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Table 1. tLEST BV 7 AR

Sample code Trade name Manufacturer QT CU DS
{@AEA  13-002-OME-DRR-15-5 OMEZ Dr.Reddy's pass pass  pass
Myanmar PA-005 OMEZ Dr.Reddy’s pass pass fail
Myanmar  A-001 OMEZ Dr.Reddy’s pass pass pass
Myanmar  A-015 OMEZ Dr.Reddy’s pass pass fail
Myanmar  A—-039 OMEZ Dr.Reddy’s pass pass fail
Myanmar A-050 OMEZ Dr.Reddy’s pass pass fail
Myanmar A-061 OMEZ Dr.Reddy’s pass pass fail
Myanmar  A-065 OMEZ Dr.Reddy's pass pass fail
Myanmar A-101 OMEZ Dr.Reddy’s pass pass fail
Myanmar A-106 OMEZ Dr.Reddy’s pass pass fail
Myanmar A-107 OMEZ Dr.Reddy’s pass pass fail
Myanmar A-114 OMEZ Dr.Reddy’s pass pass  fail
Myanmar PB-003 OMEZ Dr.Reddy’s pass pass fall
Myanmar B-006 OMEZ Dr.Reddy’s pass pass fail
Myanmar B-008 OMEZ Dr.Reddy’s pass pass fail
Myanmar B-013 OMEZ Dr.Reddy’s pass pass fail
Myanmar B-036 OMEZ Dr.Reddy’s pass pass fail
Myanmar B-054 OMEZ Dr.Reddy’s pass pass fail
Myanmar B-106 OMEZ Dr.Reddy’s pass pass fail
Cambodia A-071 OMEZ Dr.Reddy's pass pass  pass
Cambodia B-056 OMEZ Dr.Reddy’s fail fail pass
Cambodia B-122 OMEZ Dr.Reddy’s fail fail pass
Cambodia B-125 OMEZ Dr.Reddy's fail fail pass
H5E Tirupati
AAEA  13-003-OME-CIP-90-1 Omecip Medicare pass pass  pass
/HR5E CIPLA
23 Tirupati
EANEIA  13-005-OME-CIP-100-1  Omecip Medicare pass pass  pass
/HR5E CIPLA
#y& Tirupati
EAEIA  13-007-OME-CIP-15-6 Omecip Medicare pass pass  pass
/HR5E CIPLA
Myanmar A-034 LOMAC-20 Cipla pass pass fail
Myanmar  A-038 LOMAC-20 Cipla pass pass fail
Myanmar B-007 LOMAC-20 Cipla pass pass fail
Myanmar B-110 LOMAC-20 Cipla fail pass fail
Cambodia A-114 LOMAC-20 Cipla pass fail fail
Cambodia B-007 LOMAC-20 Cipla fail pass fail
Cambodia  B-008 LOMAC-20 Cipla pass pass fail
Cambodia B-067 LOMAC-20 Cipla pass pass  fail
Cambodia PA-002 LOMAC-20 Cipla pass  fail fail
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Table 2-1. H#9% Cipla 82 7L OFE HFERAS R

acid stage buffer stage
% of % of % of % of % of % of Mean % % of % of Acid % of % of % of % of % of % of Mean % % of buffer
Serial No . Quantity Quantity Quantity Quantity Quantity Quantity of Quantity Quantity stage Quantity Quantity Quantity Quantity Quantity Quantity of Quantity Quantity stage judge

Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5 Tablet 6 Quantity SD %CV Judge Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5 Tablet 6 Quantity SD %CV. Judge
B A#A 13-005-OME-CIP-100-1 0.1 0 0 0 0 0 0 0 0 pass 852 913 896 942 828 877 885 0.9 0.9 pass pass
Cambodia A—-114 299 | 317! 349 314 365 305 | 325 2.6 8.1 fail 206 ; 218 236 21.7: 252 212 | 223 1.7 7.7 fail fail
Cambodia B—007 30.6 31.3 290 326 31.6 27.6 30.5 1.8 6.1 fail 27.6 31.0 29.0 | 31.7 29.8 270 294 1.9 6.4 fail fail
Cambodia B—008 30.7 326 328 | 318! 335, 328 324 1.0 3.0 fail 289! 305 319! 309: 31,5 315 30.8 1.1 3.5 fail (fall
Cambodia B-067 313 311 | 313! 275 316, 34.1 31.2 2.1 6.8 fail 293 | 284 298 : 26.1 | 30.0: 326 | 29.3 2.1 7.3 fail fail
Cambodia PA-002 405 362 403 388 353 343 376 2.7 7.1 fail 345 317 333 324 301 285 31.8 2.2 6.9 fail fail
Myanmar A-034 269 277, 2717 273 281 235 269 1 6.3 Fail 521 538 476 518 509 485 508 2.3 4.6 Fail fail
Myanmar A-038 125 116 126 130 141 151 13.1 1.2 9.5 Fail 854 841 833 817 852 836 839 1.3 1.6 pass fail
Myanmar B-007 399 381 425 403 395 423 404 1.7 4.2 Fail 495 49.7] 634: 557! 507 50.7, 533 55 10.2 Fail fail
Myanmar B-110 244: 254) 2511 247 2541 21.1 244 1.7 6.8 Fail 53.6! 628 62.1i 528 534 6261 57.9 5.1 8.8 Fail _fail
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Table 2-2. @9~ % Dr.Reddy’s B4 7 /L DFR HFABR A 5

acid stage buffer stage
% of % of % of % of % of % of Mean% % of % of acid % of % of % of % of % of %of Mean% % of % of  buffer
Serial No . Quantity Quantity Quantity Quantity Quantity Quantity of Quantity Quantity stage Quantity Quantity Quantity Quantity Quantity Quantity of Quantity Quantity stage judge
Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5 Tablet 6 Quantity SD %CV  Judge Tablet 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5 Tablet 6 Quantity  SD %CV  Judge

fEAEIA 13-002-OME-DRR-15-5 7.8 1.1 5.8 7.2 6.3 6.4 6.9 0.16 24 pass 71.7 74 87.5 74 823 | 7113 | 118 1.2 1.5 pass pass
Cambodia A-071 - - - = = = = - - pass 905 940 937 884 925 936 92.1 2.2 24 pass pass
Cambodia B-056 - - - - = = - = e pass 920 89.7 862 893 924 903 900 2.2 25 pass pass
Cambodia B—122 - - - - = = - = = pass 86.2 90.1 89.7 936 879 959 90.6 3.6 40 pass pass
Cambodia B—125 - - - - - = = = = pass 942 922 924 905 937 933 927 1.3 1.4 pass pass
Myanmar PA-005 26.9 9.3 15.9 26.6 9.3 15.7 17.3 7.9 45.6 Fail  60.1 65.2 61.7 60.1 65.1 817 62.3 2.3 3.7 Fail Fail
Myanmar  A-001 9.8 59 1.5 9.3 6.9 7.4 7.8 1.5 191 Pass 738 793 714 724 711 708 7341 3.9 54 Pass pass
Myanmar A-015 143 9.3 16.8 | 1562 | 15.9 9.7 185 3.2 239 Fal 566 707 552 545 481 747 600 104 173 Fail fall
Myanmar A-039 9.5 8.5 147 146 13.1 145 125 2.8 221 Fal 739 777 621 750 60.7 608 684 8.0 11.6  Fail Fail
Myanmar A-050 10.5 9.2 202 | 178 | 17,9 | 243 | 16.6 58 349 Fal 753 758 607 737 632 741 705 6.7 9.5 Fail Fail
Myanmar A-061 9.9 9.5 9.5 9.1 9.9 9.9 9.6 0.3 35 Pass 768 680 706 769 711 765 733 3.9 5.3  Fail Fail
Myanmar A-065 9.2 9.2 9.1 9.8 7.0 7.4 8.6 1.1 133 Pass 725 721 673 676 734 725 709 2.7 3.8  Fail Fail
Myanmar A-101 8.9 125 94 143  11.1 14.1 117 2.3 198 Fall 776 695 777 557 669 537 669 104 155 Fail Fail
Myanmar A-106 1.9 1.9 1.9 1.9 1.9 1.9 1.9 0.0 00 Pass 690 731 666 717 675 725 70.1 2.8 3.9 Fail Fail
Myanmar A-107 48 4.7 4.6 45 4.6 44 4.6 0.1 33 Pass| 183 ! 195 : 179 | 185 | 189 ' 183 | 18.6 0.6 3.0 Fail Fail
Myanmar A-114 1.9 1.9 1.9 1.9 1.9 1.9 1.9 0.0 00 Pass 694 679 752 674 676 725 700 3.2 45  Fail Fail
Myanmar PB-003 9.0 8.9 8.9 5.7 34 5.1 6.8 24 354 Pass 30.7 344 265 549 712 576 459 1789 390 Fail Fail
Myanmar B-006 5.8 29 5.3 9.1 8.8 8.7 6.8 25 37.1 Pass 547 727 571 311 342 279 463 179 38.7 Fail Fail
Myanmar B—008 144 133 145 | 144 8.4 110 1 12,0 25 196 Fall 703 677 731 723 774 748 726 34 47  Fail Fail
Myanmar B—013 16,5 | 159 8.5 15,0 | 106 ; 15.9 | 13.7 34 244 Fal 502 475 807 586 682 569 604 123 204 Fail Fail
Myanmar B-036 8.8 7.6 1.0 1.2 0.9 8.0 4.6 3.9 854 Pass 783 707 784 693 683 666 71.9 5.1 71 Fail Fail
Myanmar B-054 228 | 264 | 282 | 240 : 253 | 274 | 25.7 2.1 8.0 Fail 314 321 355 318 739 732 463 212 457 Fail Fail
Myanmar B—106 12.4 1.6 148 | 20.7 | 193 | 20.7 | 159 5.3 331 Fail 497 471 793 488 779 770 633 16.2 25.6 Fail Fail




Table 3. anERUERFER (2010-2012)
Pass(%) Fail(%)
Cefixime 78.3 21.7
Clarithromycin 47.9 52.1
2010 Sulfamethoxazole/Trimethoprim 68.3 32.7
Omeprazole 20.9 791
Sildenafil 67.6 324
Cimetidine 63.9 38.3
2011 Clarithromycin 64 36
Sulfamethoxazole/Trimethoprim 61.1 38.8
Sildenafil 82.4 6.7
Amlodipine 91.1 8.9
2012 Ceftriaxone 72.4 27.6
Esomeprazole 444 53.7
Rabeplazole 100 0

Table 4. Cipla f-8 o> & & D RUERTETAERT

HUT T

Hms

BEE AW-ER

BR5tE AR, EAT

BAEA

Cambodia

Myanmar

Omecip

LOMAC-20

LOMAC-20

Tirupati Medicare Limited, Near
Fire Station, Nahan Road, Paonta
Sahib, Dist.Simour, 173 025 (H.P.)

Cipla LTD."
INDIA

Cipla LTD."”
Munbai Central
Munbai 400 008

Cipla LTD.
Munbai Central, Munbai 400
008

1) HWEEMRFTENEHELGL

Table 5. Dr.Reddy’s B &5 D REE R FE TLEFT

BEE BW-{ER

oYL o | &R4A
EAEA OMEZ
Cambodia OMEZ
Myanmar OMEZ

Dr.Reddy’ s LABORATORIES LTD
Village Mauja Thana,
Baddi-173 205 Dist.Solan,(HP).

Dr.Reddy’ s LABORATORIES LTD
Survey No 42,45846
Bachupally-500 072A.P.INDIA

Dr.Reddy’ s LABORATORIES LTD
Survey No 42,45846
Bachupally—500 090,A.P.INDIA
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Figure 1-1. L3 % Cipla ®OH 7LV DER (&)
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Figure 2-1. FLEZ9 % DrReddy’s B OH¥ > 7 LVOEE (&)

lln

L'

| \ mnu"u\m }" | "1;"

~ lf ¢ “l

M""“"‘""””"\\l\\_-*'“”'“

s%sample code: Cambodia: B-125, Myammer: B-054, & A#iA: 13-002-OME-DRR-15-5

52



Figure 3. RfIBIZEES A AT TV — D —7

Figure 3-1. 0 min
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Figure 3-3. 3 min
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Figure 3-5. 10 min
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