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| I of Test | Performed | against which tests are I Limits of Detection |
I e iperformed I ]
BIOLOGICAL TESTING
| 1. | DRUGS AND PHARMACEUTICALS T 1
| | | |
1. TRaw materials | | 1
=~ TMaize starch, ~~~ 1 "fotal aerobic microbial | indian Pharmacoposia | 10 cfuig 1
| | Mannitol, lcount. G | 1cfu/m |
l l Dibasic Calcium [ Total combined yeast Tlndian Pharmacopoeia :_10 cfu/g 1|
I | Phosphate, land moudcount | [ 1cfu/m_ |
I I Microcrystalline ’_Staphylococcus aureus Tlndian Pharmacopoeia ’_Absent/Present 1|
| | Cellulose IP, G G | Permlorg |
I | Magnesium :_Pseudomonas Tlndian Pharmacopoeia [ Absent/Present 1|
| | Stearate G G |Permlorg |
I I IP, Aciclovir :_E.coh Tlndian Pharmacopoeia ’_Absent/Present 1|
R L L | Permlorg |
I_ T TSaImoneIIa Tlndian Pharmacopoeia ’_Absent/Present 1|
R \ . | Per1Omior10g !
’_ T TCIostridia Tlndian Pharmacopoeia [ Absent/Present 1|
[ L L | Permlorg |
’_ T TShigeIIa Tlndian Pharmacopoeia ’_Absent/Present 1|
[ L L | Per mlorg |
’_ T TCandida Tlndian Pharmacopoeia ’_Absent/Present 1|
| | | | | Permlorg |
2. TFinished Products |~~~ T T |
| | (Solid oral | | | |
| __dosagesform) _ | _____________ I I |
!_ | Cifran OD Tablets, -!_Total aerobic microbial _!_Indian Pharmacopoeia |_10 cfulg -!
| | Glimepiride, rcount. r (1cfu/m |
l l Tablets, [Total combined yeast Tlndian Pharmacopoeia 10 cfulg 1|
I | Atorvastatin land moudcount | [ 1cfu/m |
I | Calcium Tablets IP ’_Staphylococcus aureus Tlndian Pharmacopoeia [ Absent/Present 1|
| | Simvastatin G G | Permlorg |
I I Tablets IP, :_Pseudomonas Tlndian Pharmacopoeia ’_Absent/Present 1|
| 1 Riomet GF S B | Permlorg |
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| I of Test | Performed | against which tests are | Limits of Detection |
I R e iperformed I ]
| | Tablets, | E.coll | Indian Pharmacopoeia | Absent/Present |
| | Cephalexin G L | Per mlorg |
{ { Capsule ,_Salmonella Tlndian Pharmacopoeia Absent/Present -[
I | IP | | | Per 10ml or |
| | | | | 10 g |
I R TClostrida Tindian Pharmacoposia | Absent/Present 1
[ L L | Permlorg |
’_ T TShigeIIa Tlndian Pharmacopoeia ’_Absent/Present 1|
[ L L | Permlorg |
’_ T TCandid Tlndian Pharmacopoeia [ Absent/Present 1|
| L L L | Permlorg |
. TWATER T T A |
rr T'Standard Plate count [I1S1622 F>1cfum 1
T colform count by MPN IS 22 T ToueN/ioom |
!_ _!_ i E.coli by MPN _!_IS 1622 !_ZMPN/100mI 1,
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| | of Test | Performed | against which tests are I Limits of Detection |
Lo b iperformed Lo ]
r-—————""""-""-",,—,,—,—_,_,—-_,,,,,mm n
i CHEMICAL TESTING i
!__I_ | DRUGS & PHARMACEUTICALS T e 1
| | | | |
[ 1. TRaw Materials | Identification Test | Indian Pharmacopoeia | Qualitative test !
| | I a. (by IR) | | |
| | b (byUv) Tindian Pharmacopoeia | Qualitative test 1
. ™~ "c_(by Cherical) | Indian Pharmacopoeia__ | Qualitafive test ||
S R TArsenic__________indian Pharmacopoeia___ | Qualiaivetest ______ *
1 -'_Iron -l_lndian Pharmacopoeia _|_Q_L@ﬂt§tlv§_te_s£ _______ 1
T TTTTTTTTT T TChioride _______lindian Pharmacopoeia___ | Qualiativetest *
I B {"Sulphate ~ "~ Tindian Pharmacopoeia | Qualtative test 1
— -l_Lead -l_lndian Pharmacoplogig\____l_Q_u_aﬂtgtlvg test 1
T TCrystalinty Tindian Pharmacoposia | Qualtative test 1
T THeavy Metals Tindian Pharmacoposia | Qualitative test 1
!____!_ ____________ | C_Igrﬁy_gaﬁo_u_rBf____-!_Iﬁagn_lshz\r_macopoeia !_Qualitative test -!
[ | _Soluton G G |
’_ T TAcidity or Tlndian Pharmacopoeia ’_Qualitative test -l
[ | _Alkalinity G L |
’_ T TUnsaponifiabIe Tlndian Pharmacopoeia ’_Qualitative test -l
| | |  matter | | |
rer T TLight Absorption Tindian Pharmacopoeia ! Qualitative test |
I -l_S_oTu_bi_Iit_y _________ -l_lﬁaa_n_lshz\r_rﬁazapoeia |_Qualitativ§ test 1
"B TindividualRaw T T | — I 1
| | Material G G G |
’_ 1. TAspartame TAssay (by non Tlndian Pharmacopoeia ’_80% to 110% -l
[ | aqueous titration) 1 \ !
,_2. TAmoxyciIIin | Assay (by HPLC) Tlndian Pharmacopoeia ’_80% to 110% -l
| | Trihydrate G G G |
,_3. TAmpiciIIin TAssay (by HPLC) Tlndian Pharmacopoeia ’_80% to 110% -l
| | Trihydrate | | | |
L | | | |
‘v ‘- ]
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| Sodium
| Phosphate

___Chloride
7. TBoric Acid
"8 Tealcium
| ___ICarbonate =
9. TCaIcium
I | Gluconate

:_1_0_._'_Bromhexine
| | Hydrochloride

| | Phosphate

M12. T Clotrimazole

!_1_3_._!_Cetirizine
I Hydrochloride

|
I_‘I_G_.TCinnarzine

| |

{‘1‘ 7. T Citric acid

| | Monohydrate
[

|

|

!_1_4_. Chlorpheniramine
I IMaIeate

L
}_TsTTEeToTﬁlE)?iE""
|

|

|
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| Performed | against which tests are I Limits of Detection
L __ jperformed L
1 Assay (by lodometric | Indian Pharmacopoeia | 80% to 110%

TAssay (by UV)
| |
| Free Betamethasone & } Indian Pharmacopoeia
I other derivatives I

(by TLC)
-

Assay (by Titration)
T"Assay (by Titration)

|
[ Assay (by Titration) _ _ | Indian Pharmacopoeia
-!_Assay (by -!_Indian Pharmacopoeia
| Potentiometric |
| Titration) e
| Assay (by HPLC) -!_Indian Pharmacopoeia

|

|
| Related Substances
I (by TLC) |

TAssay (by HPLC)
| |
| Related Substances } Indian Pharmacopoeia
| (by HPLC) |

TAssay (by non aqueous Tlndian Pharmacopoeia
| titration) |

Nitin Gupta
Convenor

|
T
1‘A‘s‘se?y‘ (by fit‘re?tﬁﬁ)‘“1‘|ﬁ<ﬁ5n‘ﬁh5r‘rﬁa‘c€50€%"
|
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I Qualitative test

|
'80% to 110%

e o Tio%

- - J
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I I of Test

20. | Dexamethasone
| | Sodium phosphate |

Sodium

______—If_____

|_2:3:_|_Disodium Edetate
. errous Fumarate
24, | Ferrous Fumarat
. cerin
25 Giycerin____
. uprofen
26, {ibuprofen
"27. Tiodine___~
!_28. _!_Metronidazole
| __ | Benzoate
,_29. TMicrocrystaIIine
| | cellulose

Piroxicam

l_::_!_:::::::::
[ THydrochloride
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I Performed | against which tests are I Limits of Detection |

[ iperformed L ]

T T T T T T T T T T T T T T T T T T T = 1

[ Assay (by Tiration) | Indian Pharmacopoeia | 80% o 1i0% |

| Assay (by HPLC) -!_Indian Pharmacopoeia |_80% to 110% 1
|

2. TDiclofenac

} Related Substances } Indian Pharmacopoeia
| (byHPLC) |
Assay (by Tlindian Pharmacopoeia

I Potentiometric titration) I
| |
I Related substances I Indian Pharmacopoeia

poyHPLO) _____ e —

Assay (by Titration) ndian Pharmacopoeia

Assay (by fit_reTtEE)"_1_|ﬁ<ﬁe?n_|5h5r_rﬁa_c€p_oéﬁ_"_
1_,675_55;7 (by fit_reTtEE)"_1_|ﬁ<ﬁe?n_|5h5r_rﬁa_c€p_oéﬁ_"_
1_,675_55;7 (by fit_reTtEE)"_1_|ﬁ<ﬁe?n_|5h5r_rﬁa_c€p_oéﬁ_"_
1_,675_55;7 (by Titratior 7__1_|ﬁ<ﬁ5n_|5h5r_rﬁa_<:6p>_oéﬁ____
[ Assay by Tlﬁcﬁe?n_ﬁhér_rﬁa_caﬁoéﬁ_"_
| Potentiometric titration) |

5

| |
| Related Substances
l(byTLC) !
| Assay (by Titration)___ | indian Pharmacopoeia____
-'_Assay (by HPLC) -l_lndian Pharmacopoeia

32
33. TPovidone- iodine | Assay (by Titration) | Indian Pharmacoposia

"34. TPromethazine
| | Hydrochloride

| Assay (by Tit_re?tﬁﬁ)___Tlﬁﬁén_ﬁhér_rﬁa_caﬁoéﬁ____
| |

Nitin Gupta
Convenor

I Qualitative
|

|
|
I
I Qualitative

|_80% to 110%

T80% to110%

|_80% to 110%

T80% to110%

|_80% to 110%

!_80% to 110%

|
{‘80% to 110%

|
'80% to 110%

80% to 110%

- - J
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| I of Test I Performed | against which tests are I Limits of Detection
Lo ___ Lo iperformed Lo __ ]
[ THydrochloride T I e 1
"37. TRiboflavine ~~ FhAssay by Uv) T indian Pharmacoposia 1 60% ©090%
| | Sodium | | I
' | Phosphate ' ' '
38, TRiboflavine Assay (by UV) T irdan I_Dﬁe?rrﬁa&BcTeTa____'_Eﬁ)%_tB?T 0%
30, TSaccharin 1‘,&5—55}7 (by fit_reTtEﬁ)___-l_ﬁwa ian Pharmacopoeia | 80% to 110%
!_Zo_. | Saccharin Sodium | Assay (by 1_WjiaﬁI_Dﬁe?rrTﬁ&)BcTe_ia""!_Eﬁ)%_tB_ﬁ 0%
| | | Potentiometric | |
' L L ' Titraton) e e
!_41. | Salbutamol | Assay (by -!_Indian Pharmacopoeia !_80% to 110%
I I I ?lc:tetrjtio)metric I I

itration
4z TSodium BErTzBEtE_hTs_se?y_ (by fit_reTtBE)___1_|ﬁ<ﬁ5n_|>—h5r_rﬁa_c€p_oéﬁ_"_|_Eﬁ)%—t6_11_ 0%
23, TSodium Ei?rat_e___-l_ﬁs_sa_y_ (by fit_reTtBE)___1_|ﬁ<ﬁ5n_|>—h5r_rﬁa_c€p_oéﬁ_"_|_Eﬁ)%—t6_11_ 0%

!_14_._!_Sulphamethoxazol
| | €

Te0% to110%

|
[45. T Thiamine TAssay Tindian Pharmacopoeia | 80% to 110%
I I Hydrochloride I g_bty I?ote)ntiometric I I

itration
6. [Tinidazole 1_,67555{ (by fit‘re?tﬁﬁ)___1‘|ﬁ<ﬁ5n_|5h5r_rﬁa_c€p_oéﬁ_""‘Eﬁ)?/(tBWT %
!_17_. ‘!‘T‘ri‘n?e?l?o]o?i?n"" [ Assay by Tlﬁ&e?n‘ﬁh%r_rﬁaéaﬁoéﬁ__"!_Eﬁ)?/{tBWT %
I I I ?lc:tetrjtio)metric I I
itration
48, {Zincoxide 1_,67555{ (by fit‘re?tﬁﬁ)___1‘|ﬁ<ﬁ5n_|5h5r_rﬁa_c€p_oéﬁ_""‘Eﬁ)?/(tBWT %
=49, TZinc Sulphate _"hTsEe?y_ (by fit‘re?tﬁﬁ)___1‘|ﬁ<ﬁ5n_|5h5r_rﬁa_c€p_oéﬁ_""‘Eﬁ)?/(tBWT %
!_5_0_._!_IE_s_tr§aiBl_l?n_ijFit_y_l Chromatographic purity -!_B_ri_tigh_ 5@?5&:65&3%""!‘[\]3‘8%% ___________
I I I (By area normalization) I I
|___—|___.__.___. _____ B_y_liP_L_C_________ _________________|_ ________________
| 51. | Fusidic Acid | Chromatographic purity | British Pharmacopoeia | NLT 85%
I I Impurity I (By area normalization) I I
|___—|__. ___________ B_y_liP_L_C_________ _________________|_ ________________
| 52. | Citalopram A | Chromatographic purity | British Pharmacopoeia | NLT 85%
| | Impurity | (By area normalization) | |
N ByHPLC | o !
Nitin Gupta Alok Jain
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|

|

L

i

I I Dosage I
Formulation

"4 TAmoxicillin_ |

| | Trihydrate I

| | Dispersible |

| | (Tablet) |

=

Tlﬁﬁa_ n Pharmacopoeia
|
|
|
|

4. [Folic Acid (Tablet) | Assay (by HPLC)

|
I~ '|_|
5. TMetronidazole | Assay (by Tiration) 11
|

9. T Ampicillin
| | (capsules) |

[10. [ Cephalexin T"Assay (by HPLC)

Tindian Pharmacopoeia

Last Amended on --

| Limits of Detection

70% to 150%

N -

|
{‘70% to 150%

R R R T R N —NE—————

Nitin Gupta
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|

|
T4 TBiscuit I'Moisture Content | FSSAIManual 0.5 t05.0 % (wiw) !
| | | | | |
o | | | |
I I I Total Ash I FSSAI Manual I 0.5 t0 2.0 % (w/w) I
| | | | | |
| | | | | |
AR | Acid Insoluble Ash ___ | FSSAI Manual ________ 1005%100.16% _____ 4'
| 2. | Wheat Atta | Moisture Content | FSSAI Manual | 1.0% to 14.0 % (w/w) |
| | | | | |
o | | | |
I I I Total Ash (On dried I FSSAI Manual I 0.5 % t0 2.0 % (w/w) I
o 2oe | | |
b | Acid Insoluble Ash | FSSAI Manual | 0.05% t0 0.15 % |
A R | Ondriedbasis) | \ '
'3 TRice 77 [ Moisture Content | FSSAIManual "~ 1%t 16 % (whw) ___— 1
T4 Sugar - IMoisture Content | FSSAIManual ________ 70.05% 0 0.5% wh)____|
5. Moong Dal _____| Moisture Content____ | FSSAI Manual ________ %o 14 % (wiw) *
!_6. _!_Tea i Moisture Content -!_FSSAI Manual !_1% to 9% (w/w) -!

Nitin Gupta Alok Jain
Convenor Program Director



