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
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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,,
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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
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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
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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
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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
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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
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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_
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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 o