
ACCEPTANCE CRITERIATEST RESULTSS.No.

1 White , round, flat, scored on one
side, plain on other side &
uncoated tablets. 2 tablets packed
in a blister of clear PVDC film &
printed aluminium foil.

White to off white, round, flat, scored
on one side, plain on other side &
uncoated tablets. 2 tablets packed in a
blister of clear PVDC film & printed
aluminium foil.
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19,20,21, Sector-6A, I.I.E., SIDCUL, Ranipur

Haridwar-249403, Uttarakhand, INDIA
QUALITY CONTROL

Product Name : NEW IVERMECTOL 12
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F20251222003

Mfg. Date :
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Sample Quantity: 150 Tablets
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12/2025

11/2027

1000000 Tablets

40047763

Sun pharma laboratories ltd.Manufactured For : 29/12/25

31/12/25Analysis Completion Date:Manufactured By : Akums Drugs & Pharmaceuticals
Ltd.
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2 In the Assay, the retention times of
the H2B1a and H2B1b peaks in the
chromatogram obtained with the
test solution correspond to the
peaks in the chromatogram
obtained with reference solution
(a).

In the Assay, the retention times of the
H2B1a and H2B1b peaks in the
chromatogram obtained with the test
solution correspond to the peaks in
the chromatogram obtained with
reference solution (a).
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HPLC)
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ACCEPTANCE CRITERIATEST RESULTSS.No.

3 As belowAs belowDimension

3.a 9.01 mm9.1 mm ± 0.2 mmDiameter

3.b 3.19 mm3.2 mm ± 0.3 mmThickness

4 260.71 mg260.0 mg ± 5.0%Average weight

5 -2.10% to +2.24%Within ± 5.0% of Average WeightUniformity of weight
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ACCEPTANCE CRITERIATEST RESULTSS.No.

6 Passes (01 Minutes 58 Seconds)Not more than 15 minutesDisintegration Time

7 55.9 NewtonNot less than 40 Newton.Hardness

8 0.17 %w/wNot more than 1.0 % w/wFriability

9 3.27%For Information onlyWater (By Karl
Fischer)
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ACCEPTANCE CRITERIATEST RESULTSS.No.

10 101.57%, 105.52%, 102.16%,
105.57%, 101.86%, 102.36%

Not less than 80 % (Q) of the stated
amount of sum of H2B1a (C48H74O14)
and H2B1b (C47H72O14) in the medium
in 45 minutes.

Dissolution

11 95.2% to 104.6%85% to 115% of average value.Uniformity of content
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ACCEPTANCE CRITERIATEST RESULTSS.No.

12 0.11 %Not more than 2.0%.LIMIT OF 8a-oxo-
H2B1a

13 As BelowAs BelowMicrobial limit test

13.a Not applicableNot more than 1000cfu/gmTotal Aerobic Viable
Count

13.b Not applicableNot more than 100cfu/gmTotal fungal count
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ACCEPTANCE CRITERIATEST RESULTSS.No.

13.c As belowAs belowTests For Specified
Microorganisms

13.c.
1

Not applicableShould be absent/gmE.coli

14 Shelf Life Limit Release LimitAssay - Each uncoated
tablet contains:
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ACCEPTANCE CRITERIATEST RESULTSS.No.

12.04mg
100.3%

NLT 10.80mg/Tab
to NMT
13.20mg/Tab

(NLT 90.0% to
NMT110.0% of
label claimed)

NLT
11.40mg/Tab to
NMT
12.60mg/Tab

(NLT 95.0% to
NMT105.0% of

Ivermectin IP - 12
mg/Tab
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CONCLUSION : The Finished Product complies as per IP 2022 & In-House Specifications.
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