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Pr oduct SYNULOX 50M=X100 TABS CZ/ SK/ H
Lot nunber 46961405
Manuf acturi ng date 09/ 2014
Expiration date 09/ 2016
Test Speci fications Resul ts Met hods
D sintegration Meets Test PASS EP 2.9.1
Friability 5% max 0 % EP 2.9.7
Id. Amoxycillin Positive (HPLC) PASS SAM A 569
Id. Cavulanate Positive (HPLC) PASS
Anpxyc. Content 38 to 42 ng/tabs (HPLC) 40 ng/tab SAM A 569
Cl avul an. Conten 10.0 to 11.0 ng/tabs (HPLQ) 10.6 ng/tab SAM A 569
Appear ance Speckl et pink flat circul.Tabs PASS A 28.03
Mbi sture 6% max 5 % EP 2.5.12
Uni form Weight Meets test PASS EP 2.9.5

| hereby certify that the above infornmation is authentic and accurate. This batch of
product has been nanufactured, including packaging and quality control at the above
nmentioned site in full conpliance with the GW requirenents of the |local Regulatory

Aut hority and with the specifications in the Marketing Authorisation of the inmporting
country. The batch processing, packagi ng and anal ysis records were revi ewed and found

to be in conpliance with EU GWP.

This certificate was created by a validated systemand is valid wthout manual signature.

Bat ch Rel eased Date : Cct 28, 2014

Haupt Pharma Latina S.r.l. was formerly known as Pfizer Italia S.r.l.
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Deutsche Bank SpA IBAN: Commercial Register Latina 174220 An enterprise of the
Acct. No. 820911 IT86N0310403207000000820911 VAT: IT06385830960 Haupt Pharma Group
ABI 03104 BIC:

CAB 03207 DEUTITM1588



Certificate of Compliance

Product: SYNULOX 50MGX100 TABS CZ/SK/H
Lot number: 46961405

Page 2 of 2

haupt

Inspiring Partner for Efficient Solutions

S.S. 156 Km 47,600 - 04100 Borgo San Michele (Latina) Italy
Phone +39 0773 4251  Fax +39 0773 250920
www.haupt-pharma.com

User

Reason Date (CET)

Rossi Vincenzo (Quality Control Manager & QP)
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