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Certificate of Analysis

Micofenolato Mofetilo 500 mg film-coated tablets 50x, Chile

Batch Number:

Bulk Batch Number:
Date of Manufacture:
Date of Analysis:

Reference:

Test

Deseription

Identification of Mycophenolae Motetil
{HPLC)

Hdentification of Mycaphenolste Moferl (11V)

Identificaiion of Titanium diexide
Henutication of [ron oxide

Identification of Indigocarmine (HPLC)

Unifisrmits of Dasage Units by Mass Variation

Uniformmy of Dosage Uinits by Mass Variation
AV

Dissalution {(UV) twithin 30 minutes)
(labelled amoum )
Range

Stage Passed
Mean
Assay (HPLC) tlabelled amount

Impunties/Dveradation Products (HPLC)
My cophenolic acid

3160918 Mem Code:
BLIGEK

Seplember-2018 Expiry Date:
03-0ct-2018

SDIRMI2753:2

Specification

Pale purple. oval shaped film-coated table,
debossed with "MS00™ on one side and plain
on the other side

The retention ime of the major peak in the
chromatogram of the assay preparation
vorresponds to that of the slandard
preparation as obtained in the Assay.

The UV spectra of the test and standard
solutions. us obained in the identitication
tesl, exlubit maxima and nisima of the same
wavelengths,

An orange red colour ntust be produced
A blue colowr must be produced.

The retentian time of the indigocannine
peiks in the chromatogram of the Sample
sofution ¢nrmesponds tw that of the major
peaks in the chromaiogram of the Standard
solution,

Conforms 10 the current Ph Fue 2.9.40.

NMT 150

Not less than 80 % (Q) of the Jabelhed
amount is dissolved 1n 30 minutes
(Acceptance criteria: current I'h, Lur. 2.9.3)

NIT 95.0 & NMT 1050 %

NMT 1.0 %

TEI Phurmaceitical Works Private Eimtined Coaempony H-1042, Hungan, Drbicoen Pallage st 13

Prge ] o2

0032010

seplember-2021

Result

Cunforms

Comlonms

Comaloems

Performed Periodically
Performed Perudicaly

Performed Periodically

Confumny

24

93 - 102 %

98 %
996 Y%y

{LDE %0

Aepurl &2 20 1 NONE Focan JIAIN PHOE



Certificate of Analysis

Micofenolato Mofetilo 500 mg {ilm-coated tablets 50x, Chile

Batch Number:

Bulk Batch Number:
Baie of Manufacture:
Date of Analysis:

Reference.

Test
Anv unknown
Towd impuritcs

Mmrobiological quality
Total acrobic micrebial count

Total yeasts and moulds count

Fscherichip vokli

JI60918 Item Code: 80032010
SLI6EK
September-2018 Expiry Date: September-202 |

05-Qct1-2018
SDIRG02753:2

Specification Result
NMT010% 003 %
NMT 1.5 % 0519
Naot maore than 10° CFlig Performed Periodically
Not mare than 1F° CFUiyp Performed Pertodically
Ahsence in 1 g Performed Periodically

11 is hereby cenified that the above material has been checked in accordance with the principles of
Good Manufacturing Practice and complics with the requirements of the registration file,

Lot Approved By:

Title:

Issued by:

Date of Issu¢;

Dr. Kéri Vilmosné
QC Supervisor
Ricskai Erika
QA Assistant

05/)an/2019 10:27:33

As this document has been generated in a validated laboratory information management system,

this document has been elecironically signed.
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