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QbD Research & Development Lab. Pyt Ltd.

RELATED SUBSTANCE VALIDATION

Ramihiazide Tablets Anal
10 mg And 25 mg
D2404181193_
GP180301
Filter Stud
LNB No. Page No. /008
Name RRF
Ramipril Impurity A 115
Ramipril Impurity D 122
Ramipril lmpurity E 22.09
cight of standard (mg) Diluted (mL) < (ppm) |__Purity (As is Basis)
Preparation of standard 2531 250
solution for Ramipril 20 100,0 202 9964
2.0 100
Ramipril
Iniection No. Retention Time Peak Area Time Area of Bld Standard
1 6.355 2334429 16373 314,470
z 16,365 2488392 16295 376,174
3 6373 2334761 16375 347,141
4 6373 2378.015
5 6.377 2342541
3 6375 2371960
Average 16370 2375083 16.363 2367.587
s 0.0083 SHENTG 0.0263 488469
%RSD .08 | 247 0.16 206 |
< System Su]lnN]l.l_ll
[ %RSD of Area 247 [ nuTsow
Welght me) | Diluted (ml) I3 (pom) | Purity (Ax is Basis)
Jution f 2535 I 250
Hydroch 2.5 | 1000 254 99.24
i 0 | 200
1 5.202 1949.063
2 5.183 3958714
g 5.193 3963506
]
5
6 3928351
Average 3922936 5.187 3934322
SD 39080 0.0071 17.741%
%aRSD .10 014 0,45
__System Suitability ]
%RSD of Area ] .10 )
Sample solution : | Eato 20 mg [ diluted 1o | 20.0 [l with Diluent
Average wi. (mg): [ 19584
Sample Details Sample wt. (mg) Impurity name RT RRT Area % lmpurity Reported impurity Total % Impurity
Unknown Impuity 4.208 0.26 95331 0.01 BQL
Unknown Impuity 7.902 0.49 174.140 0.01 BQL
Unkiowin lmpuity 10.597 0.66 23252 0.02 HOL
Unknown limpui 342.726 X L
Cenvifiged Sample 39192 o Impelty 15083 L.tz 003 L.t] 53
Unknown Impuity 18.453 117 377108 003 BOL.
Ramipiil lmpurity E 14.465 089 448952 0.84 054
Ramipeil Impusity D 24.308 1.50 43334044 4.49 449
Ramipril 16.168 1.00 713501276 g i
Unknown lmpuity 4210 0.26 98283 0.01 BOL
Unknown Impuity 7.928 0.49 185,555 0.02 RQL
Unknown Impuity 10.650 0.66 200.266 0.02 BOL
Unkn i 500.518 5
0.45 4 PVDF 39192 rn [paiy AR AL 113 Lt Eqt 535
Unknown Impuity 18.892 117 377395 0.03 BOL
Ramipril Impurity E 14.480 0.39 453.134 0.85 033
Ramipril Impurity [ 24372 1.50 43418314 4.50 450
Ramipril 16.202 1.00 716598677 A
Unknown Impuity 4212 0.26 98.947 001 BOL
Unknown Impuity 7.918 0.49 189.123 0.02 BOL.
Unknown lmpuity 10.650 066 206.741 0.02 BOL
21984
0.45 4t Nylon 9192 Urkoows Inpissy 18.087 112 s 0,04 BOL -
Unknown Impuity 18867 117 370.984 0.03 BOL
Rannipeil Impurity E 14468 0.89 451164 0.85 0.85
Ramipril Impurity [ 24323 1.50 43428313 4.50 4.50
Ramipril 16.177 1.00 714926.014 R %
Unknown Impuity 4207 0.26 98.596 0.01 BQL
Unknown Impuity 7913 0.49 181.588 002 BOL
Unknown Impuity 10652 066 199.714 0.02 BOL
Unkno i 519.
Whatman 41 39192 M Impuity 18.115 112 ) 0.04 BOL. 136
Unknown Impuity 18.890 117 387.059 0.03 BOL
Ramipril Impurity E. 14480 0.89 453,189 085 0.85
Ramipril Inpurity D 24368 1.50 43531180 431 4.51
Ramipril 16.193 1.00 716936.709 H .
Sample Ramipril Impurity £ | Ramipril Impurity D | Total % Impurities
Centrifuged Sample 0.84 449 533
043 u PVDE. 085 4.50 338
0.43 4 Nvlon 085 4,50 535
Whatman 41 085 4.51 536
% Difference
Sample Ramipril Impurity E | Ramipril Impurity D | Total % Impurities
Centrifuged Sample g %
0.45 4 PVDF 001 0.02
0.43 u Nvlon 0.01 0.02
Whatman 41 0,02 0.03
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@ln Qb Research & Development Lab. Prt_ Lid.
RELATED SUBSTANCE VALIDATION
Product [Ramithiazide Tableis
10 mg Ami 35 mg
2 81193
Batch N GP1800]
Parameter; i Suchl
(LI¥B No./ Page No_
Name RRF
Ramipril Impurity A 115
Ramipril Impurity I 122
Ramipril Impurity E 1209
Weieht of stand | Dituted (miy C: (oom) | Purity (As is Basis)
standard 1531 | 150
salution for Ramipril 2.0 | 1000 102 99.64
10 | 200
Ramipril
Retes Peak Ares Retention Time Area of BKL
355 1334320 16375 2334470
2483392 16.295 276,174
2334761
3 17018
. 2342541
5. 2371960
Average 16,370 2375053 16361 2370143
SD 00083 SH.5876 00276 51851
#RSD 0.03 247 017 L8
¥eRSD of Area 241
Weieht of standars me) Dilated (mL} < (nom) | Purity (As is Basis)
2535 2150
5 100.0 254 99.
1.0 2
Iniestion Ne. Peak Area Retent
1 3920.7132 5.202 3949.063
2 3922 535 5183 3958714
k} 3926.765
4 3920454
s 3918378
1 3928.551
Aversy 3922936 187 3930.674
SD 3.9080 0.0073 14.9286
“RSD 2, 014 038
[ ty
“aRSD of Area 10 [ nMrsew |
[ Sample solution - [ En o 20 mg I diluted 1o [ 200 [l with Diluent
Average wi. (mg): [ 19534 ]
Sumple Details Sample w. (mg) Imparity name RT Arex elmpurity Reparted impurity Total % Impurity
Unknown lnpaily oLl 0.01 BQL
Unknown Inpuity 175,544 001 BOL
Unknawn Inypuity 208.989 0.02 BQL
Unknaswn Ity 460,949 0.04 BQL
5 le | 3919, 530
e g Unknctvn Impuuity 3W0.752 0.03 BQL
Ramipril Impusity E 454.235 0.85 0.85
Ramipril Impurity D 42036.488 448 445
Ramipril 711123.262 5 .
Unknown lmpuity 89313 0.01
Unkawown kmpuity 183,379 0.02
Unknown Inpuity 11313 0.02
Sbgiaz p— Unknawn Inguity 44E5TE 0.04 o
Unknovn Impuity 379114 003
Ramipril mpurity E 454,528 085
Ramipn! Impurity D 42950770 445
Ramipril 713836535 5 B
Unknown Impuity 95.784 0.01 BQL
Unbnown Lngaity 049 184530 2.02 BOL.
Unknown knpuity 0.66 223.108 0.02 BOL.
Unknown Linpuity 112 462,846 0.04 BOL
S. le 3 9179 533
e Unknorwn lpuity 117 395,959 003 BOL
Ramipril Impurity E 0.89 H9.074 0.34 0.84
Ramipril Inmparity D) 1.50 43356.510 449 449
Ramipril 1.00 717738838 & 2
Unknown lmpuity 026 91211 001 BQL
Unkinown lpuity 049 138,356 0.02 noL
Unknown Loupaity .66 203,201 0.02 BOL.
Unlorwn Lgaity 112 462493 0.04 BQL
Sampl 4 9128 | ek Enpat 529
el Unknown ity 17 371680 003 BOL
Ramipril Impurity E 0.89 442,505 083 033
Ramipril Impurity D) 1.50 43027.890 446 446
Ramipril 100 712314.598 - 5
Unknown lmpuity 026 99.930 001 BOL
Unknown lmpuity 049 171624 001 BOL
Unknown Luspuity .66 221065 0.02 BOL
Sapie 3 —_— Unknown Lpaity L1z 476,143 0.04 BOL. -
Unknown Lnguity 117 30472 0.03 BOL
Ramipril Impurity 0.89 453,660 0.85 0.35
Ramipril Impusity D 1.50 43359.429 4.50 450
Ramiy 100 716873.216 5 5
Unknavwn Impuity 0.26 91.751 0.01 BQL
Unknown Impuity 0.49 181.242 0.02 BQL
Unknown [mpuity 0.66 213241 002 BQL
U i 5.07
Sample's i nkaown Inpuity L1z 455.071 0.04 BQL S
Unknown lmpu L17 350378 0.03 BQL
Ramipril Impurity E 089 435,028 0.8 085
Ramipril Impurity D) 150 43332302 449 449
Ramipril 1.00 715983534 B
Simple Ramipril Impurity E | Ramsipril Impurity D
1 I¥Tl 445
2 033 443
3 449
4 446
3 430
3 449
Average 447
5D 00200
%RSD 045 2,36
L Limit. 5% NMT 10 % (é 2
Done by: Checked by:
Date: Date:
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QbD Research & Development Lab. Pyt Lid.

RELATED SUBSTANCE VALIDATION

Product Name:

Famithiazide Tabiets

10.mg And 15 my

[ Name [ RRE ]
Ramipril Impurity A 115
Ramipeil lmpurity E 1209
Weieht of starslard (me) ‘F Ir tonm) |_Purity (As is Basis) |
Preparation of standard 2831 250
solution for Ramipril 20 I 100.0 2m 9964
20 I 200 |
Iniection No_ Retention Time
355 16375 234470
365 16295 776,174
n
37
3 in
I3 37
Average 16470 20 16361 270,14
) 00081 SL5NIE 00276 SLETR
SRS 005 141 017 218
= iy ]
L ARSD of Area I 241 [ omsew |
I fme) ]\ Diluted (1) }r | Purity (A is Basiy |
2535 150
- I 25 | 100.0 28 9924
I 10 1 200 1
Inkstion Na. Peak Ares [ Aren of Akt Stansdars
1 3920 732 5203 349,063
2 3923 533 AT 3958714
.1 3926 765
] 3930454
3 3918378
3 3928 551
| Average 2910916 5187 2930.674
SD 3, 00073 14,9286
SRSD 210 014 035
[
[ SRSD of Area | w10 [ sarsew |
Preparation of Ramipril Butch Ne.
Impurity A SPO13-164 4.99 200 249.50
Sample solution: | Eqlo0me I diluted o 1 200 Tl with Diaera
[ Aversgent ey | 195 84 ]
Sumple Details Sample wi. (mg) Tmpurity name T RRT Area Selmpurity Reparted inmpurity Total % Impurity
Unknown lmpuity 4210 026 o4 401 001 BQL
Unknown Impuity 1917 049 182 683 002 BQL
Unknown [mpuity D66 235107 002 BQL
Unknown mpuity 112 49961 004 BQL
Sample 1 175 Unknown Impuity 117 ELED 003 BGL Li2
039 470,595 o8 -
Ramipril Imparity A 092 11463239 112 L1z
Ranipeil knpurity D 150 43485.550 431 :,
Ramipri] 1.00 T174%0.039 o -
Unknawn lmpsty 026 103537 001 BQL
Unkniawn lmpuity 049 176130 o0 BOL
Unknown lmpuity 066 22930 P BQL
Unknown lmpuity L1z 452188 004 BQL
Sumple 2 39193 Unknown Impuity 117 343929 003 BQL L
il Irmpursty 089 a71.283 T .
A 052 11347081 111 L
Ramipril lmpurity D 1.50 43902193 455
Ramipni 100 718113 082 2 A
Uik lmpuaty 026 98146 001 BOL.
Unknerwn lemy 049 136036 002 BOL
Unlrvown, lpuity 066 27212 00 BQL
Unksawn Impariy 18110 12 452521 004 BQL
Sample 3 9141 Unkriown lmpaity 18885 L 367,702 ou HQL 12
Ramipeil Impunity B 14,430 089 4760 08
R 1 In ty A 14913 092 11492367 112 NP3
Rasnipel bnpuarity D 24362 150 FEECIRT 450 T
Ramipail 16195 100 NTHT 6 ¥ :
v 4215 026 IEA04 00) EBQL
Unknewn bmpuity 7512 0.49 181592 0.02 BGL
Urknown o 10,640 066 12774 002 BQL
Ul 18102 112 486,193 004 BQL
Sample 4 39077 Unknawn lmy 15888 117 iz 003 BQL (]
Ramipril eparity B 14478 0 4073 088 3
Ramipril Impurity A 14912 092 11484 197 112 112
24385 15 43574489 453
Ramapril 16193 100 718985 801 B -
Lnkrown Iaputy an3 06 98,680 0ol BQL
Unknown 7927 0.49 152113 002 BQL
L 10653 066 235658 om BQL
Unkncwn 18108 112 300300 004 BQL
Sample 39103 Urniknewn 18387 7 382182 0.03 BQL m
Rampril Iempurity E 14478 089 471 604 0.89
Ramipril Impurity A 14913 092 11385.803 L o
Ramigei lmpurty D 24357 150 4376560 438
Ramipnl 16195 1.00 718142 505 - -
Unknown lmpuity 4213 026 54 6% 001 BQL
Unknown mpuity 1923 049 185264 002 BQL
‘Unknown mpuity 10,650 066 e 0o BQL
Unknown Impuity 18105 L2 49310 004 BQL
Sample &6 0285 L 18888 Lz sy 003 BQL Lz
R | bmpurity B 14478 089 AT7.083 0.89 -
Ramiprl Imparity A 14913 092 1811932 112 112
Ramigril Inpurity 24358 150 AT 449 &
Ramipal 16195 160 118072779 2
Sample Ramipril Impurity A % Tatal Impurities
11z
111
11
11z
L1l
112
iz
00100
050
e A~
Deune by: Checked by:
Date: Date:
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QbD Research & Development Lab. Pvt. Ltd.

RELATED SUBSTANCE VALIDATION

Product Name:

Ramithiazide Tablets

Ramipril Impurity E

Label claim (mg): 10 mg And 25 mg
AR No: D2404181193
Batch No.: GP180301
Parameter: Solution Stability For Standard
LNB No./ Page No. T18/008
Name RRF
Ramipril Impurity A 1.15
Ramipril Impurity D 122
22.09

Weight of standard (mg

Diluted (mL) Concentration (ppm) Purity (As is Basis)

Preparation of standard 25.31 25.0
solution for Ramipril 2.0 100.0 2.02 99.64
2.0 20.0
Ramipril
Injection No. Retention Time Peak Area Retention Time Area of Bkt Standard
1 16.355 2334.829 16.375 2334.470
2 16.365 2488392 16.295 2376.174
3 16.373 2334.761 16.350 2377.441
4 16.373 2378.015 16.375 2347.141
5 16.377 2342.541 16.365 2348.814
6 16,375 2371.960 16.325 2396.538
16337 2369.408
Average 16.370 2375,083 16.359 2369.256_
SD 0.0083 __58.5876 0.0251 43.0036
YeRSD 0.05 247 015 1.82
[ System Suitability
%RSD of Arca I 247 [ NmTs0% |
Preparation of standard ht of standard (m: Diluted (mL, | Concentration (ppm) | Purity (As is Basis) |
solution for 25,35 150
Hydroc jazi 25 | 100.0 254 99,24
2.0 | 20.0
Hydrochlorothiazide
Injection No. Retention Time Peak Area Retention Time Area of Bkt Standard
1 5.178 3920.732 5.202 3949.063
2 5.180 3922.535 5.183 3958.714
a 5.187 3926.765 5.193 3957.677
4 5.188 3920.454 5.193 3963.506
3 5.188 3918.578 5.197 3963.714
6 5.188 3928.551 5.178 3972.408
5.183 3974.737
Average 5,185 3922.936 5,188 3941.891
SD 0.0046 3.9080 0.0075 20.6498
%RSD 009 10 0.14 0.52
[ System Suitability ]
| %RSD of Arca 0.10 NMT50% |

Standard Details (Time Aren
Intervals

Standard (Initial) 2353.728
Standard (10 Hrs) 2396.874
Standard (16 Hrs) 2355.192
Standard (21 Hrs) 2348.193
Standard (27 Hrs) 2338.447
Average 2358.487
SD 22,4423

% RSD 0.95

L

Analysis Date: 21-Nov-18

Done by:
Date:

2 AR

23
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QbD Research & Development Lab. Pyt Lid.

RELATED SUBSTANCE VALIDATION

Preduct Name, Fableis
Label claim (mg) 10 mg And 38 mg_
Ramipril Impurity £
W (mey L C Lopm) | Purity (As is Basis)
Preparation af standard 2531
selutien far Ramipril 20 0 .
18
Ramipril
Injsction Mo Ret PeakAres Ketention Time | Ares of B
a5y 1334139 37 1334470
365 781 191 15 2376174
37 2354 761 350 271441
m 137015 375 21347 14}
izl 2342 541 365 214K K14
[] 375 2371960 325 2196 538
17 2169 408
Average 16370 1375083 16389 2369.256
0 40083 1576 2006
FRSD b05 147 182
[ Sysiem Sullability ]
[ SRSD of Area | 241 | ]
Preparation of standard Weight of standard (me) | Diluted (ml C o) | Purity (As s Basis) |
i B 253 | 188
15 | 154 E
2.0 [
Iniesiion Ne Retention Time Peak Ares Eetentien Tims
1 [350) 1020 712 5200 1049 061
1 im0 21555 AT [T
s ETTd 1936 765 5191 1957477
7] SiE 020454 719 3963506
) Sin EEITRS) 157 963714
% ie 3928 881 m 3972 408
AT WTTIT
Aversge 392956 samn I9a1an
) 300k 206408
SRND. 010 051
[
[ aRSD ol Area [ w0 I |
Ramipril | Batch No. | T
lmpurity A [ SP-a1-164 | sy | 100 1950
[ T Fewiim T P R T | YT |
[ Aversgewt (mg): | 195,33 i |
Sample Details Sample wi. (mg) Impurity name RT RRT *almpurity Reported impurity Tatal % Impurity
Unkruser Impuity am 06 or BOL
‘Unknawn Inputy 707 .49 002 BOL
Unkna Impusty 10681 066 I oL
Unknown Impuity IIE 112 004 AL
Sample (Instsal) 9178 Unknown Imgaity 13 1% 117 003 BOL [RH
Ramupel Imguraty E 4 oay 0136 o
Rarmpnl Impanty A 42 on 14767 112 i
Ramupel Impury 1) wam 150 43460 951 I
Ramupal 16208 10 16923065 g
Urikaeswn Impasty 4210 026 9993 a0l BOL
Unikawwn |mpusty 1912 049 179 541 002 BGL
Unknown |mpuity 10 638 0 240 524 0.0} BOL
Unkrurun Impaty 13061 L1z 26411 a0t BoL
Sample (10 His) 0T Unknewn Impuity 13 841 117 171637 003 BOL [RF]
Ramnipnl Impurty E: 1441 wa amz o1 040
Ramipri Impurity A 1441 09z 11424 848 2 iz
Rumipnl lmgunty D 24195 151 41520371 451
Ramigal 16164 100 TIasi9.an5 2 .
Unknown Impusty 4207 026 100234 oul oL
Unknown Impuity 7918 049 134 669 002 AL
Unknown lmguaity 10,645 0.6 002 BOL
Unknown lmguity (TR 112 003 HOL
Sample (16 His) w17 Unienown Impurty 1393 T 0 BQL ERT!
Ramaprl lmpurity E 14437 090 01 B
Ramipeil Impanty A 14 908 092 11476 367 112 117
Rarnipril mpurity D 24365 50 P15 4sa
Ramipnl 1o 714545 967 :
Unknwwn Lty w05 026 ¥7T 01
Unko Impuity 1192 049 wnan 0.01
Unkrerin Impraty 10595 66 17382 001
Unnanm Impuity 18085 112 593104 0.0§
Sample (11 Hex) 91 Unknowa [mpusty 18453 7 45302 003 Lz
Ramupeil Impuriey E- 14481 %0 1009 090 .
Ramipl mgurty A 14385 092 11506385 112 KT
Ramipail lmpanty D 14302 151 43641 892 s
Rampril 16152 190 716007012 R
Unlenawn Impuity 4195 026 99519 0ol BQL
Uinkerwn gty T o 183 506 002 BQL
Unknown gty 10608 [ 262 036 0o BQL
Uik iy 1 10x 2 $93069 008 BOL
Samphe (27 Hrs) LTRSS Unkiwwn lmparty 13877 117 361 139 s BQL L
[ & 14478 [ 466 117 [ B
Rampn] Impurty A 4 on 1aT7am 1z 112
Ramiprl Impesity D P 11 4373 780 a5
Ramapril 16158 100 nun
Sample Ramipril Impurity B Ramipril Impurity D
Initial 12 450
10 His 1 451
16 Hrs 12 454
21 Hn 12 )
27Hn 12 454
% Difference
Sample Ramipril lmpurity B | Ramipell Inpurity A | Ramipeil Impurity 1
it 2 g
10 by wor o7 So1
16 b 001 o0 S0
TN a0z 500 S0
27 Hn 000 000 [
b 2N A8 Chocoi b @_
Date: Date:
PN 2% pdovd R
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Instrument Method: HPLC-42_Ramithiazide Tablet_RS_Met
Last Update Operator: Mahesh Nikam

Name
Data Vault
Path

Comment
Description
Run time
Instrument
Created
Last Update

Chromeleon 7,

HPLC-42_ Ramithiazide Tablet_RS_Met

XVault
chrom://qbd-pc-03/XVault/QbD-INST-HPLC-42/1306/HPLC-42_21-
Nov-18_A.seq/HPLC-42_Ramithiazide Tablet_RS_Met.instmeth
Ramithiazide Tablets

Ramithiazide Tablets-Related Substance

30.000 [min]

QbD-INST-HPLC-42 on qbd-pc-03

21-Nov-18 15:24:45 +05:30 Mahesh Nikam

21-Nov-18 15:24:45 +05:30 Mahesh Nikam

Version 7.2.4.8525, Thermo Fisher Scientific Page 1 of 3
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Instrument Method: HPLC-42_Ramithiazide Tablet_RS_Met

Last Update Operator: Mahesh Nikam

Script

Chromeleon 7,

Version 7.2.4.8525, Thermo Fisher Scientific

‘753’“&\]_\8

r’;,\""“‘l

Pump.Flow

Page 2 of 3

Stage Time  Command Value Comment
min
Instrument Setup
initial
Pump.%A.Equate "Mobile Phase A"
Pump.%B.Equate "Mobile Phase B"
Pump.%C.Equate 0"
Pump.%D.Equate "o"
Pump.Pressure.LowerLimit 0 [bar]
Pump.Pressure.UpperLimit 378 [bar]
Sampler.Temperature.Nominal 25[°€]
Sampler. WashMode Both
Sampler.WashVolume 200 [ul]
Sampler.WashDuration 5 [s]
Sampler.SyringeSpeed 15.0 [ulis]
Sampler.NeedleStroke 52 [mm]
ColumnOven.TempCtrl On
ColumnOven.Temperature.Nominal 251[°C]
ColumnOven.Temperature.UpperLimit 60 [°C]
UV.CellTemp.Nominal Low
UV.Response 0.50 [s]
UV.UV_VIS_1.Wavelength 210 [nm]
UV.Mode Single
Inject Preparation
0.000
UV.Autozero
Inject
0.000
Sampler.Inject
Start Run
0.000
UV.UV_VIS_1.AcqOn
Run Duration =
30.000 [min] ~
0.000
Pump.Flow 1.000 [ml/min] ~
Pump.%B.Value 30.0 [%] ~
Pump.%C.Value 0.0 [%]
Pump.%D.Value 0.0 [%]
7.000
Pump.Flow 1.000 [ml/min] <
Pump.%B.Value 30.0 [%] ~
Pump.%C .Value 0.0 [%]
Pump.%D.Value 0.0 [%]
9.000
Pump.Flow 1.000 [ml/min] ~
Pump.%B.Value 50.0 [%] -
Pump.%C.Value 0.0 [%]
Pump.%D.Value 0.0 [%]
25.000

1.000 [ml/min] ~

Printed by Swaraj Jadhav
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Ca—

2ot @



Instrument Method: HPLC-42_Ramithiazide Tablet_RS_Met Script
Last Update Operator: Mahesh Nikam

Pump.%B.Value 50.0 [%] ~
Pump.%C.Value 0.0 [%]
Pump.%D.Value 0.0 [%]
30.000
Pump.Flow 1.000 [ml/min] ~
Pump.%B.Value 30.0 [%] ~
Pump.%C.Value 0.0 [%]
Pump.%D.Value 0.0 [%]
Stop Run
30.000
UV.UV_VIS_1.AcqOff
End
Chromeleon 7, Printed by Swaraj Jadhav
Version 7.2.4.8525, Thermo Fisher Scientific Page 3 of 3 21-11-18 16:21
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Instrument Method: HPLC-42_Ramithiazide Tablet_RS_Saturation_Met
Last Update Operator: Santosh Padmere

Name
Data Vault
Path

Comment
Description
Run time
Instrument
Created
Last Update

Chromeleon 7,

HPLC-42_Ramithiazide Tablet_RS_Saturation_Met
XVault
chrom:iigbd-pc-03/XVault/QbD-INST-HPLC-42/1306/HPLC-42_21-
Nov-18_A.seq/HPLC-42_Ramithiazide
Tablet_RS_Saturation_Met.instmeth

Ramithiazide Tablets

Ramithiazide Tablets-Related Substance

120.000 [min]

QbD-INST-HPLC-42 on gbd-pc-03

21-Nov-18 15:24:45 +05:30 Mahesh Nikam
21-Nov-18 16:08:43 +05:30 Santosh Padmere

Version 7.2.4.8525, Thermo Fisher Scientific Page 1 of 2
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Instrument Method: HPLC-42_Ramithiazide Tablet_RS_Saturation_Met
Last Update Operator: Santosh Padmere

Script

Stage Time Command Value Comment
min
Instrument Setup
initial
Pump.%A.Equate "Mobile Phase A"
Pump.%B.Equate "Mobile Phase B"
Pump.%C.Equate "g"
Pump.%D.Equate "0"
Pump.Pressure.LowerLimit 0 [bar]
Pump.Pressure.UpperLimit 378 [bar]
Sampler.Temperature.Nominal 251[°C]
Sampler.WashMode Both
Sampler.WashVolume 200 [uN
Sampler.WashDuration 5[s]
Sampler.SyringeSpeed 15.0 [ul/s]
Sampler.NeedleStroke 52 [mm]
ColumnOven. TempCitrl On
ColumnOven.Temperature.Nominal 25[°C]
ColumnOven.Temperature.UpperLimit 60 [°C]
UV.CellTemp.Nominal Low
UV.Response 0.50 [s]
UV.UV_VIS_1.Wavelength 210 [nm]
UV.Mode Single
Inject Preparation
0.000
UV.Autozero
Inject
0.000
Sampler.Inject
Start Run
0.000
UV.UV_VIS_1.AcqOn
Run Duration =
120.000 [min]
0.000
Pump.Flow 0.200 [ml/min]
Pump.%B.Value 30.0 [%]
Pump.%C.Value 0.0 [%]
Pump.%D.Value 0.0 [%]
120.000
Pump.Flow 0.200 [ml/min]
Pump.%B.Value 30.0 [%]
Pump.%C Value 0.0 [%]
Pump.%D.Value 0.0 [%]
Stop Run
120.000
UV.UV_VIS_1.AcqOff
End

Chromeleon 7,

Version 7.2.4.8525, Thermo Fisher Scientific
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Zoalty by n..;i
Processing Method
Processing Method Name : Ramithiazide Tablets RS_PR_1
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18_Al.seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 21-11-2018 16:02:02 Processing Method Last Updated On :  23-11-2018 09:42:00
Detection Alogrithm Chromeleon 6 Version 2
Detection Parameter
Ret. Time Param. Name Param. Value Inj. Type Channel
min
0.000 Minimum Area 50.0000 [Signal*min] Any All Channels
0.000 Valley To Valley On Any All Channels
0.000 Minimum Width 0.600 [min] Any All Channels
4.009 Minimum Width 0.000 [min] Any All Channels
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
10.500 Peak Slice 2.00 [s] Any All Channels
11.188 Minimum Height 10000.000 [Signal] Any All Channels
13.500 Minimum Height 0.000 [Signal] Any All Channels
14.000 Valley To Valley Off Any All Channels
14.712 Minimum Height 1500.000 [Signal] Any All Channels
15.648 Valley To Valley On Any All Channels
26.000 Maximum Width 0.200 [min] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4.667
3 Hydrochlorothiazide 5.207
4 Unknown 7.963
5 Unknown 10.598
6 Placebo 11.197
7 Impurity E 14.463
8 Impurity A 14.915
9 Ramipril 16.197
10 Unknown 18.092
il Unknown 18.865
12 Impurity D 24.363
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

T

D)

@ity by Ewsign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID., :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets
Blank Solution

1

Unknown

30.00 uL

11
QbD/LC/COL/128
QbD-INST-HPLC-42
21-11-2018 18:15:12

Swaraj Jadhav

Batch No. :- N/A
AR. No. :- D2404181993
Instrument Method :-

Instrument Method Created By :- Mahesh M Nikam
Instrument Method Created On :- 21-11-2018 15:24:45
Processing Method :-
Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:- Precision,Solution Stability & Filter S

Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

HPLC-42_Ramithiazide Tablet RS_M

Ramithiazide Tablets RS PR 1

- "
1.50,000 - 72 HPLC-42_21-Nov-18 Al Blank Solution #1 UV_VIS 1
1| AU
1,25,000 4
1,00,000 -
3
! _
‘s 75,000 4
8 ]
&
£ ]
2 50,000
2 ]
25,000 1
0] e T e
j min
-15,000 L . - ————— ]
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ipAU*min % (EP/USP) (USP) (USP)

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

() B i QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Q.alty by Desigy |
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Blank Solution AR. No. :- D2404181993
Sample Number :- 2 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL. Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1:71 Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 21-11-2018 18:46:22 Experiment Name:- Precision,Solution Stability & Filter S
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-1 8 Al.seq
2 H - - L .
1,50,000 - 2 HPLC-42 21-Nov-18_Al Blank Solution #2 UV_VIS_ 1
1| iWAU
1,25,000
1,00,000 1
iy
< 1
=t ]
E‘ 75,000 .
&
= ]
2 50,000
8 ]
25,000 4
04
] min
-15,000 0o . . - , — —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min Y (EP/USP) (USP) (USP)

Swaraj Jadhav Page No. 7 of 68 Printed Time 23-Nov-2018 19:31 Electronically signed document
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_Al/Sys_suit.(USP

@.alty by Ceiigs

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Sample Number :-
Sample Type :-
Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-

Analyst :-

Sequence Path :-

Ramithiazide Tablets Batch No. :-

Standard Solution 1 AR. No. :-

3 Instrument Method :-

Unknown Instrument Method Created By :-
30.00 pL Instrument Method Created On :-
152 Processing Method :-
QbD/LC/COL/128 Processing Method Last Updated By :-

QbD-INST-HPLC-42

21-11-2018 19:17:30 Experiment Name:-

Swaraj Jadhav

Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS PR 1

Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00
Precision,Solution Stability & Filter S

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18_ Al .seq

e B HPLC-42 21-Nov-18_Al Standard Solution 1 #3 UV_VIS |
et (g
1,25,000 4
1,00,000
=)
< 4
=1 ]
g 75.000 -
c ¥
g &
S 1 NS
3 50,000 &°§\ 2
_ R &
] R o,Q'
25,000 o o
] | %
N
- (R Gy v
1 ! n
] min
-15,000 L . — . -
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min iwAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.178 3920.732 62.68 1.14 4043 FALSE n.a.
2 Ramipril 16.355 2334.829 37.32 1.01 24595 FALSE 30.09

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

bl ‘
Q-ﬂl'ﬁ'h’cﬂiii/

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Injection Date & Time :-

Analyst :-
Sequence Path :-

Ramithiazide Tablets
Standard Solution 2
4

Unknown

30.00 uL

12
QbD/LC/COL/128
QbD-INST-HPLC-42
21-11-2018 19:48:40
Swaraj Jadhav

N/A
D2404181993

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Mahesh M Nikam
21-11-2018 15:24:45

Experiment Name:-

Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

HPLC-42_Ramithiazide Tablet RS_M

Ramithiazide Tablets_RS_PR_1

Precision,Solution Stability & Filter S

1.50.000 :;3 HPLC-42_21-Nov-18_Al Standard Solution 2 #4 UV_VIS_1
0 eau
1,25,000 4
1,00,000
S
£
5 75,000 4
3 1 1*>5°
s 0
= &
2 50,000 o&" 4
< ] S &
# &
il O &
NP )
25,000 o o8
] | K3
J\ 1
i i) SN
T
j min
-15,000
r T T T T T T —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min 'WAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.180 3922535 61.19 1.13 4063 FALSE n.a.
2 Ramipril 16.365 2488.392 38.81 0.97 24025 FALSE 29.93

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_Al1/Sys_suit.(USP.

o]

Q.alte by Desigy

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID, :-

Analyst :-

Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Standard Solution 3
2

Unknown

30.00 pL.

1.2
QbD/LC/COL/128
QbD-INST-HPLC-42
21-11-2018 20:19:48
Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A

D2404181993

HPLC-42_Ramithiazide Tablet RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Precision,Solution Stability & Filter S

210

nm

Method Validation\Generic Healthcar¢\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al seq

Ty % HPLC-42 21-Nov-18 Al Standard Solution 3 #5 UV_VIS 1
| wau
1,25,000
1,00,000 4
=
< 1
=
g 75000 &
g ] 2
@ 50,000 N
< 1 & &
& &
& &
W S
25,000 - 3 o
1 1 o
1
] A\
04 T
T
j min
-15,000 r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min 'WAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.187 3926.765 62.71 113 4073 FALSE n.a.
2 Ramipril 16.373 2334.761 37.29 1.01 24893 FALSE 3023

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sequence Path :-

Product Name :- Ramithiazide Tablets Batch No. :-

Sample Name :- Standard Solution 4 AR. No. :-

Sample Number :- 6 Instrument Method :-

Sample Type :- Unknown Instrument Method Created By :-
Injection Volume :- 30.00 uL Instrument Method Created On :-
Vial Position :- 12 Processing Method :-

Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :-
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :-
Injection Date & Time :- 21-11-2018 20:50:58 Experiment Name:-

Analyst :- Swaraj Jadhav Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet_RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Swaraj A. Jadhav
23-11-2018 09:42:00

Precision,Solution Stability & Filter S

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5eq

1. E0'D00 g HPLC-42_21-Nov-18_Al Standard Solution 4 #6 UV_VIS 1
R | 7T
1,25,000 4
1,00,000
=)
<( 4
= ]
% 75,000 ®
g 1 &
[=] i ~0
§ 50,000 - ‘oé‘ &
& R
y 3 S
] K <
25,000 A o ;5\“"
4 ] \q,.
i st
0{—— LA, T
.] min
e 5'000 r T T T T T T T T T T T T T T T T T T T T T 1
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Y% (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.188 3920.454 62.24 1.13 4094 FALSE n.a.
2 Ramipril 16.373 2378.015 37.76 0.99 24620 FALSE 30.16

Swaraj Jadhav
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USP

O hDI QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Qoalty by Cesigy
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Standard Solution 5 AR. No. :- D2404181993
Sample Number :- 7 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 12 Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 21-11-2018 21:22:08 Experiment Name:- Precision,Solution Stability & Filter S
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq
1.50 000 - ¥ HPLC-42_21-Nov-18 Al Standard Solution 5 #7 UV_VIS_1
T | wAu
1,25,000
1,00,000 4
=
< 4
=L E
g 75000 i
= &
o o
£ 1 &
@ 50,000 &°
o ] o &
< & &
By &
1 P &
25,000 o £
3 1 o
N
A
0+ Ly T
] min
- 5’000 i r 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 T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid, 5.188 3918.578 62.59 1.14 4070 FALSE n.a.
2 Ramipril 16.377 2342.541 37.41 1.01 24698 FALSE 30.15

Swaraj Jadhay Page No. 12 of 68 Printed Time 23-Nov-2018 19:31 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_Al1/Sys_suit.(USE

O h ’ ‘ QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Qralty by Deiigy
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Standard Solution 6 AR. No. :- D2404181993
Sample Number :- 8 Instrument Method :- HPLC-42_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 uL. Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1:2 Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 21-11-2018 21:53:16 Experiment Name:- Precision,Solution Stability & Filter S

Analyst :-
Sequence Path :-

Swaraj Jadhav

Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related SubstancestHPLC-42 21 -Nov-18 Al.seq

——

N B HPLC-42_21-Nov-18 Al Standard Solution 6 #8 UV_VIS_1
[ wau
1,25,000 4
1,00,000
S
<C 4
=5 ]
= 75,000 4
g &
@ 50,000 4 4
< 1 5° Q&
&3 &
] <& @
25,000 A o ";\‘:
i o
j min
-15,000 1 - - - - - ~ - . T T T
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.188 3928.551 62.35 1.13 4042 FALSE n.a.
2 Ramipril 16.375 2371.960 37.65 1.00 24632 FALSE 30.08

Swaraj Jad

hav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_Al1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sample Type

Vial Position

Analyst :-

Product Name :-
Sample Name :-
Sample Number :-

Injection Volume :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

Ramithiazide Tablets
Blank Solution

9

Unknown

30.00 puL.

121
QbD/LC/COL/128
QbD-INST-HPLC-42
21-11-2018 22:24:24
Swaraj Jadhav

Batch No. :- N/A

AR. No. :- D2404181993

Instrument Method :- HPLC-42_Ramithiazide Tablet RS_M
Instrument Method Created By :- Mahesh M Nikam

Instrument Method Created On :- 21-11-2018 15:24:45

Processing Method :- Ramithiazide Tablets_RS PR 1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:- Precision,Solution Stability & Filter S

Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

- .
160,000 & HPLC-42_21-Nov-18_Al Blank Solution #9 UV_VIS_|
1| iHAU
1,25,000 -
1,00,000
=
q: 4
= 4
> 75,000
8 ]
(3]
= ]
2 50,000
8 ]
25,000 -
04
] min
-15,000 JL —— —— —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min InAU*min %o (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Processing Method

ealty by Teiign |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :
Processing Method Created By :
Processing Method Created On :

Ramithiazide Tablets RS PR

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18_Al.seq
Processing Method Last Updated By :
Processing Method Last Updated On :

Swaraj A. Jadhav
21-11-2018 16:02:02

Swaraj A. Jadhav
23-11-2018 19:16:47

Detection Alogrithm Chromeleon 6 Version 6
Detection Parameter
Ret. Time Param. Name Param. Value Inj. Type Channel
min
0.000 Minimum Area 50.0000 [Signal*min] Any All Channels
0.000 Valley To Valley On Any All Channels
0.000 Minimum Width 0.600 [min] Any All Channels
4.009 Minimum Width 0.000 [min] Any All Channels
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
7.500 Peak Slice 0.80 [s] Any All Channels
8.500 Peak Slice 0.05 [s] Any All Channels
10.500 Peak Slice 2.00 [s] Any All Channels
11.188 Minimum Height 10000.000 [Signal] Any All Channels
13.500 Minimum Height 0.000 [Signal] Any All Channels
14.000 Valley To Valley Off Any All Channels
14.712 Minimum Height 1000.000 [Signal] Any All Channels
15.648 Valley To Valley On Any All Channels
26.000 Maximum Width 0.200 [min] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4.667
3 Hydrochlorothiazide 5.207
4 Unknown 7.963
5 Unknown 10.598
6 Placebo 11.197
7 Impurity E 14.463
8 Impurity A 14915
9 Ramipril 16.197
10 Unknown 18.092
11 Unknown 18.865
12 Impurity D 24.363
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(US.

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Placebo Solution

10

Unknown

30.00 pL

1:3
QbD/LC/COL/128
QbD-INST-HPLC-42
21-11-2018 22:55:32

Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet_RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhay
Processing Method Last Updated On :-23-11-2018 19:16:47

Experiment Name:-

Wavelength:-

Precision,Solution Stability & Filter S

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

b1 . o
1,50,000 - # HPLC-42_21-Nov-18_Al Placebo Solution #10 UV_VIS_1
1| IHAU
1,25,000 4
1,00,000 4
=Y
( 4
= ]
o 75,000 4
8 &
= o
e i
2 50,000 K3
< 1 |
25,000
6 ' e o L
] min
-15,000 ! - - —_——— — .
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min {nAU*min %o (EP/USP) (USP) (USP)
1 Placebo 4.672 18567.699 100.00 0.83 675 FALSE na.
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Chromeleon 7.2.4,8525

HPLC-42_21-Nov-18_Al1/Sys_suit.(USP

Q.alty by Cesign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Sample Number :-
Sample Type :-
Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

Ramithiazide Tablets Batch No. :-
Standard Solution 1 (Initial) AR. No. :-
11 Instrument Method :-

Unknown Instrument Method Created By :- Mahesh M Nikam
30.00 uL Instrument Method Created On :- 21-11-2018 15:24:45
12 Processing Method :-

QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav

QbD-INST-HPLC-42
21-11-2018 23:26:43
Swaraj Jadhav

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al 5eq

Processing Method Last Updated On :- 23-11-2018 09:42:00

N/A
D2404181993
HPLC-42_Ramithiazide Tablet RS_M

Ramithiazide Tablets_RS_PR_1

Solution Stability
210 nm

1.50.000 - B HPLC-42 21-Nov-18_Al Standard Solution 1 (Initial) #11 UV_VIS_1
R PV
1,25,000
1,00,000
- ]
{ 4
EX ]
o 75,000
g ' &
2 50,000 &
1 o &
< & &
i = &
H g L3
25,000 o &5
; e
4 1 ,\6‘
1 1
] “ 1 /\
0 ST : T
] min
-15,000 - () T T T T T T T T T T T T T T T T T J v T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min (HAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazidd 5.198 3924 989 62.51 113 4058 FALSE n.a.
2 Ramipril 16.383 2353.728 37.49 1.01 24680 FALSE 30.08
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

D

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

:It.'b_v Doiav
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 1 (Initial) AR. No. :- D2404181993
Sample Number :- 12 Instrument Method :- HPLC-42_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 uL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 110 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 19:16:47
Injection Date & Time :- 21-11-2018 23:57:54 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18§ Al.seq
fiEekL 7 HPLC-42_21-Nov-18 Al Spiked Sample Solution 1 (Initial) #12 UV_VIS_ 1
1| IWAU & &
] & &
] ‘5- 'bQ- o
1.3e5 b gg" d » {\-c\
&" bl &
] FS) 0\6\
1.0e5 s &
g Vv
S- |
<C r
a ]
E‘ 7.5&41
c
8
2 5.0e4
<
2 504
0.0e0 ' T
1 min
-1.5e4 - T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min %o (EP/USP) (USP) (USP)
1 Unknown 4213 98.637 0.01 0.79 5487 FALSE n.a.
2 Placebo 4.668 7888.793 0.45 0.95 2962 FALSE 1.59
3 Hydrochlorothiazidd 5.202 969424.691 55.36 1.23 2189 FALSE 1.35
4 Unknown 7.917 186.984 0.01 1.08 4790 FALSE 6.02
5 Unknown 10.652 231.570 0.01 1.03 6678 FALSE 5.59
6 Impurity E 14.487 468.186 0.03 n.a. 30295 FALSE 8.98
7 Impurity A 14.925 11487.837 0.66 0.91 23268 FALSE 1.21 2
8 Ramipril 16.203 716923.065 40.94 1.39 13000 FALSE 2.66
9 Unknown 18.117 480.287 0.03 1.30 24150 FALSE 3.70
10 Unknown 18.890 363.525 0.02 111 27013 FALSE 1.67
11 Impurity D 24.370 43469.983 2.48 1.12 16757 FALSE 9.04
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

Q.alt by Caiign

|

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Analyst :-

Product Name :-
Sample Name :-

Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

Ramithiazide Tablets
Blank Solution

Sample Number :- 13

Sample Type :- Unknown
Injection Volume :- 30.00 pL

Vial Position :- | S

Column No. :- QbD/LC/COL/128

QbD-INST-HPLC-42
22-11-2018 00:29:02
Swaraj Jadhav

N/A

D2404181993
HPLC-42_Ramithiazide Tablet_RS_M
Mahesh M Nikam

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :- 21-11-2018 15:24:45
Processing Method :- Ramithiazide Tablets_ RS _PR_1
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00

Precision

210 nm

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

- =
1.50,000 - 2 HPLC-42_21-Nov-18_Al Blank Solution #13 UV_VIS_ 1
1| HAU
1,25,000 -
1,00,000
=)
<
= ]
'S 75,000 4
] ]
[ =
(1]
£ ]
2 50,000
3 ]
25,000 4
04
] min
-15,000 b — . = ; — i
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min % (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-

Sample Name :-

Sample Number :-
Sample Type :-
Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

Ramithiazide Tablets
Sample Solution 1

14

Unknown

30.00 uL

1 4
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 01:00:11

Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

GP180301
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_ RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :-23-11-2018 19:16:47

Experiment Name:-

Wavelength:-

Precision
210 nm

Method Validation\Generic Healtheare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5eq

1,505 B HPLC-42_21-Nov-18_Al Sample Solution 1 #14 UV_VIS_1
1| HAU & &
i ‘,5'\\"’ Q?@
1.3e5 o £ N
| & e £
&0 N Q‘)‘
] ‘\Qr\ Q\é‘
1.0e5 4 q??:"'
5‘ ] I
< 4
=3 p
§ 7,5e4-‘
[ =
g ]
2 5.0e4
<
2.5e4 ]
0.0e0 A T
] min
-1.5e4 - r T T T T T T |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Y (EP/USP) (USP) (USP)
1 Unknown 4208 91.111 0.01 0.77 5528 FALSE n.a.
2 Placebo 4.658 6688.556 0.39 0.94 2870 FALSE 1.57
3 Hydrochlorothiazidg 5.197 971232.409 56.02 1.20 2173 FALSE 1.36
4 Unknown 7.902 175.544 0.01 1.05 5150 FALSE 6.10
5 Unknown 10.598 208.989 0.01 1.06 7671 FALSE 5.83
6 Impurity E 14.463 454235 0.03 1.04 37975 FALSE 9.90
7 Ramipril 16.177 711123.262 41.02 1.39 13146 FALSE 398
8 Unknown 18.092 460.949 0.03 1.31 24094 FALSE 372
9 Unknown 18.865 380.752 0.02 1.11 26280 FALSE 1.66
10 Impurity D 24,320 42936.488 2.48 1.13 16734 FALSE 8.96
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

Qalty

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Sample Solution 2

15

Unknown

30.00 pL

1:5
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 01:31:19
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47

Experiment Name:-

Wavelength:-

GP180301
D2404181993
HPLC-42_Ramithiazide Tablet_RS_M
Mahesh M Nikam
21-11-2018 15:24:45
Ramithiazide Tablets RS PR

Precision
210 nm

1.505 4 B HPLC-42 21-Nov-18_Al Sample Solution 2 #15 UV_VIS_ 1
| wAu N &
] @\4* Qs,(*‘
] o & Q
1.3e5 o & o
& &
1 s &
1.0e5 4 & ,'p“""
1 g
=) 1
<
=
‘o 7.5e4
§ ] x°
_Cél Q\Qoe
2 5.0e4] S
< ] Wy
2.5e4 4
i
0.0e0 T
] min
-1.5e4 - r T T T 1 T v ¥ T T T T T ¥ ¥ 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Y% (EP/USP) (USP) (USP)
1 Unknown 4212 89.315 0.01 0.73 5516 FALSE n.a.
2 Placebo 4.655 7454 447 0.43 0.95 2962 FALSE 1.56
3 Hydrochlorothiazidg 5.193 973852.625 55.97 1.20 2159 FALSE 1.36
4 Unknown 7.895 183.379 0.01 1.09 5094 FALSE 6.07
5 Unknown 10.603 231.313 0.01 1.06 5551 FALSE 5.35
6 Impurity E 14.468 454.528 0.03 1.03 38253 FALSE 8.93
7 Ramipril 16.185 713836.535 41.03 1.40 13072 FALSE 3.98
8 Unknown 18.103 448.578 0.03 1.31 25971 FALSE 3.78
9 Unknown 18.867 379.114 0.02 1.17 26542 FALSE 1.67
10 Impurity D 24338 42950.770 2.47 1.13 16739 FALSE 9.00
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18 Al1/Sys suit.(USP

3.3l ty by Cesigt |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID, :-

Analyst :-

Sequence Path ;-

Injection Date & Time :-

Ramithiazide Tablets

Sample Solution 3
16

Unknown

30.00 pL

1_6
QbD/LC/COL/128

QbD-INST-HPLC-
22-11-2018 02:02:29

Swaraj Jadhav

Batch No., :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

GP180301
D2404181993

HPLC-42 Ramithiazide Tablet RS_N

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS PR

Processing Method Last Updated By :- Swaraj A. Jadhav
42 Processing Method Last Updated On :- 23-11-2018 19:16:47

Experiment Name:-

Wavelength:-

Precision
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18 Al seq

1.568 7 HPLC-42_21-Nov-18_Al Sample Solution 3 #16 UV_VIS_1
1| AU & o
1 @‘b ,06‘
] & &
1.3e5 - & & o
1 o np &
S &
4 Q\"s '\.\6\
1.0e5 4 e o
] V
"_—5‘ I
< 4
=4 |
E‘ 7.5e4 4
5 ]
£ ]
3 5.0e4
2 ]
2504
] | ]
0.0e0 + T
] min
-1.5e4 - f T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ‘A U*min %o (EP/USP) (USP) (USP)
1 Unknown 4.210 95.784 0.01 0.78 5368 FALSE n.a.
2 Placebo 4.660 6886.617 0.40 0.95 2865 FALSE 1.56
3 Hydrochlorothiazid 5.192 972124.034 55.81 1.24 2169 FALSE 1.34
4 Unknown 7.903 184.530 0.01 1.04 5307 FALSE 6.16
5 Unknown 10.605 225.105 0.01 1.08 6269 FALSE 5.57
6 [mpurity E 14.475 449.074 0.03 1.02 38080 FALSE 9.30
7 Ramipril 16.190 717735.838 41.20 1.39 12906 FALSE 3.96
8 Unknown 18.095 462.846 0.03 1.35 24506 FALSE 3.69
9 Unknown 18.875 395.959 0.02 1.14 26579 FALSE 1.69
10 Impurity D 24.342 43356.510 2.49 1.13 16675 FALSE 8.98
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Chromeleon 7.2.4,8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets
Sample Solution 4

17

Unknown

30.00 pL

1.7
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 02:33:38
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5€q

Batch No. :-
AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :-23-11-2018 19:16:47
Experiment Name:-

Wavelength:-

GP180301
D2404181993
HPLC-42_Ramithiazide Tablet RS M
Mahesh M Nikam
21-11-2018 15:24:45
Ramithiazide Tablets_RS_PR

Precision
210 nm

e 7] HPLC-42 21-Nov-18_Al Sample Solution 4 #17 UV_VIS_1
1| IHAU 5 & (@Q{\\
- 0\.‘.\\ Q'Q
1.3e5 - © K <
1 o A3 &
& &
] %Qﬁ 0\6\
1.0e5 s o
- 1 Vv
=) ]
q: o
= 4
% 7.5e4
% e
£ ]
@ 5.0e4
z 1 % &
i ot &
] &
2.5e4 S oF
4 \6\ é’“
1 RS
] g L
0.0e0 T T
] min
-1.5e4 - r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Yo (EP/USP) (USP) (USP)
1 Unknown 4207 91.211 0.01 0.77 5859 FALSE n.a.
2 Placebo 4.657 6721.497 0.39 0.95 2864 FALSE 1.58
3 Hydrochlorothiazid 5.188 970451.331 55.96 1.24 2170 FALSE 1.34
4 Unknown 7.907 188.396 0.01 1.07 4403 FALSE 5.90
5 Unknown 10.627 205.201 0.01 0.99 6380 FALSE 5.39
6 Impurity E 14.472 442.505 0.03 1.03 38486 FALSE 9.30
7 Ramipril 16.187 712314.598 41.07 1.40 13113 FALSE 3.99
8 Unknown 18.107 462.493 0.03 1.28 24883 FALSE 3.75
9 Unknown 18.860 371.680 0.02 1.19 27133 FALSE 1.64
10 Impurity D 24.340 43027.890 248 1.13 16648 FALSE 9.04
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No, :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets
Sample Solution 5

18

Unknown

30.00 uL

1.8
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 03:04:47

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

GP180301

2404181993
HPLC-42_Ramithiazide Tablet_RS_M
Mahesh M Nikam

Batch No. :-

AR. No. :-

Instrument Method :-
Instrument Method Created By :-
Instrument Method Created On :- 21-11-2018 15:24:45
Processing Method :- Ramithiazide Tablets RS_PR
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 19:16:47
Precision

210 nm

Experiment Name:-

Wavelength:-

Tos B HPLC-42 21-Nov-18_Al Sample Solution 5 #18 UV_VIS 1
]| AU & (@Qé\
J 0;9\ &
] & o <
1.3e5 d o‘}\\ \",.{b (\'d
3 &
] '\Q:\ “\4‘
1.0e5 4 4P V7
i b .4
5 i
<
=
. 7.5e4 4
e
=
g ]
2 5.0e4]
P ]
2.5e4 4
0.0e0 4 : T
] min
-1.5e4 J
T T T T T T L |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min \nAU*min % (EP/USP) (USP) (USP)
1 Unknown 4207 99.930 0.01 0.83 5330 FALSE n.a.
2 Placebo 4.665 7568.471 0.44 0.96 2971 FALSE 1.60
3 Hydrochlorothiazid 5.207 969002.676 55.73 1.18 2196 FALSE 1.38
4 Unknown 7915 171.624 0.01 1.03 5338 FALSE 6.17
5 Unknown 10.613 221.065 0.01 1.07 6427 FALSE 5.60
6 Impurity E 14.475 453.660 0.03 1.01 37948 FALSE 9.34
7 Ramipril 16.188 716873216 41.23 1.40 12981 FALSE 3.96 ¢
8 Unknown 18.103 476.143 0.03 1.35 23557 FALSE 3.68
9 Unknown 18.873 380.472 0.02 1.16 26522 FALSE 1.65
10 Impurity D 24.340 43359.429 2.49 1.14 16615 FALSE 8.97
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Analyst :-

Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Sample Solution 6
19

Unknown

30.00 uL

1:9
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 03:35:58

Swaraj Jadhav

Batch No. :- GP180301
AR. No. :- 02404181993
Instrument Method :- HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhay
Processing Method Last Updated On :- 23-11-2018 19:16:47
Precision

210 nm

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Ramithiazide Tablets RS_PR

1.565 - 7 HPLC-42_21-Nov-18_Al Sample Solution 6 #19 UV_VIS 1
T | mau & D
1 ‘sﬁ'\ Q?@Q
1.3&5-: $0‘° h,.é\ <
b¢:> L\ 3
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1.0e5 4 » X
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§ 5.0e4 ] ?é
2.5e4 ]
) 1
0.0e0 T
] min
-1.5e4 - r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
| Unknown 4212 91.751 0.01 0.75 5593 FALSE n.a.
2 Placebo 4.660 6935.286 0.40 0.95 2873 FALSE 1.56
3 Hydrochlorothiazid 5.202 973009.271 55.89 1.20 2172 FALSE 1.36
4 Unknown 7.910 181.242 0.01 1.08 4730 FALSE 5.98
5 Unknown 10.628 213.241 0.01 1.08 6694 FALSE 5:85
6 Impurity E 14.477 455.028 0.03 1.03 37598 FALSE 941
7 Ramipril 16.197 715983.534 41.12 1.39 13002 FALSE 3.97
8 Unknown 18.108 455.071 0.03 1.33 25339 FALSE 3.74
9 Unknown 18.880 380.378 0.02 1.17 26506 FALSE 1.68
10 Impurity D 24,362 43332.302 2.49 1.14 16526 FALSE 8.97
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Galty by Coiign
Product Name :- Ramithiazide Tablets
Sample Name :- Blank Solution
Sample Number :- 20

Sample Type :- Unknown

Injection Volume :- 30.00 uL

Vial Position :- 1

Column No. :- QbD/LC/COL/128
Instrument ID. :- QbD-INST-HPLC-42
Injection Date & Time :- 22-11-2018 04:07:04
Analyst :- Swaraj Jadhav
Sequence Path :-

Batch No. :- N/A

AR. No. :- 02404181993

Instrument Method :- HPLC-42_Ramithiazide Tablet_ RS _M
Instrument Method Created By :- Mahesh M Nikam

Instrument Method Created On :- 21-11-2018 15:24:45

Processing Method :- Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:- Precision,Solution Stability & Filter S

Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

AR e ¥ HPLC-42 21-Nov-18_Al Blank Solution #20 UV_VIS 1
i Y
1,25,000
1,00,000 4
5
<
=
= 75,000
o] ]
[ =4
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£ ]
2 50,000
<C
25,000
0—- [ —
-15,000 J : min
r ¥ b i " T ¥ ¥ ¥ T T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25;.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ImAU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP'

Q_alty by Dosigr

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Bracketing Standard Solution

21

Unknown

30.00 pL.

1.2
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 04:38:14
Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS PR 1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :-23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Precision,Solution Stability & Filter S

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

1.50.000 - 7 HPLC-42 21-Nov-18_Al Bracketing Standard Solution #21 UV_VIS 1
IR | Y
1,25,000
1,00,000
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< 4
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] min
-15,000 - r T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ILAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.202 3949.063 62.85 1.14 4042 FALSE n.a.
2 Ramipril 16.375 2334.470 3715 1.02 24333 FALSE 2991,
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit. (USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No, :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets
Spiked Sample Solution 1
22

Unknown

30.00 puL

110

QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 05:09:25

Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-
Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47

Experiment Name:-

Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet_ RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS PR

Precision
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

St B HPLC-42 _21-Nov-18_Al Spiked Sample Solution 1 #22 UV_VIS_1
]| AU & &Q&
: & @
1.3e5 - & o 39
i & K3 &
& S
] ES) &
1.0e5 4 oS &
. o ’
=) ] i
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E‘ 7A5e4-_
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g :
2 5.0e4]
& ]
2.5e4 -
! 1
0.0e0 - T
] min
-1.5e4 - T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min %Yo (EP/USP) (USP) (USP)
1 Unknown 4210 98.401 0.01 0.81 5348 FALSE n.as-
2 Placebo 4.667 7950.621 0.45 0.95 2944 FALSE 1.59
3 Hydrochlorothiazidg 5.207 972694.350 55.43 1.20 2178 FALSE 1.37
4 Unknown 7.917 182.683 0.01 1.10 5207 FALSE 6.12
5 Unknown 10.650 235.107 0.01 1.08 6652 FALSE 5.69
6 Impurity E 14.483 470.595 0.03 n.a. 28103 FALSE 8.83
7 Impurity A 14.915 11463.239 0.65 0.92 22782 FALSE 1.17
8 Ramipril 16.197 717490.039 40.88 1.39 12955 FALSE 2.66
9 Unknown 18.112 499.693 0.03 1.31 24330 FALSE 3.71
10 Unknown 18.883 371.488 0.02 1.16 26487 FALSE 1.66
11 Impurity D 24.363 43485.550 2.48 1.15 16410 FALSE 8.95
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 2 AR. No. :- D2404181993
Sample Number :- 23 Instrument Method :- HPLC-42_Ramithiazide Tablet_ RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL. Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1.11 Processing Method :- Ramithiazide Tablets_RS_PR
Column No, :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :-23-11-2018 19:16:47
Injection Date & Time :- 22-11-2018 05:40:33 Experiment Name:- Precision
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5eq
R 7 HPLC-42 21-Nov-18_Al Spiked Sample Solution 2 #23 UV_VIS_1
1| HAU &\b" @Q&
& o
1.3e5 - & S &
] b@o P Qoi‘
1 4 «
] o <
1.05 o >
5 1
<
4 i
S 7.5e4
g ]
2 5.0e4
g ]
2.5e4
0.00 ' T
] min
-1.5e4 r 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 5.0 10.0 15.0 20.0 250 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ipAU*min Yo (EP/USP) (USP) (USP)
1 Unknown 4212 103.537 0.01 0.83 4238 FALSE n.a.
2 Placebo 4.670 8249.764 0.47 0.96 2965 FALSE 1.52
3 Hydrochlorothiazidd 5.207 972919.009 55.39 1.21 2176 FALSE 1.36
4 Unknown 7.923 176.130 0.01 1.06 4748 FALSE 5.99
5 Unknown 10.647 229.383 0.01 1.07 7064 FALSE 5.63
6 Impurity E 14.480 471.283 0.03 n.a. 28260 FALSE 9.01
7 Impurity A 14917 11387.081 0.65 0.91 22758 FALSE 1.18
8 Ramipril 16.197 718113.082 40.89 1.39 12943 FALSE 2.65
9 Unknown 18.113 492,185 0.03 1.32 24898 FALSE 3.73
10 Unknown 18.888 348.429 0.02 1.14 26867 FALSE 1.68
11 Impurity D 24.363 43902.193 2.50 1.15 16394 FALSE 8.96

Swaraj Jadhav Page No. 30 of 68 Printed Time 23-Nov-2018 19:31 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525

a1k by Design |

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Spiked Sample Solution 3

24

Unknown

30.00 pL.

1_12
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 06:11:41
Swaraj Jadhav

N/A
D2404181993

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47
Precision

210 nm

Mahesh M Nikam
21-11-2018 15:24:45

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

HPLC-42_Ramithiazide Tablet RS_M

Ramithiazide Tablets_RS_PR

T B HPLC-42_21-Nov-18_Al Spiked Sample Solution 3 #24 UV_VIS 1
1| iHAU ‘9"\66 .\Q{\\
4 G
] & Q&
1.3e5 o J.‘oﬁ’ Q
i 0 L4 l@
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2 5.0e4
<
2.504
0.0e0 : T
] min
-1.5e4 4 - - - - : ~ 5 : T . T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Yo (EP/USP) (USP) (USP)
1 Unknown 4215 98.186 0.01 0.78 5308 FALSE n.a.
2 Placebo 4.667 8072.584 0.46 0.95 2948 FALSE 1.57
a Hydrochlorothiazid( 5.205 975997.662 35.52 1.21 2160 FALSE 1.36
4 Unknown 7.922 186.036 0.01 1.05 5217 FALSE 6.13
5 Unknown 10.650 227222 0.01 1.04 6976 FALSE 5.75
6 Impurity E 14.480 471.643 0.03 n.a. 28802 FALSE 9.00
7 Impurity A 14.913 11492.367 0.65 0.92 22742 FALSE 1.18
8 Ramipril 16.195 717247.596 40.80 1.39 12973 FALSE 2.66
9 Unknown 18.110 482,521 0.03 L.31 24432 FALSE 3.71
10 Unknown 18.885 367.702 0.02 1.13 26118 FALSE 1.67
11 Impurity D 24.362 43393.431 247 1.15 16409 FALSE 8.92
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

a I“

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
@-alty by Pwiign |
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 4 AR. No, :- D2404181993

Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Injection Date & Time :-

Analyst :-

Sequence Path :-

25

Unknown

30.00 pL.

1513
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 06:42:48

Swaraj Jadhav

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :-23-11-2018 19:16:47
Precision

210 nm

Mahesh M Nikam
21-11-2018 15:24:45

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

HPLC-42_Ramithiazide Tablet_RS_M

Ramithiazide Tablets_RS_PR

1,508 B HPLC-42_21-Nov-18_Al Spiked Sample Solution 4 #25 UV_VIS_1
1| wAu & &
] = &
] d & <
1.3e5 i o“'& \h._@ i\"’\
3 S
] ';3:‘. ‘:\'i"
1.0e5 B o
i 1 i v
= [}
< 4
2 ]
o 7.5e4
3 ]
=
g ]
5 ]
§ 5.0e4
2.5¢4 ]
0.0e0 1 I
] min
-1.5e4 - r T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min PAU*min Y% (EP/USP) (USP) (USP)
1 Unknown 4215 98.404 0.01 0.78 5462 FALSE n.a.
2 Placebo 4.665 8025.624 0.46 0.95 2949 FALSE 1.57
3 Hydrochlorothiazid 5.193 974075.700 55.41 1.27 2162 FALSE 1.34
4 Unknown 7912 181.592 0.01 1.11 5311 FALSE 6.17
5 Unknown 10.640 232.774 0.01 1.08 6513 FALSE 5.67
6 Impurity E 14.478 470.273 0.03 n.a. 27515 FALSE 8.76
v/ Impurity A 14912 11484.297 0.65 0.92 22768 FALSE I.16
8 Ramipril 16.193 718985.801 40.90 1.39 12904 FALSE 2.65
9 Unknown 18.102 486.193 0.03 1.34 23929 FALSE 3.68
10 Unknown 18.888 371.270 0.02 1.12 25817 FALSE 1.68
11 Impurity D 24355 43574.489 2.48 1.15 16321 FALSE 8.87
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_Al/Sys_suit.(USP

O bD QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Q.alty by Cesige |
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 5 AR. No. :- D2404181993
Sample Number :- 26 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 114 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :-23-11-2018 19:16:47
Injection Date & Time :- 22-11-2018 07:13:57 Experiment Name:- Precision
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq
1.5¢5 Z HPLC-42_21-Nov-18_Al Spiked Sample Solution 5 #26 UV_VIS_1
1| HAU W o
R &
] & @
1.3e5 & Y e
4 o~ P &
& &
p Q\"\ \5\
1 N a
1.0e5 JF v
4 Vv
S I
{ -
3 ]
o 7.5e44
z ]
c
2 ]
2 5.0e4
N ]
2.504 ]
0.0e0 4 . :
] min
-1.5e4 - r T T ¥ T T T T T T T T T T T T T T T ¥ T T T ¥ LR
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Yo (EP/USP) (USP) (USP)
1 Unknown 4213 98.680 0.01 0.80 5009 FALSE n.a.
2 Placebo 4.668 8283.957 0.47 0.95 2953 FALSE 1.56
3 Hydrochlorothiazid 5.208 974419324 5543 1.20 2172 FALSE 1.37
4 Unknown 1927 182,113 0.01 1.08 4913 FALSE 6.04
] Unknown 10.653 235.658 0.01 1.06 6220 FALSE 5.49
6 Impurity E 14.478 471.604 0.03 n.a. 27836 FALSE 8.62
7 Impurity A 14913 11385.893 0.65 0.92 22681 FALSE 1.17
8 Ramipril 16.195 718142.805 40.85 1.39 12936 FALSE 2.65
9 Unknown 18.108 500.301 0.03 1.30 24202 FALSE 3.70
10 Unknown 18.887 352.182 0.02 1.14 26961 FALSE 1.68
11 Impurity D 24.357 43876.560 2.50 115 16332 FALSE 8.95
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Chromeleon 7.2.4.8525

oo

Qale by Ceiigy

HPLC-42_21-Nov-18_A1/Sys_suit.(USI

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst ;-
Sequence Path :-

Ramithiazide Tablets Batch No. :-

Spiked Sample Solution 6 AR. No. :-

27 Instrument Method :-

Unknown Instrument Method Created By :-
30.00 pL Instrument Method Created On :-
1.15 Processing Method :-

QbD/LC/COL/128

QbD-INST-HPLC-42

22-11-2018 07:45:06 Experiment Name:-

Swaraj Jadhav

Wavelength:-

N/A
D2404181993
HPLC-42_Ramithiazide Tablet_RS_M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 19:16:47

Precision
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

’71 S5 B HPLC-42 21-Nov-18_Al Spiked Sample Solution 6 #27 UV_VIS 1
: -.' ] NS
1| 1wAU & @Q{\
] 0"6“\ &
1.3e5 & o
] & RS &
] 'an «
1.0e5 4 4 ,bh‘;?
= |
3 ]
g‘ ?'564T
c%
b ]
2 5.0e4
9 ]
2.5e4 4
0.0e0 T
min
-1.5e4 jl T T T T T T T T T T T T —
L 0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min] :
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min mAU*min % (EP/USP) (USP) (USP)
1 Unknown 4215 98.698 0.01 0.78 5405 FALSE n.a.
2 Placebo 4.667 8124.689 0.46 0.96 2957 FALSE 1.58
3 Hydrochlorothiazidd 5.203 975162.794 55.46 1.22 2163 FALSE 1.36
4 Unknown 7.923 185.264 0.01 1.07 5013 FALSE 6.08
5 Unknown 10.650 222.642 0.01 1.06 5871 FALSE 543 -
6 Impurity E 14.478 477.083 0.03 n.a. 27367 FALSE 8.45
7 Impurity A 14.913 11511.932 0.65 0.92 22728 FALSE 1.17
8 Ramipril 16.195 718072.779 40.84 1.39 12944 FALSE 2.66
9 Unknown 18.105 493310 0.03 1.35 24852 FALSE 3.71
10 Unknown 18.888 363,732 0.02 1.14 25645 FALSE 1.68
11 Impurity D 24,358 43477.140 2.47 1,15 16309 FALSE 8.86
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USF

1
QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Blank Solution AR. No., :- D2404181993
Sample Number :- 28 Instrument Method :- HPLC-42_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1l Processing Method :- Ramithiazide Tablets_ RS _PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :-23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 08:16:13 Experiment Name:- Precision,Solution Stability & Filter S
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq
- .
1.50,000 - 2 HPLC-42_21-Nov-18_Al Blank Solution #28 UV_VIS 1
1| AU
1,25,000 -
1,00,000
=)
< 4
3 ]
% 75,000
8 ]
(0]
8 ]
2 50,000
2 ]
25,000 -
0 TSIV E T
] min
-15,000 - r T T v T T T T T T T T T T T T T T T T T ¥ T T T T T Y T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ‘A U*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USI

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Injection Date & Time :- 22-11-2018 08:47:22

.0k by tn:iaj

Product Name :- Ramithiazide Tablets
Sample Name :- Bracketing Standard Solution
Sample Number :- 29

Sample Type :- Unknown

Injection Volume :- 30.00 pL

Vial Position :- 12,

Column No. :- QbD/LC/COL/128
Instrument ID. :- QbD-INST-HPLC-42

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

N/A

D2404181993
HPLC-42_Ramithiazide Tablet RS_M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Precision,Solution Stability & Filter S

Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18_Al.seq
{50 860 7 HPLC-42_21-Nov-1 8 Al Bracketing Standard Solution #29 UV_VIS_1
T Ay
1,25,000 4
1,00,000
=
< 4
=1 ]
g 75000 o
5 S
8 ]
= ]
§ 50,000 . &og,o Q‘\\
= &
1 & &
25,000 - e rf;"
] | K3
: I Y S
U-_ - 1 T
] min
-15,000 ! —— - = —— :
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.183 3958.714 62.49 1.14 3973 FALSE n.a.
2 Ramipril 16.295 2376.174 37.51 1.01 24318 FALSE 29.75
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USF

ZEQ N | QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Q.alty by cmn
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Standard Solution 1 (Stability Interval) AR. No. :- D2404181993
Sample Number :- 30 Instrument Method :- HPLC-42_Ramithiazide Tablet RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position ;- L2 Processing Method :- Ramithiazide Tablets_ RS PR _1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 09:18:31 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq
05D 00 3 HPLC-42_21-Nov-18_Al Standard Solution 1 (Stability Interval) #30 UV_VIS_1
A 1| IRAU
1,25,000
1,00,000
2
< 4
3 ]
o 75,000 3
8 &
3 A ‘06‘
2 50,000 oge‘" y
< & -\Q(\
] 3 &
] 2o <
25,000 o w®
] 1 o
: A I
o-: —— r ‘LAI‘
min
g 5’000 J 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 T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Y% (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.178 3961.051 62.30 15 3958 FALSE n.a.
2 Ramipril 16.318 2396.874 37.70 1.01 23763 FALSE 29.60
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(US]

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Yolume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Spiked Sample Solution 1 (Stability Interval)

31

Unknown

30.00 pL

1410
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 09:49:42

Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

Experiment Name:-

Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets RS _PR
Processing Method Last Updated By :- Swaraj A. Jadhay

Processing Method Last Updated On :- 23-11-2018 19:16:47

Solution Stability

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18_Al seq

1565 - B HPLC-42_21-Nov-18_Al Spiked Sample Solution 1 (Stability Interval) #31 UV_VIS 1
[ wAu 2 &
] Q_.,,é‘
] 3 o <
1.3e5 06&0 '\“.'\i: «36
& S
Q:\ \‘so
& »
L' 088 oA >
5 ]
< g
= ]
o 7.5e4 -
1 ]
[ o
_‘é‘ ]
2 5.0e4
= ]
254 ]
0.0e0 | ]
j min
-1.5e4
T T T T T T B |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret, Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min PAU*min % (EP/USP) (USP) (USP)
1 Unknown 4210 89.998 0.01 0.75 5800 FALSE n.a.
2 Placebo 4.660 8103.816 0.46 0.94 2947 FALSE 1.59
3 Hydrochlorothiazid 5.197 974191.004 55.49 1.22 2162 FALSE 1.36
4 Unknown 7912 179.541 0.01 1.04 5041 FALSE 6.08
5 Unknown 10.638 240.524 0.01 1.00 6339 FALSE 5.56
6 Impurity E 14.453 472.507 0.03 n.a. 29223 FALSE 8.74
7 Impurity A 14.893 11424.548 0.65 0.92 22754 FALSE 1.20 -
8 Ramipril 16.168 716519.485 40.81 1.38 12951 FALSE 2.65
9 Unknown 18.063 526.411 0.03 1.33 24329 FALSE 3.67
10 Unknown 18.843 371.637 0.02 1.14 25214 FALSE 1.66
11 Impurity D 24.295 43520.373 248 1.16 16318 FALSE 8.83
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(US

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst ;-
Sequence Path :-

Ramithiazide Tablets
Blank Solution

32

Unknown

30.00 uL

11
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 10:20:48

Swaraj Jadhay

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Batch No. :- N/A

AR. No. :- D2404181993

Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Instrument Method Created By :- Mahesh M Nikam

Instrument Method Created On :- 21-11-2018 15:24:45

Processing Method :- Ramithiazide Tablets_RS_PR_|

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00
Experiment Name:- Solution Stability & Filter Study

Wavelength:- 210 nm

B HPLC-42 21-Nov-18_Al Blank Solution #32 UV_VIS 1
1,50,000 4 ————
1| wAU
1,25,000
1,00,000 J
=)
E1 ]
5 75,000 4
3
c
8
o
:%'2 50,000 ]
25,000 4
ot | IR
] min
-15,000 4
T T T T T T T T T T T T T T T T T —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min \AU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-No

v-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Bracketing Standard Solution

33
Unknown
30.00 uLL
152

QbD/LC/COL/128

QbD-INST-HPLC-42
22-11-2018 10:51:59

Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24

Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

45

& Filter Study

1/50.000 = g HPLC-42_21-Nov-18_Al Bracketing Standard Solution #33 UV_VIS_1
i T
1,25,000 4
1,00,000 -
=)
< 4
=2 ]
= 75,000
§ ,000 1 &
3 ] S
@ 50,000 5
L ’ ] 00 N
< & &
] 'b.ga Q?é\
] G
25,000 1 o &
f | o
1 1
0_- el il IAI I /\|
j min
-1 5‘000 r T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.193 3957.677 62.47 1.14 3979 FALSE n.a.
2 Ramipril 16.350 2377.441 3753 1.01 23792 FALSE 29.62
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Chromeleon 7.2.4 8525

Q. :Ih' by Csigr |

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Analyst :-

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

Ramithiazide Tablets Batch No. :-

Blank Solution

34

Unknown

30.00 pLL

131
QbD/LC/COL/128

QbD-INST-HPLC-

Swaraj Jadhav

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet_ RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_ RS_PR_1

Swaraj A. Jadhav

42 Processing Method Last Updated On :- 23-11-2018 09:42:00
22-11-2018 11:23:06 Experiment Name:-

Wavelength:-

Solution Stability & Filter Study

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

1.50,000 - ] HPLC-42_21-Nov-18 Al Blank Solution #34 UV_VIS_ 1
1| ivAU
1,25,000
1,00,000 ]
=5
3 ]
< 75,000
8 ]
g ]
= ]
§ 50,000-_
25,000 4
04
j min
-15,000 - — T )
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Centrifuged Sample Solution

35

Unknown

30.00 puL

1_16
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 11:54:16

Swaraj Jadhay

Batch No. :- GP180301
AR. No. :- D2404181993
Instrument Method :-

Mahesh M Nikam
21-11-2018 15:24:45

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47
Filter Study

210 nm

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

HPLC-42_Ramithiazide Tablet_ RS_M

Ramithiazide Tablets RS PR

1.565 - 3 HPLC-42_21-Nov-18 Al Centrifuged Sample Solution #35 UV_VIS 1
1| AU & @‘Q&
] g &
] a >
1.3e5 7 oé\\ \h:\b a\'do
o &
G;x\ «
1.0e5 - b o
— 1 '}h‘
s 1
=4
=1
E; 7.584-_
=
g ]
2 5.0e4]
2 ]
2.5e4
0.0e0 ' I
] min
-1.5e4 - r T T T T T 1
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min ‘A U*min Y% (EP/USP) (USP) (USP)
1 Unknown 4.208 95.331 0.01 0.77 5461 FALSE n.a.
2 Placebo 4.655 6952.117 0.40 0.96 2840 FALSE 1:55:;
3 Hydrochlorothiazid 5.185 974272.166 56.00 1.26 2148 FALSE 1.33
4 Unknown 7.902 174.140 0.01 1.02 5344 FALSE 6.17
5 Unknown 10.597 223252 0.01 1.08 6328 FALSE 5.58
6 Impurity E 14.465 448.952 0.03 1.03 38208 FALSE 9.33
7 Ramipril 16.168 713501.276 41.01 1.39 13027 FALSE 3.95
8 Unknown 18.083 542.726 0.03 1.34 22382 FALSE 3.65
9 Unknown 18.853 377.108 0.02 1.16 26286 FALSE 1.62
10 Impurity D 24.308 43334.044 2.49 1.16 16226 FALSE 8.88
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

Q.alty by Ceiigr |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID, :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets
Sample Solution 0.45 p PV
36

Unknown

30.00 pL

1:17

QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 12:25:26

Swaraj Jadhav

DF Filter

GP180301
D2404181993

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47
Filter Study

210 nm

Mahesh M Nikam
21-11-2018 15:24:45

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

HPLC-42_Ramithiazide Tablet_ RS_M

Ramithiazide Tablets_RS_PR

1.505 B HPLC-42_21-Nov-18_Al Sample Solution 0.45 p PVDF Filter #36 UV_VIS_1
i -. I &
1| iHAU \,D‘bbo é\Q"\
1 &8 <
] & v
1.3e5 ) 0&\\ q;_f,b 'S-'\o
S o s
] 2t «
1.0e5 4P S
— 1 1 'bh-
=) |
<C r
3 ]
‘o 7.5e4 -
8
[ =
g ]
2 5.004]
<< & o
] A
] ®
2.5¢4 ] R
1 K S
NG
o 1
0.0e0 lI TII—I T
j min
-1.5e4 f T T T T T i ]
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IMAU*min Yo (EP/USP) (USP) (USP)
1 Unknown 4210 98.283 0.01 0.82 4918 FALSE na. -
2 Placebo 4.667 6912.338 0.40 0.96 2847 FALSE 1.55
3 Hydrochlorothiazidd 5.200 976034.018 55.94 1.25 2152 FALSE 1.34
4 Unknown 7.928 185.555 0.01 1.06 3624 FALSE 5.60
5 Unknown 10.650 200.266 0.01 1.04 6888 FALSE 5.23
6 Impurity E 14.480 453.134 0.03 1.05 37785 FALSE 9.44
7 Ramipril 16.202 716598.677 41.07 1.38 12945 FALSE 3.97
8 Unknown 18.117 500.518 0.03 1.32 23974 FALSE 3.69
9 Unknown 18.892 377.395 0.02 1.17 24799 FALSE 1.64
10 Impurity D 24.372 43418.314 2.49 1.16 16175 FALSE 8.79
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USI

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Sample Solution 0.45 p Nylon Filter

37

Unknown

30.00 pL

1_18
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 12:56:35
Swaraj Jadhav

GP180301
2404181993

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47

Mahesh M Nikam
21-11-2018 15:24:45

HPLC-42_Ramithiazide Tablet RS M

Ramithiazide Tablets_RS_PR

Experiment Name:-

Wavelength:-

Filter Study
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

{.5a - B HPLC-42_21-Nov-18 Al Sample Solution 0.45 p Nylon Filter #37 UV_VIS_1
]| ivAU & ¥
] R &
1.3e5 © 2« Q
H & K3 &-ﬁ
1 *\QA &
1.0e5 8 ,"»’9‘}
= |
3 ]
o 7-5e4 4
8
=
g ]
S ]
§ 5.Ue4-:
2.5e4
0.0e0 4 . T
j min
-1.5e4 r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
L Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min WA U*min Yo (EP/USP) (USP) (USP)
1 Unknown 4212 98.947 0.01 0.84 5333 FALSE n.a.
2 Placebo 4.668 6899.800 0.40 0.96 2861 FALSE 1.58
3 Hydrochlorothiazid 5.207 976372.460 56.00 1:22 2156 FALSE 1.35
4 Unknown 7.918 189.123 0.01 1.08 4857 FALSE 6.01
5 Unknown 10.650 206.741 0.01 1.04 6780 FALSE 5.62
6 Impurity E 14.468 451.164 0.03 1.04 37875 FALSE 937
7 Ramipril 16.177 714926.014 41.01 1.39 13002 FALSE 3.95
8 Unknown 18.087 521.984 0.03 137 23626 FALSE 3.68
9 Unknown 18.867 370.984 0.02 1.16 26470 FALSE 1.67
10 Impurity D 24.323 43428.323 2.49 1.17 16166 FALSE 8.88

Swaraj Jadhav

Page No. 44 of 68 Printed Time 23-Nov-2018 19:31 Electronically signed document

Satish Dodtale



Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
DT by Ceiign
Product Name :- Ramithiazide Tablets Batch No, :- GP180301
Sample Name :- Sample Solution Whatman 41 Filter AR. No. :- D2404181993
Sample Number :- 38 Instrument Method :- HPLC-42_Ramithiazide Tablet RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1_19 Processing Method :- Ramithiazide Tablets_ RS PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :-23-11-2018 19:16:47
Injection Date & Time :- 22-11-2018 13:27:45 Experiment Name:- Filter Study
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18_Al.seq
1 5ak ] HPLC-42 21-Nov-18_Al Sample Solution Whatman 41 Filter #38 UV_VIS_1
. -_ 3 ™
J HAU .@‘i’\b@ é“qi\
_ ¥y RS
1.3e5 - d G
o & " &
& &
] il &
1.0e5 A ,?@
5 ] T
< 4
3 ]
o 7.5e4
3
2 5.0e4
<
2.5e4
0.0e0 1 T
-1.5e4 ] badh
—Y—— ————————— e
0.0 5.0 10.0 15.0 20.0 25.0 30.0
L Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IMAU*min Y% (EP/USP) (USP) (USP)
1 Unknown 4.207 98.596 0.01 0.83 4691 FALSE n.a.
2 Placebo 4.663 6931.359 0.40 0.96 2858 FALSE 1.54
3 Hydrochlorothiazid 5.198 977399.953 55.96 1.24 2146 FALSE 1.34
4 Unknown 7.913 181.588 0.01 1.13 5263 FALSE 6.13
5 Unknown 10.652 199.714 0.01 1.01 6758 FALSE 5.74
6 Impurity E 14.480 453.189 0.03 1.04 38350 FALSE 9.41
7 Ramipril 16.193 716936.709 41.05 1.39 12946 FALSE 3.96
8 Unknown 18.115 519911 0.03 1.31 23749 FALSE 3.70
9 Unknown 18.890 387.059 0.02 1.16 25727 FALSE 1.65
10 Impurity D 24.368 43531.180 2.49 1.17 16166 FALSE 8.85
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

IDD ‘ QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Blank Solution AR. No. :- D2404181993
Sample Number :- 39 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1] Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhay
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 13:58:52 Experiment Name:- Solution Stability & Filter Study
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18 Al seq
1 EL 00 17 HPLC-42 21-Nov-18_Al Blank Solution #39 UV_VIS_ 1
1| ivAU
1,25,000
1,00,000
=
2 i
s 75,000 4
3] ]
1
5 ]
5 ]
é 50,000-_
25,000
| SR
] min
-15,000-|,,,,|_,,, —— : ]
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min iAU*min % (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_

Al/Sys_suit.(USP

|

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

DD}
Boally by Pwilg
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Bracketing Standard Solution AR. No. :- D2404181993

Sample Number :-
Sample Type :-
Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

40

Unknown

30.00 puL

1.2
QbD/LC/COL/

28

QbD-INST-HPLC-42
22-11-2018 14:29:58

Swaraj Jadhav

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability & Filter Study

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Swaraj Jadhav
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1.60.000 — 7] HPLC-42_21-Nov-18_Al Bracketing Standard Solution #40 UV_VIS 1
C [ eAu
1,25,000 4
1,00,000 -
=)
=4 1
Et ]
3 75,000 &
8 . &““&
@ 50,000 &
< 1 «© &
o &
] & <&
25,000 o £
1 o
J\ |
U-‘ MRAINR bl S | -LA|_¥
] min
-1 5'000 “r T T T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IrAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazidd 5.193 3963.506 62.81 1.15 3917 FALSE n.a.
2 Ramipril 16.375 2347.141 37.19 1.02 24027 FALSE 29.64

Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USI

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-

Sample Name :- Blank Solution

Sample Number :- 4]

Sample Type :- Unknown
Injection Volume :- 30.00 pL

Vial Position :- 1_1

Column No. :- QbD/LC/COL/128

Instrument ID. :-
Injection Date & Time :-
Analyst :- Swaraj Jadhav

Sequence Path :-

Ramithiazide Tablets

QbD-INST-HPLC-42
22-11-2018 15:01:06

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A, Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

N/A

D2404181993
HPLC-42_Ramithiazide Tablet RS_M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR 1

Solution Stability
210 nm

1,50,000 - 3 HPLC-42_21-Nov-18_Al Blank Solution #41 UV_VIS 1
1| IwAU
1,25,000 4
1,00,000 +
5
< o
3 ]
s 75,000
é’ i
‘é’ ]
2 50,000
2 |
25,000 4
0 Soid itk i
] min
-15,000 -
r T T T T T o
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min WAU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-No

v-18_Al/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Standard Solution 1 (Stability Interval)

42

Unknown

30.00 pL

1.2
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 15:32:14
Swaraj Jadhav

Batch No. :-
AR, No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993
HPLC-42_Ramith
Mahesh M Nikam
21-11-2018 15:24

Ramithiazide Tablets RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al seq

iazide Tablet RS M

45

1.50.000 - B HPLC-42 21-Nov-18_Al Standard Solution 1 (Stability Interval) #42 UV_VIS 1
S waAu
1,25,000
1,00,000
- ]
<
=
g 75000+ &
S
8 ]
s} ] O
§ 50,000 &oy %
] &3 &
i P e
25,000 o P
] | o
/\ i
04 - l - —LAT\
j min
—15'000 r T T T T T L
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IBAU*min Y% (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5:193 3962.498 62.72 1.14 3999 FALSE n.a.
2 Ramipril 16.358 2355.192 37.28 1.02 24024 FALSE 29.75
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Chromeleon 7.2.4.8525

alty by

HPLC-42_21-Nov-1 8_Al/Sys_suit.(US|

[

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Injecti

Colum

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-

on Yolume :-

Vial Position :-

n No. :-

Instrument ID. :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

Ramithiazide Tablets

Spiked Sample Solution 1 (Stability Interval)

43

Unknown

30.00 pL

110
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 16:03:25
Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

Experiment Name:-

Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet_RS_M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 19:16:47

Solution Stability

210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablef\Related Substances\HIPLC-42_21-Nov-18_Al.seq

A 7 HPLC-42_21-Nov-18_Al Spiked Sample Solution 1 (Stability Interval) #43 UV_VIS 1
1| iwAU & &
] & q?@
1.3e5 1 ‘:‘\\c“o o a8
& ~p &
& «®
] A o
1.0e5 ] e -»""56
5 I
32 _
o 7.5e4 4
15 i
g ]
§ 5.0e4
= ]
2.5e4
0.0e0 ] |
-1.5e4 J f T T T T T = 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min AU*min % (EP/USP) (USP) (USP)
1 Unknown 4.207 100.234 0.01 0.83 5244 FALSE n.a.
2 Placebo 4.663 8121.316 0.46 0.96 2957 FALSE 1.59
3 Hydrochlorothiazid 5.197 976977.566 55.48 1.24 2147 FALSE 1.35
4 Unknown 7918 184.669 0.01 1.11 4742 FALSE 5.99
5 Unknown 10.645 239338 0.01 1.05 6427 FALSE 5.50
6 Impurity E 14.487 472.356 0.03 n.a. 25711 FALSE 8.61
7 Impurity A 14.908 11476.367 0.65 0.92 22705 FALSE I1.11
8 Ramipril 16.188 718545.967 40.81 1.40 12923 FALSE 2.65
9 Unknown 18.120 573.831 0.03 1.35 22768 FALSE 3.68
10 Unknown 18.893 371.017 0.02 1.19 25349 FALSE 1.62
11 Impurity D 24.365 43791.544 2.49 1.18 16192 FALSE 8.82

Swaraj Jadha
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

te by Deiigy

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sample Num
Sample Type

Vial Position

Analyst :-

Product Name :-
Sample Name :-

ber :-

Injection Volume :-

Column No. :-
Instrument ID, :-
Injection Date & Time :-

Sequence Path :-

Ramithiazide Tablets Batch No, :-
Blank Solution AR. No. :-
44 Instrument Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS_PR_1

Unknown Instrument Method Created By :-

30.00 pL Instrument Method Created On :-

6| Processing Method :-

QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav

QbD-INST-HPLC-42
22-11-2018 16:34:32

Swaraj Jadhav

Experiment Name:-

Wavelength:-

Processing Method Last Updated On :- 23-11-2018 09:42:00

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

—

- r
1,50,000 - 8 HPLC-42_21-Nov-18_Al Blank Solution #44 UV_VIS_ 1
1| iHAU
1,25,000 4
1,00,000
=
< 4
=
% 75,000
8 ]
g J
2 50,000
2 ]
25,000 4
0
j. min
-15,000
f T d T T T T T T T T
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IMAU*min % (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Bracketing Standard Solution AR, No. :- D2404181993
Sample Number :- 45 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 uL. Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- V2 Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 17:05:40 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al seq
1.50.000 - B HPLC-42 21-Nov-18_Al Bracketing Standard Solution #45 UV_VIS 1
T wau
1,25,000
1,00,000 4
=)
2 :
& 75,000
8 . ™
5 &
£ ] \°@
2 50,000 5
4 ) Ny
<< b Qi\
o &
& R
25,000 o o
p 1 \b-
1 1
0 IA "—A,\
Y T
J min
-1 5‘000 r 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 T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.197 3963.714 62.79 1.15 3941 FALSE n.a.
2 Ramipril 16.365 2348.814 37.21 1.03 24011 FALSE 29.64
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

O bD QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Q.31 by Beige
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Blank Solution (Saturation) AR. No. :- 02404181993

Sample Type

Vial Position

Analyst :-

Sample Number :-

Injection Volume :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

46

Unknown
30.00 uL

1.1

QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 17:36:53

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Instrument Method :-

Instrument Method Created By :-

Instrument Method Created On :-

Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

HPLC-42_Ramithiazide Tablet RS_S
Mahesh M Nikam

21-11-2018 16:08:44

Ramithiazide Tablets_RS_PR_1

Solution Stability
210 nm

§ BHBokL B HPLC-42_21-Nov-18_Al Blank Solution (Saturation) #46 UV_VIS 1
T | wau
1,25,000
1,00,000
5
<
= ]
= 75,000
b ]
[ =
[\
£ ]
2 50,000
g ]
25,000
v | B S
i min
-15,000
r LIS ) T LB | (S e L e e e e L T T T T
0.0 12.5 25.0 37.5 50.0 62.5 75.0 87.5 100.0 1125 120.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IBAU*min % (EP/USP) (USP) (USP)

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_Al/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets

Blank Solution

47

Unknown

30.00 pL

(|
QbD/LC/COL/128

QbD-INST-HPLC-42
22-11-2018 19:38:02

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

N/A

D2404181993
HPLC-42_Ramithiazide Tablet RS M
Mahesh M Nikam

21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Solution Stability
210 nm

. 3 5
1,50,000 - 7 HPLC-42_21-Nov-18_Al Blank Solution #47 UV_VIS_ 1
[ wAu
1,25,000 4
1,00,000 ]
= ]
3 ]
s 75,000
3 ]
c
©
8 ]
5 ]
§ 50,000 7
25,000 1
1 | e /K
j min
_1 5'000 r T T T T ¥ T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min 'AU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_Al/Sys_suit.(USP)

Ql)D QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
_|r.. Cuiigs |
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Blank Solution AR. No. :- D2404181993
Sample Number :- 48 Instrument Method :- HPLC-42_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 L Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1:51 Processing Method :- Ramithiazide Tablets_RS_PR_1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 20:09:10 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq
S onk % HPLC-42_21-Nov-18_Al Blank Solution #48 UV_VIS_1
C | wav
1,25,000
1,00,000
=}
< 4
3 ]
— 75,000
8 ]
8
# 50,000
g ]
25,000
o1 |
| min
-1 5,000 - r T T T T T T T 4 T T T T T T T T T T T T T T T T T T 4 T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min AU*min % (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Standard Solution 1 (Stability Interval) AR. No. :- D2404181993
Sample Number :- 49 Instrument Method :- HPLC-42_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 142 Processing Method :- Ramithiazide Tablets_ RS PR 1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 22-11-2018 20:40:18 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq
1.50.000 - 5 HPLC-42_21-Nov-18 Al Standard Solution 1 (Stability Interval) #49 UV_VIS_1
T AU
1,25,000
1,00,000
=
< J
= 4
I 75,000 1 &
[=] 1 (s}
2 50,000 & N
< & &
& &
N %Q-
25,000 4 o ¥
] | o
i j\ '
0_‘ y ‘LAl‘
T
J min
=1 5'000 r T T T T T T T T T T T T T T T 4 T T T T T T T T T T 4 T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min MAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.185 3970.600 62.84 1.15 4040 FALSE n.a.
2 Ramipril 16.328 2348.193 37.16 1.02 24729 FALSE 30.05
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QIDD ‘ QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
oty by Ewig |
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 1 (Stability Interval) AR. No. :- D2404181993
Sample Number :- 50 Instrument Method :- HPLC-42 Ramithiazide Tablet_ RS M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1_10 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 19:16:47
Injection Date & Time :- 22-11-2018 21:11:28 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5eq
§ B 7 HPLC-42_21-Nov-18 Al Spiked Sample Solution 1 (Stability Interval) #50 UV_VIS 1
][ wau & &
| & &
] o~ <&
1.3e5 ] & R Y
o~ 4 &
& 3
A o
1.0e5 ] S >
= ] ;
< 1
=3 ]
g 7.5e4
g
£ ]
2 5.0e4 ]
=, ]
2.5e4
0.0e0 ! :
j min
-1.5e4
r " v T T T v ¥ ¥ T v v T v T v v v v T T v ¥ v T v L ¥ Bt )
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min AU*min % (EP/USP) (USP) (USP)
1 Unknown 4.205 87.873 0.01 0.73 5834 FALSE n.a.
2 Placebo 4.652 8267.342 0.47 0.95 2992 FALSE 1.59
3 Hydrochlorothiazid 5.190 969821.317 55.38 1.23 2170 FALSE 1.37
4 Unknown 7.892 183.311 0.01 1.04 5686 FALSE 6.25
5 Unknown 10.595 247.352 0.01 1.10 6660 FALSE 5.76
6 Impurity E 14.463 481.009 0.03 n.a. 27290 FALSE 8.90
7 Impurity A 14.885 11506.385 0.66 0.91 23522 FALSE 1.14
8 Ramipril 16.152 716007.012 40.89 1.43 12947 FALSE 2.65
9 Unknown 18.085 593.104 0.03 1.28 23960 FALSE 3.74
10 Unknown 18.853 385.802 0.02 1.16 27127 FALSE 1.66 .
11 Impurity D 24.302 43641.592 2.49 1.17 16679 FALSE 9.00
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. ;-
Instrument ID. :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Blank Solution

51

Unknown

30.00 pL

1.1
QbD/LC/COL/128
QbD-INST-HPLC-42
22-11-2018 21:42:34

Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :-23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

] =
1,50,000 - 2 HPLC-42 21-Nov-18_Al Blank Solution #51 UVv_VIS_1
1| AU
1,25,000 4
1,00,000
=y
<
=k
‘o 75,000 4
3 ]
=
]
3 ]
2 50,000
S ]
25,000
ol | A I A
3 min
-15,000 r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min 'PAU*min Y% (EP/USP) (USP) (USpP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sequence Path :-

Product Name :- Ramithiazide Tablets
Sample Name :- Bracketing Standard Solution
Sample Number :- 52

Sample Type :- Unknown

Injection Volume :- 30.00 pL

Vial Position :- 1.2

Column No. :- QbD/LC/COL/128
Instrument ID. :- QbD-INST-HPLC-42
Injection Date & Time :- 22-11-2018 22:13:42
Analyst :- Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

e B HPLC-42 21-Nov-18_Al Bracketing Standard Solution #52 UV_VIS_1
T AU
1,25,000
1,00,000 4
e ]
{ g
= ]
= g ]
g 750004 o
c v
8 &
2 50,000 &°
o ] o >
< & &
& &
4 AD &
N o
25,000 - o o
4 1 ,\ﬁ‘
|
0] dal i 'AI ‘J‘A—u
] min
-15,000 -
r T T T T T T T T T T T T T s |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min [PAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.178 3972.408 62.37 1.15 4039 FALSE n.a.
2 Ramipril 16.325 2396.538 37.63 1.01 24663 FALSE 30.06
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

811D

Qalty by Ceiign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Blank Solution (Saturation)

53

Unknown

30.00 pL

151
QbD/LC/COL/128

QbD-INST-HPLC-42
22-11-2018 22:44:55

Swaraj Jadhav

Batch No. :- N/A

AR. No. :- 02404181993
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00
Solution Stability

210 nm

Mahesh M Nikam
21-11-2018 16:08:44

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .5eq

HPLC-42_Ramithiazide Tablet RS S|

Ramithiazide Tablets_RS_PR 1

B0 B HPLC-42 21-Nov-18_Al Blank Solution (Saturation) #53 UV_VIS 1
B (P
1,25,000
1,00,000
b=}
=
=
o 75,000
8 ]
c
©
8 ]
# 50,000
= ]
25,000 A
0 o1 S
] min
-15'000-‘l' 1 T T Tt L i LA DL SRR LT L SR R e ey | W oole =T L I N T
0.0 12.5 25.0 375 50.0 62.5 75.0 87.5 100.0 1125 120.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min AU*min Y (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablets Batch No. :-

Blank Solution

54

Unknown

30.00 pL

1.1
QbD/LC/COL/128

QbD-INST-HPLC-42

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
2404181993

HPLC-42_Ramithiazide Tablet_RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav

23-11-2018 00:46:05 Experiment Name:-

Swaraj Jadhav

Wavelength:-

Processing Method Last Updated On :- 23-11-2018 09:42:00

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

- A
1.50,000 - @ HPLC-42 21-Nov-18_Al Blank Solution #54 UV_VIS_1
1| IwAU
1,25,000 1
1,00,000 4
=
A ]
o 75,000 4
8
=
_’é’ ]
2 50,000
. ]
25,000
0_. e /\_\_
] min
-15,000 ! , ——————— T =
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min WAU*min %o (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Blank Solution

55

Unknown

30.00 pL

11
QbD/LC/COL/128
QbD-INST-HPLC-42
23-11-2018 01:17:13
Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-
Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

1/50:000 M“'gg HPLC-42_21-Nov-18 Al Blank Solution #55 UV_VIS_1
T ] AU

1,25,000

1,00,000 4
=
< E
= 1
5 75,0004
3
=
[}
€ ]
2 50,000
e ]

25,000 A
o) | BRIt
] min
-15,000 L - - —_———; . )
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]

Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min IMAU*min Yo (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_A1/Sys_suit.(USF

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Standard Solution | (Stability Interval) AR. No. :- 02404181993
Sample Number :- 56 Instrument Method :- HPLC-42_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 puL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 12 Processing Method :- Ramithiazide Tablets_RS_PR 1
Column No, :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 09:42:00
Injection Date & Time :- 23-11-2018 01:48:21 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42_21-Nov-18 Al.seq
1.50.000 - B HPLC-42_21-Nov-18_Al Standard Solution 1 (Stability Interval) #56 UV_VIS 1
Tl
1,25,000
1,00,000 4
i)
< J
3 ]
g 75,000 e
© RS
2 ] \°§\
o 1 N0
§ 50,000 7 &05‘ e
] 3 &5
] Ry <
&
25,000 % oo
] l/l\ o
1 1
O - ‘IAI_‘
J min
-15'000 T T T T T T T T T T T T ¥ v T T T T T T T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min % (EP/USP) (USP) (UspP)
1 Hydrochlorothiazid 5.182 3972311 62.95 1.16 4127 FALSE na. '
2 Ramipril 16.332 2338.447 37.05 1.02 25585 FALSE 30.50
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Chromeleon 7.2.4.8525 HPLC-42_21-Nov-18_Al1/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablets Batch No. :- N/A
Sample Name :- Spiked Sample Solution 1 (Stability Interval) AR. No. :- D2404181993
Sample Number :- 87 Instrument Method :- HPLC-42_Ramithiazide Tablet RS_M
Sample Type :- Unknown Instrument Method Created By :- Mahesh M Nikam
Injection Volume :- 30.00 pL Instrument Method Created On :- 21-11-2018 15:24:45
Vial Position :- 1_10 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-42 Processing Method Last Updated On :- 23-11-2018 19:16:47
Injection Date & Time :- 23-11-2018 02:19:31 Experiment Name:- Solution Stability
Analyst :- Swaraj Jadhav Wavelength:- 210 nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq
1.505 B HPLC-42 21-Nov-18_Al Spiked Sample Solution 1 (Stability Interval) #57 UV_VIS_1
| wav & &
] & &
1 & < Q
1.3e5 8 & )
] o ,dr R
& <K
B R
] o o
1.0e5 - dN >
5 I
<
a ]
o 7.-5e4d 4
8 |
c
_‘é’ ]
2 5.0e4]
2 ]
2.5e4 4
0.00 . I
min
-1.584 JI r v H T X g . T : a ¥ T T T T T T T : ¥ T T T T T b r 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min WAU*min % (EP/USP) (USP) (usr)
1 Unknown 4.195 99.519 0.01 0.85 5351 FALSE n.a.
2 Placebo 4.657 8303.2064 0.48 0.96 3051 FALSE 1.63
3 Hydrochlorothiazid 5.190 969601.021 55.48 1.23 2164 FALSE 1.36
4 Unknown 7.893 182.506 0.01 1.08 5339 FALSE 6.16
5 Unknown 10.608 262.086 0.01 1.07 5974 FALSE 5.53
6 Impurity E 14.475 466.737 0.03 n.a. 29135 FALSE 8.71
7 Impurity A 14.892 11477.971 0.66 0.91 23852 FALSE 1.15
8 Ramipril 16.158 712372.223 40.76 1.42 13176 FALSE 267
9 Unknown 18.108 593.069 0.03 1.34 24471 FALSE 3.80
10 Unknown 18.877 361.139 0.02 1.14 28377 FALSE 1.69
11 Impurity D 24.333 43793.780 2.51 1.17 17217 FALSE 9.17
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USF

Qalte by B-:im:

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No, :-
Instrument ID, :-

Analyst :-
Sequence Path :-

Injection Date & Time :-

Ramithiazide Tablets
Blank Solution

58

Unknown

30.00 pL

Ll
QbD/LC/COL/128
QbD-INST-HPLC-42
23-11-2018 02:50:39
Swaraj Jadhay

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_|

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 09:42:00

Experiment Name:-

Wavelength:-

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

= -
1,50,000 - # HPLC 42 21 Nov-18_Al Blank Solution #58 UV_VIS 1
1| IHAU
1,25,000 4
1,00,000
2
3 ]
8 75,000-_
[ =
(1]
£ ]
2 50,000
4 ]
25,000
o ooa s
] min
-15,000 L . , ——— T =)
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min A U*min %o (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(USP

S DhD

Q.alte by Ewigs

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Sample Type :-
Vial Position :-

Column No. :-
Instrument ID, :-

Analyst :-
Sequence Path :-

Sample Number :-

Injection Volume :-

Injection Date & Time :-

Ramithiazide Tablets
Bracketing Standard Solution

59 Instrument Method :-

Unknown Instrument Method Created By :-
30.00 pL Instrument Method Created On :-

142 Processing Method :-
QbD/LC/COL/128 Processing Method Last Updated By :-

QbD-INST-HPLC-42
23-11-2018 03:21:46
Swaraj Jadhav

Batch No. :-
AR. No. :-

Experiment Name:-

Wavelength:-

N/A
D2404181993

HPLC-42_Ramithiazide Tablet RS_M

Mahesh M Nikam
21-11-2018 15:24:45

Ramithiazide Tablets_RS_PR_1

Swaraj A. Jadhav

Processing Method Last Updated On :- 23-11-2018 09:42:00

Solution Stability
210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al .seq

1.50.000 g HPLC-42_21-Nov-18_Al Bracketing Standard Solution #59 UV_VIS_1
[ wau
1,25,000 4
1,00,000 -
=
3 |
g 75000 e
= s
© Y
£ ] \6&
[*] 1 O
é? 50,000 7 b‘oc, 5
& %l
] &
] S A
25,000 - % 5
] 1 o
JA J
0_‘ Skl gt /_R—LAT
T
3 min
-15,000 r T T T T T Tt
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min irAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.183 3974.737 62.65 1.15 4102 FALSE n.a.
2 Ramipril 16.337 2369.408 37.35 1.02 25328 FALSE 3038
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HPLC-42_21-Nov-1 8_Al/Sys_suit.(USI

Db}

@l by Cesigr

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Analyst :-

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

metod created

Wash

60

Unknown

30.00 uL

1_1
QbD/LC/COL/128
QbD-INST-HPLC-42
23-11-2018 03:52:32

Swaraj Jadhav

Batch No. :-
AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 23-11-2018 19:16:47
Experiment Name:-
Wavelength:-
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

N/A

N/A

Wash method HPLC 42
Ravi R Birajdar

29-04-2017 12:40:44
Ramithiazide Tablets RS_PR

Solution Stability
210 nm

—

Channel UV_VIS_1 is not available for injection #60 - Wash.

i

Peak

Peak

Ret. Time

Area

Area

Asymmetry

Plates

Manipulated Resolution

No.

Name

n.a.

Y%

(EP/USP)

(USP)

(USP)
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Chromeleon 7.2.4.8525

HPLC-42_21-Nov-18_A1/Sys_suit.(US.

|
DD

Qoalte by Caiige

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Sample Type :-
Vial Position :-
Column No. :-

Instrument ID. :-

Analyst :-
Sequence Path :-

Sample Number :-

Injection Volume :-

Injection Date & Time :-

metod created

Shut

61

Unknown

30.00 pL.

1<:1
QbD/LC/COL/128
QbD-INST-HPLC-42
23-11-2018 04:53:08

Swaraj Jadhav

Batch No. :- N/A

AR. No. :- N/A

Instrument Method :- Shut method HPLC 42
Instrument Method Created By :- Ravi R Birajdar

Instrument Method Created On :- 16-03-2017 12:39:53
Processing Method :- Ramithiazide Tablets_RS_PR
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :-23-11-2018 19:16:47
Experiment Name:- Solution Stability
Wavelength:- 210 nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-42 21-Nov-18 Al.seq

Channel UV_VIS_1 is not available for injection #61 - Shut.

L]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min n.a. % (EP/USP) (USP) (USP)
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