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CERTIFICATE OF ANALYSIS
LATANOPROST

Batch: NA2964 Manut. date: ™ 092020

Explration date: | 09/2023

Tess e T A Specifications = - _ Resulls
GENERAL TESTS
Appearance Colorlass or pale yellow oil Complies
idenlificalion IR Paositive Positive
Identification HPLC Positive Posilive
Waler conlent NMT 0.5 % 02%
Specific rolalion +31° - +38° on anydrdous and solvent- free +34°
baosis
Solubility Complies Complies
Suiphated ashes NMT 0.50% 001%
ASSAY
Asssay HPLC (USP) 98.0% - 102.0% on lhe anhydrous,solvent 9890 %
free basls
IMPURITIES
sopropyldiphenyipentonoate NMT0.10 % N.Q.
15(8)-latenopros! NMT 0.30% 010%
5-Irans-latanoprost NMT 0.30% 014%
Every single unknown impurity NMT 0.10% 007 %
Tolal impurities NMT 0.50 % 007 %
Pzla'ed Compound E NMTO0.10 % 001 %
RESIDUAL SOLVENTS
Isopropy! alcohol NMT 2500 ppm N.D.
Tert-bulykmethyl-elher NMT 5C0 ppm N.D,
n-Hexone NMT 150 ppm N.D.
Dichloromathane NMT 600 ppm N.D.
. T Compﬂeswtwg_SP B
NEWCHEM declares 1ha1 : fhis batch was produced under FGMP condinon‘ me documanloﬁon ralevonl 1o rhfs ,
______________________________ process has been reviewed by the QualifyUnit I

Siors al refrigeraled conditions [ + 2°C-+8°C)
Produced by San Martino Slccomarlo site

|
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Verona 11/11/2020 Page 1 of 2 Approved by Qualifled Person

NEWCHEM spa www.newchemspa,.com
Sede legale/registered at: Via E. Do Amicls 47 - 20123 Milano - Italy Tgl. +39 02 581516 [=] info@newchemspa.it
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CERTIFICATE OF ANALYSIS
. LATANOPROST
Batch: NA2964 Manuf, date: _ 09/2020
Expiration date: ;___09/202-59
Tests S __Specllications o Resylis
RESIDUAL SOLVENTS
Isopropyl ether NMT 3000 ppm N.D.
Efhyl acetate NMT 5000 ppm N.D.
Tetrahydrofuran NMT 500 ppm ' N.D.
Dimethylformamide NMT 100 pprm NE.
[ ~ Complies with cUSP _ - - S

NEWCHEM declares that: this batch was produced under GMP condifion; the documentation relevant fo this ‘"|
e e _______ processhas been reviewed by the Quality Unit ;

Store of refrigerated conditions ( +2°C-+8°C}
Produced by San Marlino Siccomario site i
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