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SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,

SAl P.RiMUS Villianur Commune, Pondicherry- 605009 Page 1 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name Amloperin 5 mg / S mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/280420/01
Batch No. : | GF200405 Batch Size 6.0 L
Mfg. Date Apr-2020 Exp. Date Mar-2023
Sampling Date 27.04.2020 Sample Qty 120 Tablets
Analysis Date 27.04.2020 Release Date 06.05.2020
S.No. TEST RESULTS LIMITS

01. | Description

Off white, round, biconvex,uncoated
tablet with breakline on one side and
plain on other side.

Off white, round,
biconvex,uncoated tablet with
breakline on one side and plain on o
ther side.

02. Identification

Amlodipine Besyalate BP

Perindopril Erbumine BP

Complies

Complies

The retention time of Amlodipine &
perindopril erbumine peak in the
chromatogram of sample
preparation should correspond to
that in chromatogram of the
standard preparation as obtained in
the assay.

03. | Average weight of tablets

141.65 mg

140 mg + 5.0 %
(133.0 mg to 147.0 mg)

04. | Uniformity of weight

+2.12% to -1.41 %

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 % .

05. | Diameter Min Max Avg. 6.60 mm to 7.00 mm
6.85mm  6.86 mm 6.85 mm
06. | Thickness Min Max Avg. 2.9 mm to 3.50 mm
3.35 mm 3.43mm 3.38 mm
07. | Hardness 4.22 kg/em? NLT 3.0 kg/cm?
08. | Friability 0.07 % Not More than 1.0 %
09. | Disintegration Time 02 minutes 12 seconds Not more than 15 minutes
10. | Content Uniformity:
Amlodipine Besylate BP Min Max Avg. Not less than 85.0 % and Not more
equivalent to Amlodipine-5 mg | 95.76 % 102.15% 9939 % than 115.0 % of labeled claim.
Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 85.0 % and Not more
96.85% 104.04%  100.33 % than 115.0 % of labeled claim.
Tested By Checked By Approved By
Se [ 1hi b B —
Name Rajarajeswari Sankar Vallarasan
Date 06/05/2020 06/05/2020 06/05/2020
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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 2 of 2

QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL TR PROTTC F/QCGN/022/08
Product Name Amloperin S mg /S mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/280420/01
Batch No. GF200405 Batch Size 6.0LL
Mfg. Date Apr-2020 Exp. Date Mar-2023
Sampling Date 27.04.2020 Sample Qty 120 Tablets
Analysis Date 27.04.2020 Release Date 06.05.2020

11. | Dissolution:

Amlodipine Besylate BP

equivalent to Amlodipine-5 mg | Min Max Avg. Not less than 80.0 % of labeled
92.92 % 101.47%  95.12% amount.

Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 80 % of labeled
9746 % 102.12 % 98.49 % amount.

12. | Related substances:

Amlodipine Impurity A Not Detected(ND) Not more than 1.0 %

Perindopril Impurity B Not Detected(ND) Not more than 1.5 %

Perindopril Impurity C Not Detected(ND) Not more than 0.60 %

Perindopril Impurity E Not Detected(ND) Not more than 0.40 %

Perindopril Impurity F Not Detected(ND) | Not more than 1.50 %

Single maximum unknown
impurity

Below Detection Limit(BDL)

Not more than 0.50 %

Total unknown impurity

Below Detection Limit(BDL)

Not more than 1.0 %

Total impurities

Below Detection Limit(BDL)

Not more than 5.0 %

13. | Assay: Each uncoated tablet con

tains:

Amlodipine Besylate BP 100.29 % Not less than 90.0 % and Not more

equivalent to Amlodipine-5 mg than 110.0 %

Perindopril Erbumine BP-5 mg 101.03 % Not less than 90.0 % and Not more
than 110.0 %

14. | 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/not-complies with the prescribed standard of quality with reference

to BP/USP and In-house Specification.

Tested By Checked By Approved By
Sign 1ol @ Rnote—
Name Rajarajeswari Sankar Vallarasan
Date 06/05/2020 06/05/2020 06/05/2020
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SAI PRIMUS LIFE BIOTECH PVT LTD

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

Issued by

(QA): %TL\‘%

Page 1 of 1

Date:
Format No.: F/QCGN/022/04

TESTING AND RELEASE OF INTERMEDIATE AND

FINISHED PRODUCTS

Revision No.: 00

TITLE:

CHECK LIST OF FINISHED PRODUCT

Review Period: 02 Years

Effective Date: 23 [OS [19

Name of the Product:

Amlpporin &g lEmgL

Analytical Report No.

Fol 2904 26(s,

Batch NO. G1F 9—@'01—[ DA-—/

Log entry Verification CONTENTS S.No. No. of Pages
(Put_ mark on verified)
Balance log entry v Check list- Finished product | ‘
WS log ent Test request form
ry (g q 2 to 3 2
WS validity entry / Observation during sampling form '
e Y-
HPLC Column entry +~ Certificate of analysis
L o & 2
HPLC Ins._log entry v Result of analysis (Analytical work record)
v B N
Dissolution log entry - Physical parameter sheet Tablet / Capsule / Sachet Lot o
UV-VIS log entry NP Graph of UV-VIS spectrophotometer Y .
PH meter log entry v Graph of IR spectrophotometer
N - aNy-
IR log entry LC chromatogram
MNP ¢ o b bo
T d density test rt
apped density test repo " -
KF-Autotitra report
Ny Ny
Microbiological test report
s y be bo 18 b
Outside laboratory testing report
yiesme rep Te o qq | 24
Additional test report if any leo b o] 9
The above product consist of ------- lel pages Total pages------ lo)




Issued b W ==
s SAI PRIMUS LIFE BIOTECH PVT LTD Page 1 of 1 Q A/Datg:_ﬁ&aé\; Lo
A Factory: R.S. No. 4/3, Plot No.3, Kurumbapet Industrial 5+
SAl PRIMUS Estate, Villianur Commune, Puducherry-605009. No.: F/QAGN/026/01
LIFE BIOTECH PVT LTD
SAMPLING POLICY Revision No: 00

Review Period: 2 years
TITLE TEST REQUEST FORM

Effective Date: % [ott119

Date: )g/mflww

From (Depp): -......... Docch! G To: Q.C. DEPARTMENT
d
‘Name of the Item/: ; / Quantity sampled
Product/ Previous: (/Am lopewiv £ mg
Product* : P Wﬁ 1. ....Pshd. ... {m«.*‘a-;z,k. —
Batch No.* Q 200 tog e M P T
. R S
Batch Size* - 4oL
G
Mfg. Date* Oy 3012 Sampled on: oyl 2
Exp. Date* 02 / e Sampled by: B kyman-
Stage* : ﬁj’m‘g kod Qo@o@ : Analyzed By: '

Analytical Reference No.
rplagoedo of

& g g | )

TRF raised by Sign/Date TRF given to QC by QA Sign/Date Head of QC Sign/Date
*wherever not applicable write NA

MASTER COPY

A A R AT 3RS
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SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,

SAl P.RiMUS Villianur Commune, Pondicherry- 605009 Page 1 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name Amloperin 5 mg / S mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/280420/01
Batch No. : | GF200405 Batch Size 6.0 L
Mfg. Date Apr-2020 Exp. Date Mar-2023
Sampling Date 27.04.2020 Sample Qty 120 Tablets
Analysis Date 27.04.2020 Release Date 06.05.2020
S.No. TEST RESULTS LIMITS

01. | Description

Off white, round, biconvex,uncoated
tablet with breakline on one side and
plain on other side.

Off white, round,
biconvex,uncoated tablet with
breakline on one side and plain on o
ther side.

02. Identification

Amlodipine Besyalate BP

Perindopril Erbumine BP

Complies

Complies

The retention time of Amlodipine &
perindopril erbumine peak in the
chromatogram of sample
preparation should correspond to
that in chromatogram of the
standard preparation as obtained in
the assay.

03. | Average weight of tablets

141.65 mg

140 mg + 5.0 %
(133.0 mg to 147.0 mg)

04. | Uniformity of weight

+2.12% to -1.41 %

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 % .

05. | Diameter Min Max Avg. 6.60 mm to 7.00 mm
6.85mm  6.86 mm 6.85 mm
06. | Thickness Min Max Avg. 2.9 mm to 3.50 mm
3.35 mm 3.43mm 3.38 mm
07. | Hardness 4.22 kg/em? NLT 3.0 kg/cm?
08. | Friability 0.07 % Not More than 1.0 %
09. | Disintegration Time 02 minutes 12 seconds Not more than 15 minutes
10. | Content Uniformity:
Amlodipine Besylate BP Min Max Avg. Not less than 85.0 % and Not more
equivalent to Amlodipine-5 mg | 95.76 % 102.15% 9939 % than 115.0 % of labeled claim.
Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 85.0 % and Not more
96.85% 104.04%  100.33 % than 115.0 % of labeled claim.
Tested By Checked By Approved By
Se [ 1hi b B —
Name Rajarajeswari Sankar Vallarasan
Date 06/05/2020 06/05/2020 06/05/2020
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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 2 of 2

QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL TR PROTTC F/QCGN/022/08
Product Name Amloperin S mg /S mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/280420/01
Batch No. GF200405 Batch Size 6.0LL
Mfg. Date Apr-2020 Exp. Date Mar-2023
Sampling Date 27.04.2020 Sample Qty 120 Tablets
Analysis Date 27.04.2020 Release Date 06.05.2020

11. | Dissolution:

Amlodipine Besylate BP

equivalent to Amlodipine-5 mg | Min Max Avg. Not less than 80.0 % of labeled
92.92 % 101.47%  95.12% amount.

Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 80 % of labeled
9746 % 102.12 % 98.49 % amount.

12. | Related substances:

Amlodipine Impurity A Not Detected(ND) Not more than 1.0 %

Perindopril Impurity B Not Detected(ND) Not more than 1.5 %

Perindopril Impurity C Not Detected(ND) Not more than 0.60 %

Perindopril Impurity E Not Detected(ND) Not more than 0.40 %

Perindopril Impurity F Not Detected(ND) | Not more than 1.50 %

Single maximum unknown
impurity

Below Detection Limit(BDL)

Not more than 0.50 %

Total unknown impurity

Below Detection Limit(BDL)

Not more than 1.0 %

Total impurities

Below Detection Limit(BDL)

Not more than 5.0 %

13. | Assay: Each uncoated tablet con

tains:

Amlodipine Besylate BP 100.29 % Not less than 90.0 % and Not more

equivalent to Amlodipine-5 mg than 110.0 %

Perindopril Erbumine BP-5 mg 101.03 % Not less than 90.0 % and Not more
than 110.0 %

14. | 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/not-complies with the prescribed standard of quality with reference

to BP/USP and In-house Specification.

Tested By Checked By Approved By
Sign 1ol @ Rnote—
Name Rajarajeswari Sankar Vallarasan
Date 06/05/2020 06/05/2020 06/05/2020




% SAI PRIMUS LIFE BIOTECH PVT LTD Issued by (QA)
v/ Factory: R.S No. 4/3, Plot No.3, Kurumbapet Industrial Estate, | Page 1 of 2 Date: ¥ \
: Villianur Commune, Puducherry-605009. ALY (e
SAI PR‘MUS SOP No.: F/QCGN/OZZ/OS
LIFE BOTECH AVTATD TESTING AND RELEASE OF INTERMEDIATE AND Revision No.: 00
FINISHED PRODUCTS viston Jo.:
TITLE: PHYSICAL PARAMETER OF TABLETS Review Period: 02 years

Effective Date: 2Q | 03/}9

Name of the Product: Amlopasin Sle B.No: Gp 00 ¢oc

Appearance; 9¥f~wh%a( TUUJ?O[ bLCm’)VJUK wh toodted ﬁ%[«l‘, with &)Wﬂdz.[ln.ad
0N gne Sty and P Leun on BW$LJ.L

Weight of 20 tablets: Q » £33 gm. Average Weight: 0, lﬂ’:w $ em Eqv. To: (4 | +b&mg
Weight of individual units:

1. @,[,5& 1. _p, 14)

2.__p. 139 12. 8,

3. 0 l4a 13. Dsl40

4. 0O4lga 4. 0.140

5 @.139 15, pil4]

6. 0¢lgd 16. 0142

7. 0 . [44 17. 0 ffi:u

8. 0. 143 18. NN

9. Qs L4] 19. A4 [4;1)

10. 0, 143 20. O. 143

Weight of Highest: §), 44 Weight of Lowest: ), (39
Tablet No: ¥ Tablet No: [

Percentage: o, | /. Percentage: —[<4| /.
The tablets (om P [f9n~  with the limits to 19.8, of Average Weight.
Disintegration Time: P Minutes (L Seconds.
Hardmess: 1. 4.0 2. A,§ 3. 4.0 4 4.0 5 46
(In Kg)

(Limit: Kgto Kg) Average: 4 D‘Q“kci

|MASTER COPY]|




SAI PRIMUS LIFE BIOTECH PVT LTD Issued by (QA):
Factory: R.S No. 4/3, Plot No.3, Kurumbapet Industrial Estate, | Page 2 of 2 Date: \\; A\ ot \@\‘ 25

. Villianur Commune, Puducherry-605009. i L
SA] PRIMUS SOP No.: F/QCGN/022/05
S BOTeH T im0 TESTING AND RELEASE OF INTERMEDIATE AND Resisiog No.: 60

FINISHED PRODUCTS -
TITLE: PHYSICAL PARAMETER OF TABLETS Review Period: 02 years
Effective Date: Q& )0 S |19

Thickness: 1. 3.41 2. 3.3¢ 3. 3.3b 4 3.43 5 3.3%

(In mm)

(Limit: mm to mm) Average: 3, 3¢ mm .
Diameter: 1. “é‘gg-?_. 6,8’( 3. 68’3 4. é»gg 5. étﬁ
(In mm)

(Limit: mm to mm) Average: AA £ S
Length: 1. pA 2. 3. 4, 5.

(In mm) .

(Limit: __ WA mmto A mm) Average: VA
Width: 1. NA 2. 3. 4. 5.

(In mm)

(Limit: NA. mmto NA  mm) . Average: NA

Friability: A. Weight of Tablets: b .4 ] ¥
(Before Operation)

B. Weight of Tablets: b.bl2
(After Operation)

C. Weight Loss: 0:00¢

(Note: For tablets with an average weight of 0.65 g or less, take a sample of whole tablets corresponding to about
6.5 g and for tablets with an average weight of more than 0.65 g, take a sample of 10 whole tablets)

Calculation: C/A X100= © s 00§ X100 = 0,02 ) : Limit: (NMT 1.0%)
v ‘
Analysed By: J-&LJ»_L é», 6+ Checked By: O N\ -
Date: QA(04] 2090 Date: 30\0\4 2990

F MASTER COPY




Sample Set Method: 28042020_AMLOPIRIN_FP_ASSAY_SS

vial | \II?JJI fnjosf SampleName Function Rl\ggghr? :/lgtehto/ d ﬁr‘#‘e
(uL) (Minutes)
25 |10.0 1 | BLANK Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
26 [ 10.0 5| STD SOLUTION Inject Standards AMLOPERIN ASSAY FP_MSET 10.00
27 |10.0 1| SPL SOLUTION GF200405(1) | Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
28 110.0 1 | SPL SOLUTION GF200405(2) | Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
26 |10.0 1 | STD SOLUTION(B) Inject Standards AMLOPERIN ASSAY FP_MSET 10.00
129 110.0 1 | GF200405 CU_1 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
30 |10.0 1 | GF200405 CU_2 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
131 [10.0 1| GF200405 CU_3 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
1132 |10.0 1 | GF200405 CU_4 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
)33 |10.0 1 | GF200405 CU_5 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
1126 |10.0 1| STD SOLUTION(B) Inject Standards AMLOPERIN ASSAY FP_MSET 10.00
2134 |10.0 1 | GF200405 CU_6 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
3135 |10.0 1 | GF200405 CU_7 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
4136 |10.0 1 | GF200405 CU_8 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
5|37 |10.0 1 | GF200405 CU_9 Inject Samples | AMLOPERIN ASSAY FP_MSET 10.00
6138 |10.0 1 | GF200405 CU_10 Inject Samples AMLOPERIN ASSAY FP_MSET 10.00
7126 |10.0 1 | STD SOLUTION(B) Inject Standards AMLOPERIN ASSAY FP_MSET 10.00
s I Condition Column | WASHING SOLUTION_A_MSET 30.00
9 | Condition Column | WASHING SOLUTION_B_MSET 30.00
0 Condition Column | WASHING SOLUTION_C_MSET 30.00
1 Equilibrate SHUTDOWN_MSET 1.00

D Bl

Qa\om| 2070




INSTRUMENT METHOD

SAl PRIMUS

LIFE BIOQTECH PYWT 1L

Instrument Method: AMLOPERIN ASSAY FP_IM
Stored: 4/18/2020 16:13:53 IST

Method Information
Method Comments
Method Modified User RAJI

Method Locked No
Method Id 2527
Old Id

Method Version 1

Method Edit User
Source S/W Info

W2487 Instrument Setup
Type W2487
Instrument Status On
Dual Wavelength False
Pulse Period Seconds 1.0

Pulse Repeat Period Seconds 1.0

W2487 Channel Information
Channel Name 2487Channel 1

Description 210

Use Channels On

Wavelength 210

Output Mode Absorbance A (Ch1)
Data Mode Absorbance A (Ch1)
Sampling Rate 1 '
Filter Type Hamming

Aufs 2.0000

Time Constant 1.0

AU Offset 0.000

W2690/5 Instrument Setup

Type W2690/5
Instrument Status On
Channel Name 2690/5
Description 210

Use Channel Monitor On
Monitor Parameter System Pressure
Stroke Volume

Chart Out %A
Syringe Draw Rate Nomal
Depth Of Needle 0.0
Degas Mode On
Analysed by: “P Fhoy -
Date: 2% \%H\W"’:‘

Voltage Offset
Polarity

0
+

AutoZero Wavelength True

AutoZero Keypad
AutoZeroEvent Input
AutoZero Inject
Chart Mark Enable
Ratio AuMinimum
Minimum Ratio
Maximum Ratio

50uL (flow rates <= 1.23 mL/min)

True
True
True
True
0.1000
0.00
2.00

Empower 3 Software Build 3471 SPsInstalled: Feature Release 2 DB ID: 2299089505

Checked by: ©\.
Date: D !)\““@
& @5‘\‘7"\\%5

Reported by User: Sankar (Sankar)
Report Method: INSTRUMENT METHOD
Report Method ID1563

Page: 1 of 2

Project Name:

Printed Date:

Printed Time:

2020\QC-HPL-002\APR-2020
4/28/2020

12:49:32 Asia



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

Version 1 4/18/2020 16:13:53 IST User RAJI

Isocratic
1.000

0.0

0.0

0.0

100.0
5000.0

0.0

False

True

True

0.0

-1.0

5.0

0.0

0.0

0.0

0.0

40.0

5.0

2.00

No Change
0.00
Nomal

No Change
No Change
No Change
No Change
False

Method Version Summaries

Created method 'AMLOPERIN ASSAY FP_IM".

e

Method Name Method Type | Method Comments Method Date Method Modified User | Method Locked | Method Id | Old Id
1| AMLOPERIN ASSAY FP_IM | Instrument 4/18/2020 16:13:53 IST | RAJI No 2527
Method Version Summaries
Method Version Source SAW Info
1 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
Analysed by.‘//\%.%‘\c‘-”/—' Checked by: ™\
Date: 9 B \b\\\w Date: D a\om (o2

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

Report Method ID1563

Page: 2 of 2

Project Name:
Printed Date:

Printed Time:

2020\QC-HPL-002\APR-2020
4/28/2020

12:49:32 Asia



Method Version Summaries

Method Version i ~ SourceSWinfo L ;
i 2 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
‘ 2 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Analysed by:_j;{?)\\cuf—d

Checked by:§§>\
Date:

2% ) b‘—‘\ TS Date: é\%\m\\\bd),o

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-002\APR-2020
Report Method: INSTRUMENT METHOD

Printed Date: 4/28/2020
Reprt Metiod (21583 Printed Time:  12:48:46 Asia
Page: 3 of 3



Sample Set Method: 29042020_AMILOPERIN DISSO_SS

Inj Run

Vial (\lﬁ(l)_l) fn?sf SampleName Function R“gggh: :ngteht o/d (‘M-!l:mti |
1197 |50.0 1 | BLANK Inject Samples AMLOPERIN_FP_MSET 10.00
2 {98 |50.0 5 | DISSO STANDARD Inject Standards AMLOPERIN_FP_MSET 10.00
3197 |500 1 | BLANK Inject Samples AMLOPERIN_FP_MSET 10.00
4 199 |50.0 1 | GF200405 JAR_1 Inject Samples AMLOPERIN_FP_MSET 10.00
5 | 100 | 50.0 1 | GF200405 JAR_2 Inject Samples AMLOPERIN_FP_MSET 10.00
6 | 101 | 50.0 1 | GF200405 JAR_3 Inject Samples AMLOPERIN_FP_MSET 10.00
7 1102 |50.0 1 | GF200405 JAR_4 Inject Samples AMLOPERIN_FP_MSET 10.00
8 | 103 | 50.0 1 | GF200405 JAR_5 Inject Samples AMLOPERIN_FP_MSET 10.00
9 | 104 | 50.0 1 | GF200405 JAR_6 Inject Samples AMLOPERIN_FP_MSET 10.00
1098 |50.0 1 | DISSO STANDARD(B) | Inject Standards AMLOPERIN_FP_MSET 10.00
Condition Column | WASHING SOLUTION_A_MSET 30.00

Condition Column | WASHING SOLUTION_B_MSET 30.00

Condition Column | WASHING SOLUTION_C_MSET 30.00

Equilibrate SHUTDOWN_MSET 1.00

B Rhoon— D130
2% Yoo 5532 R Qo002



Sample Set Method: 28042020_AMLO_5_5_RS_FP_SS

Inj ; . Run

Vial (\fl’_l) fn?sf SampleName Function R'\t,elztohr?ill ;eht o/d (M-:-;Té |
| 173 |20.0 1 | BLANK Inject Controls AMLOPERIN_RS_FP_MSET 30.00
2|74 1200 6 | STD SOLUTION Inject Standards | AMLOPERIN_RS_FP_MSET 10.00
3 |73 1200 1| BLANK Inject Controls AMLOPERIN_RS_FP_MSET 30.00
1 175 |20.0 1 | PLACEBOSOLUTION Inject Controls AMLOPERIN_RS_FP_MSET 30.00
5173 |20.0 1 | BLANK Inject Controls AMLOPERIN_RS_FP_MSET 30.00
5|76 |20.0 1 | SAMPLE SOLUTION GF200405 | Inject Samples AMLOPERIN_RS_FP_MSET 30.00
7 174 |20.0 1| STD SOLUTION (B) Inject Standards | AMLOPERIN_RS_FP_MSET 10.00
3_ Condition Column | WASHING SOLUTION_A_MSET 20.00
3— | Condition Column | WASHING SOLUTION_A_MSET 20.00
0 Equilibrate SHUTDOWN_MSET 0.01

2% \ o “\\D’Ow

D D

A s\ e\ 30 +®
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INSTRUMENT METHOD S

SAIl PRIMUS

LIFE BIOTECH PAWT LTI

Instrument Method: AMLOPERIN RS FP IM
Stored: 4/28/2020 12:51:40 IST

Method Information

Method Comments

Method Modified User Sankar

Method Locked No
Method Id 5290
Old Id

Method Version 5

Method Edit User
Source S/W Info

Empower 3 Software Build 3471 SPsInstalled: Feature Release 2 DB ID: 2299089505

W2690/5 Instrument Setup

Type W2690/5
Instrument Status On
Channel Name 2690/5
Description 215

Use Channel Monitor On

Monitor Parameter
Stroke Volume

System Pressure

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

Chart Out %A

Syringe Draw Rate Normal

Depth Of Needle 0.0

Degas Mode On

Pump Mode Isocratic

Flow 2.000

%A 0.0

%B 0.0

%C 0.0

%D 100.0

High Limit 5000.0

Low Limit 0.0

Enable Sample Temp False

Enable Column Temp True

Bubble Detect True

Pre Column Volume 0.0

Sample Temp Target -1.0

Sample Temp Range 5.0

Sparge A 0.0

Sparge B 0.0

Sparge C 0.0

Sparge D 0.0

Column Temp Target 60.0

Analysed by: "2 Checked by:y\ Yy
Date: o 153—\\*))53’@ Date: Q %;\O\\\‘),D‘LJO
Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-001\APR-202
Report Method: INSTRUMENT METHOD Printed Date:  4/28/2020

Report Method ID1554 Printed Time: 12:52:00 Asi

Page: 1 of 3
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Column Temp Range 5.0
Flow Ramp 2.00
Column choice No Change
Column Equil Minutes 0.00
Needle Wash Normal
Switch 1 No Change
Switch 2 No Change
Switch 3 No Change
Switch 4 No Change
Use Events False
Solvent A
Solvent B
Solvent C
Solvent D

W2487 Instrument Setup
Type W2487
Instrument Status On
Dual Wavelength False
Pulse Period Seconds 1.0
Pulse Repeat Period Seconds 1.0

W2487 Channel Information

Channel Name 2487Channel 1 Voltage Offset 0

Description 215 Polarity +

Use Channels On AutoZero Wavelength True

Wavelength 215 AutoZero Keypad True

Output Mode Absorbance A (Ch1) AutoZeroEvent Input  True

Data Mode Absorbance A (Ch1) = AutoZero Inject True

Sampling Rate 1 Chart Mark Enable True

Filter Type Hamming Ratio AuMinimum 0.1000

Aufs 2.0000 Minimum Ratio 0.00

Time Constant 1.0 Maximum Ratio 2.00

AU Offset 0.000

Revision History
Version 5 4/28/2020 12:51:40 IST User Sankar
Version 4 4/28/2020 13:57:10 IST User RAJI
Version 3 4/28/2020 13:53:57 IST User RAJI
Version 2 4/27/2020 12:48:08 IST User RAJI
Version 1 4/23/2020 15:32:34 IST User Sankar Created method 'AMLOPERIN_RS_FP_IM'.

Method Version Summaries
Method Name ‘ Method Type Method Comments Method Date Method Modified User | Method Locked | Method Id | Old Id

1| AMLOPERIN_RS_FP_IM | Instrument 4/28/2020 12:51:40 IST | Sankar No 5290
2| AMLOPERIN_RS_FP_IM | Instrument 4/28/2020 13:57:10 IST | RAJI No 4744
3 | AMLOPERIN_RS_FP_IM | Instrument 4/28/2020 13:53:57 IST | RAJI No 4742
4| AMLOPERIN_RS_FP_IM | Instrument 4/27/2020 12:48:08 IST | RAJI No 4429
5 | AMLOPERIN_RS_FP_IM | Instrument 4/23/2020 15:32:34 IST | Sankar No 4019

Analysed by:B_ %W

Date:

2 & |on|oere

Checked by: 1y «xy
Agtorm\ 2020

Date:

Reported by User. Sankar (Sankar)
Report Method: INSTRUMENT METHOD

Report Method ID1554

Page: 2 of 3

Project Name:
Printed Date:

Printed Time:

2020\QC-HPL-001\APR-202

4/28/2020

12:52:00 Asi




Method Version Summaries

Method Version

Source S/ Info

Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Gl DWIN =
N w | N

Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Analysed by:(_;}%/kcrm—- Checked by: e
Date: ) Date:

2% \0"\1 o -0 i%‘\\o\\\‘)_m‘)/@
Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-001\APR-202

Report Method:
Report Method ID1554

Page: 3 of 3

INSTRUMENT METHOD Printed Date:  4/28/2020
Printed Time: 12:52:00 Asi



CHROMATOGRAPHIC DATA

K

SAl PRIMUS

LIPE BIICXTECTH PAVE LTI

SAMPLE INFORMATION
Sample Name: BLANK Acquired By: Sankar
Sample Type: Unknown Sample Set Name 28042020 AMLOPIRIN_FP_ASSAY_SS
Vial: 25 Acq. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1 Processing Methodc AMLOPERIN_10_10_FP_PM
Injection Volume: 10.00 ul Channel Name: 2487Channel 1
Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired:
Date Processed:

4/28/2020 12:58:20 IST

4/28/2020 14:11:22 IST

Auto-Scaled Chromatogram

0.0005 |
; e & I'll e~
00000~~~ A AN AV e . T .
] Voo e
] l’
-0.00051
-0.0010-
5 ]
< ]
-0.00151
1 |
-0.0020] |
] l
-0.0025 M
] I
-0.0030+ ‘,’
— T —_————————— — — :
1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00
Minutes
Peak Results
Name RT | Area| % Area
1 | PERINDOPRIL ERBUMINE | 3.820
2| AMLODIPINE BESYLATE | 5.674

Analysed byzg, %%o.uf—,

Date:

2.4 ou|ers

Checked by: S @\&6

Reported by User. Sankar (Sankar)
Report Method: CHROMATOGRAPHIC DATA
Report Method ID1788

Page: 1 of 1

Date:
Vo\ovlzoog
Project Name: 2020\QC-HPL-002\APR-2020
Printed Date:  4/29/2020
Printed Time: 9:24:01 A
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RSD REPORT b
SAl PRIMIJS
B !m.ii ST l,"_;":_;’wi PR LT
SAMPLE INFORMATION

Sample Name: STD SOLUTION Acquired By: Sankar

Sample Type: Standard Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS

Vial: 26 Acg. Method Set: AMLOPERIN ASSAY FP_MSET

Injection #: 1,2,4,5,3 Processing Method AMLOPERIN_10_10_FP_PM

Injection Volume: 10.00 ul Channel Name: 2487Channel 1

Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired: 4/28/2020 13:09:11 IST, 4/28/2020 13:19:58 IST, 4/28/2020 13:30:45 IST, 4/28/2020

Date Processed:  4/28/2020 14:09:34 IST, 4/28/2020 14:09:44 IST, 4/28/2020 14:09:52 IST, 4/28/2020

Auto-Scaled Chromatogram

_ o
0.10 ©
1 L
] | z
0.08 l =
] \ 2
_ 0.6 ‘
< ]
0.041
0.02- /
] \
0.00}- ) &/E —
100 200 3,00 400 5,00 7.00 8.00 9,00
Minutes
Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area USP Tailing | USP Plate Count | USP Resolution
1 AMLODIPINE BESYLATE 1 5.816 | 1283254 0.99 5963 7.44
2 AMLODIPINE BESYLATE 2 5.808 | 1276175 0.99 5816 7.41
3 AMLODIPINE BESYLATE 3 5.807 | 1277508 0.99 5747 7.38
4 AMLODIPINE BESYLATE 4 5.803 | 1281701 1.00 5712 7.34
5 AMLODIPINE BESYLATE 5 5.797 | 1278400 1.00 5742 7.31
Mean 5.806 | 1279408 0.99 5796.02 7.38
std. Dev. 0.007 | 2963.587 0.01 100.64 0.05
% RSD 0.117| 0.232 0.59 1.74 0.69
Analysed by: B Khos— Checked by,
Date: 2.9 &Dy\lﬁbﬁ—ﬁ Rales S 0\0\\\‘2_09_0

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-002\APR-2020
Report Method: RSD REPORT STD

Printed Date: 4/29/2020
Report Method IL3835 . .
. Printed Time: 9:23:46 A
Page: 1 of 2



Peak Name: PERINDOPRIL ERBUMINE

Peak Name Injection | RT Area USP Tailing | USP Plate Count
1 PERINDOPRIL ERBUMINE 1 3.881| 481300 1.02 5106
2 PERINDOPRIL ERBUMINE 2 3.877| 478170 1.03 4916
3 PERINDOPRIL ERBUMINE 3 3.877 | 478673 1.03 4885
4 PERINDOPRIL ERBUMINE 4 3.875| 480383 1.03 4867
5 PERINDOPRIL ERBUMINE 5 3.872| 478614 1.03 4926
Mean 3.876 | 479428 1.03 4940.07
itd. Dev. 0.003 | 1344.583 0.01 95.66
% RSD 0.081| 0.280 0.59 1.94

Analysed by: R Fhass—
Date: )_ollo»\\obaﬂo

Checked by:bcb
Date:
30\0\1\ 2O

Reported by User. Sankar (Sankar)
Report Method: RSD REPORT STD
Report Method IL3835

Page: 2 of 2

Project Name: 2020\QC-HPL-002\APR-2020
Printed Date: 4/29/2020
Printed Time: 9:23:46 A
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SAl PRIMILES

LUFE BRSO ECEY PYWE LTED

RSD REPORT

SAMPLE INFORMATION

Sample Name: SPL SOLUTION GF200405(2), SPL SOLUTION Acquired By: Sankar

Sample Type: Unknown Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS
Vial: 28, 27 Aca. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1 Processing Method AMLOPERIN_10_10_FP_PM

Injection Volume: 10.00 ul Channel Name: 2487Channel 1

Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired: 4/28/2020 14:03:25 IST, 4/28/2020 14:14:16 IST
Date Processed:  4/28/2020 14:25:15 IST, 4/28/2020 14:25:28 IST

Auto-Scaled Chromatogram

=

0.101 - %
' ! 15
0.8 i 2 lllﬂ
; | = <
n 0.06E )\ % Iglé\l
" | 5 g
0.02- l "- §' 1%‘
] i E\ f’9\
000 " _,,_‘””\ K2R
L B S L R N 0 T ] T
1.00 2.00 3.00 4,00 5,00 6.00 7.00 8.00 9.00 10.00
Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area
1 AMLODIPINE BESYLATE 1 5.796 | 1274415
2 AMLODIPINE BESYLATE 1 5.794 11273060
Mean 5.795(1273738
Std. Dev. 0.001| 958.324
% RSD 0.0 0.1
Peak Name: PERINDOPRIL ERBUMINE
Peak Name Injection| RT Area
1 PERINDOPRIL ERBUMINE 1 3.872| 477972
2 PERINDOPRIL ERBUMINE 1 3.872| 477627
Mean 3.872 | 477799
Std. Dev. 0.000|244.115
% RSD 0.0 0.1
Analysed by: B Flhose— Checked by: Oy
Date: D—--cllb"\l}“?‘b Date: %0\0—\\9.,010

Reported by User: Sankar (Sankar)
Report Method: RSD REPORT
Report Method IL1898

Page: 1 of 1

Project Name: 2020\QC-HPL-002\APR-2020
Printed Date: 4/29/2020
Printed Time: 9:24:17 A
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SAl1 PRIMNMUES
LA B TR PR T
SAMPLE INFORMATION

Sample Name: GF200405 CU_2, GF200405 CU_1, GF200405 Acquired By: Sankar
Sample Type: Unknown Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS
Vial: 29, 31, 33, 32, 30 Acg. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1 Processing Method AMLOPERIN_10_10_FP_PM
Injection Volume: 10.00 ul Channel Name: 2487Channel 1
Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired:
Date Processed:

4/28/2020 14:36:02 IST, 4/28/2020 14:46:53 IST, 4/28/2020 14:57:46 1ST, 4/28/2020
4/28/2020 16:41:39 IST, 4/28/2020 16:41:44 1ST, 4/28/2020 16:41:48 IST, 4/28/2020

Auto-Scaled Chromatogram
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Peak Name: AMLODIPINE BESYEATE
Peak Name Injection| RT Area
1 AMLODIPINE BESYLATE 1 5.786 | 1230328
2 AMLODIPINE BESYLATE 1 5.777| 1278293
3 AMLODIPINE BESYLATE 1 5.789 | 1235435
4 AMLODIPINE BESYLATE 1 5.780 | 1246034
5 AMLODIPINE BESYLATE 1 5.775| 1284837
Mean 5.781| 1254985
Std. Dev. 0.006 | 25023.776
% RSD 0.1 2.0
Peak Name: PERINDOPRIL ERBUMINE
Peak Name Injection | RT Area
1 PERINDOPRIL ERBUMINE 1 3.863 | 480539
2 PERINDOPRIL ERBUMINE 1 3.864 | 479198
PERINDOPRIL ERBUMINE 1 3.867 | 462420
Analysed by: &, %cutf——- Checked by: ™o
Date: 9 9 lD L\\%‘LQ Dae: 30\0\1\9__0‘1_9

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

Report Method IL1898
Page: 1 of 2

Project Name:
Printed Date:

2020\QC-HPL-002\APR-2020
4/29/2020

Printed Time: 9:31:20 A
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Peak Name: PERINDOPRIL ERBUMINE
Peak Name Injection| RT Area
4 PERINDOPRIL ERBUMINE 1 3.869 | 469413

5 PERINDOPRIL ERBUMINE 1 3.864 | 463263

Mean 3.865| 470966

Std. Dev. 0.003 | 8576.049

% RSD 0.1 1.8
Analysed by: 32 %‘OCU“ ghtecked by:@\b

, ate.

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-002\APR-2020
Report Method: RSDREPORT Printed Date:  4/29/2020
Report Method IL 1898

Printed Time: 9:31:20 A:
Pege: % of 8 rinted Time 31
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SA1 PRIMILES

LIFE BIOTECED PV LTE>

RSD REPORT

SAMPLE INFORMATION

Sample Name: STD SOLUTION, STD SOLUTION(B) Acquired By: Sankar

Sample Type: Standard Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS
Vial: 26 Acg. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1,2,4,5,3 Processing Method AMLOPERIN_10_10_FP_PM

Injection Volume: 10.00 ul Channel Name: 2487Channel 1

Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired: 4/28/2020 13:09:11 IST, 4/28/2020 13:19:58 IST, 4/28/2020 13:30:45 IST, 4/28/2020
Date Processed:  4/28/2020 14:09:34 IST, 4/28/2020 14:09:44 IST, 4/28/2020 14:09:52 IST, 4/28/2020

Auto-Scaled Chromatogram
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Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area USP Tailing | USP Plate Count | USP Resolution

1 AMLODIPINE BESYLATE 1 5.775| 1311121 1.03 5347 7.09

2 AMLODIPINE BESYLATE 1 5.816 | 1283254 0.99 5963 7.44

3 AMLODIPINE BESYLATE 2 5.808 | 1276175 0.99 5816 7.41

4 AMLODIPINE BESYLATE 3 5.807| 1277508 0.99 5747 7.38

5 AMLODIPINE BESYLATE 4 5.803| 1281701 1.00 5712 7.34

6 AMLODIPINE BESYLATE 5 5.797 | 1278400 1.00 5742 7.31
Mean 5.801| 1284693 1.00 5721.18 7.33
3td. Dev. 0.014]13215.369 0.02 204.23 0.12
% RSD 0.245 1.029 1.60 3.57 1.70

Analysed by@\%\w&i/- Chec.ked by:@%

Date: pE. \en\w 2o pate: ool 202D

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-002\APR-2020
Report Method: RSD REPORT STD

Printed Date: 4/29/2020
Report Method IL 3835 . .
. Printed Time: 9:26:20 A
Page: 1 of 2



Peak Name: PERINDOPRIL ERBUMINE

Peak Name Injection | RT Area USP Tailing | USP Plate Count
1 PERINDOPRIL ERBUMINE 1 3.881| 481300 1.02 5106
2 PERINDOPRIL ERBUMINE 1 3.862 | 492955 1.05 4632
3 PERINDOPRIL ERBUMINE 2 3.877 | 478170 1.03 4916
4 PERINDOPRIL ERBUMINE 3 3.877| 478673 1.03 4885
5 PERINDOPRIL ERBUMINE 4 3.875| 480383 1.03 4867
6 PERINDOPRIL ERBUMINE 5 3.872 | 478614 1.03 4926
Mean 3.874 | 481682 1.03 4888.68
itd. Dev. 0.007 | 5651.753 0.01 1562.20
% RSD 0.169| 1.173 1.05 3.1
Analysed by: R, %\«w;/——- Checked by: N
Date: Date:

24 lonlere

30\0\\‘))0 720

Reported by User. Sankar (Sankar)
Report Method: RSD REPORT STD
Report Method IL 3835

Page: 2 of 2

Project Name: 2020\QC-HPL-002\APR-2020
Printed Date: 4/29/2020
Printed Time: 9:26:20 A



RSD REPORT D

SALPRINMLIS

L R TR S PR TS

SAMPLE INFORMATION

Sample Name: GF200405 CU_7, GF200405 CU_8, GF200405 Acquired By: Sankar

Sample Type: Unknown Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS
Vial: 36, 37, 38, 34, 35 Acq. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1 Processing Method AMLOPERIN_10_10_FP_PM

Injection Volume: 10.00 ul Channel Name: 2487Channel 1

Run Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Date Acquired: 4/28/2020 15:41:12 IST, 4/28/2020 15:52:03 IST, 4/28/2020 16:02:54 IST, 4/28/2020
Date Processed:  4/28/2020 16:41:58 IST, 4/28/2020 16:42:01 IST, 4/28/2020 16:42:05 IST, 4/28/2020

Auto-Scaled Chromatogram
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1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00
Peak Name: AMLODIPINE BESYEATE
Peak Name Injection | RT Area
1 AMLODIPINE BESYLATE 1 5770 | 1312458
2 AMLODIPINE BESYLATE 1 5.767 | 1290117
3 AMLODIPINE BESYLATE 1 5771 1282710
4 AMLODIPINE BESYLATE 1 5771 1297133
5 AMLODIPINE BESYLATE 1 5.768 | 1311857
Mean 5.770| 1298855
Std. Dev. 0.002 | 13172.63
% RSD 0.0 1.01
Peak Name: PERINDOPRIL ERBUMINE
Peak Name Injection| RT Area
1 PERINDOPRIL ERBUMINE 1 3.859| 486011
2 PERINDOPRIL ERBUMINE 1 3.859 | 482262
3 PERINDOPRIL ERBUMINE 1 3.860| 496742

Analysed by: TP 8’\(;4»—— Checked by: DZ‘)\“@
Date: Date:
29 [o H\%m So\c\\m‘hg

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-002\APR-2020
Report Method: RSD REPORT

Printed Date: 4/29/2020
Report Method 1L 1898 . )
Printed Time: 9:34:12 A
Page: 1 of 2



Peak Name: PERINDOPRIL ERBUMINE

Peak Name

Injection

RT Area

4

PERINDOPRIL ERBUMINE

1

3.861| 482384

5

PERINDOPRIL ERBUMINE

1

3.860| 489583

Mean

3.860| 487396

Std. Dev.

0.001| 6031.729

% RSD

0.0 1.2

Analysed by:%_%\qax———

Date:

2-9 lbh\%%

Checked by: %\.j%
Date: D

Sotevlec e

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

Report Method IL 1898
Page: 2 of 2

Project Name: 2020\QC-HPL-002\APR-2020
Printed Date: 4/29/2020
Printed Time: 9:34:12 A



2%

Date Acquired:
Date Processed:

sSAl PRIMILS
_ LR BIOTECE PWT LT
SAMPLE INFORMATION

Sample Name: STD SOLUTION, STD SOLUTION(B) Acquired By: Sankar
Sample Type: Standard Sample Set Name 28042020 AMLOPIRIN FP ASSAY SS
Vial: 26 Acq. Method Set: AMLOPERIN ASSAY FP_MSET
Injection #: 1,2,4,5,3 Processing Method AMLOPERIN_10_10_FP_PM
Injection Volume: 10.00 ul Channel Name: 2487Channel 1
Run Time: 10.0 Minutes Proc. Chnl. Descr.. 210

4/28/2020 13:09:11 IST, 4/28/2020 13:19:58 IST, 4/28/2020 13:30:45 IST, 4/28/2020
4/28/2020 14:09:34 IST, 4/28/2020 14:09:44 IST, 4/28/2020 14:09:52 IST, 4/28/2020

Auto-Scaled Chromatogram
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Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area USP Tailing | USP Plate Count | USP Resolution
1 AMLODIPINE BESYLATE 1 5.775| 1311121 1.03 5347 7.09
2 AMLODIPINE BESYLATE 1 5.816 | 1283254 0.99 5963 7.44
3 AMLODIPINE BESYLATE 2 5.808 | 1276175 0.99 5816 7.41
4 AMLODIPINE BESYLATE 3 5.807 | 1277508 0.99 5747 7.38
5 AMLODIPINE BESYLATE 4 5.803 | 1281701 1.00 5712 7.34
6 AMLODIPINE BESYLATE 5 5.797 | 1278400 1.00 5742 7.31
Mean 5.801| 1284693 1.00 5721.18 7.33
5td. Dev. 0.014113215.369 0.02 204.23 0.12
% RSD 0.245 1.029 1.60 3.57 1.70

Analysed by: Tp_ %W—

Date: 5. lb"‘\%')b

Checked by: @D\,\Q}@

Date:

Yoo

Reported by User: Sankar (Sankar)
Report Method: RSD REPORT STD
Report Method IL3835

Page: 1 of 2

Project Name:
Printed Date:
Printed Time:

2020\QC-HPL-002\APR-2020
4/29/2020

9:47:34

A



28

Peak Name: PERINDOPRIL ERBUMINE

Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 PERINDOPRIL ERBUMINE 1 3.881| 481300 1.02 5106
2 PERINDOPRIL ERBUMINE 1 3.862 | 492955 1.05 4632
3 PERINDOPRIL ERBUMINE 2 3.877| 478170 1.03 4916
4 PERINDOPRIL ERBUMINE 3 3.877| 478673 1.03 4885
5 PERINDOPRIL ERBUMINE 4 3.875| 480383 1.03 4867
6 PERINDOPRIL ERBUMINE 5 3.872| 478614 1.03 4926
Mean 3.874| 481682 1.03 4888.68
td. Dev. 0.007 | 5651.753 0.01 152.20
% RSD 0.169| 1.173 1.05 3.11
Analysed by:%\%\\d}i/—‘ Checked by:(DQD
Date: 29 lDL* oo Date:

bo\o\\%l()

Reported by User. Sankar (Sankar)
Report Method: RSD REPORT STD
Report Method I[3835

Page: 2 of 2

Project Name: 2020\QC-HPL-002\APR-2020
Printed Date: 4/29/2020
Printed Time: 9:47:34 A



CHROMATOGRAPHIC DATA

29

sSal PRIMUS
_‘LJPE, BICYTECH PN 4.0
SAMPLE INFORMATION
Sample Name: BLANK Acquired By: RAJI
Sample Type: Unknown Sample Set Name 29042020_AMILOPERIN DISSO_SS
Vial: 97 Acq. Method Set: AMLOPERIN_FP_MSET
Injection #: 1 Processing Method AMLOPERIN_FP_PM
Injection Volume: 50.00 ul Channel Name: 2487Channel 1
Run Time: 10.0 Minutes Proc. Chnl. Descr.. 210
Date Acquired: 4/29/2020 14:22:20 IST
Date Processed:  4/29/2020 16:01:01 IST
Auto-Scaled Chromatogram
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1.00 200 300 400 500 600 700 800 9.00 10.00
Minutes
Peak Results
Name RT | Area| % Area
1 | PERINDOPRIL ERBUMINE | 3919
2 | AMLODIPINE BESYLATE | 5764
A\
% 4 dyl
Analysed by: :P,—-%qucﬂ——-
Date:

RN =2

2.alen]reoe

Checked by: S
R

g RReos
L(‘\D‘J&’f‘éported by User: RAJARAJESWARI (RAJI)
Report Method: CHROMATOGRAPHIC DATA

Report Method ID5069
Page: 1 of 1

Project Name:
Printed Date:
Printed Time:

2020\QC-HPL-001\APR-2020
4/29/2020
16:07:25 Asi



RSD REPORT | ,
SAl PRIMUS

LIFE BEROTTECES P LI

SAMPLE INFORMATION

S5ample Name: DISSO STANDARD Acquired By: RAJI

sample Type: Standard Sample Set Name 29042020_AMILOPERIN DISSO_SS
/ial: 98 Acg. Method Set: AMLOPERIN_FP_MSET

njection #: 1,2,4,5,3 Processing Methoc AMLOPERIN_FP_PM

njection Volume: 50.00 ul Channel Name: 2487Channel 1

un Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Jate Acquired: 4/29/2020 13:26:43 IST, 4/29/2020 13:37:46 IST, 4/29/2020 13:48:49 IST, 4/29/2020 14:00:06 IST
4/29/2020 14:11:09 IST

date Processed:  4/29/2020 14:27:06 IST, 4/29/2020 14:27:10 IST, 4/29/2020 14:27:13 IST, 4/29/2020 14:27:18 IST,
4/29/2020 14:27:22 IST

Auto-Scaled Chromatogram

1 —
0.15—: % %
| @ >
0.10 o E
2 =
0.05 =
] o
: 2
o] NS L R "1*4}%9'.."|@' L T &0 T=h=T—% F [
1.00 5.00 6.00 7.00 8.00 9.00 10.00
Minutes
Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area USP Tailing | USP Plate Count | USP Resolution
1 AMLODIPINE BESYLATE 1 5.815| 1297240 1.02 11955 9.83
2 AMLODIPINE BESYLATE 2 5.796 | 1298443 1.03 12025 9.68
3 AMLODIPINE BESYLATE 3 5.781 | 1297197 1.02 11948 9.72
4 AMLODIPINE BESYLATE 4 5.770| 1298316 1.04 12224 9.71
5 AMLODIPINE BESYLATE 5 5.758 | 1291328 1.04 12287 9.55
Mean 5.784 | 1296505 1.03 12087.83 9.70
Std. Dev. 0.022 |2952.006 0.01 157.74 0.10
% RSD 0.4 0.2 0.87 1.30 1.05
Peak Name: PERINDOPRIL ERBUMINE
Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 PERINDOPRIL ERBUMINE 1 3.951| 513568 1.12 9616
Analysed by: ] duy| gh?cked by:
Date: s ~ L0
ate "111[0‘{—(-{0&4: 30\0\-\\9,9

Reported by User: RAJARAJESWARI (RAJI) Project Name: 2020\QC-HPL-001\APR-2020
Report Method: RSD REPORT STD

Printed Date: 4/29/2020
Report Method I1[4966 ) ] )
. Printed Time: 16:04:48 Asi
Page: 1 of 2
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Peak Name: PERINDOPRIL ERBUMINE

Peak Name Injection| RT Area USP Tailing | USP Plate Count
2 PERINDOPRIL ERBUMINE 2 3.944 | 512552 1.14 9670
3 PERINDOPRIL ERBUMINE 3 3.937 | 516200 1.12 9636
4 PERINDOPRIL ERBUMINE 4 3.933| 512687 1.12 9673
5 PERINDOPRIL ERBUMINE 5 3.929| 512705 1.13 9658
Mean 3.939| 513542 1.13 9650.35
Std. Dev. 0.009 | 1539.291 0.01 24.38
% RSD 0.2 0.3 0.95 0.25
Analysed by: Checked by: Di‘)\w@

Date: aq[o ¢ (209

Pate: aolou\zone

Reported by User: RAJARAJESWARI (RAJI)
Report Method: RSD REPORT STD
Report Method I1[4966

Page: 2 of 2

Project Name:
Printed Date:

Printed Time:

2020\QC-HPL-001\APR-2020
4/29/2020

16:04:48 Asi



CHROMATOGRAPHIC DATA

3L

SAIl PRIMUS

LIFE BIOTECH PVWE L10

Sample Name: BLANK

SAMPLE INFORMATION

Sample Type: Unknown
Vial: 97

Injection #: 1

Injection Volume: 50.00 ul

Run Time: 10.0 Minutes

Date Acquired: 4/29/2020 13:20:07 IST
Date Processed: 4/29/2020 14:26:42 IST

Acquired By: RAJI
Sample Set Name 29042020_AMILOPERIN DISSO_SS
Acg. Method Set: AMLOPERIN_FP_MSET
Processing Method AMLOPERIN_FP_PM
Channel Name: 2487Channel 1
Proc. Chnl. Descr.: 210

Auto-Scaled Chromatogram
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1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00
Minutes
Peak Results
Name RT | Area | % Area
1 | PERINDOPRIL ERBUMINE | 3919
2| AMLODIPINE BESYLATE | 5.764
Analysed by:{ fo,p Checked by: £y
Date: 0§ [0 ‘{_\ a0de Date: 3)0&0\\\‘753 9
Reported by User: RAJARAJESWARI (RAJI)

Report Method: CHROMATOGRAPHIC DATA
Report Method ID5069
Page: 1 of 1

Project Name: 2020\QC-HPL-001\APR-2020
Printed Date: 4/29/2020
Printed Time: 16:07:12 Asi
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SAlL PRINMIUS
~ LI BSDOTECEY P LT
SAMPLE INFORMATION
Sample Name: GF200405 JAR_2, GF200405 JAR_6, GF200405 Acquired By: RAJI
Sample Type: Unknown Sample Set Name 29042020_AMILOPERIN DISSO_SS
Vial: 99, 101, 100, 102, 103, 104 Acq. Method Set: AMLOPERIN_FP_MSET
njection #: 1 Processing Methoc AMLOPERIN_FP_PM
njection Volume: 50.00 ul Channel Name: 2487Channel 1
Run Time: 10.0 Minutes Proc. Chnl. Descr.. 210

Jate Acquired:

4/29/2020 14:33:27 IST, 4/29/2020 14:44:34 I1ST, 4/29/2020 14:55:55 IST, 4/29/2020 15:07:16

Jate Processed:

IST, 4/29/2020 15:18:37 IST, 4/29/2020 15:29:59 IST

4/29/2020 16:01:30 IST, 4/29/2020 16:01:34 IST, 4/29/2020 16:01:38 IST, 4/29/2020 16:01:42

IST, 4/29/2020 16:01:45 IST, 4/29/2020 16:01:48 IST

Auto-Scaled Chromatogram

0.15 = <
_ : 3
010 - %
2 ] g
005 |
0.0 e \_/”‘/\/\\“ {;_' e . :s('\_\\fﬁ_
e e L 7 .
1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00
Minutes
Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area
1 AMLODIPINE BESYLATE 1 5.710| 1236254
2 AMLODIPINE BESYLATE 1 5.695| 1218643
3 AMLODIPINE BESYLATE 1 5.700| 1225166
4 AMLODIPINE BESYLATE 1 5.685| 1211739
5 AMLODIPINE BESYLATE 1 5.719| 1323197
6 AMLODIPINE BESYLATE 1 5.733| 1227510
Mean 5.707 | 1240418
Std. Dev. 0.017|41389.875
% RSD 0.3 3.3
Analysed by:%._ P Checked by: ¢\
Date: 29[ogfanlh P oled s

Reported by User: RAJARAJESWARI (RAJI)
Report Method: RSD REPORT

Report Method 1[4736

Page: 1 of 2

2020\QC-HPL-001\APR-2020
4/29/2020

16:05:17 Asi

Project Name:
Printed Date:

Printed Time:



Peak Name: PERINDOPRIL ERBUMINE

3¢

Checked by: &ZD

Peak Name Injection | RT Area
1 PERINDOPRIL ERBUMINE 1 3.901| 510830
2 PERINDOPRIL ERBUMINE 1 3.907 | 511038
3 PERINDOPRIL ERBUMINE 1 3.912 | 534432
4 PERINDOPRIL ERBUMINE 1 3.897 | 510036
5 PERINDOPRIL ERBUMINE 1 3.902 | 512065
6 PERINDOPRIL ERBUMINE 1 3.917 | 514096
Mean 3.906 | 515416
Std. Dev. 0.008 | 9420.498
% RSD 0.2 1.8
e

30\9\\\0_39‘1_0

Reported by User: RAJARAJESWARI (RAJI)
Report Method: RSD REPORT

Report Method [[4736

Page: 2 of 2

Project Name:
Printed Date:

Printed Time:

2020\QC-HPL-001\APR-2020
4/29/2020

16:05:17 Asi



3s

RSD REPORT <D
SAL PRINMILIS

LUFE BUOOTECES P LI

SAMPLE INFORMATION

sample Name: DISSO STANDARD(B), DISSO STANDARD Acquired By: RAJI

sample Type: Standard Sample Set Name 29042020_AMILOPERIN DISSO_SS
lial: 98 Acg. Method Set: AMLOPERIN_FP_MSET

njection #: 1,2,4,5,3 Processing Methoc AMLOPERIN_FP_PM

njection Volume: 50.00 ul Channel Name: 2487Channel 1

un Time: 10.0 Minutes Proc. Chnl. Descr.: 210

Jate Acquired: 4/29/2020 13:26:43 IST, 4/29/2020 13:37:46 IST, 4/29/2020 13:48:49 IST, 4/29/2020 14:00:06 IST

4/29/2020 14:11:09 IST, 4/29/2020 15:41:08 IST

)ate Processed:  4/29/2020 14:27:06 IST, 4/29/2020 14:27:10 IST, 4/29/2020 14:27:13 IST, 4/29/2020 14:27:18 IST,

4/29/2020 14:27:22 IST, 4/29/2020 16:02:11 IST

Auto-Scaled Chromatogram
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1.00 5.00 6.00 7.00 8.00 9.00 10.00°
Minutes
Peak Name: AMLODIPINE BESYLATE
Peak Name Injection| RT Area USP Tailing | USP Plate Count | USP Resolution
1 AMLODIPINE BESYLATE 1 5.679| 1295506 1.03 12019 9.51
2 AMLODIPINE BESYLATE 1 5.815| 1297240 1.02 11955 9.83
3 AMLODIPINE BESYLATE 2 5.796 | 1298443 1.03 12025 9.68
4 AMLODIPINE BESYLATE 3 5.781| 1297197 1.02 11948 9.72
5 AMLODIPINE BESYLATE 4 5.770| 1298316 1.04 12224 9.71
6 AMLODIPINE BESYLATE 5 5.758 | 1291328 1.04 12287 9.55
Mean 5.767 | 1296338 1.03 12076.42 9.67
Std. Dev. 0.047 | 2671.657 0.01 143.83 0.12
% RSD 0.8 0.2 0.81 1.19 1.23
Analysed by: ¥y gthked BY: 5%
. ate:
Date: dy [0% las b Sobeesoo

Reported by User: RAJARAJESWARI (RAJI)
Report Method: RSD REPORT STD

Project Name: 2020\QC-HPL-001\APR-2020
Printed Date: 4/29/2020

rt Method I[L4966
S:g:‘ 10f2 Printed Time: 16:21:26 Asi
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Peak Name: PERINDOPRIL ERBUMINE

Peak Name Injection| RT Area USP Tailing | USP Plate Count
1 PERINDOPRIL ERBUMINE 1 3.951| 513568 1.12 9616
2 PERINDOPRIL ERBUMINE 1 3.895| 511841 1.12 9857
3 PERINDOPRIL ERBUMINE 2 3.944 | 512552 1.14 9670
4 PERINDOPRIL ERBUMINE 3 3.937| 516200 1.12 9636
5 PERINDOPRIL ERBUMINE 4 3.933| 512687 1.12 9673
6 PERINDOPRIL ERBUMINE 5 3.929 | 512705 1.13 9658
Mean 3.931| 513259 1.13 9684.81
Std. Dev. 0.020|1542.136 0.01 87.17
% RSD 0.5 0.3 0.88 0.90
Analysed by ﬂ&f—l——‘ ghec.ked by: 26y e \\“’5—6
Date: &‘i ate:

dobv\esto

Reported by User: RAJARAJESWARI (RAJI)
Report Method: RSD REPORT STD
Report Method 1L 4966

Page: 2 of 2

Project Name:
Printed Date:

Printed Time:

2020\QC-HPL-001\APR-2020
4/29/2020

16:21:26 Asi
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CHROMATOGRAPHIC DATA

SA F;’

AR B

SAMPLE INFORMATION

Sample Name: BLANK Acquired By: RAJI

Samp|e Type: Control Samp|e Set Nam828042020_AM LO_5_5___RS_FP_SS
Vial: 73 Acq. Method Set: AMLOPERIN_RS_FP_MSET
Injection #: 1 Processing Method AMLOPERIN_FP_RS_STD PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1

Run Time: 30.0 Minutes Proc. Chnl. Descr.: 215

Date Acquired: 4/28/2020 15:43:03 IST
Date Processed: 4/29/2020 19:45:50 IST

Auto-Scaled Chromatogram

0020
0.018-2
0.016—5
0.014
0.012-
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o.ooz—f
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0.00 2.00 4.00 6.00 8.00 10.00 12,00 14.00 16.00 18.00 20.00 22,00 2400 26.00 2800 30.00
Minutes

Peak Results
Name RT | Area | % Area

PERINDOPRIL | 5.100

-

Analysed byzg_%\ﬁ&”/” Checked by: 5
Date: 20 [DH\%VD Date: gﬁ\o?:{;%m

Reported by User: sankar (sankar) Project Name: 2020\QC-HPL-001\APR-2020
Report Method: CHROMATOGRAPHIC DATA Printed Date:  4/30/2020

Report Method ID5255 Printed Time: 10:02:29 Asi
Page: 1 of 1
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Sl PRIAMUIS
i LR BT ECEY PWELTE
SAMPLE INFORMATION
iample Name: STD SOLUTION Acquired By: RAJI
vample Type: Standard Sample Set Name:28042020_AMLO 5 5 RS _FP_SS
ial: 74 Acq. Method Set: AMLOPERIN_RS_FP_.MSET
rjection #: 1,6,2,4,5,3 Processing Method AMLOPERIN_FP_RS_STD_PM
njection Volume: 20.00 ul Channel Name: 2487Channel 1
un Time: 10.0 Minutes Proc. Chnl. Descr.: 215

Jate Acquired:

)ate Processed:

4/28/2020 16:13:58 IST, 4/28/2020 16:24:49 IST, 4/28/2020 16:35:40 IST, 4/28/2020 16:46:31 IST,
4/28/2020 16:57:22 IST, 4/28/2020 17:08:13 IST

4/29/2020 19:53:17 IST, 4/29/2020 19:53:42 IST, 4/29/2020 19:54:01 IST, 4/29/2020 19:54:27 IST,
4/29/2020 19:54:44 IST, 4/29/2020 19:55:24 IST

Auto-Scaled Chromatogram

—
4.00

1000
Minutes
Peak Name: PERINDOPRIL
PeakName |Injection| RT Area | USP Tailing | USP Plate Count
1 PERINDOPRIL 1 5.181| 11118 1.42 4572
2 PERINDOPRIL 2 5.187| 11872 0.82 4204
3 PERINDOPRIL 3 5.187 | 11354 0.85 4498
4 PERINDOPRIL 4 5.178 | 11802 1.05 4190
5 PERINDOPRIL 5 5.185| 11782 1.02 4500
6 PERINDOPRIL 6 5.186| 11168 0.77 4436
Mean 5.184| 11516 0.99 4400.12
Std. Dev. 0.004 | 342.021 0.24 163.20
L% RSD 0.1 3.0 24.32 3.71
Analysed by:‘ﬁ_&%ag/— Checked by: N n
Date: ‘ Date:
3e |onloors Qoley| o260

Reported by User: sankar (sankar)

Report Method: RSD REPORT STD

Report Method IL4966
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2020\QC-HPL-001\APR-2020

4/30/2020
10:00:01 Asi
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SAlLPRIMILIS

EALFEDESIOOTECIH PWCT T

CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BLANK Acquired By: RAJI

Samp|e Type: Contro| Sample Set Name 28042020_AM LO__S__S__RS_FP_SS
Vial: 73 Acq. Method Set: AMLOPERIN_RS FP_MSET
Injection #: 1 Processing Method AMLOPERIN_FP_RS_STD_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1

Run Time: 30.0 Minutes Proc. Chnl. Descr.: 215

Date Acquired:

4/28/2020 17:19:10 IST

Date Processed: 4/29/2020 19:56:17 IST

Auto-Scaled Chromatogram
0.0207

0.018
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Minutes

— ——
0.00 8.00 1000 12.00

Peak Results
Name RT | Area

PERINDOPRIL | 5.100

% Area

-

Analysed by:’&\%\ﬁ&ﬂ/'— Checlked by: D:!)\\QD
e oo s Doter Yoo e
2020\QC-HPL-001\APR-2020

4/30/2020
10:04:52 Asi

Reported by User: sankar (sankar)
Report Method: CHROMATOGRAPHIC DATA
Report Method ID5255

Page: 1 of 1

Project Name:
Printed Date:
Printed Time:
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CHROMATOGRAPHIC DATA D

SAlL PRIMUS

LIAPEN BT TECHO PYT LTD

SAMPLE INFORMATION

Sample Name: PLACEBOSOLUTION Acquired By: RAJI

Sample Type: Control Sample Set Name 28042020_AMLO_5_5_RS_FP_SS
Vial: 75 Acq. Method Set: AMLOPERIN_RS FP_MSET

Injection #: 1 Processing Method AMLOPERIN_FP_RS_PLACEBO_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1

Run Time: 30.0 Minutes Proc. Chnl. Descr.: 215

Date Acquired: 4/28/2020 17:50:05 IST
Date Processed: 4/29/2020 20:02:37 IST

Auto-Scaled Chromatogram
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Peak Results
Name RT | Area | % Area
1| PLACEBO1| 0.605| 1085| 0.70
2| PLACEBO2| 0899 966| 062
3| PLACEBO3| 1.096| 1393| 0.89
4| PLACEBO 4| 1215|32134| 2062
5| PLACEBO5| 1.371|29913| 19.20
6 | PLACEBO6| 4.335| 1392| 089
7 | PLACEBO 7| 5192 |23418| 1503
8| PLACEBO 8| 11.285| 2824 181
9| PLACEBO 9| 15.999 | 62688 | 40.23
Analysed by: R, $hots,— Checked by: (o
Date: ) Date: & %
20(onlome 3 donlooio
Reported by User: sankar (sankar) Project Name: 2020\QC-HPL-001\APR-2020
Report Method: CHROMATOGRAPHIC DATA Printed Date:  4/30/2020

Report Method ID5255
Page: 1 of 1

Printed Time: 10:07:09 Asi



CHROMATOGRAPHIC DATA <>

SAl PRIANL]

EAFE ESIONTENCO R PATT LT

SAMPLE INFORMATION

Sample Name: SAMPLE SOLUTION GF200405 Acquired By: RAJI

Samp|e Type: Unknown Sample Set Name 28042020_AMLO_S_S_RS_FP_SS
Vial: 76 Acq. Method Set: AMLOPERIN_RS_FP_MSET
Injection #: 1 Processing Method AMLOPERIN_FP_RS_SPL_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1

Run Time: 30.0 Minutes Proc. Chnl. Descr.: 215

Date Acquired: 4/28/2020 18:51:58 IST
Date Processed: 4/29/2020 9:02:13 IST

Auto-Scaled Chromatogram
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Minutes
Peak Results
Name RT Area | % Area

1| PLACEBO 1 0.611 955 |  0.00

2| PLACEBO 2 0.913 1665  0.01

3| PLACEBO 3 1.104 1662 0.01

4| PLACEBO 4 1.203 1406 |  0.01

5 | BESYLATE 1.370 | 4965056 | 25.16

6 | PERINDOPRIL 5.050 | 3774204 | 19.12

7 | UNKNOWN IMPURITY | 9.365| 32012| 0.16

8 | AMLODIPINE 15.282 | 10958267 | 5553
Analysed by: T2, %‘w&i———‘ Checked by:ty sy
Date: ) ; Date:

2elon|pere Setes\reog

Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-001\APR-2020
Report Method: CHROMATOGRAPHIC DATA Printed Date:  4/30/2020

Report Method ID5255
Page: 1 of 1

Printed Time: 9:05:45 Asia
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=40 PRIAMMICES

LS ST R P IR

RSD REPORT

SAMPLE INFORMATION

sample Name: STD SOLUTION, STD SOLUTION (B) Acquired By: RAJI

sample Type: Standard Sample Set Name:28042020_AMLO_5_5 RS_FP_SS
fial: 74 Acq. Method Set: AMLOPERIN_RS_FP_MSET
njection #: 1,6,2,4,5,3 Processing Method AMLOPERIN_FP_RS_STD_PM_,
njection Volume: 20.00 ul Channel Name: 2487Channel 1

un Time: 10.0 Minutes Proc. Chnl. Descr.: 215

Jate Acquired: 4/28/2020 16:13:58 IST, 4/28/2020 16:24:49 IST, 4/28/2020 16:35:40 IST, 4/28/2020 16:46:31 IST,

4/28/2020 16:57:22 IST, 4/28/2020 17:08:13 IST, 4/28/2020 19:22:55 IST

Jate Processed:  4/29/2020 8:35:39 IST, 4/29/2020 19:53:17 IST, 4/29/2020 19:53:42 IST, 4/29/2020 19:54:01 IST,

4/29/2020 19:54:27 IST, 4/29/2020 19:54:44 |ST, 4/29/2020 19:55:24 IST

Auto-Scaled Chromatogram
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Minutes
Peak Name: PERINDOPRIL
PeakName |Injection| RT Area | USP Tailing | USP Plate Count
1 PERINDOPRIL 1 5.181| 11118 1.42 4572
2 PERINDOPRIL 1 5.191| 11120 0.89 4698
3 PERINDOPRIL 2 5.187 | 11872 0.82 4204
4 PERINDOPRIL 3 5.187 | 11354 0.85 4498
5 PERINDOPRIL 4 5.178 | 11802 1.05 4190
6 PERINDOPRIL 5 5.185| 11782 1.02 4500
7 PERINDOPRIL 6 5.186| 11168 0.77 4436
Mean 5.185| 11459 0.97 4442.68
Std. Dev. 0.004 | 346.278 0.22 186.74
% RSD 0.1 3.02 22.83 4.20
Analysed by:_@,\%a.u/—- Checked by: Yy
Date: Date:

26 |on]| 2noe dotor\rodn

Reported by User: Sankar (Sankar)
Report Method: RSD REPORT STD

Project Name: 2020\QC-HPL-001\APR-2020
Printed Date: 4/30/2020

Report Method IL4966

Page: 1 of 1

Printed Time: 8:48:57 Asia



PROCESSING METHOD
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SAI PRI

LAFE ESTONTECIH PAWY LD

Processing Method: AMLOPERIN 10 10 FP PM

Type: LC

Method Information
Method Comments

Method Modified User Sankar
Method Locked No
Method Id 4309
Old Id 3666
Method Version 3

Method Edit User
Source S/W Info

Stored: 4/28/2020 14:09:38 IST

Empower 3 Software Build 3471 SPs
Installed: Feature Release 2 DB ID:

2299089505
Integration Algorithm Traditional
Search Depth 3
Retention Time Presearch No
RT Presearch Window 10.0
Start Mass Limit (m/z)
End Mass Limit (m/z)
PBM Search Mode Pure
Duplicate Spectra No
PBM Reference Sets SET1

Search Threshold
Noise Baseline

50.000(% )
(min)

Peak Separation 1.0000(Da)
Baseline Multiplier 1.000
Spectra To Average 5

Noise Threshold 0.000(% )
Combine Type Average
Expected Mass Peak Separation 1.00(Da)
Expected Mass Calculation Type None
Include the uncorrected Target or Base Massin the list of expected masses 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

Update RT Never

CCalRef1

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

System Suitability Information

Void Volume Time 1.000(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 ¢/n No

Use noise centered on peakregion in blankinjection Yes
Half Height Multiplier for USP s/n Noise Region

Half Height Multiplier for EP s/n Noise Region

Half Height Multiplier for JP /n Noise Region

Noise Value for ¢/n

% Runtime 5.0
Maximum Noise

Maximum Drift

Baseline Noise Minimum 30 Seconds
Baseline Start (min)
Baseline End (min)

Integration Parameters
Minimum Area  50000(uV*sec)
Minimum Height 0(uV)

Threshold 50.000(uV/sec)
Peak Width 50.00(sec)
Integration Events
Time Stop
(i) Type ’ Value (min)
1 0.000 | Valleyto Valley 10.000
2 | 0.000 | Inhibit Integ ration 3.000
3 | 4.500 | Inhibit Integration 5.000
4 | 6.200 | Inhibit Integ ration 10.000
Component Table
Name Component | o Lapel | Retention Time | RT Window | oy visich | Calculate St Results | Flag Outside Limits
) Tyoe @ 1 i - (min) (min) ; i Son sy : .
1 PERINDOPRIL ERBUMINE | 3.820 0.191 | Closest Yes Yes
2 | AMLODIPINE BESYLATE 5674 0.284 | Closest Yes Yes
Component Table
dnidc i ol L S e ol inernal | RT
(mifg) [[(10=-4tmi*molig 2y [P0 =hanneiane (Description) 1ol Chiamel | i vaite Aieloe i Bt MBdNIg s 31 Referonce
1 0.000 2487Channel 1 | Area Amount | Linear | None
2 0.000 2487Channel 1 | Area Amount | Linear | None
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Component Table
: ' : i ; Default | Default o
Rel RT. RRT Rel Resol Curve | Relative Must Default PkStart | PKkEnd Defgult MWEit | Tye Impurity
Reference Reference | Reference | Response Pk g i Units Type
: (min) | (min) . 3
1 1.000000 | No | No 1st Order | Single
2 1.000000 | No | No 1st Order | Single
Component Table
: : : ‘Structure1 Structure 1 | Structure 1 Structure1' Sfructure1 Structure 2 - Structure 2

CCompReft | CCompRef2 | CCompRef3 | =\ 7 Description | Mol Wt Formula Structure ‘Name | Description
1
2

Component Table

Structure2 | Structure2 | Structure2 | Structure3 | Structure3 | Structure3 | Structure3 | Structure3 .

Mol VWt Formula Structure Name | Description | Mol Wt Formula Structure Cooney ’CConst’2’ ”CCQnst‘ys
1
2

Component Table

CConst4 | CConst5 | CConst6 | CConst7
1
2

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

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

Processing Method Group 'Suit Limits-'PERINDOPRIL ERBUMINE" table contains no data.

Processing Method Group 'Relative Limits-'PERINDOPRIL ERBUMINE" table contains no data.

Processing Method Group 'Def Amts-'PERINDOPRIL ERBUMINE" table contains no data.

Processing Method Group 'Suit Limits-'AMLODIPINE BESYLATE' table contains no data.

Processing Method Group 'Relative Limits-'AMLODIPINE BESYLATE" table contains no data.

Processing Method Group 'Def Amts-'AMLODIPINE BESYLATE" table contains no data.

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
Smoothing Type
Smoothing Level

0.000(Minutes)
None
None

Empty parameters supersede the derived channel's smoothing and offset parameters No

LS Smoothing/Offset Parameters
Time Offset
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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 3 4/28/2020 14:09:38 IST User Sankar
Version 2 4/25/2020 17:08:57 IST User Sankar

Version 1 4/24/2020 9:05:06 IST User RAJI  Created method '"AMLOPERIN_10_10_FP_PM".

Method Version Summaries

4k

Method Name Method Type | Method Comments Method Date Method Modified User | Method Locked | MethodId | Old Id
1| AMLOPERIN_10_10_FP_PM | Processing 4/29/2020 9:21:30IST | Sankar No 4451 | 4309
2 AMLOPERIN_10_10_FP_PM | Processing 4/28/2020 14:09:38 IST | Sankar No 4309 | 3666
3 | AMLOPERIN_10_10_FP_PM | Processing 4/25/2020 17.08:57 IST | Sankar No 3666 | 3141
4 | AMLOPERIN_10_10_FP_PM | Processing 4/24/2020 9:05:06 IST | RAJI No 3141
Method Version Summaries
Method Version ; o - Source S\W Info

1 4 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
2 “ 3 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

" 2 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
4 | 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
Analysed byﬁb%\'ﬂq/— Checked by:@“%
Date: . or|0rO0 Date:
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PROCESSING METHOD

++

SAl PRIMUS

LIFE EBSTOTECH PWT LD

Processing Method: AMLOPERIN_FP PM

Type: LC

Method Information
Method Comments
Method Modified User
Method Locked
Method Id
Old Id
Method Version
Method Edit User
Source S/W Info

Integration Algorithm

Search Depth

Retention Time Presearch

RT Presearch Window

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 Massin the list of expected masses

Expected Mass Base Value
Expected Mass Base Intensity
Centroid Center Type

Centroid Top (%)

Centroid Intensity

Min. Peak Width at Half-Height
Smoothing Type

Average By

RT Window %
Update RT

Analysed by:{ N
e 4“1{0 & la0e

Stored: 4/28/2020 11:31:52 IST

RAJI
No
4664
4362
6

Empower 3 Software Build
3471 SPsinstalled: Feature
Release 2 DB ID: 2299089505
Traditional

3

No
10.0
(m/z)
(m/z)
Pure
No
SET1

50.000(% )

(min)

1.0000(Da)

1.000
5

0.000(% )

Average
1.00(Da)

None
No

100.00(Da)

80.0(%)

Centroid Top(%)

80.00

Heights

0.500(Da)

None
None
5.00
Never
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CCalRef1

Include Internal Standard Amountsin Amount Calculation

Vial/Default Value Type

RT Reference Used to Name Unnamed Peaks by RRT

System Suitability Information

Yes

Amount

4€

Void Volume Time 1.000(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 ¢/n No
Use noise centered on peakregion in blankinjection 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 ¢/n
% Runtime 5.0
Maximum Noise
Maximum Drift
Baseline Noise Minimum 30 Seconds
Baseline Start (min)
Baseline End (min)
Integration Parameters
Minimum Area  50000(uV*sec)
Minimum Height 0(uV)
Threshold 100.000(uV/sec)
Peak Width 50.00(sec)
Integration Events
(Trlnn;g  Type ; Value (?;95
1 0.000 | Valleyto Valley 10.000
2 0.000 | Inhibit Integration 3.200
3 | 4.300 | Inhibit Integration 5.000
4 | 6.200 | Inhibit Integration 10.000
Component Table
Name | oIt b el | e tion e R TV Indow i1 o Al Culte Sult Results
et EdTyoe - (min) (min)
1 | PERINDOPRIL ERBUMINE 1 3.919 0.196 | Closest Yes
2 AMLODIPINE BESYLATE 2 5.764 0.288 | Closest Yes
Component Table
Flag Ouside Limits (‘::i"gc) i o e 192) XValte | Fit | Weighting
1! Yes 0.000 2487Channel 1 | Area Amount | Linear | None
2 | Yes 0.000 2487Channel 1 | Area Amount | Linear | None
Analysed by:&'_% Checked by:D\D
Date: b1 {0 ! Date: &0\ \
4|0V de O\ 2O
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Component Table
Internal | RT Rel RT RelResol | Cure | Relative |- | Defaut | DSRUIt | Defult | 5 el
RRT Must PkStart | PkEnd | ; MW Fit
Std Reference | Reference Reference | Reference | Response Pk iy g e Units
; (min) (’mm)w_ i
1 1.000000 | No | No 1st Order
2 1.000000 | No | No 1st Order
Component Table
e Impurity Structure 1 | Structure1 | Structure! | Structure 1 | Structure 1
: Type Type CCompieill CCOTPRCIZICE U DREE Name Description Mol Wt Formula -Structure
1| Single
2 | Single
Component Table
Structure2 | Structure2 | Structure2 | Structure2 | Structure2 | Structure3 | Structure3 | Structure3 | Structure3
Name | Description | Mol Wt Formula Structure Name Description | Mol Wt Formula
1
2
Component Table
SIS CConst1 | CConst2 | CConst3 | CConst4 | CConst5 | CConst6 CConst7
Structure g ¥
1
2

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

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

Processing Method Group 'Suit Limits-'PERINDOPRIL ERBUMINE" table contains no data.
Processing Method Group 'Relative Limits-'PERINDOPRIL ERBUMINE" table contains no data.
Processing Method Group 'Def Amts-'PERINDOPRIL ERBUMINE" table contains no data.
Processing Method Group 'Suit Limits-' AMLODIPINE BESYLATE" table contains no data.
Processing Method Group 'Relative Limits-'AMLODIPINE BESYLATE' table contains no data.
Processing Method Group 'Def Amts-'AMLODIPINE BESYLATE" table contains no data.

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
Smoothing Type None
Smoothing Level None

Empty parameters supersede the derived channel's smoothing and offset parameters No

0.000(Minutes)

LS Smoothing/Offset Parameters
Time Offset
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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 6 4/28/2020 11:31:52 IST User RAJI
Version 5 4/27/2020 9:25:04 IST User RAJI
Version 4 4/27/2020 9:13:22 IST User RAJI
Version 3 4/22/2020 17:35:23 IST User RAJI
Version 2 4/17/2020 9:08:07 IST User RAJI

Version 1 4/16/2020 17:11:23 IST User VALLARASAN  Created method '"AMLOPERIN_FP_PM'".

Method Version Summaries

Method Name

Method Type | Method Comments Method Date Method Modified User | Method Locked | Method Id | Old Id
1| AMLOPERIN_FP_PM | Processing 4/28/2020 11:31:52 IST | RAJI No 4664 | 4362
2 | AMLOPERIN_FP_PM | Processing 4/27/2020 9:25:04 IST | RAJI No 4362 | 4313
3 | AMLOPERIN_FP_PM | Processing 4/27/2020 9:13:22 IST | RAJI No 4313 | 3661
4 | AMLOPERIN_FP_PM | Processing 4/22/2020 17:35:23 IST | RAJI No 3661 | 3406
5 | AMLOPERIN_FP_PM | Processing 4/17/2020 9:08:07 IST | RAJI No 3406 | 2533
6 | AMLOPERIN_FP_PM | Processing 4/16/2020 17:11:23 IST | VALLARASAN No 2533
Method Version Summaries
Method Version Source S/W Info

1 6 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

2 5 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

3 4 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

4 3 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

5 2 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

6 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
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PROCESSING METHOD
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Processing Method: AMLOPERIN FP RS PLACEBO_PM

Type:LC

Method Information
Method Comments
Method Modified User
Method Locked
Method Id
Old Id
Method Version
Method Edit User
Source S/W Info

Integration Algorithm

Search Depth

Retention Time Presearch

RT Presearch Window

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

Stored: 4/29/2020 20:02:46 IST

Sankar
No
5159
4832

5

Empower 3 Software Build
3471 SPslInstalled: Feature
Release 2 DB ID: 2299089505
Traditional

3

No

10.0

(m/z)

(m/z)

Pure

No

SET1

50.000(% )

(min)

1.0000(Da)

1.000

5

0.000(% )

Average

1.00(Da)

None

Include the uncorrected Target or Base Massin the list of expected masses No

Expected Mass Base Value
Expected Mass Base Intensity
Centroid Center Type

Centroid Top (%)

Centroid Intensity

Min. Peak Width at Half-Height
Smoothing Type

Average By

RT Window %

Update RT

Analysed by:B_%\W

Date: 29 [b L\\%W

100.00(Da)
80.0(%)
Centroid Top(%)
80.00

Heights
0.500(Da)

None

None

5.00

Never
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CCalRef1
Include Internal Standard Amountsin Amount Calculation Yes
Vial/Default Value Type Amount

RT Reference Used to Name Unnamed Peaks by RRT

System Suitability Information

Void Volume Time (min)
Calculate Suitability No
Flag Outside Yes
Calculate Unknowns Yes
Pharmacopoeia All
Tangent Percent (USP Plate Count) 61
Tangent Percent (USP Resolution) 50
Calculate USP, EP, and JP ¢/n No

Use noise centered on peakregion in blankinjection 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 ¢/n

% Runtime 5.0
Maximum Noise

Maximum Drift

Baseline Noise Minimum 30 Seconds
Baseline Start (min)
Baseline End (min)

Integration Parameters
Minimum Area  0(uV*sec)
Minimum Height 0(uV)

Threshold 50.000(pV/sec)
Peak Width 20.00(sec)
Integration Events

Time | Stop

) : Type Value (min)
1| 0.000 | Valleyto Valley 30.000

Component Table
Name Ceuponeat Peak Label Retentlgn e iR V\ﬁ_ndow PeakMatch | Calculate Suit Results | Flag Outside Limits elifle
: Type (min) (min) : o (ml/g)
1| PLACEBO 1 1 0.587 0.029 | Closest Yes Yes
2 | PLACEBO 2 2 0.901 0.045 | Closest Yes Yes
3 | PLACEBO 3 3 1.070 0.054 | Closest Yes Yes
4 | PLACEBO 4 4 1.200 0.060 | Closest Yes Yes
5 | PLACEBO 5 5 1.370 0.099 | Closest Yes Yes
6 | PLACEBO 6 4.300 0.215 | Closest Yes Yes
7 | PLACEBO 7 5.200 0.260 | Closest Yes Yes
8 | PLACEBO 8 11.30C 0.565 | Closest Yes Yes
9 | PLACEBO 9 16.000 0.800 | Closest Yes Yes
Analysed by 32, %ow/——* Checked by: ) ¢
Date: Date:
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Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-001\APR-202
Report Method: PROCESSING METHOD Printed Date:  4/29/2020

Report Method ID1555
Page: 2 of 6

Printed Time: 8:42:19 Asia



53

Component Table .
(10e- 4,;]‘?"‘0”9&) 35 Cha(n‘nel Namé (Description) Channel Y Value | XValue | Fit | Weighting 'lnt§[3a| ReftF:ance RF;fee' r:r;rce
1 0.000 Area Amount | Linear | None
2 0.000 Area Amount | Linear | None
3 0.000 Area Amount | Linear | None
4 0.000 Area Amount | Linear | None
5 0.000 Area Amount | Linear | None
6 0.000 Area Amount | Linear | None
7 0.000 Area Amount | Linear | None
8 0.000 Area Amount | Linear | None
¢ 0.000 Area Amount | Linear | None
Component Table
ST FARS | e o s DS | i | e | T e | e | Y| coompren
- (min) (min) .
1 1.000000 | No | No k 1st Order | Single ’
2 1.000000 | No | No 1st Order | Single
3 1.000000 | No | No 1st Order | Single
4 1.000000 | No | No 1st Order | Single
5 1.000000 | No | No 1st Order | Single
6 1.000000 | No | No 1st Order | Single
7 1.000000 | No | No 1st Order | Single
8 1.000000 | No | No 1st Order | Single
9 1.000000 | No | No 1st Order | Single
Component Table v
Coamer | CCarin IS, toMe | e b ) el g | s
1
2
,’3’
&
5
6
7
8
9
Component Table
i "Stru"ctureZ'v ‘Structure2 | Structure 2 Stru'ctUre’ES; Strut:tgrg‘S' ‘Structure 3 | Structure 3 -N'S‘t"rdc’:turel3’i} ‘ cConst1 : CConst?
; MolWt | Formula Structure i Name | Description | Mol Wt Formula ':av‘Struqtur,Qx T 22
- : ,
2
3

Analysed by“p %";dai/
PSS
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Component Table
Structure 2 | Structure2 | Structure2 |  Structure 3 Structyrgii Structure 3 | Structure 3 Structuresy CCoﬁst1 CCoﬁstZ
Mol VWt Formula Structure Name Description Mol Wi Formula Structure :
4
5
6
7
8
9
Component Table
CConst3 | CConst4 | CConstb CCbnstG CConst7
1
2
3
4
5
6
7
8
9

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

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

Processing Method Group 'Suit Limits-'PLACEBO 1" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 1" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 1' table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 2" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 2" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 2'" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 3" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBOQ 3" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 3" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBQ 4" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 4' table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 4' table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 5" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 5'" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 5' table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 6" table contains no data.

Processing Method Group 'Relative Limits-'PLACEBO 6" table contains no data.
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Processing Method Group 'Def Amts-'PLACEBO 6" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 7" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 7' table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 7" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 8" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 8'" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 8" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 9" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 9" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 9" table contains no data.

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

LS 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 Responss .~ 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 5 4/29/2020 20:02:46 IST User Sankar
Version 4 4/28/2020 16:07:01 IST User RAJI
Version 3 4/28/2020 16:06:28 IST User RAJI
Version 2 4/28/2020 16:00:27 IST User RAJI  Created method 'AMLOPERIN_FP_RS_PLACEBO_PM'.
Version 1 4/28/2020 15:40:02 IST User RAJI  Created method 'AMLOPERIN_FP_RS_PLACEBO_PM'.
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Method Version Summaries

Method Name | Method Type | Method Comments Method Date Method Modified User | Method Lbc!éd
1| AMLOPERIN_FP_RS_PLACEBO_PM | Processing 4/29/2020 20:02:46 IST | Sankar No
{2 | AMLOPERIN_FP_RS_PLACEBO_PM | Processing 4/28/2020 16:07:01 IST | RAJI No
'3 AMLOPERIN_FP_RS_PLACEBO_PM | Processing 4/28/2020 16:06:28 IST | RAJI No
4 | AMLOPERIN_FP_RS_PLACEBO_PM | Processing 4/28/2020 16:00:27 IST | RAJI No
5 | AMLOPERIN_FP_RS_PLACEBO_PM | Processing 4/28/2020 15:40:02 IST | RAJI No
Method Version Summaries
| [ Method 1d | 01d 1d | Method Version  Source SWinfo. ;
‘: 1 5159 | 4832 5 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
2 4832 | 4821 4 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
13 4821 | 4817 3 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
4 4817 | 4780 2 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
5 4780 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Analysed by: ‘2. Rhos— Checked by, ™y

. . Date:

Date: 2.5 \b"\\l%m ate (gob\;\\ 100
Reported by User: Sankar (Sankar) Project Name: 2020\QC-HPL-001\APR-202
Report Method: PROCESSING METHOD Printed Date:  4/29/2020
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PROCESSING METHOD

SF

SAl PRIMUS

LAFE BIOTECIH PAT L7100

Processing Method: AMLOPERIN FP RS SPL PM

Type: LC

Method Information
Method Comments
Method Modified User
Method Locked
Method Id
Old Id
Method Version
Method Edit User
Source S/W Info

Integration Algorithm

Search Depth

Retention Time Presearch

RT Presearch Window

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 Massin the list of expected masses

Expected Mass Base Value
Expected Mass Base Intensity
Centroid Center Type

Centroid Top (%)

Centroid Intensity

Min. Peak Width at Half-Height
Smoothing Type

Average By

RT Window %

Update RT

Analysed by: R Ghar—
Date: 2—“\“"\‘%”“

Stored: 4/29/2020 20:13:27 IST

Sankar
No
5166
4904

6

Empower 3 Software Build
3471 SPsInstalled: Feature
Release 2 DB ID: 2299089505
Traditional

3

No

10.0

(m/z)

(m/z)

Pure

No

SET1

50.000(% )
(min)
1.0000(Da)
1.000

5

0.000(% )
Average
1.00(Da)

None

No

100.00(Da)
80.0(%)
Centroid Top(%)
80.00

Heights
0.500(Da)

None

None

5.00

Never

Checked by:(\)& 5
Date:  Aoom\usro

Reported by User: Sankar (Sankar)
Report Method: PROCESSING METHOD
Report Method ID1555

Page: 1 of 6

Project Name: 2020\QC-HPL-001\APR-202
Printed Date: 4/29/2020
Printed Time: 8:42:47 Asia



CCalRef1

Include Internal Standard Amountsin Amount Calculation Yes

Vial/Default Value Type

RT Reference Used to Name Unnamed Peaks by RRT

System Suitability Information
Void Volume Time
Calculate Suitability
Flag Outside
Calculate Unknowns
Pharmacopoeia
Tangent Percent (USP Plate Count)
Tangent Percent (USP Resolution)
Calculate USP, EP, and JP ¢/n
Use noise centered on peakregion in blankinjection
Half Height Multiplier for USP s/n Noise Region
Half Height Multiplier for EP /n Noise Region
Half Height Multiplier for JP /n Noise Region
Noise Value for ¢/n
% Runtime
Maximum Noise
Maximum Drift
Baseline Noise Minimum
Baseline Start
Baseline End

Integration Parameters
Minimum Area  0(uV*sec)
Minimum Height 0(uV)

Amount

(min)
No
Yes
Yes
All
61
50
No
Yes

5.0

30 Seconds
(min)
(min)

Threshold 50.000(pV/sec)
Peak Width 20.00(sec)
Integration Events
f
Time Stop
(min) Type Value (min)
1 0.000 | Valleyto Valley 30.000
Component Table
Name OOl ook el e onbiE R Dol M teh | Galculate SR Sellts 1F |30 (Outside Limits
Type (min) (min) ;
1| PLACEBO 1 0.610 0.031 | Closest Yes Yes
2 | PLACEBO 2 0.930 0.047 | Closest Yes Yes
3 | PLACEBO 3 1.100 0.054 | Closest Yes Yes
4 | PLACEBO 4 1.200 0.060 | Closest Yes Yes
5 | BESYLATE 1 1.370 0.069 | Closest Yes Yes
6 | PERINDOPRIL 2 5.000 0.250 | Closest Yes Yes
7 | UNKNOWN IMPURITY 9.200 0.460 | Closest Yes Yes
8 | AMLODIPINE 3 15.300 0.765 | Closest Yes Yes

Analysed by: %W

Checked by: £y}
Date: q \bb\\% 20

Date: Ademleote

Reported by User: Sankar (Sankar)
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Report Method ID1555

Page: 2 of 6

2020\QC-HPL-001\APR-202
4/29/2020
8:42:47 Asia

Project Name:
Printed Date:

Printed Time:



<9

’ Component Table ’

(dnr]‘//d;c) (10e- 4,$3ml'@2) 3D Channel Name (Description) | Channel | Y Value XValue Fit .. Weighting ’Int;rgal, Ref?rlnce
Al 0.000 Area | Amount | Linear | None
2 0.000 Area Amount | Linear | None
3 0.000 Area Amount | Linear | None
4 0.000 Area | Amount | Linear | None
5 0.000 Area Amount | Linear | None
6 0.000 Area Amount | Linear | None
7. 0.000 Area Amount | Linear | None
8 0.000 Area Amount | Linear | None

Component Table

ot | fafma | Cire | Rt fyiar| O | it | e | O | e | e | Ity

i o | (min) | (min) e
1 4 1.000000 | No | No ’ 1st Order | Single
2 1.000000 | No | No 1st Order | Single
3 1.000000 | No | No 1st Order | Single
4 1.000000 | No | No 1st Order | Single
5 1.000000 | No | No 1st Order | Single
:6’ 1.000000 [ No | No 1st Order | Single
7. 1.000000 | No | No 1st Order | Single
8 1.000000 | No | No 1st Order | Single

Component Table

Coamtutt| Comre Gargnn| Scee! | Sotel | Stucne swices| | st | snnties
1
2
3
4
5
6
7
8

ComponentTablg \ ’

Stfuct:urv..éé Structure 2 Structure 2 Structure2 | Structure 3 Structy}t‘aS ,‘:’St’r(jc’turéSf Structure3 | Structure3 | L

Description Mol Wt ~ Formula | Structure Name Description | Mol Wt Formula Structure ) '
1
2
3
4
5
6

Analysed by:@_%%&»/-*
Date: Q_o\\b‘—\\%w

Checked by: ™\ \kg\t
Date: O
ddevwleero
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&t

Component Table
Structure 2 | Structure2 | Structure 2 | Structure2 | Structure3 | Structure 3 | Structure3 | Structure3 | Structure 3 CConstt
Description Mol Wt Formula Structure Name Description Mol Wi ~ Formula Structure ’
7
8
Component Table

CConst2 | CConst3 | CConst4 CConst5 | CConst6 | CConst7

o Nl o|lbdlw| Nl

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

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

Processing Method Group 'Suit Limits-'PLACEBO 1" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 1" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 1" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 2" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 2" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 2" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 3" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 3" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 3" table contains no data.
Processing Method Group 'Suit Limits-'PLACEBO 4" table contains no data.
Processing Method Group 'Relative Limits-'PLACEBO 4" table contains no data.
Processing Method Group 'Def Amts-'PLACEBO 4" table contains no data.

Processing Method Group 'Suit Limits-'BESYLATE" table contains no data.
Processing Method Group 'Relative Limits-'BESYLATE" table contains no data.
Processing Method Group 'Def Amts-'BESYLATE'" table contains no data.

Processing Method Group 'Suit Limits-'PERINDOPRIL" table contains no data.
Processing Method Group 'Relative Limits-'PERINDOPRIL" table contains no data.
Processing Method Group 'Def Amts-'PERINDOPRIL" table contains no data.
Processing Method Group 'Suit Limits-'UNKNOWN IMPURITY" table contains no data.
Processing Method Group 'Relative Limits-'UNKNOWN IMPURITY" table contains no data.
Processing Method Group 'Def Amts-'UNKNOWN IMPURITY” table contains no data.
Processing Method Group 'Suit Limits-'AMLODIPINE" table contains no data.

Analysed by:’_B‘?%«;\};,—-— Checked by: D‘B\‘Qﬂ%

Date: 29 (M\%‘VO Date: ol Lovn
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Processing Method Group 'Relative Limits-' AMLODIPINE' table contains no data.
Processing Method Group 'Def Amts-'AMLODIPINE" table contains no data.

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
Smoothing Type
Smoothing Level

bi

0.000(Minutes)
None
None

Empty parameters supersede the derived channel's smoothing and offset parameters No

LS 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 6 4/29/2020 20:13:27 IST User Sankar
Version 5 4/28/2020 17:49:14 IST User RAJI
Version 4 4/28/2020 17:46:51 IST User RAJI
Version 3 4/28/2020 17:45:38 IST User RAJI
Version 2 4/28/2020 16:20:15 IST User RAJI
Version 1 4/28/2020 15:38:18 IST User RAJI

Created method 'AMLOPERIN_FP_RS_SPL_PM".
Created method 'AMLOPERIN_FP_RS_SPL_PM".

Method Version Summaries

Method Name Method Type | Method Comments Method Date Method Modified User | Method Locked
1| AMLOPERIN_FP_RS_SPL_PM | Processing 41292020 20:13:27 IST | Sanlar No
2 | AMLOPERIN_FP_RS_SPL_PM | Processing 4/28/2020 17:49:14 IST | RAJI No
3 | AMLOPERIN_FP_RS_SPL_PM | Processing 4/28/2020 17:46:51 IST | RAJI No
4 | AMLOPERIN_FP_RS_SPL_PM | Processing 4/28/2020 17:45:38 IST | RAJI No
5 | AMLOPERIN_FP_RS_SPL_PM | Processing 4/28/2020 16:20:15 IST | RAJI No
6 | AMLOPERIN_FP_RS_SPL_PM | Processing 4/28/2020 15:38:18 IST | RAJI No

Analysed by: 2, Koo, —

Date: oA \U—\\%w

Checked by: 8‘5\,0_%

Date:

o\eu\vong

Reported by User: Sankar (Sankar)
Report Method: PROCESSING METHOD
Report Method ID1555
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Method Version Summaries

Method Id | Old Id | Method Version Source SWinfo
1 5166 | 4904 6 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB Ib: 2299089505
2 4904 | 4893 5 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
3 4893 | 4881 4 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
4 4881 | 4849 3 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
5 4849 | 4779 2 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505
6 4779 1 | Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID: 2299089505

Analysed by: @%W

Checked by: D\&
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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

Issued by QA/Date:

| E%\DHW

Page 1 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: v | oy \\ g
LAY ) '

MICROBIOLOGICAL TEST REPORT

Name of Product: And Ay Bmg /,; mg 4 M,,QQ
TpeolProduet | o by o
7
Batch No./ Lot No. CLE 2l o A.R. No. pry,eoq ),o/ol
Mig. Date ' - Exp.Date
S, Apsil =903 0 P MorCh - 2002
Date of Analysis o5\t bniy Date of Completion 05)os) 1070
201 '
T B

“Total aerobic microbial couht Not more than cfug or ml
2. Total yeast and mould count £ o ad Not more than o0 cfugor rpl
3. Pathogens ,
a.E.coli Should be absent in g or ml

b.Salmonella sp.

c.Pseudomonas-aeruginosa

.d.Staphylococcus aureus

e.Shigella sp.

f.Enteriobacteriace

Should be absent in 10g or 10ml
Should be absent in g or m! |
Should be absent in g or ml
Should be absent in 10g or 10ml

Should be absent in g or ml

Analysed by: A.»(Jr’[p.—
2&’ oy 'fw’w

Reported by: A U

5lo5]2.000

Checked by: BW

uSl%w
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SAI PRIMUS LIFE BIOTECH PVT LTD Issued by QA/Date:
W ; - Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 2 of 6 & o
Nl Estate,Villianur Commune, Puducherry-605009 2211
L?F/ES\ LOEEL'!\WL{TSD MICROBIAL LIMIT TEST Noz: BQCHE/B0602
\ : Revision No.: 00
TITLE: MICROBIAL LIMIT TEST REPORT Review Period: 02 years

Effective Date: 5 11\olHy \\ Q

| £P|280t20| o)

LRy o)
3 3 3

o5|05l209 0

M |mop [e0).
Micropipette Id. No: My Jmop)| oo

B

1 as\nq\zow MS o — o\ | MP\WlOH 0&
2 SCDA %‘oq‘mw MS- 1o~ oll nblm!oqm
: 3 aha OR(OUr]'ﬁ,ow MCc20~ ol8f NQ\M\‘(\LHQ'
s A 24loy 1010 MG Yo~ MRO me|vol 02y
‘5 WA 28\011 \fmw MEW—o\R( MP\w\ 42y
6 " RVSE N & N A NA
7 4 ¥LDA 28\l 3050 NA Melroloy2o.
. MSA 2‘»\\&\‘\ Lo MS —Ye =™ p|RD MP ) %\ olyo|
? cA 24 (‘0\1 \Iwnm M < ero~0ol80 MP ‘m\' by oo
10 EE
11 VRBGA
. Ty
12 GN Tl
13 XLDA T~ ‘
T A- U
Note: Rappaport Vassiliadis Salmonella Enrichment Broth (Readymade form): 7—8I°LI 2w

Media Mfg.:}«_{@q@gg_ Media Lot No: RUcERA-192Y  Expiry at: Io‘ob [ﬂﬂﬂ o
MASTER COPY
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SAI PRIMUS LIFE BIOTECH PVT LTD Issued by QA/Date:
Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 3 of 6 :%/ o
Estate, Villianur Commune, Puducherry-605009 ]fﬂk) v
SAI PRIMUS ' ' No.: F/QCMB/006/02 -
LIFE BIOTECH PVT LTSD MICROBIAL LIMIT TEST . . Q
: .| Revision No.: 00
. MICROBIAL LIMIT TEST REPORT Review Period: 02 years
TITLE: -
Effective Date: 214 [oH \\ g
. 0 v » -
30-35°C Mgb\gaﬂ,(oo?—
2 20-25°C
Mo [BoD (o0}
o3 42-44°C
| ne \Bat (2,
Procedure: .
'LAF Id. No: M » \ Lnr—[oo\ , ~  BSCId. No: Mb\%su\oo’ﬂl*

a) Sample preparatlon'

vTaked 9“ 12 Qg/ of sample and dissolve in 90/ 100 m‘L' of SCDM asebtically

‘Culture enrichment for the detectlon of E. coli, S. aureus & P. aerugmosa Inoculate
10mL of diluted sample in to 90mL of SCDM (Enrichment II) aseptlcally &
mcubate at 30 -35°C for not less than 18-24 hours

b) Sample preparation for salmonella abony :

_Takeé_o,_\‘o_)_ Zg/fy/' of sample and dissolve in 90mL of SCDM aseptlcally
Incubate at 30 -35°C for not less than 18-24 hours

- Method of analysis: Pipette out 1ml of diluted sample in one set of petriplate and
aseptically add 15-20 mL of media respectively, rotate and allow to solidify and

incubate at appropriate conditions

‘ @ - . - A.

TAMC 30-35 3-5 1%@\\4’ o M\OVW \“,_oﬁ %‘{i&(\p P\&\ G

TY 20-25 5-7 ' : Sl
it - P N R N L R e

M"" E“ “OPY
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SAI PRIMUS LIFE BIOTECH PVT LTD .| Issued by QA/Date:
Factory: R.S._N_o. 4/3, Plot No.33, Kurumbapet Industrial | Page 4 0f§ _ f}/\ AP
Estate, Villianur Commune, Puducherry-605009 '

SAl PRIMUS ICROBPAT LT TERT No.: F/QCMB/006/02

LIFE BIOTECH PVT LTD

' : ; Revision No.: 00
TITLE: MICROBIAL LIMIT TEST REPORT Review Period: 02 years

Effective Date: 5 1, {on\Lq

Pre enrichment for
E. coli, S ' _ A »
P' qgruginosa’ 30-35 18-24 \’?(\P b, \4]; D h/\))/ AP k*}w\/ﬂ;’hp :
S. aureus & ; A [0 [N ] e \OQAP A

Shigella Species o (AR % s

Pre enrichment 30-35 18-24 N p W P\W P

i 2o o o5 [N M\
ony A Y30 PO
| Bl P e S
Pre enrichment ’ - _
for Bile tolerant 20-25 2-5 {-\\ ~Na—F _.r ;

negatwe bacterla :

Test for Specified Microorganisms L | : Zg[o‘//fw\/"

1. E. colii Add 1 ml of the above sample preparation to 100 ml of MCB
and incubate at appropriate conditions. After incubation, streak a loopful of.
suspension in MCA and incubate at appropriate conditions.

2. Salmonella sp.: Add 10 gm or 10 ml sample in 100/90 ml Soyabéan Casein Digest

- medium. Add 0.1 ml of the sarﬁple preparation to 10 mL of RVSE broth and

mcubate at appropriate conditions. After incubation, streak a loopful of suspension

in XLDA and incubate at approprlate conditions. _

3. Pseudomoyas aeruginosa: Streak a loopful of sample preparation in CA
and incubate at apprbpriate conditions. '

4. Staphylococcus aureus: Streak a loopful of sample preparation in MSA

and incubate at appropriate conditions.

S. Bile tolerant gram negative bacteria: Inoculate 10 ml of enriched sample in

100ml _ Enterobacteria enrichment broth mossel and incubate at appropriate

MASTER COPY
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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

Issued by QA/Date:

il

No.: F/QCMB/006/02

Page 5 of 6

SAl PRIMUS

LIFE BIOTECH PVT LTD

MICROBIAL LIMIT TEST

Revision No.: 00
Review Period: 02 years

Effective Date: ) 13t o\ 9

conditions. After incubation, streak a loopful of suspension in Violet Red bile

TITLE:

MICROBIAL LIMIT TEST REPORT

glucose agar and incubate at appropriate conditions.
Shigella Species: Add 1 ml of the above sample preparation to 100 ml of GN broth
and incubate at appropriate conditions. After incubation, stre’iak a loopful of

suspension in XLDA and incubate at appropriate conditions.

A W
b s Lo o e [0
| - - W W PN P
LoMCA 3035 | 18-72 | A oo | W] e hem\p N gl
: 4" RVSE | 30-35| 18-24 | { \" Y] APV ERS AP
Salmonella | :),C\\w\\“p (20 ,,Io\"‘_J\\ WO [;\A d\\,.p .39\"“\\,@
Species. | RV%
30-35 | 24-48 W ¥ AV o2 | NS 2
‘A'\p 15120 o’)x“%\qp R L b‘»\"dqp
. . _ W Sy
S. aureus MSA 30-35| 18-72 f}\\‘,\,‘\«é‘p 1550 l\(ﬁ\ﬁ"o 1YY f\ b VQ\P a%\ob\.,u,\f’
. P. aeruginosa. |  CA 30-35 | 18-72 . eoe Vg
B I R T v [
Biletolerant EE 50-35 2448 /\
gram negative \\
bacteria L VRBGA | 30-35 18.24
S~ 3
GN | 3035 | 2448 Va;
Shigella ' \
Species.
XLDA | 30-35 | 24-48 \

MASTER COPY
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SAI PRIMUS LIFE BIOTECH PVT LTD I[ssued by QA/Date:
Y Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial | Page 6 of 6 % Y
A ﬂ Estate, Villianur Commune, Puducherry-605009 ,,3;'01«\\
SAI PRIMUS § : No.: F/QCMB/006/02
e L MICROBIAL LIMIT TEST

Revision No.: 00
TITLE: MICROBIAL LIMIT TEST REPORT . Review Period: 02 years

Effective Date: 913 oty \L q'

Observation:

Count per plate

Average o9 2\
Calculation: ; :
TAMC: Average Count X Dilution factor=__ 2. Countx10= BEE cfu/gm/l?/f'

TYMC: Average.Count X Dilution factor=__~\  Countx10=_u» £ L O cfu/gm/mil

Pre - Enrichment test: Samples shown growth/Not-shewn-growth

Enrichment a;ifl,'d Conformation Test:

1) Positive Control: Shown growt\'ﬁnors‘l’rown‘growth.

2) Negative Control: Shown-growth / n\éshown growth.

Note: V- Shown Growth, VX/-_Not Shown Growth

Result: The above sample qomplies/does-not-c@mply with the Specification No.

as per USP/IP.

Analysed by: A'U‘-‘. N Reported by: f- ity — Checked by:fl% m
?—Sl"'-;b,cvo 0‘3[05‘]\,0-),0 o5 |os [t

MASTER COPY
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Immense Culture

FDA Lic No. MH/102030
Valid till 05 JAN 2022

i
IMMENSE CULTURE PVT. LTD. )

Sr.No. 14, Dhadge Industrial Estate, Nanded, Pune-411041.
Phone No. 9168570022 / 9168560066 Email- contact@immenseculture.com

Certificate @f Aualygig

Certificate number

20/05/05/21

Name & Address of

ALFA BIOMED LTD
38 Dubliln Road, Sutton,

Manufacturer/Supplier

Customer Dublin, D13 H3K3

Ireland.

AMLOPERIN 5 mg/5 mg
Sample Name TABLETS Batch No GF200405
Date of Manufacture APR 2020 Expiry Date MAR 2023
Date of Receipt 05 MAY 2020 Date of Analysis 06 MAY 2020
Received Quantity 1 CARTON Reference Number | 20/05/05/21
Manufacturing Lic. No. -
Name of Original GHPL / GHPL

Analysis Required

Related substance

The Undersigned Hereby Certifies The Following Data To Be True Specification Of The Results As Per The
Drugs And Cosmetics Act 1940 And The Rules Thereunder Form 39[See Rule 150-E (f)).

Test Limit Result
Off-White, round, biconvex, uncoated tablet plain on :
Appearance both sides. Complies
: 140 mg+5.0%
Average weight of tablets (133.0 mg to 147.0 mg) 139.23 mg
Related substance
Amlodipine impurity A NMT 1.00 % Not detected

OPINION N THE OPINION OF THE UNDERSIGNED THE SAMPLE REFERRED TO ABOVE IS OF STANDARD QUALITY ,.;,-f.fgf’%'g'é‘
AS DEFINEDIN THE ACT OF AND RULES THEREUNDER FOR THE REASONS GIVEN BELOW e\ e
ABOVE PERFORMED TESTS COMPLIES AS PER SPECIFICATION NO.GHPL/FPS/E/TI002/01
The opinion is in respect of the tests carried out the sample, as mentioned above. 5
¢ Legal Liability is limited to the value in the invoice for testing. S
» Sampling was not done by IMMENSE CULTURE PVT. LTD.

= This analysis report shall not be reproduced except in full, without written approval of

IMMENSE CULTURE PVT. LTD.

¥, ;‘Qf 1
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A
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Immense Culture Pvt. Ltd.

Immense Culture | Sr.No. 14, Dhadge Industrial Estate, Nanded, Pune-4 11041
! -

! RAW DATA SHEET FOR FINISHED PRODUC” l
Name of Product: AMLOPERIN 3 MG/ 5 MG
| Bateh No: GF200405 AR, Number: 20/05/05/21

Sample Qty.: 01 CARTON Stage: NA

LAnalysis Start On:. @6 MM 202
L Analysis Completed On: ©& My 2e2e

Specification no: G HPL 1 £PS | E49 Y002 |oy

1) Deseription: o4 - coh e @pwund | nidonHv e . enooce ke, daing ey
Pl o o Lot sides =
&

2) Identification:

i
3) Ave. weight of (:IthQi

\\ ’3_;{‘3‘4~C mg

Ave. weight of tablet = S = 15823 mg
NG 20
4) Umlmmlt\ of Wi of tablets: \\
B i y
f No. \\ enuht inmg E No. | Weight tn mg No. | Weightin mg No. | Weight in mg
i 6 N 16 |
i - i £l
2 7 2 17 |
? i 221
'3 i 8 13 18 }
(g7 9 14 19
el s 4 B
| o) | | 10 15 LTS 20 |
G‘? \,4 \
5) Friability: i N
8 ™
4 ; BN
1) Weight of tablets before test: on. %
| N
ve AT v : N
i) Weight of tablets after test: gn, N
iii) Weight difference: gm. \\\
N
Weight difference
Friability = X 100=
Weight of tablets before test
7 a2 b
| Avalyzed B 3 { Checked t o
| Analyzed By: 4 7. > wecked by:
| ‘.&/,/(f\(?"ﬁ:\ i | /\,\Q\ %!
a6 x
1

’ Date
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Sr.No. 14, Dhadge Industrial Estate, Nanded, Pune-4 11041

Immense Culture Pvt. Ltd.

‘ RAW DATA SHEET

FOR FINISHED PRODUCT

Namie of Product: AMLOPERIN 3 MG/ 5 MG

 Bateh No: GF200405

AR Number: 20/03/05/21

CSample Quy: 0 CARTON

Stage: NA

| Analysis Start On: @8 B oy, 5o,

{ Analysis Completed On: o8 V1 8y coee

i Specification no:

e r el E03) £17 ) oe2le)

13) Related Substanees/ lmpurities: Qented s PN Tmp o™ &
Chromatographic Condition:
| Column Deseription Pleg s Axcmen XASS Mgy . sae @ s @ o] g
i 1} i
t Column No. el T P LTS oY 7 i
; Flow Rate o \ L Ve LJ}‘;
{ g S
- Wavelength 2% ooy
- Injection Volume ! D pa il
e o - iy
- Column Oven Temperature 4 %e
(R i -
Preparation of buffer for Mobile phase: 7
A 45T ¢ N\ ! a3 i
3.5 o 4«.’:5‘e.>+\~j“om"”'<~; R =
"_ 0 ‘ ”//.4
Mohile phase preparation: k ' O ; exransl 4 056 P
4 5T L oL HQW Lboladien + 'TOOL ™ :
o) = L « 5 43 >
o
Resolution/ impurity preparation:
‘ o | 1e\le8 leg
( G S RO
\ Retiee B 7 Lo AFe B
i O i 7
; %Cﬁ- s o 1] P L35
Standard/ Reference Preparation:
Placere sgol\lutron — e s A R
AR f g A AL R
@« SEgQ. G ol ‘plocebe - i
S 3
vi » Preparition: v e
Sample Preparation e el S e NP e
» '?»»C) \ (= “-‘T{ cc—y‘ 21 (D o 2§ R % B
o Touqg C,Ka( ) = pha 8<
o
Calculation and Results: [ RP  Le o e el
: f'} : /‘]",.'Lo
| Checked by: y '\.f;\*\)
i e ' L
s v e eeve o

| Date

Date;




Balance Printout Sheet

Immense Culture

Product Name

Aemlopees o ols ™o

Batch No.

GF2a0q 0g

AR No. 2o \oslogioy Specification No. GHPLAFPSL B1T | oo2lo,
Test Name Colorex e Sranefs

a6 .65 .2026 18:57 a5, 55,2020 11:89

Balance Tupe  MEZG4/6084 Balarce Tupe  MERB4.R04

SHE TIATZAILLZ CHR 27ZET61113

{ 2.6582 g H 5.704% g
o P
Sig}'{e Signature
Sy e
ey Y b W ST A e (R

Tegt - 2.8
Toeues vy Q

2ol estostin,y

Tes - L8

pa mo\i—‘éﬂ*j )

o los{os] 2

o
P

N

Analysed By

A\

o P2

2.e

Checked By

s
A

4

G




Sequence;
Operator:

20_05_05_17 Amiodipine Amloperin_RS

Administrator

e

Page 1 of 1
Printed: 5/6/2020 9:04:13 AM

Tile: Gradient 2D 08-04-16 1

Datasource: DATA_2020
Location: GHPLWAY\Amlo RS
Tmebase: uhplc_01 Created: 5/6/2020 8:53:38 AM by Administrator
#Samples: 24 Last Update: 5/6/2020 9:04:05 AM by Administrator
No. | Mame Type Pos ¥y Vot | Prograe Method Stahm iy DateTeme Wesg | T Factor {ETU Amourt | Sample 1D | Feplicdte ID | Coeniment
il x| Grkoown GA1| 20000 | AMLOGIRHE SDme | AMLCOWIE | Segm | P T T3 pe00 3
2 & System pstabity soution Srangar CAa2 0 GO0 | AMLISOPIRE *Dmin AMLOOIPRE Single 10000 1 000 1.0600 %
1B sk Uckricwn GAt| 20000 [AMLCOPINE.1Omin | AMLODIPINE | Single 200 10000 10000 t
4 imprey A Stancad Songon 1| Standera GA3| 20000 |AMLCOPUE 1tmn | AMICOPNE | Segie 10000 T 0000 + 00 3
s impoty A Sendard Seon 2 | Stndars a2 | 20000 | AMLOOIPINE-10min AMLOOPING Suxgle 1000 10000 10000 2
6| [ tmeurty A Standann Sowkon 3 | Bunstard GAY| 20000 | AMLDOPINE 0mn | AMLODERE | Singe T00G| 10000 1009 3
71T wmpurey A Btandand Sokdon €| Sandard GA3 | 20000 | AMLOGIPINE. 10min | AMLODIFINE | Srgle 1 0000 % 0000 1,0000 4
B0 imcunty A Stadad S3mon 5 | Slance Ge3| 20000 | AMLOOIPAE 10mn | AMLODPIG | S 1.00% 10000 * 0000 P
910 impurty AStrdwa Sotdon 6 | Sundans GA3| 20000 | AMLCOPINE40mn | AMLOOPINE | Simgle 10000| 10000 10000 s
w0 B B Unkrown GAt| 20000 | AMLCOPDE OmE | AMLOOPRE | Bewge 10000 10000 1 0000 1
V1| I Prcuta & Sy Amoomin | Uknown GAl| 20000 | AMLOOBREIOT:n. | AMLODIPIRE | Segie 10000 10000 1,0000 1
2| B Bwor I GAT| 70000 |ANLOOPINEOme | AMLCOIIE | Sogee 3 o 1000 120008 1
13 E 56 my GF200404 RS SFL Lnenown GAS 20 500 | AMLODIPINE - 30min AMLODTPINE Single 1.0000 10000 1.0000 1
18 | ) Impurty A Standara (8T} Santard GAI| 20000 | AMLODMEDm: | AMLODIFIE | g 10000 +.0000 0000 1
15 & Pracaba 10-10 mg Amioperoe Unknown Gad Q0000 | AMLODGPINE Yeins AMLOUIPINE Single 1.0000 T 00 10000 1
6 B s Jreem— aar| 20000 | AMCOTHEIm= | AveO0PmE | Segl 10009 * o0 10000 1
71 1010 mg GFROZ RS SPL T | Unéwown GAT| 20000 | AMLODPINE 20man | AMLOOIPINE | Singie 1.200 1 0608 10000 1
18| B 1010 g GrRngaCo RS SPL 1 | Drdnown GAA| 20000 | AMLCOPIE3Omn | AMLODPIE | Snghs 16000 10000 1000 1
15 | 10-10 mg GF200404 RS 8L 1 | Urdmaown G51| 20000 |AMICOPIE Dmn | AMLOTPIE | Singe 10509 10000 10000 1
o m imputity A Btandasd {BKT) Braredard GATL 20000 | AMLODIFING- 10 ARLOOPINE Single 1.0000 10000 100 1
211 B Pucebos_10mp Amsoomine | Unknaan GB2| 0000 | AMLOOIPIE Jomn | AMLCOPIE | Singie 10 10900 10000 1
2|8 Pam Urknowsy GA1| 20000 | AMLODPWE J0min | AMLOOPRE | Single 1 0000 1.0000 ) 1
72 | B 510mg GF2o0401RG 8PL 3 | Uramoen GB1| 20000 | AMLOOPREM0mn | AMLODIPHE | Single 100 | 10000 1.0006 1
24 1B importy A Stancar (BKTY | Stareied GA3| 20000 [AMLOOIPINE 10min | AnLoDE Sexgle 12000 | 300 10000 |~ 1
e
20
;V\/ /’/?.L\ i
T R

Chromeleon © Dionex Corporation, Version 6.80 SR15 Buiid 4656 (243203)




Program File: AMLODIPINE-30min Ceommands; Page 1 of 2

Operator: Administrator Printed: 5/6/2020 9:10:00 aM
Titley AMLODIPINE
Datasource: DATA_ZC20 Created: 8/25/2018 3:33:43 PM by Administrator
Location: GHPLAMAY\Amlo RS\20_05 05 17 Pmlodipine AmloperinﬁRS.SEQ
Timebase: UHPLO (1 Changeds 1/10/2019 12:20:0Z PM by Administrator
Sampler.TempCtrl = On
Sampler.Temperature.Nominal = 25,00 ke v
Sampler.Temperature.LowerLimit = B0/ 8]
Sampler.Temperature.UpperLimit = 45.0 [°C]
Sampler.ReadyTempDelta = 1.0 [¢3
ColumnOven.TempCtrl = Oon o
ColumnOven.Temperature.Nominal = 40,00 (%€l
ColumnOven.Temperature.LowerLimit = 0.0 1%€]
ColumnOven.Temperature.UpperLimit = 50..0 [>C]
EgquilibrationTime = 0.5 [min]
ColumnOven.ReadyTempDelta = 5.0 %]
Pressure.LowerLimit = 10 [bar]
Pressure.UpperLimit = 620 [bar]
MaximumFlowRampDown = 6.000 [ml/min?]
MaximumFlowRampUp = 6.000 [ml/min?]
$A.Equate = "I50:4600:42501 .~
Buffer:MeOH:ACN" - v
DrawSpeed = 5.000 [upl/s]
DrawbDelay = 3000 [ms]
DispSpeed = 10.000 [pl/s]
DispenseDelay = 3000 [ms]
WasteSpeed = 50.000 ([pl/s]
WashSpeed = 50.000 [pl/s]
LoopWashFactor = 2.000
SampleHeight = 1.000 [mm]
WashVolume = 250,000 [pl]
SyncWithPump = On //
PumpDevice = "Pump"
PunctureQffset = 0.0 [mm]
InjectMode = Partial
FlushVolune = 80.000 [pl]
ColumnOven Temp.Step = Auto
ColumnOven Temp.Average = On
Pump_ Pressure.Step = 0.01 [s]
Pump Pressure.Average = On
Data Collection Rate = 5 [Hz]
ResponseTime = 2.000 (s]
UV VIS 1.Wavelength = 237.0, [nm] .-
UV VIS 1.Bandwidth = 1 (nfi]
UV_VIS 1.RefWavelength = Off
UV VIS 1.RefBandwidth = 1 [nm]
3DFIELD.RefWavelength = Off
3DFIELD.RefBandwidth = 1 [nm]
Flow = 1.000 [ml/min]
Chromeleon @ Dionex Corporation, Version 6.80 SR15 Build 4656 (243203)
A P2 3 A
il s
el : ‘/i“‘\\b




Program File: AMLODIPINE-3Omin
Operator:

Administrator

Commands, Page 2 of 2
S/6/20620 9:10:00 AW

Frinted:

Title:
Datasource:
Location:
Timebase:

AMLODIPINE
DATA_2020
GHEL\MA
UHPLC 01

0 Created: B/25/2018 3:33:43 PM by Administrator
YN\Amlo RS\ZO_05 05 17 Amlodipine Amloperin RS.SEQ
Changed: 1/10/2019 12:20:02 PM by Administrator

$B =
$C
3D =

Curve =
3DFIELD.MinWavelength
3DFIELD.MaxWavelength
3DFIELD.BunchWidth =

0.000 Autozero

Wait 7

0.0 [%]
0.0 [%]
0.0 [%]

5

200.0 [nm]
360.0 [nm]
1 [nm]

UV.Ready and Pump.Ready

and ColumnOven.Ready and Sampler.Ready and PumpModule.Ready

Inject
ColumnOven_ Temp.AcgOn
Pump_Pressure.AcqOn
UV_VIS 1.AcqOn
Temp Lamphouse.AcgOn
3DFIELD.AcqgOn
30.000 < ColumnOven Temp.AcqgOff
‘Pump Pressure.RAcqOff .
UV_VIS_ 1.AcqOff 7
Temp Lamphouse.AcgOff
3DFIELD.AcqOff
"End

Chromeleon @ Diconex Corporation, Version 6.80 SE15 Build 465

6 {243203)




Program File: AMLODIPINE-1O0min

Commands, Page 1 of Z
Operator: hdministrator Printed: 5/6/2020 9:09:42 AM
Titles AMLODIPINE
Datascurce: DATA 2020 Created: B/25/201B 3:29:46 PM by Administrator
Location: GHPLAMAY\Amlo RS\20 05 05 17 Amlodipine Amloperin RS.SEQ
Timebase: UHPLC 01 Changed: 1/10/2019 12:19:20 PM by Administrator
Sampler.TempCtrl = on
Sampler.Temperature.Nominal = 25.0 [°C] .-
Sampler.Temperature.LowerLimit = 8.0 (°C] ~
Sampler.Temperature,Upperlimit = 45.0 [°C]
Sampler.ReadyTempDelta = 10 [Fe)
ColumnOven.TempCtrl = On
ColumnOven.Temperature.Nominal = 40.0 [°C]
ColumnOven.Temperature.lLowerLimit = 5 oo T et o)
ColumnOven.Temperature.UpperLimit = 5010 %6
EguilibrationTime = 0.5 [min]
ColumnOven.ReadyTempDelta = S 2e]
Pressure.LowerLimit = 10 [bar]
Pressure.UpperLimit = 620 [bar]
MaximumFlowRampDown = 6.000 [ml/min?]
MaximumFlowRamplp = 6.000 [ml/min?)
$A.Equate = N1Lo0nE00s 230 v T
Buffer:MeOH: ACN" i
DrawSpeéa = 5.000 [nl/s] 7
DrawDelay = 3000 [ms]
DispSpeed = 10.000 [pl/s]
DispenseDelay = 3000 [ms]
WasteSpeed = 50.000 [ul/s]
WashSpeed = 50.000 [ul/s]
LoopWashFactor = 2.000
SampleHeight = 1.000 [mm]
WashVolume = 250.000 [pl]
SyncWithPump = On
PumpDevice = "Pump"
PunctureOffset = 0.0 [mm]
InjectMode = Partial
FlushVolume = 80.000 [pl]
ColumnOven Temp.Step = Auto
ColumnOven Temp.Average = On
Pump Pressure.Step = 0 Ol [/A
Pump Pressure.Rverage =
Data Collection Rate = 5 [Hz]
ResponseTime = 2.000 ([s]
UvV_VIS 1.Wavelength = 237.0 [nm]
UV_VIS_1.Bandwidth = 1 [nm], —
UV VI3 1.RefWavelength = Off /
UV VIS 1.RefBandwidth = 1 [nm]
3DFIELD. RefWavelength = Off
3DFIELD.RefBandwidth = 1 [nm]

Flow =

Chromeleon € Dionex Co

rporation, Version §.80 SR15
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Program File: AMLODIPINE-1Qmin Commands, Page 2 of 2

Operator: Administrator Printed: 5/76/2020 9:08:42 nM
Title: AMLODIPINE
Datasource: DATA 2020 Created: 8/25/201€ 3:29:46 PM by Administrator
Location: GHPLAMAY\Amlo RS\20_05 05 17 Amlodipine Amloperin RS5.SEQ
Timebase: UHPLC 01 Crhanged: 1/10/2019 12:19:20 PM by Administrator
%8B = 0.0 [%]
iC = 0.0 [%]
3D = 0.0 [%]
Curve = 5
3DFIELD.MinWavelength = 200.0 [nm]
3DFIELD.MaxWavelength = 360.0 [nm]
3DFIELD.BunchWidth = 1 {QM]
0.000 Autozero
Wait UV.Ready and Pump.Ready
and CeolumnOven.Ready and Sampler.Ready and PumpModule.Ready
Inject

ColumnOven Temp.AcgOn
Pump Pressure.AcqOn
UV _VIS 1.AcqOn
Temp_Lanmphouse.AcgOn
3DFIELD.AcqOn

10.000 7 ColumnOven Temp.AcqOff/
Pump Pressure.AcqOff //
UV_VIS_1.AcqOff
Temp Lamphouse.AcqOff
3DFIELD.AcgOff
End

Chromeleon © Dionex Corperation, Version 6.80 SR15 Build 4656 (243203)
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Method File: AMLODIPINE

Page 1 of 2
Operator: Administrator Printed: 5/6/2020 6:47:05 PM
Ttie:
Datasource: DATA_2020 Created: 5/31/2018 10:36:27 PM by Administrator
Location: GHPLWMAY\VAmio RS\20_05_05_17 AMLODIPINE AMLOPERIN_RfL ast Update: 5/6/2020 6:46:55 PM by Administrator

Biank Run Subtraction: No Blank Run Subtraction

Detection Table:

No. Ret. Time Param. Name Param. Value Channel
[min]
1 0.000 Minimum Area 50.0 "[Signal]'min" All Channels
2 0.000 Valley to Valley On All Channels
3 0.000 Fronting Sensitivity Factor 8.0 All Channels
4 0,000 Tailing Sensitivity Factor 8.0 All Channels
b 2.500 Inhibit Integration Off All Channels
v

E =ik /j.clz'u
%;;/«:M
%
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Method File: AMLODIPINE Page 2 of 2
Operator: Administrator Printed: 5/6/2020 6:47;05 PM
Ttle:

Datasource: DATA_2020 Created: 5/31/2018 10:36:27 PM by Administrator
Location: GHPL\MAY\Amio RS\20_05_05_17 AMLODIPINE AMLOPERIN_R$.ast Update: 5/6/2020 6:46:55 PM by Adminis trator
Peak Table:

Use Recently Detected Retention Times: Off
Peak Retention Time Determination: Absolute

Dead time:

Delay Time of 2'nd Detector: <None>
Delay Time of 3'rd Detector: <None>

=
© N ;b N a O

AL e
D W N = O

Chromeleon © Dionex Corporation, Version 6,80 SR15 Build 4656 (243203)
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. Peak Name

Placebo
Amlodipine
Placebo
Placebo
Blank
Placebo
Placebo
Placebo
Placebo
Amiodipine IMP A
Placebo
Placebo
Placebo
Blank

b §
WV,

Q0

Ret.Time

2.640 min
3.137 min
3.240 min
3.643 min
3.823 min
4.270 min
4,620 min
4.953 min
5.313 min
5.553 min
7.147 min
8.253 min
13.453 min
14.370 min

Window

0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG
0.100 AG

Standard

External
External
External
External
External
External
External
External
External
External
External
External
External
External

Int.Type

Area
Area
Area
Area
Area
Area
Area
Area
Area
Area
Area
Area
Area
Area

Cal.Type Peak Type Group Comment

Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin
Lin

Aute
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto
Auto




IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
Sample Name: Blank Injection Volume: 20.0
Vial Number: GA1 Channel: UV_VIS_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 51612020 9:12 Sample Weight: 1.0000
Blank UV VIS 1
220,000 1G WVL:237 nm|
150,000
100,000+
i
50,000
‘20,000 e Reis 2 i PRI S YA i SRR Bl e jist T Py S 3 i h 1 ’n‘“n
0.0 1.3 2.5 3.8 5.0 6.3 &5 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU*'min %
Total: 0 0.00 0.00 0
,'/ 2
= L n;{:* L g = ",,,' ’1.‘7
4.7 o\ f};@&

P S el <
FR / f
o e

Analysed By/Date Checked By/Date



IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM

Sample Name: System suitability solution Injection Volume: 20.0
Vial Number: GA2 Channel: UV_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 51612020 9:23 Sample Weight: 1.0000
System suitability solution T UV_VIS 1
220,000 NpAU WVL:237 nm
- ‘1 - Amlodipine - 3.353
i
150,000
100,000~
|
50,000
{ 2 - Amlodipine IMP A - 5.553
A A
’s\_}’ \\.—_ -z/ \
-20,0004—r—r—r——1—— o s T Pl e Nl 1
0.0 13 2:5 3.8 50 6.3 7.5 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU*min %
1 3.353  |Amlodipine 1991531 90.56 1:36\ 5, 2933 8.39
2 5.553  |Amlodipine IMP A 207588 9.44 0.99 6442 n.a.
Total: 2199119 | 100.00 2.36 9375
A r,argﬂ) ::;O
o Ay
,/( (_«—\@‘ > Q(\g\‘))
! C“\r 0(’
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IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
Sample Name: Blank Injection Volume: 20.0
Vial Number: GA1 Channel: UV_VIS_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 9:34 Sample Weight: 1.0000
Blank UV_VIS 1
30,000 172G WVL237 nm
25,000~
20,000~
15,000
10,000
5,000
5
4,000 el an bt e bl A e : s s -
0.0 1.3 25 3.8 5.0 6.3 75 88 10.0 12.0
Peak | Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name HAU*min %
Total: 0 0.00 0.00 0
x " - f)/;_’:) D
/‘ Q}i?‘”) // Q“
o 4 MY . { RN
V< ,i o)
& #o N
& o

Analysed By/Date
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IMMENSE CULTURE PVT. LTD., PUNE

HPLC CHROMATOGRAM

Sample Name: Impurity A Standard Solution 1 Injection Volume: 20.0
Vial Number: GA3 Channel: Uv_Vis_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 51612020 9:44 Sample Weight: 1.0000
Impurity A Standard Solution 1 UV VIS 1
30,000 AU WVL:237 nm
25,000
| 2000 | 1 Amiodipine IMP A - 5.543
15000] (\
10,000~ g ‘
g i
5,000+ 2 \
; 2 ,
o LA e \ 3 e bk
‘41000 ] X ] i B Bt LR T e ; ¥l  ERR ] ﬂJin
0.0 1.3 2.5 3.8 50 6.3 1.5 8.8 10.0 12.0
Peak | Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name HAU*min %
1 5.543  |Amlodipine IMP A 215993 100.00 0.98 6498 n.a.
Total: 215993 100.00 0.98 6498
ol 7P
A g i Y RP
W Pt
;/\ <% \9 &
il K¢

Analysed By/Date

Checked By/Date



IMMENSE CULTURE PVT. LTD., PUNE

HPLC CHROMATOGRAM

Sample Name:

Impurity A Standard Solution 2

Injection Volume: 20.0
Vial Number; GA3 Channel: UV_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 9:55 Sample Weight: 1.0000
Impurity A Standard Solution 2 UV VIS 1
30,000 AU WVL:237 nm
25,000~
20000, 1 - Amlodipine IMP A - 5.543
15,0001
10,000~ ‘
i 2
5,000-:
q i
0 G 4 ) DSBS i b, e |
4,000 b - ‘ - - ‘ = —
0.0 1:3 25 3.8 5.0 6.3 TiD 8.8 10.0 12.0
Peak | Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name PAU min %
1 5.543  |Amlodipine IMP A 217924 100.00 0.98 6418 n.a.
Total: 217924 100.00 0.98 6418
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IMMENSE CULTURE PVT. LTD., PUNE

HPLC CHROMATOGRAM

Sample Name: Impurity A Standard Solution 3 Injection Volume: 20.0
Vial Number: GA3 Channel: Uv_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 10:06 Sample Weight: 1.0000
Impurity A Standard Solution 3 UV_VIS 1
| 0000 G WYL 237 i
25,000
1, 20,000+ 1 - Amlodipine IMP A - 5.540
| |
15,000 \
10,000 \
| ] }
5,000+ ‘
0_—,..___._,____———7—-—»’”'M\/V‘-v~../\n¥_/ k e N iRy
4,000 e - o e e T
0.0 1.3 25 3.8 5.0 6.3 75 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name gAU "min %
1 5.540  |Amlodipine IMP A 219834 100.00 0.99 6398 n.a.
Total: 219834 100.00 0.89 6398
= s R
e ./’ e RS
3 e .

Analysed By/Date

7 48K o
Checked By/Date

P

P

40

v

Q

oV



y. JB Qr“”“'a‘

v -
az/ W
“1'//

o

g

Analysed By/Date

IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
Sample Name: Impurity A Standard Solution 4 Injection Volume: 20.0
Vial Number: GA3 Channel: UV_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 10:17 Sample Weight: 1.0000
Impurity A Standard Solution 4 UV VIS 1
30,000 rRu WVL237 nm
25,000
20,000+ 1 - Amlodipine IMP A - 5,540
15,000
10,000 3
5,()0()—j \§
] !
- \
0 | NS e e e
-4,000-1— i 1 T . T ) IR iy Or P 'v‘_n:nn
0.0 1.3 25 3.8 50 6.3 7.5 8.8 10.0 12.0
Peak | Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU*min %
1 5.540  |Amlodipine IMP A 218843 100.00 0.99 6438 n.a.
Total: 218843 100.00 0.99 6438
2

O
Checked By/Date
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IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
Sample Name: Impurity A Standard Solution § injection Volume: 20.0
Vial Number: GA3 Channel: UV_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 51612020 10:27 Sample Weight: 1.0000
Impurity A Standard Solution 5 UV_VIS_1
30,0007 WVL237 nm
25,000~
20,000~
i F - Amlodipine IMP A - 5.540
15,000~ \
10,000 \
] i
5,000~ \
& e o Gl
4,000 e Sl e s e e L e e e S
0.0 1.3 2.5 3.8 5.0 6.3 75 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU*min %
1 5.540 |Amlodipine IMP A 218862 100.00 0.99 6451 n.a.
Total: 218862 100.00 0.99 6451
7R
‘//5 L b [P ) /./: ,L’“
Y- ';':\9”\‘3 d (& \%3
ot KN
o /ﬂ G
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IMMENSE CULTURE PVT. LTD., PUNE

HPLC CHROMATOGRAM

Sample Name: Impurity A Standard Solution 6 injection Volume: 20.0
Vial Number: GA3 Channel: uv_vis_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 10:38 Sample Weight: 1.0000
Impurity A Standard Solution 6 UV _VIS 1
30.00017 WVL237 nm
25,000
i 1 - Amlodipine IMP A - 5.537
i
15,000 X
10,000 \
5,000~
0 TN M L
A0 e S S B L T LR ey
0.0 o5t 2.5 38 5.0 6.3 7.5 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU* min %
1 5.637  |Amlodipine IMP A 215364 100.00 1.00 6496 n.a.
Total: 215364 100.00 1.00 6496
b 2P
AN e
-?:'//L/”,/ /v' \WU}
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Analysed By/Date

IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
- | Sample Name: Blank injection Volume: 20.0
Vial Number: GA1 Channel: UV_VIS_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 10:49 Sample Weight: 1.0000
Blank UV VIS 1
40,000 JHAU WVL:237 nm
25,000~
20,000~
15,000~
10,000
5,000
0 i —
_4'000“r_§,1_‘f'_,,5 TS AR T | T 1-"'z'min
0.0 13 2.5 3.8 5.0 6.3 75 8.8 10.0 12.0
Peak Ret.Time Peak - Area Area Asymmetry Plates Resolution
No. min Name pAU*min %
Total: 0 0.00 0.00 0
N 2 o q(:l
o a0 e
42 e Q’/\Qﬁﬁ
SR S
o2

Checked By/Date
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Ta%e ot imgeme maEtion Aproved oy VT AME Yaa 3 S
[} ff»"- :
. il |y i AV Immense Culture
HPLC CHROMATOGRAM
Sample Name: Placebo 5- 5 mg Amloperin Injection Volume: 20.0
Vial Number: GA4 Channel: uUv_Vvis_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-30min
Quantif. Method: ANMLODIPINE Run Time: 30.00
Recording Time: 5/6/2020 11:00 Sample Weight: 1.0000
Placebo 5- 5 mg Amloperin UV VIS 1
ST WVL237 nm
175,000
150,000
125,000
100,000~
75,000
] o K ™ 2
i y 1 ™~
50,000 §:° % = b o
- e s M ¥ a
] gsEER o 2 2
25,000~ S8at8t & 8 g
] simee o % 5
] ] et p
B s S
| -20,000— ol : ‘ i i __min
| 0.0 5.0 10.0 15.0 20.0 25.0 32.0
Peak | Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAUsec %
1 2.640  |Placebo 18872 8.81 1.01 3579 3.62
2 3.240  |Placebo 7809 3.65 0.86 7060 2.90
3 3.643  |Placebo 22415 10.47 1.11 14051 1.04
4 3.827 |Blank 3781 1.77 1.63 4447 2.35
5 4.270  |Placebo 64322 30.04 1.26 13568 2.28
6 4.620  |Placebo 25117 11.73 1.33 13266 1.97
7 4.953 |Placebo 19243 8.99 1927 12599 1.45
8 5313  |Placebo 39417 18.41 1.11 4433 747
9 7.147 _ |Placebo 3859 1.80 1.08 22292 T2
10 8.253  |Placebo 5033 2.35 1.26 6713 13.87
11 13.453 |Placebo 4227 1.97 1.03 24270 n.a.
Total: 214095 100.00 12.96 126278
v’/:-/r YWY 2k
e ‘//;:«:/C; d\\q’s X
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ST DB MimDe me EToT AD 2a Y AmE Yao s P
T 9T AV E Sieen S lmmen;:(ultufo
HPLC CHROMATOGRAM
Sample Name: Blank Injection Volume: 20.0
Vial Number: GA1 Channel: UV_VIS_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-30min
Quantif. Method: AMLODIPINE Run Time: 30.00
Recording Time: 51612020 11:31 Sample Weight: 1.0000
Blank UV VIS 1
200.000 _—pAU WVL:237 nm
175,000~
150,000
125,000
100,000
| 75,000
| 50,000 g
i § & &
| ] ,,)°:’V ,\;?
25,000 & &
4 G fb
~ v
-20,000-+— , i . : : o fo __min
0.0 5.0 10.0 15.0 20.0 25.0 32.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAUsec %
3! 3.823  |Blank 13418 25.74 1.87 2445 20.46
2 14.370  |Blank 38715 74.26 1.05 6381 n.a.
Total: 52133 100.00 2.91 8825
o //:/ chZ[ o]
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HPLC CHROMATOGRAM

Sample Name: 5-5 mg GF200405 RS SPL

Injection Volume: 20.0
Vial Number: GAS Channel: UV_VIS_1
Sample Type: unknown Wavelength: 237.0
Control Program: AMLODIPINE-30min
Quantif. Method: AMLODIPINE Run Time: 30.00
Recording Time: 5/6/2020 12:02 Sample Weight: 1.0000
5-5 mg GF200405 RS SPL Uv_ViS_ 1
| T T WVL237 nm|
{ g Lk
| 175,000~ E
Z :
| 150,000 :
i 5 o
| 125,000
| ]
100,000~ =
: P
| 75,000~ g
‘ 000: § §
@ : VlIaS B
| 50,000 2l =
| : 811058 =2
1 =|Eg
25,000";* L yﬁ %
] W
20,000 —r— —r— . . — o
0.0 50 10.0 15.0 20.0 25.0 32.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAUsec %
1 2.660  |Placebo 116099 0.49 0.89 3070 2.71
2 3.137  |Amlodipine 22935481 97.23 1.46 6202 1.75
3 3.640  |Placebo 427790 1.81 1.00 1224 1.08
4 3.913  |Blank 6195 0.03 1.43 23778 2.83
5 4.267  |Placebo 37013 0.16 1.37 13393 4,16
6 4.963  |Placebo 41987 0.18 0.92 11311 1.57
7 5.3567  |Placebo 24326 0.10 0.92 4652 n.a.
Total: 23588892 | 100.00 7.98 63631
2D ()v
X #
ke e 2 ( N
L y

Analysed By/Date
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IMMENSE CULTURE PVT. LTD., PUNE
HPLC CHROMATOGRAM
Sample Name: Impurity A Standard (BKT) Injection Volume: 20.0
Vial Number: GA3 Channel: UV_VIS_1
Sample Type: standard Wavelength: 237.0
Control Program: AMLODIPINE-10min
Quantif. Method: AMLODIPINE Run Time: 10.00
Recording Time: 5/6/2020 12:32 Sample Weight: 1.0000
Impurity A Standard (BKT) UV_VIS_1
30,00020 WVL 237 nm
25,000~
20,0004 "1 - Amlodipine IMP A - 5.530
15,000~ \
] {
~ l
10,000+ l\
5,000~ '\
1 R
1 /
S Sy % e e B ; S5
’4-00()‘ enk R | T | i LT T | | R | P L
0.0 1.3 25 3.8 5.0 6.3 7.5 8.8 10.0 12.0
Peak Ret.Time Peak Area Area Asymmetry Plates Resolution
No. min Name pAU*min %
1 5.630  |Amlodipine IMP A 213949 100.00 1.00 6507 n.a.
Total: 213949 100.00 1.00 6507
P
41,/'_,./"\, S 2P Q ,‘;,/\\% v
A
Analysed By/Date

Checked By/Date
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Immense Culture

Amlopenn Simg /5 mg

GE200405

= % \\

Bateh No.

AR Number

2000500521

Test Name Related Substance By HPLC

Worksheet ID 1C

IWSIACHR20/05/05/21

Analyst Name Snchal -~

Date of Analysis

06 MAY N:wv

Wt ol Standard (mg) : 2 3
$0% 503 - Potency Amlodipine 99.39 Av wi (mg 139.23
Amlodipine 25 oteacy Of Aniladipine A 2 (mg) B
e
Wit Of Sample (1) mg 704.9/ 1.C Of Amlodipine XA
Standard details Amilodipine
Injection No. RT (min) Peak Area Of Standard Plates Tailing Factor
1 5843 77 215993 7 6498 .98
2 35543 217924 od18 - 098
3 S 540, 219834~ 6398 < 0.99_~
4 $.540 ¢ 2188437 6438 059~
-3 5.540 , 218862 6451~ 099"
3 5.537.. 215364, 6496 / 100 -
Mean 58541 217803 -
SD 00412 . 1764511 o._m.f 199
YuRSD 0.04 0.81 - ¥ <
LIMIT NMT _..\_‘\.. NMT 8.0% NLT 2000 NMT 2.0
FORMUL
Peak Area Unknown Impurity Wt of SID (ma) 5 50 STD Patency 100
XU imp [ x £ o—x X P XAvg.wt.
Mean Peak Area of STD 100 100 Wt of Ssumple (mg} 100 5
Amlodipine
g Peak Area O Unknowa Impurity in ?
Sample No. 2 Y tmpurity sample | Mean
sample 1
1 Not Detected Not Detected Not Detected
Limit 1.007%

Analysed by

Reviewed by




6q lop

SAI PRIMUS LIFE BIOTECH PVT LTD P lof1 Issued by QA .
Factory: R.S. No. 4/3, Plot No.3, Kurumbapet agelo Sign/Date: k e icd <
e Industrial Estate, Villianur Commune, Puducherry- e
SAl PRIMUS 605009 No.: F/QCGN/003/01
LIFE BIOTECH PVT LD GOOD LABORATORY PRACTICES Revision No.: 00 ‘
TITLE: ANALYTICAL DATA SHEET Semiow Parion: U3 years

Effective Date: |2 [pe | (g

Qpel s _ ’ A
poesy $Ple %\pm DS Amltipine

\ 3209?/ " w ‘

D125084 ¢ porst o Jo o

B o0
Analysed by Checked by: -« Deasry
Date: 4/ (5 f 2685 Date: No\oul 002D




: : i lo|
SAI PRIMUS LIFE BIOTECH PVT LTD p Lof1 Issued by Q L
Factory: R.S. No. 4/3, Plot No.3, Kurumbapet agelo Sign/Date: @}\%\\u/)‘
e Industrial Estate, Villianur Commune, Puducherry- S
SAl PRIMUS - 605009. No.: F/QCGN/003/01
R 4 GOOD LABORATORY PRACTICES Revision No.: 00 &,
TITLE: ANALYTICAL DATA SHEET Revigw Leriod: 02 years

Effective Date: |2 [ps |19

Soreple

RS S+d Amlopesin SIS

Analysed by: ’?QJ#L Checked by: $ ) D\oG
Date: & IREVOY Date: 3;0\0\«\\\‘1,0‘7—0 .




("“ BN SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED =
iy P R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAI PRIMUS Villianur Commune, Pondicherry- 605009 Page 1 of 2
LIFE BIOTECH PYT UTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08

FINISHED PRODUCT

Product Name Amloperin 5 mg / 5 mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/250520/03

Batch No. GF200501 Batch Size 6.0 L

Mfg. Date May-2020 Exp. Date Apr-2023
Sampling Date 23.05.2020 Sample Qty 120 Tablets
Analysis Date 23.05.2020 Release Date 04.06.2020
S.No. TEST RESULTS LIMITS

01. | Description

Off white, round, biconvex,uncoated
tablet with breakline on one side and
plain on other side.

Off white, round,
biconvex,uncoated tablet with
breakline on one side and plain on o
ther side.

02. Identification

Amlodipine Besyalate BP

Perindopril Erbumine BP

Complies

Complies

The retention time of Amlodipine &
perindopril erbumine peak in the
chromatogram of sample
preparation should correspond to
that in chromatogram of the
standard preparation as obtained in
the assay.

03. | Average weight of tablets

143.80 mg

140 mg+ 5.0 %
(133.0 mg to 147.0 mg)

04. | Uniformity of weight

+1.58%to-1.87 %

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 % .

05. | Diameter Min Max Avg. 6.60 mm to 7.00 mm
6.85mm  6.87 mm 6.86 mm
06. | Thickness Min Max Avg. 2.9 mm to 3.50 mm
3.38 mm 3.46mm 3.42 mm
07. | Hardness 5.0 kg/em? NLT 3.0 kg/cm?®
08. | Friability 0.2 % Not More than 1.0 %
09. | Disintegration Time 01 minutes 02 seconds Not more than 15 minutes
10. | Content Uniformity:
Amlodipine Besylate BP Min Max Avg. Not less than 85.0 % and Not more
equivalent to Amlodipine-5 mg 101.61% 103.33%  102.30% | than 115.0 % of labeled claim.
Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 85.0 % and Not more
98.66 % 102.12%  99.69 % than 115.0 % of labeled claim.
Tested By Checked By Approved By
Sign 7 Lol ("H
Name Rajarajeswari Ramesh Vallarasar]
Date 04/06/2020 04/06/2020 04/06/2020




@ o= SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
by Y R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F
FINISHED PRODUCT HRCGRNIR00
Product Name Amloperin 5 mg /5 mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/250520/03
Batch No. GF200501 Batch Size 6.0L
Mfg. Date May-2020 Exp. Date Apr-2023
Sampling Date 23.05.2020 Sample Qty 120 Tablets
Analysis Date 23.05.2020 Release Date 04.06.2020

11. | Dissolution:

Amlodipine Besylate BP

equivalent to Amlodipine-5 mg | Min Max Avg. Not less than 80.0 % of labeled
101.54 % 104.66 %  102.85 % | amount.

Perindopril Erbumine BP-5mg | Min Max Avg. Not less than 80 % of labeled
96.67% 99.52%  98.13% amount.

12. | Related substances:

Amlodipine Impurity A Not Detected(ND) Not more than 1.0 %

Perindopril Impurity B Not Detected(ND) Not more than 1.5 %

Perindopril Impurity C Not Detected(ND) Not more than 0.60 %

Perindopril Impurity E Not Detected(ND) Not more than 0.40 %

Perindopril Impurity F Not Detected(ND) Not more than 1.50 %

Single maximum unknown Below Detection Limit(BDL) Not more than 0.50 %

impurity

Total unknown impurity Below Detection Limit(BDL) Not more than 1.0 %

Total impurities Below Detection Limit(BDL) Not more than 5.0 %

13. | Assay: Each uncoated tablet contains:

P.aeruginosa

Amlodipine Besylate BP 100.83 % Not less than 90.0 % and Not more
equivalent to Amlodipine-5 mg than 110.0 %
Perindopril Erbumine BP-5 mg 98.61 % Not less than 90.0 % and Not more
than 110.0 %
14. | Microbiological limits:
Total Aerobic Microbial count 20 cfu/g NMT 1000 cfw/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
Absent Should be Absent

Remark : The product complies/not-complies with the prescribed standard of quality with reference

to BR/USP and In-house Specification.

Tested By Checked By Approved By
. N # L~
Hign -Gl CH
Name Rajarfljeswari Ramesh Vallarasan
Date 04/06/2020 04/06/2020 04/06/2020




G ‘ SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
5~ R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page 1 of 2
QUALITY CERTIFICATE OF ANALYSIS Format No:
F/QCGN/022/08
CONTROL FINISHED PRODUCT

Product Name Amloperin 5 mg /5 mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/270520/02

Batch No. GF200502 Batch Size 6.0 L

Mfg. Date May-2020 Exp. Date Apr-2023
Sampling Date 23.05.2020 Sample Qty 120 Tablets
lAnalysis Date 23.05.2020 Release Date 04.06.2020
S.No. TEST RESULTS LIMITS

01. | Description

Off white, round, biconvex,uncoated
tablet with breakline on one side and
plain on other side.

Off white, round,
biconvex,uncoated tablet with
breakline on one side and plain on o
ther side.

02. | Identification
Amlodipine Besyalate BP

Perindopril Erbumine BP

Complies

Complies

The retention time of Amlodipine &
perindopril erbumine peak in the
chromatogram of sample
preparation should correspond to
that in chromatogram of the
standard preparation as obtained in
the assay.

03. | Average weight of tablets

142.59 mg

140 mg+ 5.0 %
(133.0 mg to 147.0 mg)

04. | Uniformity of weight

+1.84 % t0-1.70 %

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 % .

05. | Diameter Min Max Avg. 6.60 mm to 7.00 mm
6.82mm  6.90 mm 6.85 mm
06. | Thickness Min Max Avg. 2.9 mm to 3.50 mm
3.36 mm 3.45 mm 3.41 mm
07. | Hardness 4.94 kg/em® NLT 3.0 kg/cm?
08. | Friability 0.18 % Not More than 1.0 %
09. | Disintegration Time 02 minutes 04 seconds Not more than 15 minutes
10. | Content Uniformity:
Amlodipine Besylate BP Min Max Avg. Not less than 85.0 % and Not more
equivalent to Amlodipine-5mg | 98.07% 102.38%  100.26 % than 115.0 % of labeled claim.
Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 85.0 % and Not more
99.63% 101.48%  100.31 % than 115.0 % of labeled claim.
Tested By Checked By Approved By
Sign d Lol !
Name Rajarajeswari Ramesh Vallarasan
Date 04/06/2020 04/06/2020 04/06/2020
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C SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Nty 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 (TD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name Amloperin 5 mg /5 mg (Amlodipine Besilate & Perindopril Erbumine Tablet)
A.R.No. FP/270520/02
Batch No. GF200502 Batch Size 6.0 L
Mfg. Date May-2020 Exp. Date Apr-2023
Sampling Date 23.05.2020 Sample Qty 120 Tablets
Analysis Date 23.05.2020 Release Date 04.06.2020
11. | Dissolution:
Amlodipine Besylate BP
equivalent to Amlodipine-5 mg | Min Max Avg. Not less than 80.0 % of labeled
96.99 % 104.18%  101.47 % | amount.
Perindopril Erbumine BP-5 mg | Min Max Avg. Not less than 80 % of labeled
9528% 9771 %  96.46 % amount.
12. | Related substances:
Amlodipine Impurity A Not Detected(ND) Not more than 1.0 %
Perindopril Impurity B Not Detected(ND) Not more than 1.5 %
Perindopril Impurity C Not Detected(ND) Not more than 0.60 %
Perindopril Impurity E Not Detected(ND) Not more than 0.40 %
Perindopril Impurity F Not Detected(ND) Not more than 1.50 %

Single maximum unknown
impurity

Below Detection Limit(BDL)

Not more than 0.50 %

Total unknown impurity

Below Detection Limit(BDL)

Not more than 1.0 %

Total impurities

Below Detection Limit(BDL)

Not more than 5.0 %

13. | Assay: Each uncoated tablet contains:

Amlodipine Besylate BP 101.61 % Not less than 90.0 % and Not more

equivalent to Amlodipine-5 mg than 110.0 %

Perindopril Erbumine BP-5 mg 99.36 % Not less than 90.0 % and Not more
than 110.0 %

14. | Microbiological limits:

Total Aerobic Microbial count 20 cfu/g NMT 1000 cfu/g

Total Yeasts and mould counts <10 cfu/g NMT 100 cfw/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-house Specification.

Tested By Checked By Approved By
Sign I8y bt
Name Rajarajeswari Ramiesh Vallatasan
Date 04/06/2020 04/06/2020 04/06/2020




