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| SI. T Product / Material | Specific Test Performed | Test Method Specification | Range of Testing/ |
| | of Test | | against which tests are | Limits of Detection |
’_C. T Drug Substances T ’_ }
|___ I (Active Pharmaceuticals Ingredients) o L '
1. T'Solid Oral I"Total Aerobic Microbial | 1P 2018 Vol. | ">10cfu/g }
| | Dosages | count/ | 2.2.9 | |
| | (Tablet and | Total Aerobic viable count | | |
| | Capsules) r IUsP41(1) r |
I I I_Total Fungal Count/Yeast TIP 2018, Vol. | I__100fu/g il
| | | and mould Count | 2.2.9 | |
] A LusPat6en_ A |
Escherichia Coli IP 2018, Vol. | Present / Absent per g
| | | | | |
| | | | 2.2.9 | or10g |
] A jusPat62) A |
Salmonella IP 2018, Vol. | Present / Absent per g
| | | | | |
| | | | 2.2.9 | or 10g |
] e __ (usP41(62) A |
Staphylococcus aureus IP 2018, Vol. | Present / Absent per g
| | | | | |
| | | | 2.2.9 | or 10g |
] A (usPat(62) A |
| | | Shigella | IP 2018 ,Vol. | | Present / Absent per g |
! ! | 1229 lor10g !
I I :_Pseudomonas TIP 2018, Vol. | :_Present / Absent per g ]I
| | | aeruginosa | 2.2.9 | or 10g |
] A (usPat(62) A |
Candida albicans IP 2018, Vol. | Present / Absent per g
| | | | | |
| | | | 2.2.9 | or 10g |
] A (usPat (62 A |
| | | Clostridia | IP 2018, Vol. | | Present / Absent per g |
| | | 12.2.9 | |
] A (usPat(62) A |
| | Bile-Tolerant Gram- | IP 2018, Vol. | | Present / Absent per g |
| | | Negative Bacteria | 2.2.9, | or 10g |
A I b (usPat(62) A |
i 2. | Liquid Oral | Total Aerobic Microbial | IP 2018 i 210 cfu/ml |
| | Dosages | count/ Total Aerobic | 2.2.9 | |
L__i(Syup) | viablecount LUsP4at@en L ]
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CHEMICAL TESTING

| I. | DRUGS& PHARMACEUTICALS I

-

| [General Test ~~ Tidentification By IR ____ | 1P 2018 Page No.178 - 1¢

Specific Optical rotation/ _!_IP 2018 Page No.212 - 214
|
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|
| optical Rotation

|

L

b | Heavy metals ——~"TIP 2018 Page No.139 - 140
. "Loss on Drying ______ 1P 2018 Page No.208 200
. "Welting Point 1P 2018 Page No.209 - 212
. oH T 1P 2018 Page No.215- 216
. (Water byKF______~ “1P2018 Page No.156
N ST — “1P2018 Page No.140 __
|_B. -l_TabIets and Capsules -+

"1 TGeneral Test | Disintegration _______ | IP 2016 Page No.299 - 302
l l | Dissolution _!_IP 2018

Lo \ | Page No.302t0 308

| | "Uniformity of weight TiP2018

| | | | Page No. 1085

o I | PageNo.308

| | | Uniformity of content | IP 2018

[ | | Page No. 30810309
"2, T Acelofenac Tablet | Identification IP 2018 Page No.1145

I I (IP) | ByHPLC) |

| | Assay "TIP 2018 Page No.1145-
Lo |(ByHPLC) |46
L Dissolution "TIP 2078 Page No.1145
R | ByWVv) |
73, T Atorvastatin Tdentification “T1P2018 Page No.1287-

| | Tablet IP I (ByHPLC) | 1289

o hssay |

‘. ___i(ByHPLC _

Page 4 of 6

| Qualitative ] !
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| Limits of Detection |

Qualfafive
!_J_rO to 360° |
| |
Qualiatve |
|_0.1% to 20% wiw |

le@ﬂtgtivs _________ |
|_1_t9 4 |
|_0.1 to 15%w/w |
Quaiitative |
P |
T minte 1o 180 minutes |

|_50 % to 150 % |
| of label claim |

60% 0 150% |
| of average value [
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[ SI. | Product / Material | Specific Test Performed | Test Method Specification | Range of Testing/ |
| | of Test | | against which tests are | Limits of Detection |
I Lo _iperformed L] |
o 1 Dissolution(by HPLC) | '50 % to 120% |
N o \ | of label claim | I
4. T Cetirizine Tablets | Identification “T1P2018 Page No.1561- " Qualitative |
| I 1P |(ByHPLC) | 1562 L |
T " Assay | [70% to 120 % |
' ' |(ByHPLC) I | of label claim _ | I
L Dissolution ! 750 % to 120% !
N I(Byuwv) o | of label claim | I
I_ . TChIorpheniramine rldentification ’_IP 2018 Page 1598 ’_Qualitative :
| | Tablets |@8yTc | L |
T Assay | [70% to 120 % |
' ' lByUV) I | of label claim _ | I
I I MRelated Substances : ’_Qualitative :
[ |ByTc LG r |
"6.” T Ofloxacin Tablet | Identification ['P'2018 Page No.2769- | Qualitative |
| I 1P |(ByHPLC) | 2770 L |
T Assay | [70% to 120 % |
' ' |(ByHPLC) I | of label claim _ | I
L Dissolution ! "50% to 120% !
N lByUV) \ | of label claim | I
I_ . TParacetamoI rldentification ’_IP 2018 Page No0.2858 ’_Qualitative :
| | Tablet IP '8ymRy | L |
T " Assay | 170 % to 120 % |
' ' 1ByUV) I | of label claim _ | I
L Dissolution ! "50% to 120% !
N R lByUV) \ | of label claim | I
}—8. TRanitidine Tablet [ Identification ['IP"2018 Page No.3090 " Qualitative |
| | '8ymRy | L |
T " Assay | [70% to 120 % |
S | (ByHPLC) | | oflabelclaim !
}—9 Tsndenafil Citrate | Identification ['IP"2018 Page No.3191 " Qualitative |
| | Tablet IP |(ByHPLC) | L |
T " Assay | [70% to 120 % |
‘o ___I(yHPLO) | | of label claim _ | !
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| SI. T Product / Material | Specific Test Performed | Test Method Specification | Range of Testing/ |
| | of Test | | against which tests are | Limits of Detection |
I R b __ _iperformed Lo |
T IDissolution | [50% to 120% | |
S 1 Bybv) | | of labelclaim _ !
'C._TINJECTION T~~~ r |
!_1. i Cyanocobalamin !_Identification !_IP 2018 Page No.1772- !_Qualitative !
| | Injection IByuwv) 1 1773 L |
| ! Assay { "70% to 120% |
! ! 1 ByLuv) ! | of labelclaim _ !
I I ’_Related Substances(BY : ’_Qualitative :
| | | HPLC) [ [ |
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