CHE

CERTIFICATE ?F ANALYSIS
LATANOPROST

Batch: NAO711 : Manut. date: | 03/2020

Expiration date: | 03/2023

Tests e Speclfications _ _ Resulls
GEMNERAL TESTS t
Appearance Colorless or pale yellow ol Comples
identification iR Posllive Positive
Idenfificalion HPLC | i Positive Posilive
Waler conlent NMT 0,5 % 01%
Specific rotation +31° - +38° on onydidous and solven!- free +33°
basis
Solubtiity Complies Complies
Sulphated oshes NMmIT 0.50% 003%
ASSAY
Asssoy HPLC [USP} 98.07% - 102.0% on the anhydrous,solvent 98,40 %
free basis
IMPURITIES
lsopropydiphenylpentanoate NMID.10% N.Q,
15[5)-lalanoprost NMT 0.30% N.Q.
Srans-lalanoprost NMT 0.30% N.Q.
Every single unknown impurily NAT 0.10% 008%
Tolalimpuities NRT0.50 % 0.08%
Relaled Compound E NMT0.10 % 000 %
RESIDUAL SOLVENTS
Isopropyl alcohol NMT 2500 ppm N.O.
Terl-butyl-methyl-ether NN\F 500 ppm N.D.
n-Hexane NMF 150 pom : N.D.
Dichloromethane NMT £00 ppm ND.
Isopropyl ether NMT 5000 ppm N.D.

" NEWCHEM declares ihaf: ihis batch was produced under GMP condifion: Ihe documentation relévant fo Ihis |
process has been reviewed by the Qualily Unit |

Stare ot religeraled conditions | + 2°C -+ 8°C ) |

Producer: NEWCHEM S.p.A.
Via Parco del Ticino, 10 - 27028 San Marlino S[ccomar!o (PV) - llaly

NEWCHEM spa wwur.newchemspa.com [

gggﬁ 1 e!rep!%}m%%ﬁa E. De Amicis 47 - 20123 Miaggelijly T2 +39 02 561516 [ if PrRemspa by Q ager
apilala sociale Euro 1.000.000 iv. REA. Ml n. 1550575 [scrizionajrenistra imprese M - codice flscala & partita VA/vat 12437010158

Newchem Spa - Societd soggetta a direzione e coordinamenta di 2 pjiang Xianju Pharmaceutical Co. Ltd,

Stabilimentifactories:

Via Roveqgla 47 - 37136 Verona - ltaly Tel, +39 045 504922 Fax +21; 045 8201568 [=] info@newchemspa.it

Via Parco del Ticine 10 - 27028 San Marlino Siccomario - Pavia - ltaly lel. +38 0382 6521027 Fax +39 0382 490570 [ Info@newchemspa.it




CERTIFICATE OF ANALYSIS
LATANOPROST
Batch: NAO0711 Manuf. date: | 03/2020
Expiration date: | 03/2023
Tests e Specifications [ Resulls_
RESIDUAL SOLVENTS {
Ethyl acelote NMT 5000 ppm N.D.
Tekrahydrofuran NMTS00 ppm ND.
Dimelhylformamide NMT 100 ppm N.D.

|

|

Complses Ih cUSP _____

I
Fy— P l
" NEWCHEM declares that: thls bc:h:h wos proﬁuced Under GMP condﬁlon. ‘the documenluhon relevoni Io this I

process has been rewevged by the Quality Unit !

Store ! refigeroted condifions [+ 2°C -+ 8°C) !

Producer: NEWCHEM S.p.A.
via Parce del Ticino, 10 - 27028 S5an Martino Siccomario (PV) - - ltaly

NEWCHEM spa www.newchemspa.com %
s pple/regisieragata E. De Amicis 47 - 20123 Mizggieliaho et 30 02 581615 [=] nfipipiinoReinsod. ager

Capfiale sociale Euro 1.000.000 Lv. R.E.A. Min. 1559575 iscrizione registro imprese Ml - codice fiscale e partita IVA/vat 12437810156
Newchem Spa - Societa soggetta a direzione e coordinamento di Zhejiang Xianju Pharmaceutical Go. Lid.

Stabilimentiffactories:

Via Roveggia 47 - 37136 Verona - ftaly Tel. +39 045 504922 Fax +39 045 8201566 =3 info@newchemspa.it

Via Parco del Ticino 10 - 27028 San Martino Siccomario - Pavia - ltaly Tel. +38 0382 521027 Fax +39 0382 490570 info@newchemspa.it



