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THE GOVERNMENT PHARMACEUTICAL ORGANIZATIONCOA No. 8710004387
QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama VI Road,Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648

Product Name + OMEPRAZOLE CAPSULES 20 MG 10x10s

Material No. 1 110214520111
Active Ingredient (S) : Each capsule contains Omeprazole 20 mg
Manufacturer : The Government Pharmaceutical Organization
138 Moo 4, Rangsit-Nakhonnayok Road, Bueng Sanan, Thanyaburi, Pathumthani, Thailand
Batch Size ¢ 21,249.00 BX Batch No. : Ke35339
Manufacturing Date : 11/06/20 Expiry Date 1 11/06/22
Test Completion Date: 26/06/20
Test Parameter Requirement Result
‘Appearance Flesh-caramel hard gelatin capsule No.2 filled with off-white | Passed

enteric coated peliets, printed with "GPO" and "OM20" marks with
black ink on capsule shells.

Identification (By HPLC) The retention time of the major peak in the Sample solution Passed
corresponds to that of the Standard solution, as obtained in the
Assay.
Uniformity of weight Deviation £ 5% of average weight, Passed
Assay Not less than 90,0% and not more than 110.0% of the labeled 102.8 %
amount of Omeprazole (C17H19N303S),
Dissolution (Meets USP Dissolution Test 2), Passed
a. Acid Resistance Stage Not more than 10% of the labeled amount of Omeprazole Passed
{C17H1I9N303S) is dissolved in 2 hours,
AVG 0%
b. Buffer Stage Not less than 75% (Q) of the labeled amount of Omeprazole Passed
{C17H19N3035) is dissolved in 45 minutes.
AVG 98%
Uniformity of dosage units {(by content The requirements for unit dosage uniformity are met if the Passed
uniformity) acceptance value is less than or equal to 15.0%.
AV 5.7%
Omeprazole related compounds F and G Not more than 0.5%. 0.0 %
(Thioxopyrido conversion product)
Not detected
5-Methoxy-1H-benzimidazole-2-thiol Not more than 0.5%. 0.0 %
Not detected
Any other individual impurity (Max) Not more than 0,5%. 0.2%
0.23%
Total impurities Not more than 2.0%. 0.5 %
0.54%
Water content Not more than 3.0% w/w. 2.3 %wiw
Conclusion :  The product conforms to the above specifications.
Nivamo| Ph. J(
NIRAMOL PHIMSING WILAK VANGKANONTA
Batch Release Officer QA Manager
Release Date : 30/06/20 Release Date : 30/06/20

COA-AU00-02 Rev.01
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102 | 1111 0643 0111 | METOCLOPRAMIDE INJECTION 10 mg/2 ml Toatml | 2mlamp B 321§ oa @ 967197 | 569975
103§ 1114 0584 0111 | MILK OF MAGNESIA trssuneuuniide - - 50%60 mil oml 600 § A 77730'; 777322
104 1104 0584 0114 | MILK OF MAGNESIA enszunauunilda 12x240ml § 240l I 1800 § n ¢ 680422 | 689446
105 | 1104 0584 0112 | MILK OF MAGNESIA essuisunilds 12x450 mb § 450l ¢ 3000 § n 768030 | 768048
106 | 1103 0179 0101  MIXT. CARMINATIVE ' 20x180ml | 180ml | 1200 | n : 666823 | 666847
107 £ 1103 0179 0102 : MIXT. CARMINATIVE 12¢a50ml ¢ asoml | 2400 | n | 881944 | 881959
108 1107 1442 0111 [} MOMETASONE CRE}"\M 0.10% (MOMETHASONE GPO) 400x5 ¢ 5¢ 2500 § 4 § 645524 1026646
109 1 1107 1442 6112 | MOMETASONE CREAM 0.10% (MOMETHASONE GPO) 200x15 g 15 ¢ 60.00 § ¢ I 645498 M m1026651
110 | 1101 0670 0112 | NAPROXEN TABLETS 250 mg 12x50x10's | 50x10' | 53500 | n 1 206872 F 131639
| 111 1111 0672 0111 | NEOSTIGMINE METHYLSULFATE INJECTION 2.5 mg/m! 104x50x1 mi & 1 ml arnp 20.60 nall ST1330 © ST1376
112 § 1101 1631 0211 NEVIRAPINE 200 mg « LAMIVUDINE 130 mg + 20x60's 60's 30860 1 v § 339511 | 339530
STAVUDINE 30 mg TABLETS (GPO-VIR™S 30) :
1131 1101 1702 0111 NEVIRAPINE 200 mg + LAMIVUDINE 150 mg + 20x60s 80's. 49056 L n £ 657996 | 658013 .
ZIDOVUDINE 250 mg TABLETS (GPO-VIR®Z 250) : AS
134 | 1308 1631 0211 NEVIRAPINE FOR ORAL SUSPENSION 50 ma/5 ml. 50x60 ml -1 60 ml 6500 i N | 6€5983G | 659853
(NERAVIR®) o _
”1'15 1101 1631 0111 | NEVIRAPINE TABLETS 200 mg (NERAVIRS) 20x60's " 60's 29847 £ n 6597&5; 659807
w 116 | 1102 1452 0111 | OMEPRAZOLE CAPSULES 20 mg. (OMEPRAZOLE GPO) 20x10x10's | 10x10s | 5500 | n | 727267 | 104721
117 | 1102 1693 0131 § OSELTAMIMIR CAPSULES 30 mg {GPO-A-FLU™) ' i(]x.12x1_0'5 10's 12300 AW § 339303 339326“
118 1102 1693 0121 § OSELTAMIVIR CAPSULES 45 mg (GPO-AFLU™) 10x12x10' 10's 150.00 £ %(1) 3;9357 339374
119 1162 1693 0112 £ OSELTAMMR CAPSULES 75 me (GPO-A-FLU™) 202510 | 25x10s 6,250.00" “;1(1) 339405 | 339422
PARACETAMOL SYRUP 120 mg/5 ml (PARA GPO)- . - o _ o 7 .
120 | 1114 0729 0801 | on alcohol erfrusnuman anld wisuenwen Sox60ml | 60ml § 695 I n & 747546 | 629505
' 120 un./5 va. (v 3ille) . ' ' ' o
1211 11020735 0111 | C-LAMING CAPSULES 250 ms - L smeoxs | savs |20m01]
(PENICILLAMINE GPO) -
122 § 1101 0751 0122 ; PHENOBARBITONE TABLETS 30 mg 20x1000's 1000s § 9500 | A 416024 742490
123§ 1101 0751 0132 | PHENOBARBITONE TABLETS 60 mg 20x1000's 1000 | 12840 ; n | 373233 | 742517
124 | 1102 0783 0112 | PIROXICAM CAPSULES 10 mg 10dd0's | 4960 | v | 485098 | 135053
1254 1110 0803 0111 § POVIDONE IbD]NE SOLUTION 10% w/v (PODINE™) 16x12x30 rk | 36 ml 1500 | n ¢ 961940 | 763159
126 § 1110 0803 0113 & POVIDONE IODINE SOLUTION 10% w/v (PODINE™) 12%450 mb § 450ml § 8200 § n | 871385 | 767705 |
127 ¢ 1110 0803 0112 | POVIDONE EBINE SOLUTION 10% w/v (IPODINE™) ax4.5 ¢ 451 67000 | A 876810 | 825639
128 | 1107 0810 0201 | PREDNISOLONE CREAM 0.5% w/iw 20x10%5 ¢ 5¢ 535 § n & 516090 | 516267
129 ¢ 1107 0810 0202 | PREDNISOLONE CREAM 0.5% w/w 20%10x15 ¢ 15¢ 10».70 n I 516214 1 516233
130 1101 0819 0111 PREDNISOLONE TABLETS 5 mig 20x500' 50&; 17538 ; n 23706;' ‘-“768581
131 £ 1101 0816 0141 | PRIMAQUINE TABLETS 15 mg ' 720x250‘5 250's 17500 § n § 417521 417545 -----
132 § 1101 0834 0113 PROPRANOLOL TABLETS 10 mg ' 60x50x10's | 50x10's -§ 123.00 § A || 235795 &9255
"‘71733 1101 aaz;z 0112 || PYRAZINAMIDE TABLETS 500 mg 12x50x10's | 50x10's £ 790.00 nm 269163 | 737199
134 1 1111 0851 0211 E)UENINE DIHYDROCHLORIDE INJECTION 600 mg/2-rt TOx50x2 rl 1 2 mi amp 813 | n | 865954 | 577618

F R RTaR Tt R LR TRGRIR
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