ\{lh‘k( (‘(mﬁt\'h‘m 5 G’h'ncél\t'f\fl"‘
/)A'VJ e, '[) "fﬁ C—'rc‘l’)‘.m fj

P)c/, qycfv'c»« j

gO{L\L\W /f’ﬂ.}}(,‘zJ"l:yy‘

Belang T.0

r@/ o rk)

iyt

no. DA /FP ~(£0921 /sz‘f

“Terdt (i)

e St atictics

So(ubim - A R

/

——==== Statistics --———- -5 g7 2022 12:45
Balance Type ROIBIDU  yeignBridge SHR:
WeighBridge SNR: | B548764715
BI4BYEAVIS  torminal SHR: BS4E7E4TIS
Terminal SNR: BS48764715  p.jamce ID AE-04
Balance ID AB-B4 1 77.95 mg
1 %.82664 g ) 8,75 mg
i - n 2
% 3.826040 g ” 259,348 myg
BT i ST T e S T R T e e e
s.rel ey sirel = e
Hin 5.82604 g Min 6,72 mg
Hax 8.82604 g Hax 477.95 mg
Diff. 8.06800 g Diff. 477.22 mg
Sur 5.82604 g Sum 475,68 mg ‘ ‘(@)\ Y“ j\
b
Signature e ] M
et o v""“ :,1gnatur_wp \ 0,/},\ o
..-'.W‘.’..... .'l.l “ e W\'y?:';llll. ZD
T : ST\ |
y
[\j | = I Iy
“=f! \
Checked By / Dhte,: Revie fpate:
, ( & o Xa B W
. l Page No. ........ of s

Format No: SOP-QA012/F05/04

|



Dove Research & Analyrics

Panchkula (Haryana)

Calculations

Please mention test parameter, equipment ID, working std potency, standard weight and dilutions, test sample weight and dilutions
and any other relevant parameters.

ARNo.: DA [FP —(o"o’Jrlz.)m;.r

2’) ;:.“‘ -

Test Parameter (s)

Observation (s) & Caleulation (s)

Analysed
By / Date

{j Tea d

Y

~p
9&"";4/(!

e o}
Mig

|C .
Lo lunns

Suadebd

: B2d J¢vo |
Avg. wi- 3826 ¥ I g1 300 my -
f Do debleks . %8
& 1813 oy
Pr(’_.}yo w\}‘).(/v\ M‘ﬂ\ Getl Y‘J""QD 43z, 22 Nj if

v o v urefnt 7’/owl<
UA‘(H‘ ?D 0 t‘/(&*“l c \0

(n

d

(] ./0 d/w’ L3 Me J«&r\ t‘L-J-(—j (/FV

D i fwke w i€ ,Dl‘((/v-*v"t do

(I)am e gofuhin _/[.,74‘

a9

J:- e j QYUY _Ln /W’ i

Checked Bz / Da

NV
Format No: SOP-Q

lod {2

A012/F05/04




238518

Dove Research & Analyrics
Fanchkula (Haryana)

Please mention test parameter, equi
and any other relevant parameters.

pment ID, working std potency, standard weight and dilutions, test sample weight and dilutions

Calculations ARNo.: polrp. o721 gwy
Test Parameter (s) Observation (s) & Calculation ® a;z/llgic;g
g‘e{'t( /\(C “nj /*VL“‘\
ol 234520
62 25 64yung
o3 26064519
on 250 6 324
i M3 56y
6 253 gAaT
AVj S Y R AV )
CH.DEV > €263, V7
RED - 208 Tl
i : 3 i
C(J,wit& o = Noweadeh'n Ahde >
Aoty oeine e i) WL evay (a1
Bt X R Kicmet 0% S Kol X205
beotiag - s I e llongy o el
p.o4 -l
o
i
NE
'
Checked By / Dite p - Rev Date ¢
2 \‘ o?/f’? - Pagt?;l\zg of
Format No: SOP-QA012/F05/04 A TN

54
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Dove Reseanch & Analytics

Panchkula (Haryana)
Please mention test parameter, equipment ID, working std potency, standard weight and dilutions, test sample weight and dilutions -~
and any other relevant parameters.
Calculations ARNo.: _pa JEp —1ge322 [
Test Parameter (s) Observation (s) & Calculation (s) I";;";ll});‘:
r‘l]-km'vm dahin ﬂei.alth (N‘fﬂ'\j B =
[24ulg oy < Co GG.(  $5G.¢4 (4):3¢
faigy  Sieg | B So Tl TN |
(Y23 §P leo iy . b O
2720\ 28 A L939.22 VI 2y do S
=y 6.02 ).
Mowveabdia Releded (o rl/) und H *
U7 435419 S":o_‘j < b =94 3"5’,3"(1 [3!‘?0 ,
2926428 (oo Gar 22 v (5724 Dlo 47
=\ o.0f I
Todd UnK ( LM ol 4 LMK oL )
276320 Koy g Sul ISy, 190
. ’ K~ Xe— i — X —— X—-—»—ii)(/ms X2 =
NeIRIY Loy o WS e lfgs~2q 2P
0.085 */-
ONK 03 =
s eq o JY. L .64 19436 1 -
_2ce>'46¥ ’,Xﬂ ¥ X A o (v x 2
1726428 (Vo ST unt.2t leo (0557 1v 20
6. ol Tt :
1%
| m\\bc\\
<0 Re \ / Date
Checked By / Dtte <L Y i
™ y, ') i
<\ Jr} Pamo. ........ of e
Format No: SOP-QA012/F05/04
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i i Dove Research & Analyrics ;
23 5 519 Panchkula (Haryana)

Pleasc mention test parameter, equipment 1D, working std potency, standard weight and dilutions, test sample weight and dilutions
and any other relevant parameters.

Calculations AR Ng. : RA !fr’ s T2 Jop
Analysed
Test Parameter (s) Observation (s) & Calculation (s) By / Date

Monakbin| Qloded  Ctompnd A 2 nep
Movdabil 284 toofind 3 5 D
Movoredin  Lelidd  (nfad € o0
Mowekelhn  Pyglidon  Jahw - noo

Alvaryy ’{"J"/\ f’ymlaoxq 240 = ND
fS\‘}CW‘—oA'LJ‘"/l ijfrvimq Clgr\.h-iﬂ‘j -) N~ . Iy

A Foodiadan fm}%'( Sk et Eirs
A.‘}'C‘l’\%\*‘h""‘/\ Test 6»%( £5~4’\'{ AN 0

A/-}o'm-n#u}'m_ E/"*)‘j Thsi MJ AL
Adopraddia S}:c\cj h‘pw‘v [o o3 2.0n é‘é‘j (jnyj c%_(“} 0

/?x"}(pw»\-l—a«f'i/\ g/)o’)c) l“ﬁ’?"(‘m“ wn /j‘/“')‘j c,“_,[.) - NP

Tadl De,jo—-u(aﬁi‘zm /)sz[luﬂj ) D23 o),

\
T\\ : ;
Checked By /% : Rev%ﬁ:
et > 2 o
> Page No. ........ ofhiien

Format No: SOP-QA012/F05/04




Area % Report

Sample ID:  Blank

Data File: D:AEnterprise\Projects\HP-08
Jul-2022\Result\Lolip RS 200722.rslt\Blank.dat
Method: D:Enterpriset\Projects\HP-08
Jul-2022\Result\Lolip_RS_200722.rslt\Lolip_RS 200722.met
Acquired: 7/20/2022 13:36:38 (GMT +05:30)
Instrument Id: HP-08 (Offline)

100

Name

50

Voks

-
(.

Dove Reseurch & Analytics
Panchkula(Hlaryana)

; e

0 10 2'0 30 40 50
Minutes

VWD: Signal A,

244 nm Results

Name Retention Time Area

Blank 1.700 097163156

Totals ) |

697165156 |

. x(u\‘/rﬂjlw
P

Analysed By/Date:

100

Voits

(518}

Yoy 0/
uwild Yo

100.00
1

100,00

deed By Daie

T 3(1 9.



Dove Research & Analytics
Parchiula(Haryana)

Area % Report

sample ID: System Suitability Solution

Data File: D:\Enterprise\Projects\HP-08 Jul-2022\Result\L ol p_RS_200722 rsltiSystem
Suitability Solution

Method: D:\Enterprise\Projects\HP-08
J!‘11—2022\Rc31.|ll\quip__RS"_.200722.rslt\Lo]ip_RS__200722.mct

Acquired: 7/20/2022 14:42:46 (GMT +05:30)

tstrument Id: HP-08 (Oftline)

100 - o . 100

Name

50 50

tatin Related Compound H ;
tatin Related Compound D

|

4] 10 20 - 30
' Minuteés

&
o
b
(=]
@
<

VWD: Signal
AL 244 nm

Results
Name Retenti Area Area %  Asymmetry . Signal  Resolution
on (10%)  Noise USP (USP)
Time .

Atorvastatin 13.643 21799203 31.12 1.08 486.14 0.00
Related
Compound B
Adorvastatin 14.540 33766064 48.20 I8 686.60 1.42
Calcium
Atorvastatin 35.220 10786008 . 1540 [.10 124.01  ° 20.85
Related '
Compound H
Atorvastatin 47.790 3705094 5.29 1.07 99.67 14.02
Related
«.empound D

[Towls |

e | 70056369 100.00 |

)
M Rale

.

.-!.mﬂyse(} By/Date:

Volts




Dove Research & Aaalytics
Panchkila(Harypana)
Area % Report

Sample ID:  Standard Solution_01

Data File: DAEnterprise\Projects\HP-08 Jul-2022\Result\Lolip RS 200772 sl tandard
Method: D:AEnterpriseiProjects\HP-08
Jul-2022\Resulti\Lolip_RS_200722.rslt\Lolip_RS_200722.met

Acquired: 7/20/2022 15:48:58 (GMT +05:30).

[nstrument Id: HP-08 (Offline)

100 - 100
Name
| £
| =
i k3]
T
2 50 o - 50 n
S £ ]
> 5 >
@
©
[
9
0 A N -0
1
0 10 20 30 40 50 60

Minutes

VWD: Signal A, 244
nm Results

Name Retention Area  Area %  Theoretical  Asyinmetry
Time plates (USP) (10%)
Atorvastatin Calcium 14.627 2504530 100.00 6241 1.20
Totals | ) !
2504530 | 100.00 | I

s
I‘/.\&:ﬁ\\ﬂr\ﬂ'

Analysed By/Date:




Daove Research & Analytics
Panchkula(Haryana)
Area % Report

Sample ID: . Standard Solution_02 :

Data File: D:\Enterprise\Projects\HP-08 Jul-2022\Result\Lolip RS 200722 rslt\Standard
Solution_02

Method: D:AEnterprise\Projects\HP-08
Jul-2022\Result\Lolip_RS_200722.rslt\Lolip_RS_200722.mect

Acquired: 7/20/2022 16:55:05 (GMT +05:30)

T N0

Instrument Id: HE-08 (Ofiline)

100 100
Name

1
=3
2
L\

2 50 s 50 2

2 i e
)
©
c
. o]
i L 3

/"’mw\- o
0 A T )
0 10 20 30 40 50 (30}
Minutes

VWD: Signal A, 244
nm Results

Name Retention Area Area %  Theoretical  A-vmmetry
Time plites (Us (10%)
Atorvastatin Calcium 14.660 2564479 100.00 6158 1.20
Totals , : o
‘ 2564479 100,00, . L
\L\) ‘.\/ .

e \ W
Analysed By/Date:




Dove Research & Analyptics
Panchivic(Haryana)
Area % Report

Sample ID:  Standard Solution_03

Data File: DaEnterprise\Projects\HP-08 Jul-2022\Result\Lolip RS 200722 rsl(\Standard
Solution 03

Method: DAEnterprisetProjects\HP-08

Jul-2022\ResultLolip RS 200722.rsltLolip RS_200722.met

Acquired: 7/2072022 18:01:15 (GMT +05:30)

[nstrument Id: HP-08 (Offline)

100 i ) 100
Name
£
3
©
(]
@ 50 o 50 @
8 £ @
s = S
3
5
L <
L X S
0 10 20 3‘0 40 50 GO
Minutes
VWD: Signal A, 244
nm Results :
Name Retention Area  Area %  Theorctical — Asymmetry
Time plates (UUS1?) (10%)
Atorvastatin Calcium 14.553 2606819 100.00 6287 1.09

Totals i
2606819 100.00 | |

;&-cv\ ‘"‘j\’"
| v

Analysed By/Date:




n

Dove Researcl & Analytics
Panchiula(Haryana)
Area % Report

Sample ID:  Standard Solution_04

Data File: D:\Enterprise\Projects\HP-08 Jul-2022\Result\Lolip RS 200722 1t tandard
Solution_04
Method: D:\Enterprise\Projects\HP-08

Jul—2022\Result\Lolip_RS_200722.rslt\[,olip_RS_200722.mel
Acquired: 7/20/2022 19:07:22 (GMT +05:30)
Instrument Id: HP-08 (Offline)

100 L 100
| [Name
£
3
o
M
@ 50 Q 50 @
g | £
W
()
=
L
k‘ 2
N N e,
0 10 20 30 40 50 50
Minutes

VWD: Signal A, 244
nm Results

Name " Retention Area Arca %  Theorctical  Asymmetry

Time plates (1151) (10%)

Atorvastatin Calcium 14.563 2506321 100.00 GET 1.12
Totals [ |
|

2506321 | 100.00 |




Dove Rescarch & Analytics
Panchhkula(Haryana)
Area % Report \

Sample ID:  Standard Solution_05

Data File: Da\Enterprise\Projects\HP-08 Jul- 2022\Result\Lolip I\% 22.rsiiStandard
Solution_05

Method: D:\EnterpriseiProjects\HP-08

Jul-2022\Result\Lolip RS 200722.sitLolip_RS_200722.met

Acquired: /20/2022 20:13:30 (GMT +05:30)

Instrument Id: HP-08 (Oflline)

100 oo 100
Name
E
2
o
[
@ 50 O] 50
] £
- =
»
[
2
2
L <
U X e PN
0 10 20 30 40 50 ¢
Minutes

VWD: Signal A, 244
nm Results

Name " Retention Area  Area%  Theorctical  Asymmetry
Time plates (USP) (10%)
Atorvastatin Calcium 14.603 2438565 100.06 6122 1.07
Totals ! o I
2438565 100.00 | S
;Jh L 2
o \o'ﬂ v
Analysed By/Date: ; Checked Ihy/Date

cits

a2



Dove Researcih & Anolytics
Parnclibila(iHoryana)
Area % Report

Sample ID:  Standard Solution_06

Data Iile: D:\Enterprise\Projects\HP-08 Jul- 2027\Ruull\l olip. RS 200722 rsltStandard
Solution_06 ,

Method: D:\Enterprisc\Projects\HP-08

Jul-2022\Result\Lolip RS 200722.rsl0\Lolip_RS_200722.met

Acquired: 7/20/2022 21:19:38 (GMT +05:30)

Instrument 1d: HP-08 (Offline)

100 T R ) 100
! }{Name
£
p= 3
o
©
& 50 B 50 “
g .% §’
k7
W
e
2
L 2
J R
0 N ————— 0
0 10 20 30 40 50 60
) Minutes

VWD: Signal A, 244
nm Results

Name ~ Retention Area  Area% Theoretical  Asyiimetry
Time plates (LISP} (10%)

Atorvastatin Calcium 14.610 2537855 100.00 6089 1.15
T S | S
2537855] 100.00] : )

Analysed Bwl)au. i heeked ipy/Date
{\’)2 o

i\[,@?%



Dove Research & Analytics
Pancirkuiagii aryana)
Area % Report

Sample ID: Lol ip_Tab #G18221 06_RS

Data File: DAEnterprise\Projects\HP-08
Jul-2022\Result\Lolip RS 200722.rsI\Lolip_Tab #(i1822106 RS
Method: DaEnterprise\Projects\HP-08

J Lll-2()22\Rcsull\I,olip_RS~2()()722.rsll\.I olip_RS 200722 .met
Acquired: 7/20/2022 23:31:54 (GMT +05:30)
[nstrument Id: HP-08 (Offline) :

100 i 100
PR T o
Name 2 °
g g
E £
2 3 3
a 50 5 S 8 B 50
7 : < 58
g . g S B
<% o -’Dé @ g:: D
JE\, o : e el
0 ~m < < < o0
0 10 20 36 40 50 [51s
Minutes
VWD: Signal A,
244 nm Results
Name Retention Time Area Area %
Blank 1.683 692142392 62.23
Atorvastatin Amide 6.967 218344 0.02
Atorvastatin 14.660 418704323 37.63
Calcium
Unk-01 . 32.553 121603 ) 0.01
Alorvastatin Related 35.683 479587 0.04
Compound H .
Atorvastatin Related 47.867 124439 0.01
Compound D
Unk-02 48.837 157723 0.01
Unk-03 50.240 206576 0.02
Totals ' . T ‘__]
: 1112154987 100.00.
‘&w\ﬂ—‘"[’\‘ \
,t/\/{/\( o"l vy ' il |
Analysed By/Date: Checked By/Date

e

Volts



Daove Researchi & Analytics
Panchhkula(Haryana)

Area % Report

Sample’ID:  Standard Solution_Bkt

Data File: D:AEnterprise\Projects\HP-08 Jul-2022\Result\Lolip RS 200727,
Solution Bkt
Method: Danterprise\Projecis\HP-08

1111-2()22\1{03111l\L()li]1_['{.\'.__’_7()()722.1'51l\l_olip__.RS~2()()722.mcl
Acquired: 772172022 0:38:03 (GMT +05:30)
Instrument Id: HP-08 (Oftfline)

100
Name
£
2
- B
1]
w 50 (&)
S ! £
k]
&
. z
S
1|
0 .
0 10 ‘ 20 30 40 50
Minutes
VWD: Signal A, 244
nm Results
Name ; Retention Area Area %  Theoretical
Time plates (USP)
Atorvastatin Calcium 14.673 2409351 100.00 6463
Totals l

[
2409351 100.00 |

A

NP
‘\/\ (O
P 'l\ \ o

Analysed By/Date:

y

a\ VvV

st tandard

100

50 2
o
>

60

Asymmetry
(10%)
.11

)l \ {o ‘3[’2 P
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SAl PRIMUS

LIFE BIOTECH PVTLTD

ANALYTICAL DATA SHEET

Page No. 8 3 67

| Ll)ate:

“1 Analysed by: %ﬂ’
| N

| %&‘V

Checked by:
Date: 2ol o
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SAI PRIMUS

LIFE BIOTECH PVT LTD

SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
Villianur Commune, Pondicherry- 605009

Page 1 of 2

QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
i (Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BSD/031222/03
Batch No. G1822161 Batch Size 6.0 L
Mfg. Date Nov-2022 Exp. Date Oct-2025
Sampling Date 03.12.2022 Sample Qty 120 Tablets
Analysis Date 05.12.2022 Release Date 10.12.2022
S.No. TEST RESULTS LIMITS
Pale yellow coloured, circular, | Pale yellow coloured, circular,

01. | Description

biconvex film coated tablet with
breakline on one side and plain on
other side.

biconvex film coated tablet with
breakline on one side and plain on
other side.

02. | Identification

A) By UV

B) By HPLC

Complies

Complies

The UV absorption spectrum of the
major peak of the sample solution
corresponds to that of the standard
solution as obtained in the Assay.

The retention time of one of the major
Peak in the chromatogram of the
sample preparation corresponds to the
peak due to Atorvastatin calcium in
standard preparation as obtained in
Assay.

03. | Average weight of tablets

19320 mg

195.00 mg+ 5.0 %
(185.25 mg to 204.75mg)

04. | Uniformity of weight

+1.97 % t0 -3.73 %

Not more than 2 of the individual
weights deviate from the average
weight by more than+ 7.5 % and none
deviate by more than + 15.0 %.

05. | Dimensions:

Thickness Min Max Avg. 3.40 mm to 3.80 mm
360mm 3.71mm  3.64 mm
Diameter Min Max Avg. 7.80 mm to 8.20 mm
808 mm 8.13mm  8.10mm
06. | Hardness 7.53 kg/ecm?2 NLT 3.0 kg/cm2

07. | Disintegration time

01 mins 20 seconds

Not more than 30 minutes

Tested By Checked By ‘| Approved By
Sign SNTREVA (ﬁ,
Name Vinothini Ramesh Vallarasan
Date 10/12/2022 10/12/2022 10/12/2022




C Ji= SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Nl ‘;) R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page 2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BSD/031222/03
Batch No. G1822161 Batch' Size 6.0 L
Mfg. Date Nov-2022 Exp. Date Oct-2025
Sampling Date 03.12.2022 Sample Qty 120 Tablets
Analysis Date 05.12.2022 Release Date 10.12.2022
08. | Dissolution by UV

Atorvastatin calcium USP Min Max Avg. Not less than 85.0 % of the labeled
Equivalent to Atorvastatin-20 mg | 97.93% 10048 % 98.98 % | amount of atorvastatin dissolved in 15
minutes. -
09. | Uniformity of dosage unit by HPLC
Atorvastatin calcium USP L1=5.287 L1=15
Equivalent to Atorvastatin-20 mg
10. | Related substances:(BY HPLC)
Atorvastatin pyrrolidone Not Detected Not more than 0.5 %
Analog
Atorvastatin related 0.057% Not more than 1.0 %
compound H
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
6- hydroxy analog
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
7-hydroxy analog
Atorvastatin epoxy THF analog Not Detected Not more than 1.0 %
Atorvastatin related compound D 0.038% Not more than 0.5 %
Any other unspecified degradation 0.074% Not more than 0.2 %
product
Total degradation products 0.368% Not more than 4.0 %
11. | Assay: Each Film coated tablet contains:
Atorvastatin calcium USP Not less than 94.50 % and Not more
Equivalent to Atorvastatin-20 mg 103.53 % than 105.00 %
12. | Microbiological limits: '
Total Aerobic Microbial count <10 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-cemplies with the prescribed standard of quality with reference
to BR/USP andIn-house Specification.

Tested By Checked By Approved By
Sign ML b
Name Vinothini Ramesh Vallarasan
Date 10/12/2022 10/12/2022 10/12/2022




(: - SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
\ ﬁ’}j 3 R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
b Page 1 of 2
SAI PRIMUS Villianur Commune, Pondicherry- 605009 agelo
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
A.R.No. BSD/051222/02
Batch No. G1822162 Batch Size 6.0 L
Mfg. Date Nov-2022 Exp. Date Oct-2025
Sampling Date 05.12.2022 Sample Qty 120 Tablets
Analysis Date 05.12.2022 Release Date 14.12.2022
S.No. TEST RESULTS LIMITS
Pale yellow coloured, circular, Pale yellow coloured, circular,
01. | Description biconvex film coated tablet with | biconvex film coated tablet with
breakline on one side and plain on | breakline on one side and plain on
other side. other side.
02. | Identification

A) By UV Complies The UV absorption spectrum of the
major peak of the sample solution
corresponds to that of the standard
solution as obtained in the Assay.

B) By HPLC Complies The retention time of one of the
major Peak in the chromatogram of
the sample preparation corresponds
to the peak due to Atorvastatin
calcium in standard preparation as
obtained in Assay.

03. | Average weight of tablets 193.30 mg 195.00 mg £ 5.0 %

(185.25 mg to 204.75mg)

04. | Uniformity of weight +1.91 % to -1.71 % Not more than 2 of the individual
weights deviate from the average
weight by more than + 7.5 % and
none deviate by more than = 15.0 %.

05. | Dimensions:

Thickness Min Max Avg. 3.40 mm to 3.80 mm
3.56 mm 3.61 mm 3.59 mm
Diameter Min Max Avg. 7.80 mm to 8.20 mm
8.06 mm 809mm 8.08mm
06. | Hardness 7.5 kg/cm?2 NLT 3.0 kg/cm2
07. | Disintegration time 01 mins 49 seconds Not more than 30 minutes
Tested By Checked By Approved By
Sign M\ 19!2* ( 4/
Name Vinothini Ramesh Vallarasan
Date 14/12/2022 14/12/2022 14/12/2022




Q\ - SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
\ W 3 R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page 2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name LOLIP 20 mg TABLETS
(Atorvastatin Calcium Tablets USP 20 mg)
| ARNo. BSD/051222/02
| Batch No. G1822162 Batch Size 6.0L
| Mifg. Date Nov-2022 Exp. Date Oct-2025
| Sampling Date 05.12.2022 Sample Qty 120 Tablets
l Analysis Date 05.12.2022 Release Date 14.12.2022
[ 08. | Dissolution by UV
Atorvastatin calcium USP Min Max Avg. | Not less than 85.0 9% of the labeled
{ Equivalent to Atorvastatin-20 mg 97.70% 103.95% 101.25 % | amount of atorvastatin dissolved in
15 minutes.
T09. \‘Ufniformity of dosage unit by HPLC
Atorvastatin calcium USP L1=8.421 L1=15
Equivalent to Atorvastatin-20 mg
Related substances:(BY HPLC)
Atorvastatin pyrrolidone Not Detected Not more than 0.5 %
Analog
Atorvastatin related 0.051% Not more than 1.0 %
compound H
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
6- hydroxy analog
Atorvastatin epoxy pyrrolooxazin Not Detected Not more than 0.5 %
7-hydroxy analog
Atorvastatin epoxy THF analog Not Detected Not more than 1.0 %
Atorvastatin related compound D 0.019% Not more than 0.5 %
Any other unspecified degradation 0.047% Not more than 0.2 %
product
Total degradation products 0.217% Not more than 4.0 %
Assay: Each Film coated tablet contains:
Atorvastatin calcium USP Not less than 94.50 % and Not more
Equivalent to Atorvastatin-20 mg 102.50 % than 105.00 %
Microbiological limits:
Total Aerobic Microbial count <10 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-complies with the prescribed standard of quality with reference

to BP/USP andIn-heuse Specification.

Tested By Checked By Approved By
Sign M UE,D)_ < (\; E/
Name Vinothini Ramesh Vallarasan
| Date [ 14/12/2022 14/12/2022 14/12/2022




