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Product Tadalafil Ph.Eur.

Batch No, 1s040a0722 A.R. No. 40000059335

Mfe. Date JLTN-2015 Retest Date MAY-2018
Batch Size 44.60 Ke. Date of Analysis l0l06l2a1s

Sr.
No.

T'ESTS R.ESULTS SPECIF'ICATIONS

01 Appearance White powder lVhite or almost white powder
02 Solubility Cornplies Practica

soluble

soluble

lly insoluble in water, fi'eely
n dimethyl sulfoxide, slightly
n methylene chloride

03 Identification By
A Infrared Absorption
Spectrornetry

HPLC

Cornpiies

Corrrplies

Absorption spectrum of the test sample
should be concordant with the absorptiorr
spectrum of Tadalafil Reference
standard/Working standard
The principal peak in the chromatogram
obtained with the test solution is similar in
retention time and size to the principal peak

in the chromatogram obtianed with
rcference solution (a) in the test of
irnpurities - A, B and C ( By HPLC)

04 Impurities-A, B and C (By HPLC)
Impurity A
Any individual unspecified impurity

Not detected

Not detected

Not more than 0.15 oAwlw

Not more than 0.10 %ow/w
05 Related substances (By HPLC)

Any individual unspecified irnpurity
Total irnpurities

Below Disregard Limit
Below Disreeard Limit

Not nrore than 0.10 Yowlw
Not more than 0.30 o/ow/w

06 Loss on dryins 0.22o/awlw Maximum 0.50Yowlw

COA Oate: Prepared By Checked Ey Approved By
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Designation Executive-QC Asst. Manager-QC Asst. Manager-QC
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CER.TSP'§CAT'E OF ANALYSM

Product Tadalafil Fh.Eur.

Batch No. \50400.ü722 A.R. No. 40000059335

Mfe. Date JI.IN-2015 Retest Date MAY-20i8
Batch Size 44.60Ks.. Date of Analysis L0/0612015

Sr.
No.

TEST'S R.ESULTS SPECIFICAT'IONS

07 Sulphated Ash 0.05 % w/w Maximum 0.10 % w/w
08 Assay (by HPLC) 99.9 % wlw 97.5%lv/wto l02.Ao/owlw

ldried substance)

09 Heavv Metals Less than I0 npm Not more than 10 onm

t0 Residual Solvents (BV GC)
Methanol

Methylene chloride
2-Prooanol

BQL (LoQ 41.8 ppm)

41 pprn

385 pom

Not more than 3000 ppm

Not more than 600 ppm

Not more than 5000 nnm

n Particle Size by Malvern
D (10)

D (s0)
D (90)

2.9 vm
12.9 pn
52.0 pm

Not more than l0 ¡rrn
Not more than 35 ¡rm
Between 50 pm and 65 pm

Remarks: Batch complies with respect to e¡¡storner specificaiton.
BQL: Below Quantificaiton Limit, LOQ: Limit of Quantification.
Disregard Limit: 0.05 7o w/w

Storage Condition : Store in tightly closed cc¡ltainer at20-754C,
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