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Site Code Analysis No.
2612 13240
Batch Quantity
2022070347 kg 100
Customer

Test

Description

Manufacturing date (*)

11/07122 1107127

SUAN FARMA Inc. - Fair Lawn (USA)

Loss on drying

Melting range

Specific optical rotation

Assay

Residue on ignition

Lithochalic acid (TLC)
Chenodeoxycholic acid (HPLC)
Other impurities each (HPLC)
Total sum of all impurities (HPLC)
Identification

Residual solvents

Particle slze

Solubility

b
2

ate of issue
7107/2022

Laborutory Manager "~
"o
. M (,’uim §
2.4 2

\ K. e’ \

o

%

Requirement

White or almost white crystalline
powder

<=0.5

200 - 205

+57.0 - +62.0

99.0 - 101.0 Acidimetric - 98.5 -
101.5 HPLC USP method

<=0.1

<=0.05

<=1.0 (Ph.Eur.Curr.Ed, method)
<=0.10 (Ph.Eur.Curr.Ed method)
<=1.5 {Ph.Eur.Curr.Ed. method)
Positive (IR)

Complies with "Guidelines for
Residual Solvents"
(CPMP/ICH/283/95) Class 3

D(v.0.5) 2-8; D{v,0.9) <=30

Freely soluble in alcohol and glacial

acetic acid; sparingly solubie in

chloroform; slightly soluble in ether:

practically insoluble in water (from
USP curr.ed. description and
solubility/reference tables)

Retest date (+)

ANALYSIS CERTIFICATE

Product Description
URSODEOXYCHOLIC ACID (Ursodiol) USP Curr.Ed.

Manufacturing site
Via Novi 78, I-15060 Basaluzzo (AL), Italy

Customer Annotations

Results

White or aimost white crystaliine

powder
0.1

202-203
+60.1

100.0 Acidimetric - 99.9 HPLC
USP method

0.04

<0.05

0.1

<0.10

0.23

Positive (IR)

Complies with "Guideli;

Residual Solvents™
(CPMP/ICH/283/95) Class 3

D(v,0.5): 7.33; D{v,0.9): 23.2

Freely soluble in alcohol and
glacial acetic acid; sparingly
soluble in chloroform; stightly
soluble in ether; practically
insoluble in water {from USP
curr.ed.,description and
solubility/reference tables)
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Specification

Code: 261 2SUANIARN L - Ed 1 issued on 16 10 2020

- Quality C; 1 Manager
__,SLQ . o

)0l

x’\k’\ L2

e Production’retest’expiry date ﬁﬂrmm' if mﬂ'w#!eﬂ' unmerically only: DD/ MM 7YY (effective ﬁmn July 2021)

ICE S.prL a socio unico - Cod. }'m- Pare. VA IT 81227810353 - R.E.A. RE 169836 - Posiz

QP Reimse

LoALLL

U.M. Lab
ICE
% ICE
°c ICE
“o.db. e
% odb. jop
% IcE
% ICE
% ICE
% ICE
% ICE
ICE
ppm ICE
pm ICE
ICE
o |- 1. Vi
LR [NTL &
Page 1 of 1

Comm. Estero RE 003868 - Capitale Sociale €120.000,00 i v
Stabitimento di Reggio Emilia (e Sede Legale ed Amministrativa) Tia Sicilia 8 10 - 42122 REGGIO EMILIA ~ITALIA Tel 0522 551250 - Fax: 6522 558963

Stabilimento di Basaluzzo Via Novi 78 - 15060 BASALY 220 (AL = ITALIA Tel 0143 48831 - Fax 0143 £89719
wiwiccttaly. com - e-mail: info aiceitaly. com



