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Certificate of Analysis

=4 (PRODUCT NAME) : fiz#dE Tadalafil

#t5 (BATCH NO.): 2017121001

CAS No: 171596-29-5

¥ HE (CHECKING DATE): 2017-12-12 #& HE (REPORT DATE) :2017-12-14

A7 H# (MANUFACTURE DATE): 2017-12-10 | A% H#i (EXPIRY DATE): 2019-12-09

HATHRAE (Perform standard): USP40 (usp40 Specification)

ST E 8t LR
ITEM OF ANALYSIS STANDARD RESULT OF ANALYSIS
3 (5N
#4R Appearance White orilmfjté shit?j:ystalline FEmR
White crystalline powder
powder
JUVFARETK, BT = F R8T
P
B Practically insoluble in water, freely FFEME
Solubility soluble in dimethyl sulfoxide, Conform to standard
slightly soluble in methylene
chloride
A B S S R EE—3
The infrared absorption spectrum is 1FEPRE
concordant with the reference Conform to standard
spectrum
Rl VA VR 0 ) R B T TR N 5 4 )
s VP 0 R B T — B

Identification

The principal peak in the
chromatogram obtained with the HENE

test solution is similar in retention Conform to standard
time and size to the principal peak
in the chromatogram obtained with
reference solution

Hﬁﬁg +78.0° to + 84.0° +80.2°
Rotation
Z:H A,B,C M A, Band C<0.1% R H
Impurities A, Band C Impurity A, Band C<0.1% Non-detected
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:FJ%%%E. <0.5% 0.2%
Loss on drying
. L‘Wﬁﬁ@ o <0.1% 0.01%
Residue on ignition
/e A
EER <10ppm rFERE

Heavy metals

Conform to standard

BT <0.1%

Lo . . 0.07%
FHx¥E (HPLC) Related individual impurity<<0.1%
substances BAEFE<0.3%
. . 0.08%
Total unknown impurity<<0.3%
FEE<0.3% AR H
Methanol;<0.3% Non-detected
FHRE<0.5% FRH
IPA<<0.5% Non-detected
LB FEE<0.5% AR H
R Y75 Residual Solvents Methyl acetate<<0.5% Non-detected
LR FE<0.5% AR H
EA<0.5% Non-detected
ZHE B <0.06% b N oA
DCM<=<0.06% Non-detected
BB <<0.5% A H
AceticAcid<<0.5% Non-detected
“E
=99.0% (FFHit) 99.9%
Assay
g AR USP40 triEi S, ZRAFEHE.
Conclusion The test results conform with USP40 Specification.

k%% (ANALYST)  Zhang Yang

£ ¥ #(CHECKER) Liu Yi
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