Assay Method Validation

Product name :

Ramithiazide Tablets

L mipril 10 mg &

8-Jun-17

Lable claim : Hydrochlorothiazide 25 m; Analysis Date:
B. No. :|GP170403
Test :[Solution Stability
Average wt (mg) :{196.2
Name of standard Standard purity(%) Standard wt (mg) Dilution details Conc (ppm)
Ramipril 99.8 25.9 25 mL; 2 mL ->100 mL 20.7
Hydrochlorothiazide 99.9 25.0 25 mL; 5 mL ->100 mL 50.0
Injection No. _ H‘ydrochlnrotlliazillc : Ramipril
Retention Time Area of Standard Retention Time Area of Standard
1 2.10 27140.044 3.65 6928.843
2 2.10 27182.012 3.65 6943.845
3 2.10 27163.638 3.65 6935.208
4 2.10 27160.989 3.65 6940.622
5 2.10 27129.962 3.65 6923.226
6 2.10 27176.337 3.65 6945.313
Average 2.10 27158.830 3.65 6936.176
SD 0.00 20.29 0.00 8.77
“aRSD 0.00 0.07 0.00 0.13
System suitability results
RSD of Ramipril 0.13 NMT 2.0%
% RSD of HCTZ 0.07 NMT 2.0%
Therotical plates of Ramipril 10410 NLT 2000
Therotical plates of HCTZ 10705 NLT 2000
Tailing factor of Ramipril 1.00 NMT 2.0
Tailing factor of of HCTZ 1.04 NMT 2.0
Time (hr) Area of Standard for HCTZ Area of Standard for %RSD (NMT 2.0%) YRSD (NMT 2.0%)
Ramipril HCTZ Ramipril
Initial 27140.044 6928.843 NA NA
3 hrs 27272.086 6969.910 0.34 0.42
5 hrs 27477.861 7028.509 0.62 0.72
13 hrs 27578.480 7048.360 0.72 0.78
19 hrs 28019983 7159.078 1.23 1.25
25 hrs 28227280 7213.154 1.54 1.55
28 hrs 28438.752 7265.373 1.79 1.79
i T .,
\":::l‘:'u‘;:‘:m T S“‘“Pi"'gzqu‘c' 2] mg of Ramipril 250.0 mL with diluent
Further 5.0 ml 25.0 mL with diluent
Area of Sample % Assay %RSD (NMT 2.0%) %RSD (NMT
2.0%)
Hydrochlorothiazide Ramipril Hydrochlorothiazide Ramipril HCTZ Ramipril
Initial 26811.141 6690.018 99.5 100.6 NA NA
4 hrs 26774.333 6684.338 99.4 100.5 0.14 0.09
Thrs 26925.800 6714.042 99.9 101.0 0.43 0.36
10 hrs 26949.482 6741.319 100.0 101.4 0.51 0.77
16 hrs 27177318 6797.521 100.9 102.2 1.36 1.62
22 hrs 27285.001 6819.047 101.3 102.6 1.76 1.94
25 hrs 27424241 6854.230 101.8 103.1 228 247
[
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Assay Method Validation

Product nam~ :|Ramithiazide Tablets

Ramipril 10 mg &

Lable claim :
iy Hydrochlorothiazide 25 mg

Analysis Date:

8-Jun-17

B. No. :|GP170403
Robustness (Column flow 0.9
Test : N
ml/min)
Average wt (mg) :{196.150
Name of standard Standard purity(%) Standard wt (mg) Dilution details Conc (ppm)
Ramipril 99.8 25.9 25 mL; 2 mL ->100 mL 20.7
Hydrochlorothiazide 99.9 25.0 25 mL; 5 mL ->100 mL 50.0

Hydrochlorothiazide

Ramipril

Injection No. - ~
Retention Time Area of Standard

Retention Time

Area of Standard

i 2.33 30229.192 4.06 7744.230
2 2.33 30311.813 4.06 7740.207
3 2.33 30263.539 4.06 7765.571
4 2.33 30271.327 4.06 7756.628
5 2.33 30244.072 4.06 7738.998
6 2.33 30304.484 4.06 7767.194
Average 2.33 30270.738 4.06 7752.138
SD 0.000 32.60 0.000 12.69
Y% RSD 0.00 0.11 0.00 0.16
System suitability results
% RSD of HCTZ 0.11 NMT 2.0%
% RSD of Ramipril 0.16 NMT 2.0%
Thereotical of HCTZ 11488 NLT 2000
Thereotical of Ramipril 11245 NLT 2000
Tailing of HCTZ 1.02 NMT 2.0
Tailing of Ramipril 0.96 NMT 2.0
[ Test Solution : | Sample eq to25 [ mg of Ramipril 250.0 [mL with diluent |
| Further| 5 [ ml of solution 25.0 [mL with diluent ]
. Area of Sample % Assay
Sample. N0, Sample Weight (mg) Hydrochlorothiazide Ramipril Hydrochlorothiazide Ramipril
1 486.7 29781.177 7459.448 99.0 100.2
2 484.2 30296.781 7524.954 101.3 101.6
Average 100.1 100.9
SD 1.58 0.99
%RSD 1.6 1.0
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Assay Method Validation

Sample No.

Product name :|Ramithiazide Tablets
Lable claim : :;f;z::lolgonﬁaﬁ s k Analysis Date: B-Jun—l".'j
B. No. :[GP170403
Robustness (Column flowl.1
Test : X
ml/min)
Average wt (mg) : 197.399
Name of standard Standard purity(%) Standard wt (mg) Dilution details Conc (ppm)
Ramipril 99.8 25.9 25 mL; 2 mL ->100 mL 20.7
Hydrochloroihiazidc 99.9 25.0 25 mL; 5 mL ->100 mL 50.0
_— Hydrochlorothiazide Ramipril
Injection No. - A " -
Retention Time Area of Standard Retention Time Area of Standard
1 1.91 24881.575 3.33 6364.499
2 1.91 24827.325 3.33 6338.488
3 1.91 24880.404 3.33 6364.102
4 1.91 24861.355 3.33 6351.861
5 1.91 24883.074 3.33 6361.900
6 1.91 24944.586 3.33 6379.735
Average 191 24879.720 3.33 6360,098
SD 0.000 38.22 0.001 13.85
%RSD 0.00 0.15 0.04 0.22
System suitability results :l
% RSD of HCTZ 0.15 NMT 2.0%
% RSD of Ramipril 0.22 NMT 2.0%
Thereotical of HCTZ 10341 NLT 2000
Thereotical of Ramipril 10098 NLT 2000
Tailing of HCTZ 1.03 NMT 2.0
Tailing of Ramipril 0.95 NMT 2.0
Test Solution : Sample eq t025 | mg of Ramipril 250.0 [mL with diluent
Further | 5 25.0 [mL with diluent
. Area of Sample Yo Assa
Sample Weight (mg) Hydrochlorothiazide Ramipril Hydrochlor id Ramipril
486.7 24522.668 6106.071 99.8 100.6
484.2 24433.572 6094.270 100.0 101.0
Average 99.9 100.8
SD 0.11 0.23
[ *%RsD 0.1 02 ,
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Assay Method Validation

Product name

:|Ramithiazide Tablets

— [Ramipril 10 mg & ) J
12 H I H 8-Jun-17
Lable claim Hydrochlorathiazide 25 mg Analysis Date un-1
B. No. :|GP170403
LNB No./Pg. No.:|416/79
Test :|Precision
Average wt (mg) :{196.150
Name of standard Standard purity(%) Standard wt (mg) Dilution details Conc (ppm)
Ramipril 998 25.9 25 mL; 2 mL ->100 mL 20.7
Hydrochlorothiazide 99.9 25.0 25 mL: 5 mL ->100 mL 50.0
Injection No. i il-ydrnchlnrnthiaz:dc . _ Ramipril
Retention Time Area of Standard Retention Time Area of Standard
1 2.10 27140.044 3.65 6928 843
2 2.10 27182.012 3.65 6943 844
3 2.10 27163.638 3.65 6935208
4 2.10 27160.989 3.65 6940.622
5 2.10 27129.962 3.65 6923.226
6 2.10 27176.338 3.65 6945.313
Average 2.10 27158.830 3.65 6936.176
SD 0.000 20.29 0.000 8.77
%RSD 0.00 0.07 0.00 0.13
System suitability results
% RSD of Area of o
Hydrochlorothiazide i BIMES0%
% RSD of Area of Ramipril 0.13 NMT 2.0%
Theoretical plates of
Hydrochlorothiazide 10703 NLT 2000
Theoretical plates of Ramipril 10410 NLT 2000
Tailing factor of
Hydrochlorothiazide L% BIML20
Theoretical plates of Ramipril 1.00 NMT 2.0
Test Solution : | Sample eq 1025 | mg of Ramipril | 250.0
Further 5 25.0
. . Area of Sample % Assay
Sa le No. S le Weight
pmpie Mo amplo Weight (mg) Hydrochlorothiazide Ramipril Hydrochlorothiazide Ramipril
1 486.0 26811.141 6690.018 99.4 100.5
2 483.8 26836.422 6700.093 100.1 101.2
3 494.5 27483.766 6868.453 100.3 101.5
4 491.9 26804.727 6712.113 98.3 99.7
5 497 8% 27713.304 6920.976 100.4 101.6
6 489.2 26963.565 6753.191 99.4 100.9
Average 99.6 100.9
SD 0.79 0.71
%RSD 0.79 0.71
Done by: y Checked by: S '\’T
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Assay Method Validation

Pryduct name :|Ramithiazide Tablets |
. |Ramipril S mg & . ) ~
Lable claim : Hydrochlorothinzide 1.5 m Analysis Date: 8-Jun-17
B. No. :|GP170401
Test :| Precision
LNB No./Pg. No.:|416/79
Average wt (mg) :|199.83
Name of standard Standard purity(%) Standard wt (mg) Dilution details Cone (ppm)
Ramipril 99.8 259 25mL; 2 mL ->100 mL 207
Hydrochlorothiazid 99.9 25.0 25 mL; 5 mL ->100 mL 500
Injection No. - l!ydruth]urulhiazide : - Ramipril
Retention Time Area of Standard Retention Time Area of Standard
1 210 27140.044 3.65 6928.843
2 2.10 27182.012 3.65 6943 844
3 2.10 27163.638 3.65 6935208
4 210 27160.989 3.65 6940.622
5 2.10 27129.962 3.65 6923.226
6 210 27176.337 3.65 6945313
Average 2.10 27158.830 3.65 6936.176
SD 0.000 20.29 0.000 8.77
%RSD 0.00 0.07 0.00 0.13
System suitability results
% RSD of Area of o
Hydrochlorothiazide add HMES0%
% RSD of Area of Ramipril 0.13 NMT 2.0%
Theoretical plates of
Hydrochlorothiazide 10703 NLT 2000
Theoretical plates of Ramipril 10410 NLT 2000
Tailing factor of
Hydrochlorothiazide 1.04 NMT 2.0
Theoretical plates of Ramipril 1.00 NMT 2.0
Test Solution : | Sample eq to25 I mg of Ramipnil I 250.0 [mL with diluent |
Further 5 25.0 [mL with diluent |
& Area of Sample %o Assay
Sample No. Sample Weight (mg) Hydrochlorothinzide Ramipril Tydrochlorothiazid Ramipei
1 975.1 26742.050 6512.104 100.8 99.5
2 975.0 26540.983 6430.609 100.0 98.2
3 974.5 26760319 6552.363 1009 100.1
4 974.2 26787 668 6502.765 101.1 99.4
5 975.1 26969.459 6559.458 101.7 100.2
6 9743 26818.478 6507.422 1012 99.5
Mean 1009 99.5
SD 0.53 0.71
%RSD 0.52 0.71
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Assay Method Validation

Product name :

Ramithiazide Tablets

. Ramipril 10 mg &
Lable claim 5[ dﬂ’]’chmmhgmi e 125m Analysis Date: $-Jun-17
B. No. :|GP170402
Test :|Precision
LNB No./Pg. No.:|416/79
Average wt (mg) :|198.360
Name of standard Standard purity(%) Standard wt (mg) Dilution details Conc (ppm)
Ramipril 99.8 25.9 25 mL; 2 mL ->100 mL 20.7
Hydrochlor id 99.9 25.0 25 mL; 5 mL ->100 mL 25.0
Injection No. : H.ydrochlarnlhinzide ' ; Ramipril
Retention Time Area of Standard Retention Time Area of Standard
1 2.10 14123816 3.65 7005.022
2 210 14086.982 3.65 6U85.8935
3 2,10 14137 983 3.65 T006.536
4 2.10 14224.821 3.65 7039.733
5 2.10 14154.966 3.66 7024.769
6 2.10 14132.359 3.66 6996.007
Average 2.10 14143.488 3.65 7009.660
SD 0.000 45.78 0.005 19.57
% RSD 0.00 0.32 0.14 0.28
System suitability results
% RSD of Area of o
Hydrochlorothiazide e RIMES
% RSD of Area of Ramipril 0.32 NMT 2.0%
Theoretical plates off
Hi 'drochlorfmmzide e NLT 2000
Theoretical plates of Ramipril 10338 NLT 2000
Tailing factor of
Hydrochlorothiazide 108 NMLZ0
Theoretical plates of Ramipril 0.98 NMT 2.0
[ Test Solution : | Sample eq 1025 | mg of Ramipril [ 250.0 [mL with diluent
Further 5 25.0 [mL with diluent
; ' : Area of Sample Yo Assay
Sample No. Sample Weight (mg) Hydrochlor id Ramipril Hydrochlorothiazide Ramipril
1 498.5 13979.161 6902.898 98.2 101.3
2 525.1 14777.095 7296.229 98.6 101.6
3 508.5 14296.125 7057.916 98.5 101.5
4 502.1 14110117 6959.222 98.4 101.4
5 5013 14161.119 6957830 98.9 101.5
6 496.7 13971.434 6884.103 98.5 101.4
Average 98.5 101.5
SD 0.24 0.13
%RSD 0.24 0.13 \
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Assay Method Validation

Product name :

Ramithiazide Tablets

Lable claim :

Ramipril 10 mg &
Hydrochlorothiaride 25 mg

B. No. :

GP170403

LNB No./Pg. No.:

416/79

Test :

Precision

Average wt (mg) :

196.150

Analysis Date:

8-Jun-17 J

Name of standard

Standard purity(%)

Standard wt (mg)

Dilution details

Conc (ppm)

Ramipnil

99 8

250

25 ml, 2 mL -= 100 mL

207

Hydrochlorothiazide

999

25.0

25 mb., S mL ->100 mL

SO0

Hydrochlorothiazide

Ramipril

Injection No.

Retention Time

Avea of Standard

Retention Time

Area of Standard

1 210 27140 044 365 6928 843

2 210 27182012 365 6943 844

3 210 27163 638 365 6935 208

4 2.10 27160989 3.65 6940 622

5 2.10 27129 962 3.65 6923 226

o 210 27176 338 365 6945313

Average 210 27158 830 3.65 6936.176
SD 0.000 2029 0.000 8.77
“%RSD 0.00 007 0.00 0.13

System suitability results

% RSD of Area of

o
Hydrochlorothiazide o N2 U
% RSD of Area of Ramipril 007 NMT 2 0%
Theorencal plates of 10410 NLT 2000
Hydrochlorothiazide
Theorencal plates of Ramipnl 10708 NLT 2000
Tailing factor of
Hydrochlorothiazide Lo NMT20
Theoretical plates ol Ramipnl 1.04 NMT 20
Test Solution ; | Sample eq 1025 { mg of Ramipnl 2500 |mL with diluent ]
Further 5 250 [mL with diluent
- . : " Area of Sample Yo Assay
Sample No. Sample Weight (mg) Hydrochlorothiazide Ramipril Hydrochlorothiazide Ramipril
1 486 6 26811 141 6690018 994 100.5
2 483 8 20830.422 6700093 100.1 101.2
3 494 5 27483 760 6868 453 100.3 101.5
4 491 9 26804 727 6712113 98.3 99.7
s 497 8 27713 304 6920976 1004 101.0
6 4892 26963 565 6753 191 994 1009
Average 99.6 100 9
SD 079 071
YaRSD 079 071
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:
User Name:

PR Method_ Ramithiazide

08-Jun-2017 16:06
niteen gapat

Instrument Name:
Sequence Name:

Injection Name: Blank solution Run Time (min).  10.00

Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

[Chromatogram

3 08-jun-17 #3

Blank solution

UV_VIS_1 WVL:210 nm |

700000 +
600000 -
500000 A
400000 4
J
300000 A

200000 A

100000 A

04

-70000 JL—, :
0.0 1.0

4.0

Y 90

" 20 3.0

50 60

Integration Results

No. Peak Name

Retention (DETECTED),

min

Area
PAU*min

Rel. Area Asymmetry (EP)
%

Plates (USP)

Total:

0.000

0.00

Assay Validation Rep_01/Integration
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t
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Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

- QbD Research and Development Pvt. Ltd

Injection Details el :

Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 08-Jun-2017 16:17 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram R R = Gl grat b i gy rintase
700000 - 7 08-jun-17 #4 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 ]

| 1 1 - Hydrochlorothiazide - 2.097

500000 -

400000

300000

200000 ]

100000 ] L 2 - Ramipril - 3.650

0 | J T I r
-70000 4
| T T T T T T T T v T v T T T T T v T T T T 1
0.0 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results 4 i

No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 27140.044 n.a. 1.04 10705

2 Ramipril 3.65 6928.843 n.a. 1.00 10410

Total: 34068.886 0.00

% wn" g}
13

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd
Injection Details £ :
Injection Name: Standard 5/12.5 and 10/25 mg_ 2 Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_Vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name. QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 16:29 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram E i 3 = TR B
700000 - 7 08-jun-17 #5 Standard 5/12.5 and 10/25 mg_ 2 UV_VIS_1 WVL:210 nm
600000 ]
] 1 - Hydrochlorothiazide - 2.097
500000
400000 -
300000 -l
200000
100000 1 , 2 - Ramipril - 3.650
0: IJ { - 1 0
-70000 | —— e — .
o 0.0 1.0 2.0 3.0 40 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : P
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27182.012 n.a. 1.03 10622
2 Ramipril 3.65 6943.844 n.a. 0.99 10382
Total: 34125.857 0.00

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

 QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 3

BA2
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

08-Jun-2017 16:41

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

Uv_Vvis_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram i 7 ;
T - e - e
700000 - 2 08-jun-17 #6 Standard 5/12.5 and 10/25 mg_ 3 UV_VIS_1 WVL:210 nm
600000 - !
J 1 - Hydrochlorothiazide - 2.097
500000 -
400000
300000
200000 ]
100000 | 2 - Ramipril - 3.650
04 4} L T T
o000 e = — = — .
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27163.638 n.a. 1.04 10634
2 Ramipril 3.65 6935.208 n.a. 1.00 10378
Total: 34098.846 0.00

h'\ 1‘()"‘7

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

‘QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Standard 5/12.5 and 10/25 mg_4 Run Time (min).  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name. QbD-INST-HPLC-67

Injection Date/Time: 08-Jun-2017 16:53 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram : § H ¥ ERET S FRR R ] R
700000 1 7 08-jun-17 #7 Standard 5/12.5 and 10/25 mg_ 4 UV_VIS_1 WVL:210 nm
600000 ]

| | 1 - Hydrochlorothiazide - 2.097

500000 4

400000 ]

300000 i

200000 4

100000 ) 1 2 - Ramipril - 3.650

0 I J L T 1 ‘
-70000 - = — —
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results L

No. [Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) | Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 27160.989 n.a. 1.03 10650

2 Ramipril 3.65 6940.622 n.a. 1.00 10392

Total: 34101.611 0.00

~

@/\uﬂ\’n
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details L g = I
Injection Name: Standard 5/12.5 and 10/25 mg_ 5 Run Time (min):  10.00
Vial Number: BA2 Injection Velume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 17:05 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram B i R e 23 TR T
200000 1 7 08-jun-17 #8 Standard 5/12.5 and 10/25 mg_ 5 UV_VIS_1 WVL:210 nm
600000 -
] | 1 - Hydrochlorothiazide - 2.097
500000 -
400000 A
300000 ]
200000 -
100000 ] | 2 - Ramipril - 3.650
[ JJ t — | l/\ .
-70000 _I T T T T T T T T T T T T v T T T T ¥ T v v T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results £ .
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27129.962 n.a. 1.03 10640
2 Ramipril 3.65 6923.226 n.a. 1.00 10414
Total: 34053.187 0.00
(i k
@ N
o 6)\*‘(‘( Chromeleon (c) Dionex
b Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Standard §/12.5 and 10/25 mg_ 6 Run Time (min).  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 17:16 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram . '

Standard 5/12.5 and 10/25 mg_ 6

©UV_VIS_1WvL210nm

Chromeleon (c) Dionex

700000 - 7 08-jun-17 #9
600000 -
| 1 - Hydrochlorothiazide - 2.097
500000 -
400000 —
300000 |
200000 —
1600004 , 2 - Ramipril - 3.650
0_- tJ L| | :
-70000 ! — . ,
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 100
Integration Results e
No. [Peak Name Retention (DETECTED), Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27176.337 n.a. 1.03 10654
2 Ramipril 3.65 6945.313 n.a. 0.99 10368
Total: 34121.651 0.00
ro (Y
W) e
23 QW

Assay Validation Rep_01/Integration

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Seguence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details L Fenias ki g :
Injection Name: Standard 10/12.5 mg_1 Run Time (min).  10.00
Vial Number: BA3 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 17:28 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram S S SR R, FiigE v Al PAGATES
700000 - 2 08-jun-17 #10 Standard 10/12.5 mg_ 1 UV_VIS_1 WVL:210 nm
600000 -
500000 ]
400000 -
ROR — 1 - Hydrochlorothiazide - 2.097
200000 |
1R0G00 2 - Ramipril - 3653
0 J \; T [ :
-70000 -‘ r " T T T T d T T T T T T T b T T T T T T T ¥ T B v T T T ¥ T v ¥ x 1
. 0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results _ T e e
No. |Peak Name Retention (DETECTED, Area Rel.Area Asymmetry (EP) | Plates (USP)
min pYAU*min %
1 Hydrochlorothiazide 2.10 14123.816 n.a. 1.06 10768
2 Ramipril 3.65 7005.022 n.a. 0.98 10338
Total: 21128.838 0.00

war¥)

Assay Validation Rep_01/Integration

b

I
S el
U‘ﬁ\)ﬁ‘ Chromeleon (c) Dionex

7l Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1
QbD Research and Development Pvt. Ltd

Injection Details e

Injection Name: Standard 10/12.5 mg_ 2 Run Time (min).  10.00

Vial Number: BA3 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
|Injection Date/Time: 08-Jun-2017 17:40 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram b R
700000 - 7 08-jun-17 #11 Standard 10/12.5 mg_ 2 UV_VIS_1 WVL:210 nm
600000 -

500000 -

400000 -

300000 .

| i 1 - Hydrochlorothiazide - 2.097
200000 -
100000 - 2 - Ramipril - 3.653
0] T ' T
-70000 -/ - ——————— — T — T T 1
0o 1.0 2.0 3.0 4.0 5.0 6.0 7.0 80 90 10.0
Integration Results ; :
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min YAU*min %
1 Hydrochlorothiazide 2.10 14086.982 n.a. 1.07 10709
2 Ramipril 3.65 6985.895 n.a. 0.99 10277
Total: 21072.878 0.00
(e N .
\ ”~
AUM” ¢
71 % fq -?\!(
;}/Uf.) Chromeleon (c) Dicnex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Run Time (min):

Injection Name: Standard 10/12.5 mg_3 10.00

Vial Number: BA3 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
\Injection Date/Time: 08-Jun-2017 17:52 Sequence Name.: 08-jun-17

User Name: niteen gapat
[Chromatogram il

200000 =2 08-jun-17 #12 Standard 10/12.5 mg_3 UV_VIS_1 WVL:210 nm
600000

500000

400000

300000 A -

] | 1 - Hydrochlorothiazide - 2.100
200000 +
100000 + | 2 - Ramipril - 3.653
0 | . | r
-70000 ! S— , . , , . . ; ==
0.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : |
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %

1 Hydrochlorothiazide 2.10 14137.983 n.a. 1.02 10628
2 Ramipril 3.65 7006.536 n.a. 1.01 10258
Total: 21144.519 0.00

Assay Validation Rep_01/Integration

N
S Y
/y/l/("vy Chromeleon (c) Dionex

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 10(12.5 mg_4

BA3
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

08-Jun-2017 18:03

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00
10.00
UVv_VIS_1
210

QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[Chromatogram -
] " PR P N7 YT . 1

700000 -3 08-jun-17 #13 Standard 10/12.5 mg_4 UV_VIS_1 WVL:210 nm J

1 |
600000 4
500000 ]
400000 -
300000 ] 1 - Hydrochlorothiazide - 2.100
200000 ]
Ll 2 - Ramipril - 3.657

0 J \\ T | T

-70000 J—nory . — — — — . - - -

0.0 1.0 2.0 3.0 40 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : .
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min Yo

1 Hydrochlorothiazide 2.10 14224.821 n.a. 1.04 10628
2 Ramipril 3.66 7039.733 n.a. 0.98 10233
Total: 21264.554 0.00

Assay Validation Rep_01/Integration

~

g

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details e
Injection Name: Standard 10/12.5 mg_ 5 Run Time (min).  10.00

Vial Number: BA3 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 18:15 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram ik B R 3 T o e
700000 - 7 08-jun-17 #14 Standard 10/12.5 mg_5 UV_VIS_1 WVL:210 nm
600000

500000 4

400000 -

300000

| 1 - Hydrochlorothiazide - 2.100

200000 —
100000 1 2 - Ramipril - 3.657
o4 TR ! |
-70000 :4— & T Y T L T T v T v v T T v T T T T T v 1
0.0 ) 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results L i v ; '
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 14154.966 n.a. 1.06 10654
2 Ramipril 3.66 7024.769 n.a. 1.00 10194
Total: 21179.736 0.00

\\\ AN D
i B
O)’\ Chromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

~ QbD Research and Development Pvt. Ltd
Injection Details : 4
Injection Name: Standard 10/12.5 mg_#6 Run Time (min):  10.00
Vial Number: BA3 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_wvVis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 18:27 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram i iy . S,
200000 - 2 08-jun-17 #15 Standard 10/12.5 mg_#6 UV_VIS_1 WVL:210 nm
600000 -
500000 -
400000
300000 4 .
| i 1 - Hydrochlorothiazide - 2.100
200000 A
OR000-H | 2 - Ramipril - 3.657
04 . T : T |
] |
-70000 - - - - - — — : — T T
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results i
No. [Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pPAU*min %
1 Hydrochlorothiazide 2.10 14132.359 n.a. 1.08 10635
2 Ramipril 3.66 6996.007 n.a. 1.00 10202
Total: 21128.365 0.00
N
N )

1% A

Assay Validation Rep_01/Integration

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

‘QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Hydrochlorothiazide 1D solution Run Time (min).  10.00

Vial Number: BAS Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method. PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

injection Date/Time: 08-Jun-2017 19:02 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram e A i ek S e PR ek e
700000 - 2 08-jun-17 #18 Hydrochlorothiazide ID solution UV_VIS_1 WVL:210 nm
600000 -

1 1 - Hydrochlorothiazide - 2.100

500000

400000

300000

200000 A

100000 -

04 ,_,—LJ L .
70000 J -
— ¥ = T T T T T T ¥ T T T T T v M 4 T T T v T T T T T T T
00 10 2.0 3.0 4.0 50 80 7.0 8.0 9.0 100

integration Results o e

No. |Peak Name Retention (DETECTED), Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %
1 Hydrochlorothiazide 2.10 26857.995 n.a. 1.03 10584
Total: 26857.995 0.00

!

'
¢ '’ £ : rﬂ
[ Fa l—):(
i ) Chromeleon (c) Dionex

Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details 4 % _
Injection Name: Blank solution Run Time (min):  10.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: uUv_vis_1
instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 19:14 Sequence Name: 08-jun-17

User Name. niteen gapat

[chromatogram

7 08-jun-17 #19 ' " Blank solution

700000 7
600000 —
500000 ]
400000 a
300000 —
200000 -

100000 A

04

-70000 -—l T T T T T T T T T T T T T 9 : T T T T v T T T T T T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results

No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min pAU*min %
Total: 0.000 0.00

\
~ %fﬁ

W
e Chromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10f 1

QbD Research and Development Pvt. Ltd

Injection Details

Instrument Name:
Sequence Name:

PR Method_ Ramithiazide
08-Jun-2017 19:25
niteen gapat

Processing Method:
Injection Date/Time:
User Name:

Injection Name: Placebo solution 10/25mg Run Time (min):  10.00

Vial Number: BA6 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67

08-jun-17

[chromatogram

5 08-jun-17 #20 " Placebo solution 10/25mg

UV_VIS_1 WVL:210 nm

700000 ]
600000 ]
500000 -
400000 ‘
300000 -
200000 f

100000

0

-70000 JL—, ‘ . ;

0.0 10 20 30 a0 50 60

" 70

8.0

Integration Results

Rel.Area
%

Area Asymmetry (EP)

pAU*min

No. |Peak Name Retention (DETECTED

min

Plates (USP)

Total: 0.000 0.00

P

L\\J/ RGAS AL
A 37

Assay Validation Rep_01/Integration

13
WNW
Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1of 1

QbD Research and Development Pvt. Ltd
Injection Details : s Leiiis
Injection Name: Ramipril ID solution Run Time (min):  10.00
Vial Number: BA4 Injection Volume. 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 18:50 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram 2 El R T B B
700000 - 7 08-jun-17 #17 Ramipril ID solution UV_VIS_1 WVL:210 nm
600000
500000 A
400000 -
300000
200000 ]
100000 4 } 1 - Ramipril - 3.653
0+ ! :
~70000 -l7 L ol T T T T M v T T v T T ) T T v T T T v T x v T T T T T v 1
0.0 1.0 2.0 30 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results o :
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Ramipril 3.65 6910.967 n.a. 1.00 10249
Total: 6910.967 0.00

A

W)

y/fﬁ um 'V) %«\W
A ﬂf" Chromeleon (c) Dionex

Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Blank solution
BA1
Unknown

Ramithiazide Assay- HPLC_ 67

PR Method_ Ramithiazide

08-Jun-2017 18:39

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00
10.00
Uv_VIS_1
210

QbD-INST-HPLC-67

08-jun-17

[Chromatogram

niteen gapat

5 08-jun-17 #16

Blank soluton

UV_VIS_1 WVL:210 nm

700000 +
600000

500000

| I B

400000
300000 A
200000

100000

04

-70000 | S—
0.0 1.0

4.0

5.0

6.0

T

7.0

8.0

Integration Results

" 20 30

No. Peak Name

Retention (DETECTED)

min

Area
YAU*min

Rel.Area
%

Asymmetry (EP)

Plates (USP)

Total:

0.000

0.00

R

Assay Validation Rep_01/Integration

-’)/;U\r

Y

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Sample solution 10/25mg_ 1 Run Time (min):  10.00

Vial Number: BA7 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_VIS_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name. QbD-INST-HPLC-67
|Injection Date/Time: 08-Jun-2017 19:38 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram _ fdEigd _ __ TS T
200000 4 7 08-jun-17 #21 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -
1 1 - Hydrochlorothiazide - 2.097

500000 A

400000 +

300000 A

200000 -

Ly 2 - Ramipril - 3.653

5 N A

70000 I — —_— — S — S l
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results e
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 26811.141 n.a. 1.06 10612
2 Ramipril 3.65 6690.018 n.a. 1.00 10364
Total: 33501.159 0.00

AY
A T

Chrameleon (c) Dionex

Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

_QbD Research and Development Py

Injection Details

Processing Method:

PR Method_ Ramithiazide

Instrument Name:

Injection Name: Sample solution 10/25mg_ 2 Run Time (min):  10.00

Vial Number: BA8 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67

Injection Date/Time: 08-Jun-2017 19:49 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram & s B i 1
700000 - 2 08-jun-17 #22 Sample solution 10/25mg_ 2 UV_VIS_1 WVL:210 nm
600000
1 - Hydrochlorothiazide - 2.097
500000 -
400000
300000
200000 +
180000 5 12 - Ramipril - 3.653
0; | J L r | T
-70000 | . e — = — = — - -
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 100
Integration Results i
No. |Peak Name Retention (DETECTED Area Rel. Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 26836.422 n.a. 1.05 10616
2 Ramipril 3.65 6700.093 n.a. 0.99 10374
Total: 33536.515 0.00

ﬂ o V)

Assay Validation Rep_01/Integration

UL

(8"

Ant ) Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

_QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method.:
Injection Date/Time:

Sample solution 10/25mg_ 3

BB1
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

08-Jun-2017 20:01

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

uv_vis_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram e b sl i i R 1
700000 - 7 08-jun-17 #23 Sample solution 10/25mg_ 3 UV_VIS_1 WVL:210 nm
600000 -
] 1 - Hydrochlorothiazide - 2.097
500000 +
400000 -
300000 -
200000 -
AR 1 12 - Ramipril - 3.653
o] JL I\
-70000 ‘]l T T T T T T T T T T T T T T T T T T T T 1
00 2.0 3.0 4.0 ) 5.0 6.0 7.0 8.0 9.0 10.0|
Integration Results i i
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min pPAU*min %
1 Hydrochlorothiazide 2.10 27483.766 na. 1.06 10710
2 Ramipril 3.65 6868.453 n.a. 0.99 10403
Total: 34352.219 0.00
SN

e
1

Assay Validation Rep_01/Integration

pio

%

Chromeleon (c) Dionex
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

~ QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:

Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Sample solution 10/25mg_ 4
BB2

Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide
08-Jun-2017 20:13

niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

Uv_Vvis_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

5 08-un-17 #24

~ Sample solution 10/25mg_ 4

© UV_VIS_1 WVL:210 nm

700000 -
600000 !
500000 —
400000 ]
300000 -
200000 ~

100000 +

1 - Hydrochlorathiazide - 2.097

1 2 - Ramipril - 3.653

04

-70000 J|
00

T - - - T T ~ T T T T T

7.0

80 90

Integration Results

" 20 3.0 4.0 50 6.0

No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min YAU*min %

1 Hydrochlorothiazide 2.10 26804.727 n.a. 1.05 10683

2 Ramipril 3.65 6712.113 n.a. 0.99 10405

Total: 33516.840 0.00

(%q -

Assay Validation Rep_01/Integration
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+
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Y

Chromeleon (c) Dionex
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details s . ;
Injection Name: Sample solution 10/25mg_ 5 Run Time (min):  10.00
Vial Number: BB3 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 20:25 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram SRR b G HA DS 5 ; IR
00000 7 08-jun-17 #25 Sample solution 10/25mg_ 5 UV_VIS_1 WVL:210 nm
600000 -
1 - Hydrochlorothiazide - 2.097
500000 A
400000 -
300000 A
200000
100000 ] 1 2 - Ramipril - 3.657
0 | LI I T
-70000 L - - : — — = == — — .
0.0 1.0 2.0 3.0 4.0 5.0 8.0 7.0 8.0 9.0 10.0]
Integration Results i
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 27713.304 n.a. 1.06 10718
2 Ramipril 3.66 6920.976 n.a. 0.97 10463
Total: 34634.280 0.00

_Gﬂ/gwt\' "M\
,?Opf

Assay Validation Rep_01/Integration

L
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Reseaiéifi-and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Sample solution 10/25mg_ 6

BB4
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

08-Jun-2017 20:36

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

uv_vis_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram -
200000 - 7 08-jun-17 #26 Sample solution 10/25mg_ 6 UV_VIS_1 WVL:210 nm
600000
| 1 - Hydrochlorothiazide - 2.097

500000 -

400000 -

300000 -

200000 |

100000 ] 12 - Ramipril - 3.653

o4 AR 1 ;
70000
| s T T T T T T T T T T u T T x T T T T T T T 1

) 0.0 B 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results ] ;

No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 26963.565 n.a. 1.03 10761

2 Ramipril 3.65 6753.191 n.a. 0.99 10448

Total: 33716.756 0.00

1

Assay Validation Rep_01/Integration

(5\%{/3 un V)
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BUy” (¥
v,

Chromeleon (c) Dionex
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details . i
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time {min).  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name. QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 20:48 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram I B A R R R
700000 3 08-jun-17 #27 Bracketing Standard 5/12.5 and 10/25 mg Uv_VIS_1 WVL:210 nm
600000 ]
] 1 - Hydrochlorothiazide - 2.097
500000 A
400000 -
300000 -
200000 H
100000 4 2 - Ramipril - 3.653
O- | L T 1 4/\ |
oo — - ———
o 0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0]
Integration Results s o
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 27215.507 n.a. 1.04 10676
2 Ramipril 3.65 6957.932 n.a. 1.00 10391
Total: 34173.439 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Placebo solution 5/12.5mg
BBS

Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide
08-Jun-2017 21:00

niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

[chromatogram

3 08-jun-17 #28
700000 228

Placebo solution 5/1 2.5mg

UV_VIS_1 WVL:210 nm

600000 -
500000 -
400000 1
300000 m
200000 -

100000 A

04

-70000 J!
00

" 10

T T+ T T I

4.0 5.0 6.0

7.0

T M T

" 80

Integration Results

No. Peak Name

Rel.Area
%

Area

Retention (DETECTED),
i pAU*min

min

Asymmetry (EP)

Plates (USP)

Total:

0.000 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide

08-Jun-2017 21:12

Instrument Name:
Sequence Name:

Injection Name: Sample solution 5/12.5mg_ 1 Run Time (min).  10.00

Vial Number: BB6 Injection Volume: 10.00
Injection Type: Unknown Channel: UVv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[Chromatogram SR T BEs oo L
700000 - -2 08-jun-17 #29 Sample solution 5/12.5mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

{ 1 - Hydrochlorothiazide - 2.097
500000 -
400000 -
300000
200000 -
100000 ] -

| 1 2 - Ramipril - 3.663

04 ] T 1 :

-70000 J— — — - , — e — . ; .

0.0 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
IntegrationResultsy © $ 0 Sl ITe Ry s e ]
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 26742.050 n.a. 1.02 10743
2 Ramipril 3.66 6512.104 n.a. 0.99 10393
Total: 33254.154 0.00

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details i
Injection Name: Sample solution 5/12.5mg_ 2 Run Time (min):  10.00
Vial Number: BB7 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 21:23 Sequence Name: 08-jun-17
User Name: niteen gapat
|Chromatogram Y : A : i
700000 - 7 08-jun-17 #30 Sample solution 5/12.5mg_ 2 UV_VIS_1 WVL:210 nm
600000 —

1 1 1 - Hydrochlorothiazide - 2.103
500000 4
400000 A
300000 ]
200000 -
100000 - )

J 1 2 - Ramipril - 3.670

0 _IJ I 1 j\ T

-70000 | —— , , —— . . —— ]

0.0 1.0 2.0 3.0 4.0 50 6.0 7.0 8.0 9.0 10.0
Integration Results R .
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 26540.983 n.a. 1.00 10804
2 Ramipril 367 6430.609 n.a. 0.99 10360
Total: 32971.592 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details : :
Injection Name: Sample solution 5/12.5mg_ 3 Run Time (min):  10.00
Vial Number: BB38 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 21:35 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram AL : B i Al
700000 - -2 08-jun-17 #31 Sample solution 5/12.5mg_ 3 UV_VIS_1 WVL:210 nm
600000 ]
1 1 - Hydrochlorothiazide - 2.100
500000 A
400000
300000 ]
200000 +
100000 7 2 - Ramipril - 3.670
04 | L T | T
-70000 _- | — = T T T T v v T T v T ol T v T T T v T T ' T T 1
0o 1.0 20 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0|
Integration Results :
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 26760.319 n.a. 1.05 10745
2 Ramipril 3.67 6552.363 n.a. 0.96 10361
Total: 33312.682 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details g ik
Injection Name: Sample solution 5/12.5mg_ 4 Run Time (min):  10.00
Vial Number: BC1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_Vvis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 21:47 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram = — Siald LS o]
700000 - 7 08-jun-17 #32 Sample solution 5/12.5mg_ 4 UV_VIS_1 WVL:210 nm
600000 4
1 - Hydrochlorothiazide - 2.100
500000 -
400000
300000 ]
200000 ]
100000 .-
| | 2 - Ramipril - 3.667
0_- | \‘ r | |
-70000 : r T v T T T T T v T v ¥ T d T N T T T T v T T v 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. |Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 26787.668 n.a. 1.03 10815
2 Ramipril 3.67 6502.765 n.a. 0.98 10377
Total: 33290.432 0.00
R
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Res_earch and Development Pvt. Ltd

Injection Details

Injection Name:

Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Sample solution 5/12.5mg_ 5 ' Run Time (min):  10.00

BC2 Injection Volume: 10.00

Unknown Channel: Uv_ViIs_1
Ramithiazide Assay- HPLC_ 67 Wavelength: 210

PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
08-Jun-2017 21:59 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram : v eil e
700000 - 2 08-jun-17 #33 Sample solution 5/12.5mg_ 5 UV_VIS_1 WVL:210 nm
600000
1 1 1 - Hydrochlorothiazide - 2.100
500000
400000 ]
300000 ]
200000 4
100000 A B
] 1 2 - Ramipril - 3.667
o] ! J k[ I :
-70000 _- r T T T T T T T T T T T T r T T v T T T T T T T ¥ T b s 1
B 0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 _ 9.0 10.0
Integration Results . . i '
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 26969.459 n.a. 1.04 10755
2 Ramipril 3.67 6559.458 n.a. 0.98 10387
Total: 33528.917 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details . B §u SR RS TR ]
Injection Name: Sample solution 5/12.5mg_6 Run Time (min):  10.00

Vial Number: BC3 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_Vvis_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 08-Jun-2017 22:10 Sequence Name: 08-jun-17

User Name. niteen gapat
[Chromatogram o iags o b it ok sk, i

700000 - ? 08-jun-17 #34 Sample solution 5/12.5mg_ 6 UV_VIS_1 WVL:210 nm
600000 4
1 1 - Hydrochlorothiazide - 2.100

500000 -

400000 -

300000

200000

100000 e

| J | 2 - Ramipril - 3.667
04 LI 1 T
-70000 j
=T v T T T T T T T T T T T T T ™ T T T 1

) 0.0 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : e i :

No. |Peak Name Retention (DETECTED, Area Rel.Area Asymmetry (EP) Plates (USP)

min pPAU*min %

1 Hydrochlorothiazide 2.10 26818.478 n.a. 1.02 10809

2 Ramipril 3.67 6507.422 n.a. 0.97 10473

Total: 33325.900 0.00

@/ﬁ\-\“"‘ N
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

_QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide

08-Jun-2017 22:22

Instrument Name:

Sequence Name:

Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram : i = TR b i it
700000 - % 08-jun-17 #35 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000

] 1 - Hydrochlorothiazide - 2.100
500000 4
400000 ]
300000 -
200000 —
100000 - | 2 - Ramipril - 3.663

0 I L I 1 0

-70000 ; r ¥ T v T T N T T T ¥ T v * " T T d T LE ¥ b T T T v T T 1

00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results -
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2.10 27206.564 n.a. 1.01 10834
2 Ramipril 3.66 6934.476 n.a. 0.98 10475
Total: 34141.040 0.00

@?ja’/{q e N

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details e o il
Injection Name: Placebo solution 10/12.5mg Run Time (min):  10.00

Vial Number: BC4 Injection Volume: 10.00

Injection Type. Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 22:34 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram :
7 08-jun-17 #36 - ~ Placebo solution 10/12.5mg

UV_VIS_1 WVL:210 nm

700000 ]
600000 —
500000 —
400000 -
300000 —
200000 -

100000 -

04

-70000 J| T T T T T T T T T T T T T T T T T T T T ¥ T T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results : ; . :
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
Total: 0.000 0.00

A
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Chromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 0of 1

QbD Research and D_evel_opment Pvt. Ltd

Injection Details

Injection Name: Sample solution 10/12.5mg_ 1 Run Time (min).  10.00

Vial Number: BCS Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_Vis_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 08-Jun-2017 22:46 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram i ! 1 Fid
700000 - 7 08-jun-17 #37 Sample solution 10/12.5mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

500000 A

400000

300000

1 1 - Hydrochlorothiazide - 2.097

200000 A

100000 1 | 2 - Ramipril - 3.663
o S ' T
‘70000 Jli'f v L4 T L T T ¥ T T T r ol T T . ¥ T o k4 R T v T r . 1
0.0 1.0 20 30 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results i
No. Peak Name Retention (DETECTED Area Rel. Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 13979.161 n.a. 1.07 10862
2 Ramipril 3.66 6902.898 n.a. 0.97 10448
Total: 20882.059 0.00

. e
L
1N
2 2/ 3 i f‘\'Y
QM Chromeieon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt.Ltd

Injection Details

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide
08-Jun-2017 22:57

Instrument Name:
Sequence Name:

Injection Name: Sample solution 10/12.5mg_ 2 Run Time (min):  10.00

Vial Number: BC6 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[chromatogram i
700000 - 7 08-jun-17 #38 Sample solution 10/12.5mg_ 2 UV_VIS_1WVL210 nm |
600000
500000 -
400000
300000 ) 1 - Hydrochlorothiazide - 2,100
200000 A
100000 12 - Ramipril - 3.663
0] IJ : ] ’
-70000 Jl‘l ¥ T T T T T T T T T T T T T T T T T T T T T T 1
0o 10 2.0 3.0 4.0 5.0 60 7.0 8.0 9.0 10.0
Integration Results ;
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min HAU*min %
1 Hydrochlorothiazide 2.10 14777.095 n.a. 1.01 10936
2 Ramipril 3.66 7296.229 n.a. 0.98 10520
Total: 22073.324 0.00

&

Al

Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details . i
Injection Name: Sample solution 10/12.5mg_ 3 Run Time (min):  10.00
Vial Number: BC7 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 23:09 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram 1 R & e AR e KLE
700000 - 2 08-jun-17 #39 Sample solution 10/12.5mg_ 3 UV_VIS_1 WVL:210 nm
600000
500000 1
400000
300000 ] | 1 - Hydrochlorothiazide - 2 097
200000 -
HO0R0R: 12 - Ramipril - 3,663
04 1 LI | ]\ T
-70000 J| T T T T T T T 4 T T T T T T N T T o T T L |
0.0 ) 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : : : [
No.  |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min UAU*min %
1 Hydrochlorothiazide 2.10 14296.125 n.a. 1.06 10962
2 Ramipril 3.66 7057.916 n.a. 0.96 10523
Total: 21354.041 0.00

@/ﬂjuﬂnr A %(W

70

f]/l’\?\ Chromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

_QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Sample solution 10/12.5mg_ 4

BCs8
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

08-Jun-2017 23:21

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram
% 08-jun-1 - ~ San olution 1 5 CUV_VIS_1 WVL:210 nm |
700000 - 3 08-jun-17 #40 Sample solution 10/12.5mg_ 4 UV_VIS_1 WV 0nm
600000 4
500000 ]
400000 i
300000 1 1 1 - Hydrochlorothiazide - 2.097
200000 -
100000 + 1 2 - Ramipril - 3.660
0+ T T
770000 :I T v T x v T T ¥ o T M T " T o T T 1
00 1.0 2.0 3.0 4.0 B 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results b : ;
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) | Plates (USP)
min LAU*min %
1 Hydrochlorothiazide 2.10 14110.117 n.a. 1.06 10885
2 Ramipril 3.66 6959.222 n.a. 0.99 10472
Total: 21069.339 0.00

@/q wea - \ﬂ

75 5

Assay Validation Rep_01/Integration
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
instrument Method:
Processing Method:
|/njection Date/Time:
User Name:

Sample solution 10/12.5mg_ 5§ Run Time (min):
BD1 Injection Volume:
Unknown Channel:
Ramithiazide Assay- HPLC_ 67 Wavelength:

PR Method_ Ramithiazide Instrument Name:
08-Jun-2017 23:33 Sequence Name:
niteen gapat

10.00

10.00

UV_VIs_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

~ Sample solution 10/12.5mg_5

~ UV_VIS_1WVL:210 nm

700000 =
600000 -
500000 -
400000 :
300000 -

200000

100000

1 - Hydrochlorothiazide - 2.093

1 2 - Ramipril - 3.653

04

-70000 !

00

T T T T T T T v T T T T T

" 20 3.0 4.0 5.0 5.0 7.0

8.0 9.0 10.0

Integration Results

Retention (DETECTED Area Rel.Area Asymmetry (EP)

Plates (USP)

No. Peak Name
min LAU*min %

1 Hydrochlorothiazide 2.09 14161.119 n.a. 1.07 10861
2 Ramipril 3.65 6957.830 n.a. 0.99 10545
Total: 21118.950 0.00

3 TN .-

e R Y

(LU‘(\ Chromeleon (c) Dionex

Assay Validation Rep_01/Integration

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details _
Injection Name: Sample solution 10/12.5mg_6 Run Time (min).  10.00
Vial Number: BD2 Injection Volume: 10.00
Injection Type: Unknown Channel: uUv_vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 08-Jun-2017 23:44 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram L& R _ Fud §5 s i
700000 = 2 08-jun-17 #42 Sample solution 10/12.5mg_ 6 UV_VIS_1 WVL:210 nm
600000 —
500000
400000 4
300000 4
1 - Hydrochlorothiazide - 2.093
200000 -
100000 1 |2 - Ramipril - 3.653
0] I k : ] :
-70000 ! —_— - - = = . . . . ]
0.0 1.0 20 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results el . i .
No. |Peak Name Retention (DETECTED Area Rel. Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.09 13971.434 n.a. 1.06 10901
2 Ramipril 3.65 6884.103 n.a. 0.99 10560
Total: 20855.537 0.00
oSSR e
um- ?
‘210)/’\ V‘y\f\\(
/-]/V\(S Chromeleon (c) Dionex

Assay Validation Rep_01/Integration

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10f 1

__QbD Research and Development Pvt. Ltd

Injection Details

Injection

Injection Name:
Vial Number:

Type:

Instrument Method:
Processing Method:
|/njection Date/Time:

Bracketing Standard 10]125 mg

Run Time (min):
BA3 Injection Volume:
Unknown Channel:
Ramithiazide Assay- HPLC_ 67 Wavelength:

PR Method_ Ramithiazide
08-Jun-2017 23:56

Instrument Name:
Sequence Name:

10.00
10.00
UV_VIS_1
210

QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[Chromatogram i
700000 - 08-jun-17 #43 Bracketing Standard 10/12.5 mg UV_VIS_1 WVL:210 nm
600000 4
500000 -
400000 -
HO00D0 4 1 - Hydrochlorothiazide - 2.093
200000
100000 4 2 - Ramipril - 3.653
0 _- | LI | I
-70000 -‘-' = — - — — 1 - T = T - T —T T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.09 14145.094 n.a. 1.06 10885
2 Ramipril 3.65 7004.291 n.a. 0.99 10564
Total: 21149.386 0.00

W)

Assay Validation Rep_01/Integration

AV

W,

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details ; A : A i
Injection Name: Blank solution Run Time (min):  10.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
|injection Date/Time: 09-Jun-2017 00:08 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram

% 08-jun-17 #44 ' ~ Blank solution

UV_VIS_1 WVL:210 nm

700000 §
600000 -
500000 1
400000 -
300000 —
200000 ]

100000 A

04

-70000jr _— , - — —
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results e

No. [Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) | Plates (USP)
min PAU*min %
Total: 0.000 0.00

\

%ﬂwﬂ‘r ) %ﬂ

Q/b hromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details H
Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min).  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 00:20 Sequence Name. 08-jun-17
User Name: niteen gapat
[Chromatogram § ¢ LA i Ph G i * Elas i
700000 - 7 08-jun-17 #45 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 ]
] 1 - Hydrochlorothiazide - 2.097
500000 -
400000
300000 ]
200000 -
100000 + 12 - Ramipril - 3.657
: L U
-?0000 -‘-l > hd T T " b T ¥ T x T T T T T " T T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results v : '
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min HAU*min %
1 Hydrochlorothiazide 2.10 27272.086 n.a. 1.01 10819
2 Ramipril 3.66 6969.910 n.a. 0.96 10578
Total: 34241.995 0.00

@/AM\"\W

22

Assay Validation Rep_01/Integration

\

SE )
(S‘U“‘!Y Chromeleon (c) Dionex

M Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details i
Injection Name: Sample solution 10/26mg_ 1 Run Time (min):  10.00
Vial Number: BA7 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
|Injection Date/Time: 09-Jun-2017 00:31 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram_ e B o S 1]
700000 - 7 08-jun-17 #46 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 A
J 1 - Hydrochlorothiazide - 2.093
500000
400000 -
300000 A
200000 ]
1000co ] J | 2 - Ramipril - 3.657
04 | : 1 .
-TODOOJII, : — — — — — — T T
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results e g - é
No. |Peak Name Retention (DETECTED, Area Rel.Area Asymmetry (EP) Plates (USP)
min HAU*min %
1 Hydrochlorothiazide 2.09 26774.333 n.a. 1.06 10916
2 Ramipril 3.66 6684.338 n.a. 0.96 10608
Total: 33458.671 0.00

%WW‘“"Q

Assay Validation Rep_01/Integration

%
i)
(‘Chmmeleon (c) Dionex

AN ) Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details e
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
|Injection Date/Time: 09-Jun-2017 00:43 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram ; .
— 3 08-jun-17 #47 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000 ]
1 - Hydrochlorothiazide - 2.097
500000 4
400000 ]
300000 -
200000 -
100000 ] | 2 - Ramipril - 3.657
0 t T J 4/\ |
-70000 :4 T T T ¥ M T ¥ T T T T T T T T T T T T T T T T T T T T T T ¥ T T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results :
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27274.381 n.a. 1.01 10822
2 Ramipril 3.66 6960.667 n.a. 0.97 10607
Total: 34235.049 0.00

2. 3
Chromeleon (c) Dionex
Assay Validation Rep_01/Integration ey Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Blank solution Run Time (min).  10.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_vis_1
Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 00:55 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram 5 % *
700000 - 2 08-jun-17 #48 Blank solution UV_VIS_1 WVL:210 nm
600000 A
500000
400000 -
300000 -
200000 A
100000 -
0
-70000 I —— —_— —————; )
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results

Rel.Area

No. |Peak Name Retention (DETECTED Area Asymmetry (EP) Plates (USP)
min HAU*min %
Total: 0.000 0.00

Assay Validation Rep_01/Integration

5
N
PN
vl ) Chromeleon (c) Dionex
’ Version 7.2.4.8525

Page 1 of 1



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Blank solution
BA1
Unknown

Ramithiazide Assay-Robustness (-) flow HPLC_ 67
PR Method_ Ramithiazide-1

09-Jun-2017 01:07
niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

5 08-jun-17 #49

Blank solution

UV_VIS_1 WVL:210 nm

700000 —
600000 ]
500000 -
400000 -
300000 1
200000 ]

100000 A

04

-70000 j. -

00 10

T T

2.0 3.0

" 40

" 50

60

70

Integration Results

No. Peak Name

|Retention (DETECTED

min

Area
pAU*min

Rel.Area
%

Asymmetry (EP) !

Plates (USP)

Total:

0.000

0.00

Assay Validation Rep_01/Integration

4 af
(_ % Ra
Chromeleon (c) Dionex
o Version 7.2.4.8525

v



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10f 1

QbD Research and Development Pvt. Ltd

Injection Details o :

Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 01:19 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram $ & i i EEs
700000 - 08-jun-17 #50 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 4

1 - Hydrochlorothiazide - 2.327

500000

400000 +

300000 A

200000 -

100000 — 1 2 - Ramipril - 4.063

0_- ) k | | T
-TOOOOJII - — —— —sa————— ,
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results T
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min UAU*min %

1 Hydrochlorothiazide 2.33 30229.192 n.a. 1.02 11488
2 Ramipril 4.06 7744.230 n.a. 0.96 11245
Total: 37973.422 0.00

A

Assay Validation Rep_01/Integration

g,
" {3‘# Chromeleon (c) Dionex
L

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

_QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 2

BA2
Unknown

Ramithiazide Assay-Robustness (-) flow HPLC_ 67
PR Method_ Ramithiazide-1

09-Jun-2017 01:30

Run Time (min):

Injection Volume:

Channel:
Wavelength:

Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat

[Chromatogram ; = .

—— % 08-jun-17 #51 Standard 5/12.5 and 10/25 mg_ 2 UV_VIS_1 WVL:210 nm
600000

] 1 - Hydrochlorothiazide - 2.327

500000

400000 -

300000 |

200000

100000 4 | 2 - Ramipril - 4.063

o4 | L . | :
-70000 JI T T T T T T T T T T 1
00 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results }
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %

1 Hydrochlorothiazide 233 30311.813 n.a. 1.03 11449
2 Ramipril 4.06 7740.207 n.a. 0.97 11231
Total: 38052.020 0.00

g%qj,wnr\’)

Assay Validation Rep_01/Integration

ﬁ.\

o2

-\réhromelecn (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1of 1

QbD Research and Development _I_?\(t-:-:-%-Lt'd

Injection Details

Injection Name: Standard 5/12.5 and 10/25 mg_ 3 Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_Vis_1

Instrument Method.: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 01:42 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram Pl i e R L 5 . 54 Seeds N e
700000 = 2 08-jun-17 #52 Standard 5/12.5 and 10/25 mg_ 3 UV_VIS_1 WVL:210 nm
600000 -

] 1 - Hydrochlorothiazide - 2.327

500000

400000 -

300000

200000 -

100000 ] | 2 - Ramipril - 4.063

O- J Ll | ]\ :

-70000 - T T ¥ T d i v T T T T T T T T T T 1
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results ;

No. |Peak Name Retention (DETECTED), Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2:33 30263.539 n.a. 1.03 11466

2 Ramipril 4.06 7765.571 n.a. 0.97 112341

Total: 38029.110 0.00

(%\;,fym bl %(\“{

" Chromeleon (c) Dionex
Assay Validation Rep_01/Integration f\fq Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Standard 5/12.5 and 10/25 mg_ 4 Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 01:54 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram i o 2 e 2 e B
700000 - 2 08-jun-17 #53 Standard 5/12.5 and 10/25 mg_ 4 UV_VIS_1 WVL:210 nm
600000 -

] 1 - Hydrochlorothiazide - 2.327

500000 -

400000 -

300000 ]

200000

100000 - 1 2 - Ramipril - 4.063

O: IJ l : | r
-70000 _- f T T T T T T T v T T T T T T T T T T |
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results : ’

No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2133 30271.327 n.a. ir02 11517

2 Ramipril 4.06 7756.628 n.a. 0.97 11236

Total: 38027.955 0.00

%f} um~Y)

Assay Validation Rep_01/Integration

R
%ﬁ

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd
Injection Details
Injection Name: Standard 5/12.5 and 10/25 mg_ § Run Time (min).  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67
|Injection Date/Time: 09-Jun-2017 02:06 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram Saih eilieEEas PR e
700000 -2 08-jun-17 #54 Standard 5/12.5 and 10/25 mg_ 5 UV_VIS_1 WVL:210 nm
600000 A
] 1 - Hydrochlorothiazide - 2.327
500000 4
400000
300000 A
200000 A
100000 - J 1 2 - Ramipril - 4.063
04 | { r J I
70000 ! — , — , — : — — ——
) 0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results g i
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.33 30244.072 n.a. 1.03 11491
2 Ramipril 4.06 7738.998 n.a. 0.97 11244
Total: 37983.070 0.00
\
_Cg/q“mr \D %’\h{
" /‘/P‘\ Chromeleon (c) Dionex
Version 7.2.4.8525

Assay Validation Rep_01/Integration



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 6

BA2
Unknown

Ramithiazide Assay-Robustness (-) flow HPLC_ 67
PR Method_ Ramithiazide-1

09-Jun-2017 02:17

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UvV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram
700000 - % 08-jun-17 #55 Standard 5/12.5 and 10/25 mg_ 6 UV_VIS_1 WVL:210 nm
600000 -
] 1 - Hydrochlorothiazide - 2.327
500000 ]
400000 A
300000
200000 -
100000 | 2 - Ramipril - 4.063
O; 1 kl 1 ‘
-7ooooJl' , - - e e
0.0 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0’
Integration Results : =0
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2e33 30304.484 n.a. 1.02 11532
2 Ramipril 4.06 7767.194 n.a. 0.96 11282
Total: 38071.678 0.00

%ﬁw =t

Assay Validation Rep_01/Integration

N

i}%ﬂ

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details & Shin g
Injection Name: Sample solution 10/25mg_ 1 Run Time (min).  10.00

Vial Number: BA7 Injection Volume: 10.00
Injection Type: Unknown Channel: uv_vis_1
Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 02:29 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram £ _ SR & kB2 R Fraagl
700000 - 2 08-jun-17 #56 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -
1 - Hydrochlorothiazide - 2.327
500000 -
400000 -
300000 -
200000 4
100000 1 J 1 2 - Ramipril - 4.063
o JL AW
-70000J,.,.,...,.. — T R e e e T 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.33 29781.177 n.a. 1.01 11519
2 Ramipril 4.06 7459.448 n.a. 0.96 11234
Total: 37240.625 0.00
@ (\«
= o YA W
I Chromeleon (c) Dionex

Assay Validation Rep_01/Integration Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10f 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method.

Processing Method:
Injection Date/Time:

Sample sdlution 10/25mg_ 2

BAS
Unknown

Ramithiazide Assay-Robustness (-) flow HPLC_ 67
PR Method_ Ramithiazide-1

09-Jun-2017 02:41

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00
10.00
Uv_VIS_1
210

QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[chromatogram -
3 08-jun- - i : 2 UV_VIS_1 WVL:210 nm
700000 - 7 08-jun-17 #57 Sample solution 10/25mg_ ' VIS_
600000
1 1 - Hydrochlorothiazide - 2.327
500000 A
400000
300000 ]
200000 4
100000 ] ( ) 2 - Ramipril - 4.063
04 | : | T
-70000 Ju —T —T T T T T —T —T T 1
0.0 1.0 2.0 3.0 40 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : b
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2538 30296.781 n.a. 1.03 11403
2 Ramipril 4.06 7524.954 n.a. 0.97 11186
Total: 37821.735 0.00

W

Assay Validation Rep_01/Integration

( \n(
W Chromeleon (c) Dionex

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Infection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay-Robustness (-) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-1 Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 02:53 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram il R rs it
700000 - 7 08-jun-17 #58 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000

] 1 - Hydrochlorothiazide - 2.327

500000 ]

400000 —

300000 -

200000 ]

100000 4 ) 2 - Ramipril - 4.063

; I\ |
770000 _- r T T T T T M T T T T T T T T T T v v 1
0.0 10 2.0 30 4.0 5.0 6.0 7.0 8.0 B 9.0 10.0

Integration Results s

No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2:33 30254.171 n.a. 1.03 11414

2 Ramipril 4.06 7764.825 n.a. 0.98 11197

Total: 38018.996 0.00

A3 !
e ool
B \
2 %",Tb\m {) M Chromeleon (c) Dionex

Assay Validation Rep_01/Integration

o Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

__QbD Research and Development Put. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
[Injection Date/Time:
User Name:

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

Blank solution

BA1

Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67
PR Method_ Ramithiazide-2

09-Jun-2017 03:05

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

[ Chromatogram

niteen gapat

7 08-jun-17 #59

Blank solution

UV VIS_1WVL:210nm

700000 ]
600000 ]
500000 -
400000 —
300000 ]
200000 —

100000 ~

04

-70000 jl

00 1.0

Y

3.0 4.0 5.0 6.0 7.0

T T . d

8.0

Integration Results

No. Peak Name

Retention (DETECT.ED.
min

Area Rel.Area
pAU*min %

Asymmetry (EP)

Plates (USP)

Total:

0.000 0.00

Q)
5 )

Assay Validation Rep_01/Integration

\
o
/14“ Chromeleon (c) Dionex

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
|Injection Date/Time:
User Name:

Blank solution
BA1
Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67
PR Method_ Ramithiazide-2

09-Jun-2017 03:16
niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

Uv_Vis_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

% 08-jun-17

#60

Blank solution

UV_VIS_1 WVL:210 nm

700000 1
600000 -
500000 -
400000 ~
300000 -
200000 4

100000

0

-70000 L

0.0

1.0

2.0 3.0

4.0

" 50

" 60

7.0

8.0 9.0

Integration Results

No. Peak Name

Retention (DETECTED
min

Area

PAU*min

Rel.Area
%

Asymmetry (EP)

Plates (USP)

Total:

0.000

0.00

.?grnj\l’ﬂr n

Assay Validation Rep_01/Integration

A

A\)ﬂ"

"B
M

XY

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

__QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide-2

09-Jun-2017 03:28

Instrument Name:
Sequence Name:

Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min). 10,00

Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay-Robustness (+) flow HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
|chromatogram 7 | # : y ; e
700000 2 08-jun-17 #61 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000
g 1 - Hydrochlorothiazide - 1.907
500000 -
400000 -
300000 -
200000
100000 + |2 - Ramipril - 3.330
0 : | J L ; 1 ;
-70000 I — , - , — — — : -
0.0 1.0 2.0 3.0 4.0 5.0 7.0 8.0 9.0 10.0
Integration Results ; o : = r -
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min uAU*min %
1 Hydrochlorothiazide 1.91 24881.575 n.a. 1.03 10341
2 Ramipril 338 6364.499 n.a. 0.95 10098
Total: 31246.074 0.00
>
(\?{

%ﬁwﬂ’)

Assay Validation Rep_01/Integration

oA

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 2

BA2
Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67
PR Method_ Ramithiazide-2

09-Jun-2017 03:40

Run Time (min):

Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00
10.00

Uv_Vvis_1

210
QbD-INST-HPLC-67
08-jun-17

Chromeleon (c) Dionex
Version 7.2.4.8525

User Name: niteen gapat
[Chromatogram : i SRR R s LEERE
700000 - 2 08-1un-17 #62 Standard 5/12.5 and 10/25 mg_ 2 UV_VIS_1 WVL:210 nm
600000
1 1 - Hydrochlorothiazide - 1.907
500000 A
400000 4
300000 1
200000 -
10RR00 | 2 - Ramipril - 3.327
04 IJ ( T | .
-70000 JL—, — - , — — - — -
) 0.0 B 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0|
Integration Results T l
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 16 24827.325 n.a. 1.02 10461
2 Ramipril 383 6338.488 n.a. 0.99 10123
Total: 31165.813 0.00
7 3 TWNr\") )‘B (\M{Y
e

Assay Validation Rep_01/Integration



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10f 1

QbD Research and Development Pvt. Ltd

Injection Details

10.00

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 3
BA2
Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67

PR Method_ Ramithiazide-2
09-Jun-2017 03:52

Run Time (min):

Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

Chromeleon (c) Dionex

User Name: niteen gapat
[Chromatogram 37 e i 7 e
700000 2 08-jun-17 #63 Standard 5/12.5 and 10/25 mg_ 3 UV_VIS_1 WVL:210 nm
600000
b 1 - Hydrochlorothiazide - 1.907
500000 -
400000 A
300000
200000 A
100000 + | 2 - Ramipril - 3.330
0: 1 L : 1 -
-70000 jl ¥ T T T T v T T T T T T T T T v T T T o B T 1
- 0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results R
No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min HAU*min %
1 Hydrochlorothiazide 1.91 24880.404 n.a. 1.04 10368
2 Ramipril 3138 6364.102 n.a. 0.96 10104
Total: 31244.506 0.00
!'.
25 Tumer) %ﬂf
)

Assay Validation Rep_01/Integration

M

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

__QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Standard 5/12.5 and 10/25 mg_ 4 Run Time (min):  10.00

Vial Number: BA2 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1

Instrument Method: Ramithiazide Assay-Robustness (+) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-2 Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 04:03 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram / AL H L i ik ETEHE
700000 42 08-jun-17 #64 Standard 5/12.5 and 10/25 mg_ 4 UV_VIS_1 WVL:210 nm
600000 ]

] 1 1 - Hydrochlorothiazide - 1.907

500000 -

400000 -

300000 -

200000

100000 ] 1 2 - Ramipril - 3.330

0 _- | J L [ | j\ T
-70000 j, T T T T T T T T T T T T X T g T T i A T
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 ~__10.0
Integration Results A : i 5
No. |Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*mIn %

1 Hydrochlorothiazide 1.91 24861.355 n.a. 1.03 10384

2 Ramipril 3:83 6351.861 n.a. 0.95 10117

Total: 31213.217 0.00

,Qli— \

.
Rl \ \“(
%‘ Chromeleon (c) Dionex

Assay Validation Rep_01/Integration AP \ Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
{Injection Date/Time:

Standard 5/12.5 and 10/25 mg_ 5

BA2
Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67
PR Method_ Ramithiazide-2

09-Jun-2017 04:15

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram : i
700000 - 7 08-jun-17 #65 Standard 5/12.5 and 10/25 mg_ 5 UV_VIS_1 WVL:210 nm
600000 A
1 - Hydrochlorothiazide - 1.907

500000

400000 1

300000 -

200000 1

169000 ] 1 2 - Ramipril - 3.330

04 4J T | J\
770000 _-I T T ol A T T T ¥ b T = X T v T T T Ll
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results

No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 1.91 24883.074 n.a. 1.04 10388

2 Ramipril 3.33 6361.900 n.a. 0.96 10102

Total: 31244974 0.00

Gy

?_Br’ﬂfmd)

Assay Validation Rep_01/Integration

’LM

\

3

%ﬂpﬂ( %hromeleon (c) Dionex
({\,‘N‘

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd
Injection Details P
Injection Name: Standard 5/12.5 and 10/25 mg_ 6 Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_Vvis_1
Instrument Method: Ramithiazide Assay-Robustness (+) flow HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-2 Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 04:27 Sequence Name: 08-jun-17
User Name: niteen gapat
Chromatogram
700000 - 2 08-jun-17 #66 Standard 5/12.5 and 10/25 mg_ 6 UV_VIS_1 WVL:210 nm
600000 ]
J 1 - Hydrochlorothiazide - 1.907
500000
400000 ]
300000 1
200000 -
100000 ] 1 2 - Ramipril - 3.330
0 _- IJ L : 1 T
-TOOOOJI - —_— ———————— - 3
00 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results e :
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 1.91 24944 586 n.a. 1.05 10323
2 Ramipril 333 6379.735 n.a. 0.97 10093
Total: 31324.321 0.00

.
7”;”’“‘”"0

Assay Validation Rep_01/Integration

\

)
5 \TE Chromeleon (c) Dionex
(\N,\f Version 7.2.4.8525
Q
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details :

Injection Name: Sample solution 10/25mg_ 1 Run Time (min):  10.00

Vial Number: BA7 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_VIS_1

Instrument Method: Ramithiazide Assay-Robustness (+) flow HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-2 Instrument Name: QbD-INST-HPLC-67

|/njection Date/Time: 09-Jun-2017 04:39 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram St ¥ i & : B =
700000 = 2 08-jun-17 #67 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

1 1 - Hydrochlorothiazide - 1.907

500000

400000 ]

300000 ]

200000 -

100000 - 1 2 - Ramipril - 3.330

0 | LI | T
-70000 Jn T N T T T v T T B T T v T T T d T v T T ¥ T d B 1
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results i '

No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min PAU*min %

1 Hydrochlorothiazide 1.91 24522.668 n.a. 1.04 10327

2 Ramipril 3.33 6106.071 n.a. 0.97 10084

Total: 30628.740 0.00

@/j un-") A

2% .
A {‘{ Chromeleon (c) Dionex

Assay Validation Rep_01/Integration N Version 7.2,4,8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Sample solution 10/25mg_ 2

BAS
Unknown

Ramithiazide Assay-Robustness (+) flow HPLC_ 67
PR Method_ Ramithiazide-2

09-Jun-2017 04:50

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram kil 3 $E HE SART TR
700000 2 08-un-17 #68 Sample solution 10/25mg_ 2 UV_VIS_1 WVL-210 nm
600000
1 1 - Hydrochlorothiazide - 1.907
500000
400000 1
300000 4
200000 -
105000 T 1 2 - Ramipril - 3.330
04 o, L T 1 j\
-70000 ! , — — , —_—— ; — == T =
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results I : : _l
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 1.91 24433.572 n.a. 1.03 10428
2 Ramipril 3783 6094.270 n.a. 0.96 10102
Total: 30527.841 0.00

1)

Assay Validation Rep_01/Integration

Y
rw\‘”w

i)

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

~QbD Research and Development Pvt. Ltd
Injection Details . Gads iespn
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay-Robustness (+) flow HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-2 instrument Name: QbD-INST-HPLC-67
|/njection Date/Time: 09-Jun-2017 05:02 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram 7 il E—— e
700000 - 7 08-jun-17 #69 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000 A
1 - Hydrochlorothiazide - 1.907
500000 A
400000 -
300000 -
200000
100000 ) 1 2 - Ramipril - 3.330
0_- [} J L T 1 I
-70000 L . . S — , — — — :
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : iy oy
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min JAU*min %
1 Hydrochlorothiazide 1.91 24936.552 n.a. 1.03 10460
2 Ramipril 3133 6368.833 n.a. 0.96 10120
Total: 31305.385 0.00

waﬁ‘&'suw"’

Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
{\N"(“ Version 7.2.4.8525
£y



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:
User Name:

Instrument Name:
Sequence Name:

PR Method_ Ramithiazide
09-Jun-2017 05:14
niteen gapat

Injection Name: Blank solution Run Time (min).  10.00

Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

@romatogr&_m

F 08-jun-17 #70

Blank solution

© UV_VIS_1WVL:210 nm |

700000 ]
600000 -
500000 1
400000 1
300000 -
200000 ]

100000

04

4

-70000 j

00

T

10'

" 20 3.0 4.0 5.0 5.0 70

8.0 90

J

.
g
o

Integration Results

No. Peak Name

Retention (DETECTED) Area Rel.Area Asymmetry (EP)

min PAU*min %

Plates (USP)

Total:

0.000 0.00

—@f\\\md’)

Assay Validation Rep_01/Integration

W

(,w-'\ 66 Chromeleon (c) Dionex
%\ Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details
Injection Name: Blank solution Run Time (min):  10.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 05:26 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram™ T T T st g TRaE ¥ ALY
700000 - 2 08-jun-17 #71 Blank solution UV_VIS_1 WVL:210 nm
600000 -
500000 -
400000
300000
200000 -
100000 1

04
-70000 L — , — — — — _— — .

0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : e
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %

Total: 0.000 0.00

%U\m N

Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
Version 7.2,4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UvV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 05:38 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram _ bid R s i i
700000 2 08-jun-17 #72 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 A
1 - Hydrochlorothiazide - 2.097
500000
400000 -
300000 4
200000 ]
100000 + 12 - Ramipril - 3.663
0_- IJ { : 1 j\ :
-70000 JI T M T T p ki T T . L) ¥ T T . b * T ¥ T 1
1N 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results a : -
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min pYAU*min %
1 Hydrochlorothiazide 2.10 27477.861 n.a. 1.04 10896
2 Ramipril 3.66 7028.509 n.a. 0.96 10652
Total: 34506.370 0.00

2514 V) \
Chromeleon (c) Dionex
Assay Validation Rep_01/Integration '5 \n‘ Version 7.2.4.8525
N



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

10.00

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide

09-Jun-2017 05:49

Instrument Name:
Sequence Name:

Injection Name: Sample solution 10/25mg_ 1 Run Time (min):

Vial Number: BA7 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram
700000 - 7 08-jun-17 #73 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

i 1 - Hydrochlorothiazide - 2.097
500000 +
400000
300000
200000 +
100000 H | 2 - Ramipril - 3.660

o iy : |

-TOOOUJI,,,], ———— : : — ]

0.0 1.0 __ 20 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results Ll d b
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)

min PAU*min %

1 Hydrochlorothiazide 2.10 26925.800 n.a. 1.02 10884
2 Ramipril 3.66 6714.042 n.a. 0.98 10652
Total: 33639.841 0.00

B 17

Assay Validation Rep_01/Integration

1\
e
A9

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details : i
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 06:01 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram Het i R FERET o B e d 30 : B0 3
700000 4 7 08-jun-17 #74 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000 ]
1 - Hydrochlorothiazide - 2.097
500000
400000 ]
300000 -
200000 A
100000 + , 2 - Ramipril - 3.660
04 1 L T | .
-70000 - T T v T T B T ¥ v T T T ¥ T T T T T v 4 T b T 1
I 1) 2.0 3.0 4.0 5.0 6.0 7.0 8.0 90 100
Integration Results
No. Peak Name Retention (DETECTED! Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2.10 27411.071 n.a. 1.02 10965
2 Ramipril 3.66 7009.076 n.a. 0.97 10690
Total: 34420.147 0.00
W A
%T um ~ Y—) \M(\“( Chromeleon (c) Dionex

Assay Validation Rep_01/Integration

4 \ Version 7.2.4.8525
"



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

- QbD R__esearth and Development Pvt. Ltd

Injection Details

Injection Name:

Vial Number:
Injection Type:
Instrument Method:
Processing Method:
injection Date/Time:
User Name:

Blank solution
BA1
Unknown

Ramithiazide Assay- saturation-1- HPLC_ 67
PR Method_ Ramithiazide-3

09-Jun-2017 06:13
niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

180.00
10.00

UvV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

% 08-jun-17 #75

Blank solution

UV_VIS_1 WVL:210 nm

700000 ]
600000 4
500000 4
400000 4
300000 -
200000 —

100000 4

| 1-6.647

0—_ Y

-70000 !

0

T T T T

40 60

80

120

140 160

Integration Results

No. Peak Name

Retention (DETECTED

min

Area
pAU*min

Rel. Area
%

Asymmetry (EP)

Plates (USP)

6.65

6119.642

n.a.

0.54

2958

Total:

6119.642

0.00

%’ju’h "\

Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 0of 1

QbD Research and Development Pvt. Ltd

Injection Details i i B
Injection Name: Blank solution Run Time (min):  10.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 09:15 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram .
3 08-jun-17 #76 - ) Blank solution

~ UV_VIS_1WVL:210 nm

700000 1
600000 ]
500000 ,
400000 -
300000 ]
200000 -

100000 A

04

70000 e — - — e e s e ——
0.0 1.0 2.0 3.0 40 5.0 6.0 7.0 8.0 9.0 10.0!

Integration Results ; o
No. |Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
Total: 0.000 0.00

(2
—m}’ﬂ’ ‘7 ({h’

Chromeleon (c) Dionex
Assay Validation Rep_01/Integration l)/"“- Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details i =1 . Fii
Injection Name: Blank solution Run Time (min):  10.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 09:26 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram L Cidiici BT B RIE R e i Ld o T
200000 - 7 08-jun-17 #77 Blank solution UV_VIS_1 WVL:210 nm 1
600000 S
500000
400000 -
300000 -
200000 |
100000

O .
-70000 :| - T v T T T T T T T T T d T ¥ v T r T M T T b T T v 1

0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0]
Integration Results ¥ ; ]
No.  |Peak Name IRetention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %

Total: 0.000 0.00

_

=
2y ’\LL"\ \P) \
{6 Chromeleon (c) Dionex
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

____QbD Research and Development Pvt. Ltd
Injection Details
Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 09:38 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram i ik B RS
700000 -2 08-jun-17 #78 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 4
1 - Hydrochlorothiazide - 2.097
500000 -
400000 4
300000 ]
200000 -
100000 + 1 2 - Ramipril - 3.663
0_. | L T | :
-70000 Jt — e ; — = — — — ; —
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 90 10.0
Integration Results - :
No. [Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27578.480 n.a. 1.06 10934
74 Ramipril 3.66 7048.360 n.a. 0.97 10654
Total: 34626.840 0.00

%Uw )

Z
Assay Validation Rep_01/Integration

A \ Chromeleon (c) Dionex
4 Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Date/Time:

09-Jun-2017 09:50 Sequence Name:

Injection Name: Sample solution 10/25mg_ 1 Run Time (min).  10.00

Vial Number: BA7 Injection Volume: 10.00

Injection Type. Unknown Channel: uv_vis_1
Instrument Method. Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

08-jun-17

User Name: niteen gapat
[Chromatogram F R AR _ A
700000 - 2 08-jun-17 #79 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

] 1 - Hydrochlorothiazide - 2.097
500000 -
400000 -
300000
200000 -
Lo ] | 2 - Ramipril - 3.663

04 k T 1 T

-70000 ! , — , ——— — . =

0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results ]
No. |Peak Name Retention (DETECTED Area Rel. Area Asymmetry (EP) | Plates (USP)

min PAU*min %

1 Hydrochlorothiazide 2.10 26949.482 n.a. 1.06 10807
2 Ramipril 3.66 6741.319 n.a. 0.97 10539
Total: 33690.801 0.00

PN UAY

Assay Validation Rep_01/Integration

AY
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ﬁ"w Chromeleon (c) Dionex

.-L;U\’ Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 10:02 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram HHEY _ L8543 RHY:
700000 - % 08-jun-17 #80 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000
1 - Hydrochlorothiazide - 2.100
500000
400000 |
300000
200000
100000 1 12 - Ramipril - 3.663
o 4J L, | j\ |
-70000 I . — g — ————————
0o 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results R
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.10 27620.359 n.a. 1.02 10754
2 Ramipril 3.66 7060.128 n.a. 0.99 10521
Total: 34680.487 0.00

@/ um =\

=7 5yumn -
Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1of 1

QbD Research and Development Pvt. Ltd

Injection Details Geli Rl -

Injection Name: Blank solution Run Time (min).  340.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_vis_1

Instrument Method: Ramithiazide Assay- saturation- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide-4 Instrument Name: QbD-INST-HPLC-67

|Injection Date/Time: 09-Jun-2017 10:13 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram A Frido I T R L NN T |
700000 - 7 08-jun-17 #81 Blank solution UV_VIS_1 WVL:210 nm
600000

500000 ]

400000 -

300000

200000

100000 —

oJl11-8673
-70000 J! . , - e . . . ]
..o 50 100 150 200 250 300 340

Integration Results o

No. [Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min HAU*min %

1 6.67 10287.270 n.a. 0.52 2578
Total: 10287.270 0.00

!
v A

(Y‘“‘ Chromeleon (c) Dionex
Assay Validation Rep_01/Integration 2y . Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details e
Injection Name: Blank solution Run Time (min):  340.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: UVv_VIs_1
Instrument Method: Ramithiazide Assay- saturation- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-4 Instrument Name.: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 10:13 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram R o BREET & 25 i PR
700000 - 2 08-jun-17 #81 Blank solution UvV_VIS_1 WVL:210 nm
600000 -
500000 A
400000 —
300000 -
200000 4
100000 -
1-6.673
0—_ _}
-70000 : r T T T T x T T T T T v g T T ol d T T J T 1
0 50 100 150 200 250 300 34
Integration Results : il ol
No. [Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 6.67 ~10287.270 n.a. 0.52 2578
Total: 10287.270 0.00
A
- TWa e\ 3 (wf\r\tY Chromeleon (c) Dionex

Assay Validation Rep_01/Integration ') Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

_QbD Research and Development Pvt. Ltd

Injection Details .
Injection Name: Blank solution Run Time (min):  10.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 15:55 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram e i Hiy it ' j
200000 - 7 08-jun-17 #82 Blank solution UV_VIS_1 WVL:210 nm
600000
500000 -
400000
300000 -
200000 -
100000 -

0 i
-70000 J! — . , . — .
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results : ERr e :
No. Peak Name Retention (DETECTED Area Rel. Area Asymmetry (EP) Plates (USP)

min pAU*min %

Total: 0.000 0.00

Assay Validation Rep_01/Integration Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:

Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Blank solution
BA1
Unknown

Ramithiazide Assay- HPLC_ 67

PR Method_ Ramithiazide

09-Jun-2017 16:07

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

Uv_Vvis_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram ; 5
5 08-jun- » ~ Blank solutio S V_VIS_1 WVL:210 n
700000 - 2 08-jun-17 #83 Blank solution Uv_VIS_ nm
600000
500000 +
400000 -
300000
200000
100000
0 -
-70000 - r T T T T T T T T T T T 1
0.0 10 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. Peak Name Retention (DETECTED), Area Rel. Area Asymmetry (EP) Plates (USP)
min PAU*min %
Total: 0.000 0.00

G
3 umrY)

Assay Validation Rep_01/Integration

)
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Y

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details L Loy
Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00
Vial Number: BA2 Injection Violume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method. PR Method_ Ramithiazide Instrument Name.: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 16:19 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram e SR BAEEE: &
700000 2 08-jun-17 #84 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 1
1 - Hydrochlorothiazide - 2.110
500000 -
400000 -
300000 -
200000
700000 1 2 - Ramipril - 3.680
o] LI ' T
-70000 Jbmee S— , , — e
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results 8
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 2514 28019.983 n.a. 1.03 10690
2 Ramipril 3.68 7159.078 n.a. 0.99 10427
Total: 35179.061 0.00

G

2 3~ume1”)
Assay Validation Rep_01/Integration

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development Pvt. |

Injection Details

injection Name: Sample solution 10/25mg_ 1 Run Time (min): _ 10.00

Vial Number: BA7 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_vis_1

Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 09-Jun-2017 16:31 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromato_gram 7,.';",7, ~ — R —_

700000 3 08iun-1 7 #85 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 ]
1 1 - Hydrochlorothiazide - 2.110

500000 -

400000 -

300000 ]

200000

100000 ) | 2 - Ramipril - 3.680

O_‘ lJ k : T

‘70000‘-, - - — —T —T T — ] P T T 1
00 1.0 20 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results . iy i

No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)

min PAU*min %

1 Hydrochlorothiazide 2.11 27177.318 n.a. 1.02 10715

2 Ramipril 3.68 6797.521 n.a. 0.99 10422

Total: 33974.840 0.00

@};wm*i’)

Assay Validation Rep_01/Integration

e

%

Chromeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details ; '
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min).  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 16:42 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram b B Gl R Ll Gril L i b
200000 ‘7 08-jun-17 #86 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1WVL:210 nm
600000 A
1 1 - Hydrochlorothiazide - 2.110
500000
400000 A
300000 1
200000 ]
19ER00 2 - Ramipril - 3.680
0.- J L . | ‘/\ r
-70000 L — , : = ———— . . . -
00 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results i
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.1 28097.156 n.a. 1.03 10690
2 Ramipril 3.68 7173.474 n.a. 1.00 10460
Total: 35270.630 0.00

g 53/1\.{"!\'0

Assay Validation Rep_01/Integration

%:,\“(
[y Chromeleon (c) Dionex

Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

_ QbD Research and Development Pvt.{_:.l_.td

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Blank solution
BA1
Unknown

Ramithiazide Assay- saturation- HPLC_ 67

PR Method_ Ramithiazide-4

09-Jun-2017 16:54

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

340.00

10.00

Uv_vIS_1

210
QbD-INST-HPLC-67
08-jun-17

[chromatogram

niteen gapat

% 08-jun-17 #87

~ Blank solution

UV_VIS_1 WVL210 nm |

700000 ]
600000 —
500000 1
400000 -
300000 -
200000 -

100000 +

0

-70000 1—— .
0 50

100

150

200 250

300 ' 340

Integration Results

No. Peak Name

Retention (DETECTED
min

Area
PAU*min

Rel.Area

Asymmetry (EP)
%

Plates (USP)

Total:

0.000

0.00

237Uum i)

Assay Validation Rep_01/Integration

\

%(ﬁ Chromeleon (c) Dionex
W ) Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details e e L i
Injection Name: Blank solution Run Time (min):  10.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name.: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 22:36 Sequence Name: 08-jun-17

User Name: niteen gapat
[Chromatogram

% 08-jun-17 #88

~ Blank solution ~ UV_VIS_1 WVL:210 nm

700000 ]
600000 ]
500000 -
400000 -
300000 ]
200000 -

100000 ~

Q4

70000 I : S . .
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0

Integration Results o e
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
Total: 0.000 0.00

M
S a2, UMt Y
239 D > /;vl"(‘ Chromeleon (c) Dianex
Assay Validation Rep_01/Integration ') Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Blank solution

BA1

Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide
09-Jun-2017 22:48

niteen gapat

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

7 08jun-17 #89

~ Blank solution

UV_VIS_1 WVL:210 nm

700000 ]
600000 -
500000 -
400000 i
300000 ]

200000 A

100000

04

-70000 L
0.0

" 20 30 4.0 5.0

L T T —T T

" 60

7.0

8.0 9.0

Integration Results

No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
Total: 0.000 0.00

/@L, Sun-Y)

el

Assay Validation Rep_01/Integration

A

A
%\ Chromeleon (c) Dionex
ey, Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development Pvt. |

Injection Details

Injection Name:
Vial Number:
Injection Type.
Instrument Method:
Processing Method:
|/njection Date/Time:

Standard 6/12.6 and 10/25 mg_ 1
BA2

Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide
09-Jun-2017 22:59

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

UV_VIS_1

210
QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram : - P e b il Rl S
200000 - & 08-jun-17 #90 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 +
] 1 - Hydrochlorothiazide - 2.110
500000 -
400000 —
300000
200000 4
1000805 12 - Ramipril - 3.687
04 J ( . 1 j\ :
-70000 - r T T T T T T T v T T T T T T 1
0.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results Gk z
No. Peak Name Retention (DETECTED) Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlorothiazide 2.1 28227.280 n.a. 1.08 10781
2 Ramipril 3.69 7213.154 n.a. 1.00 10514
Total: 35440.434 0.00
Q*X N
-——'__'___
72 TUMe ") %f\‘gwomelenn (c) Dionex
M Version 7.2.4.8525

Assay Validation Rep_01/Integration



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details

Processing Method:
Injection Date/Time:

PR Method_ Ramithiazide

09-Jun-2017 23:11

Instrument Name:
Sequence Name:

Injection Name: Sample solution 10/25mg_ 1 Run Time (min):  10.00

Vial Number: BAT Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

QbD-INST-HPLC-67
08-jun-17

User Name: niteen gapat
[Chromatogram ¥ ol o e . e ——
700000 - 2 08-jun-17 #91 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000
1 1 1 - Hydrochlorothiazide - 2.110
500000 -
400000
300000
200000
100000 i} 1 2 - Ramipril - 3.690
o J ( : ] :
-70000 | . , , , — S = . . .
0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results ey
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
1 Hydrochlarothiazide 2411 27285.001 n.a. 1.08 10818
2 Ramipril 3.69 6819.047 n.a. 0.98 10538
Total: 34104.048 0.00

~ruas- ©)
Assay Validation I%e 1/Integration

romeleon (c) Dionex
Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10f 1

QbD Research and Development Pvt. Ltd

Injection Details i
Injection Name: Bracketing Standard 5/12.5 and 10/25 mg Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UVv_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 23:23 Sequence Name: 08-jun-17
User Name: niteen gapat
[chromatogram 4 Pl el BRGNS 0 0
— 7 08-jun-17 #92 o Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm

4
600000 -

] 1 - Hydrochlorothiazide - 2.113
500000
400000
300000 ]
200000 -
100000 1 , 2 - Ramipril - 3.690

o_- JJ k_[ 1 j\ .

1
-70000 - T T T T T T T T T T T T T T T T 2 o T 1

0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 8.0 9.0 10.0
Integration Results
No. |Peak Name Retention (DETECTED, Area Rel.Area Asymmetry (EP) Plates (USP)

min YAU*min %

1 Hydrochlorothiazide 2.1 28308.312 n.a. 1.03 10740
2 Ramipril 3.69 7232.598 n.a. 0.99 10521
Total: 35540.910 0.00

,@"Mm ~{ (\l‘{ 3
7 1 “F M Chromeleon (c) Dionex
Assay Validation Rep_01/Integration ,\/M\ ) Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd
Injection Details e : i ]
Injection Name: Blank solution Run Time (min):  180.00
Vial Number: BA1 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- saturation-1- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide-3 Instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 09-Jun-2017 23:35 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram R PR M s
700000 - 7 08-jun-17 #93 Blank solution UV_VIS_1 WVL:210 nm
600000 A
500000 -
400000 ]
300000 ]
200000 4
100000
11-6.710
o: —
-TUOUO jI T L4 L T 2 T T L] » T T T T T T hd o 1
0 20 40 60 80 100 120 140 160 180
Integration Results 2 R e
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)
min pAU*min %
1 6.71 6601.043 n.a. 0.54 2673
Total: 6601.043 0.00

@4 \
1~ TUN " (—) ‘Y Chromeleon (c) Dionex
Assay Validation Rep_01/Integration . \ Version 7.2.4.8525
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

_QbD Research and Development Pvt. Ltd

Injection Details ;
Injection Name: Blank solution Run Time (min).  10.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: Uv_wvis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67
|/njection Date/Time: 10-Jun-2017 02:37 Sequence Name. 08-jun-17

User Name: niteen gapat

[chromatogram %
% 08-jun-17 #94

e — = — ——
700000 - lank solution UV_VIS_1 WVL:210 nm

1

600000 -
500000 ]
400000 -
300000 -
200000 —

100000

04

-70000 JL— — — - e ————————— =
0.0 1.0 2.0 3.0 4.0 5.0 5.0 7.0 8.0 9.0 10.0

|Integration Results _ A £ .

No. |Peak Name Retention (DETECTED, Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*miIn %
Total: 0.000 0.00

9
@Ah Y
3 3 U\"T\" O ) Chromeleon (c) Dionex

Assay Validation Rep_01/Integration ALY, Version 7.2.4.8525



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1 of 1

QbD Research and Development___P\f;; Ltd

Injection Details

Injection Name:

Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:
User Name:

Blank solution

BA1

Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide
10-Jun-2017 02:48

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:
Sequence Name:

10.00

10.00

uv_vis_1

210
QbD-INST-HPLC-67
08-jun-17

[Chromatogram

niteen gapat

% 08un-17 #95

Blank solution

UV_VIS_1 WVL:210 nm
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Integration Results

No. Peak Name

Retention (DETECTED
min

Area Rel.Area
pAU*min %

Asymmetry (EP)

Plates (USP)

Total:

0.000 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 1 of 1

QbD Research and Development Pvt. Ltd
Injection Details . :
Injection Name: Standard 5/12.5 and 10/25 mg_ 1 Run Time (min):  10.00
Vial Number: BA2 Injection Volume: 10.00
Injection Type: Unknown Channel: UV_VIS_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 10-Jun-2017 03:00 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram i SR 86 ——
700000 - 3 08-jun-17 #96 Standard 5/12.5 and 10/25 mg_ 1 UV_VIS_1 WVL:210 nm
600000 -
1 - Hydrochlorothiazide - 2.113
500000 +
400000 -
300000 -
200000 A
Lt | 2 - Ramipril - 3.690
O- AL) t T | j\ T
-?Uooojr',l - — — - ; — )
oo 1.0 20 30 4.0 5.0 6.0 7.0 8.0 9.0 100
Integration Results
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min PAU*min %
1 Hydrochlorothiazide 205 28438.752 n.a. 1.04 10662
2 Ramipril 3.69 7265.373 n.a. 1.00 10447
Total: 35704.125 0.00

& \

- ") . |
o - Chromeleon (c) Dionex
Assay Validation Rep_01/Integration Version 7.2.4.8525
AW



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt. Ltd

Injection Details i e .
Injection Name: Sample solution 10/25mg_ 1 Run Time (min):  10.00
Vial Number: BA7 Injection Volume: 10.00
Injection Type: Unknown Channel: Uv_Vis_1
Instrument Method: Ramithiazide Assay- HPLC_ 67 Wavelength: 210
Processing Method: PR Method_ Ramithiazide instrument Name: QbD-INST-HPLC-67
Injection Date/Time: 10-Jun-2017 03:12 Sequence Name: 08-jun-17
User Name: niteen gapat
[Chromatogram s 55 & 353 ¥  FIEEE i e
700000 - 7 08-jun-17 #97 Sample solution 10/25mg_ 1 UV_VIS_1 WVL:210 nm
600000 -

| 1 - Hydrochlorothiazide - 2.113
500000 -

]
400000
300000 -
200000 —
Ll ] 1 2 - Ramipril - 3.690

i | Y

-70000 L - . — .
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Integration Results L e o
No. |Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) | Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 204 27424241 n.a. 1.02 10730
2 Ramipril 3.69 6854.230 n.a. 0.98 10442
Total: 34278.472 0.00

[

22 -1un-\)
Chromeleon (c) Dionex
Assay Validation Rep_01/Integration \ Version 7.2.4.8525
am



Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17

Page 1of 1

QbD Research and Development

Injection Details

Injection Name:
Vial Number:
Injection Type:
Instrument Method:
Processing Method:
Injection Date/Time:

Bracketing Standard 5/12.5 and 10!25 rﬁg

BA2
Unknown

Ramithiazide Assay- HPLC_ 67
PR Method_ Ramithiazide

10-Jun-2017 03:24

Run Time (min):
Injection Volume:
Channel:
Wavelength:
Instrument Name:

10.00

10.00

UvV_VIS_1

210
QbD-INST-HPLC-67

Sequence Name: 08-jun-17

User Name: niteen gapat
|Chromatogram ! e i i i
700000 % 08-jun-17 #98 Bracketing Standard 5/12.5 and 10/25 mg UV_VIS_1 WVL:210 nm
600000 A

| 1 - Hydrochlorothiazide - 2.113
500000 -
400000 ]
300000 -
200000 A
100000 4 12 - Ramipril - 3.690
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Integration Results
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)

min pAU*min %

1 Hydrochlorothiazide 2514 28511.617 n.a. 1.04 10762
2 Ramipril 3.69 7276.160 n.a. 1.00 10487
Total: 35787.777 0.00
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Instrument:QbD-INST-HPLC-67 Sequence:08-jun-17 Page 10of 1

QbD Research and Development Pvt

Injection Details L
Injection Name: Blank solution Run Time (min):  340.00

Vial Number: BA1 Injection Volume: 10.00

Injection Type: Unknown Channel: uv_Vvis_1

Instrument Method: Ramithiazide Assay- saturation- HPLC_ 67 Wavelength: 210

Processing Method: PR Method_ Ramithiazide Instrument Name: QbD-INST-HPLC-67

Injection Date/Time: 10-Jun-2017 03:35 Sequence Name: 08-jun-17

User Name: niteen gapat

[Chromatogram v :

% 08-jun-17 #99 - Blank solution o UV_VIS_1 WVL:210 nm
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Integration Results : ;
No. Peak Name Retention (DETECTED Area Rel.Area Asymmetry (EP) Plates (USP)
min pAU*min %
Total: 0.000 0.00
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