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CERTIFICATE OF ANALYSIS
CERTIFICATE NUMBER: TAD-003 DATE OF ISSUE: 28.09.2021
PRODUCT : TADALAFIL USP
BATCHNUMBER : TAD/0020921 l MANUFACTURING DATE : SEPTEMBER 2021
RETEST DATE : AUGUST 2026
TESTS METHOD SPECIFICATIONS RESULTS
Description Visual White or almost white powder Alr;;)‘s: d‘::lite
s USP <197K>, | IR spectram of the sample conforms to that of
Identification by IR IR the standard IR spectrum Conforms
The retention time of the major peak of the
Identification by USP Monograph | Sample chromatogram should correspond to that Conf:
HPLC Method of the active peak in Identification solution JRRHR
chromatopram
The sample diffractogram should conform to the
S reference standard diffractogram. Peaks must be
;‘;ﬁ;‘g‘“‘m by PXRD Method | present at7.2,10.6,12.5,13.5,14.5.16.9,18.4, Complies
21.7,24.2 and 25.0 (£ 0.2°28 values).24.2 and
25.0 (& 0.2°20 values).
Optical rotation
(Determine on 0.250 g & ; 5
of sample in 25 mL of USP<7818> | +78.0to 84.0° on dried basis +79.7°
Dimethy! sulfoxide )
HPLC House i ;
Assay by HPLC Moethod NLT 97.5% to NMT 102.5%, on dried basis 100.9%
Loss on drying
(st anlgof | oo o | ymersass 0.35%
sample under vacuum
at 105°C for 3 hrs)
Enantiomeric and TAD-III (6R, 12aS diastereomer) : NMT 0.1% ND
Diastereomeric Purity Usphﬁsggraph TAD-IV (68, 12aS enantiomer) : NMT 0.1% ND
by HPLC TAD-V (68,12aR diastercomer) : NMT 0.1% ND
Identified Impurities:
TAD-1 :NMT 37.5 ppm ND
Related Compounds HPLC House | TAD-1I : NMT 37.5 ppm ND
by HPLC Method TAD- VI :NMT 0.1% Less than 0.01%
Unidentified impurities : NMT 0.10%each 0.01%
Total impurities : NMT 0.3% 0.04%
Methanol : NMT 3000 ppm 118 ppm
H&i&iﬁﬁse Dichloromethane : NMT 600 ppm 46 ppm
Residual Solvents by Tetrahydrofuran : NMT 720 ppm ND
GC .
o | Dimethy] Sulfoxids  : NMT 0.5% ND
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CERTIFICATE OF ANALYSIS
CERTIFICATE NUMBER: TAD-003 DATE OF ISSUE: 28.09.2021
PRODUCT : TADALAFIL USP
BATCH NUMBER : TAD/0020921 l MANUFACTURING DATE : SEPTEMBER 2021
| RETEST DATE : AUGUST 2026

TESTS METHOD SPECIFICATIONS RESULTS
Residue On Ignition
(Determine on 1 g of USP <281> | NMT 0.10% 0.04%
sample)

T.dtcr D(v, 0.1) : NMT 3um 1pum
Particle Size Diffraction D(v, 0.5) : NMT 8um 3 pum
D(v, 0.9) : NMT 20um 7 pm
REMARKS: The batch complies with the above specifications.
Prepared by: \ -GN Approved by QC: /i) M\(; ;) | Approved by QA: (7 j
R e DL | Avr &

Date: ) AT Date: 9 kf oA} | |Date: EN LI ! '
Storage Conditions : Store in well closed containers up to 25°C
Packaging Conditions : Pack in double antistatic polyethylene bags sealed with cable ties within a HDPE drum.
Legend
ND : Not detected
NMT : Not more than
NLT : Not less than

TAD * (6R,12aR)-2,3,6,7,12, lza-Hexahydro-Z-methyl-6-[3,4~ (methyienedioxy)phenyl] pyrazino[1',2":1,6]
pyrido[3,4-bJindole-1,4-dione,

TAD-I (IR,3R)-methyl-l,2,3,4-tetrahydro-z—chloroacetyl-I-(3,4—methylenedioxyphenyl)-9H~pyrido[3,4—b]indc
3-carboxylate,

TAD-II  : (1S,3R)-methyl-1 ,2,3,4-tetrahydro-2-chloroacety]~ 1 -(3,4-methy1enedioxyphenyl)-9H-pyrido[3,4-
blindole-3-carboxylate

TAD-III  : 6R,12a8 diastereoisomer: (GR,12a8)-6-( l,S-Benzodioxo{-s-yl)-Z,B,6,7, 12,12a-
hexahydro-2-methyl- pyrazino[1 ',2‘:l,6}pyrido[3,4—b]indole—1,4~dione.

TAD-IV  :68,12aS enantiomer: (68, 12a8)-6-(1,3-Benzod ioxol-5-y1)-2,3,6,7, 12,12a-hexahydro-2—methyl-
pyrazino[1',2%1 ,6]pyrido[3,4-blindole-1 4-dione.

TAD-V  :65,12aR diastereoisomer: (68,l2aR)~6-(I,3-Benzodi0xol—5—yl)—2,3,6,7,12,12a-
hc:xahydro-ﬁ!—methyl-pyrnzino[I 42":1,6]pyrido[3,4-blindole-1 ,4-dione,

TAD-VI  : (1IR3 R)-methy I-1,2,3,4-tetrahydro-1 -(3,4-mf;t'hylenedioxyphenyl)—9H—pyrido{3,4—b] indole-3-
carboxylate.(Synthetic im purity)
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