Certificate of Compliance/Analysis aernova

Product: SYNULOX 250MGX10TABS ALT.S RUS
Lot number: 01942100

Haupt Pharma Latina S.r.L.
Page 1 of 2 S.S. 156 Km 47,600 - 04100 Borgo San Michele (Latina) Italy
Phone +39 0773 4251 Fax +39 0773 250920

Product: SYNULOX 250MGX10TABS ALT. S RUS

Lot nunber: 01942100 MFG 06/ 2020 EXP: 06/2022
Package: 10 tabs Blister UNCOATED TABLET

Strengt h/ Potency: Amoxicillin: 200ng, C avul anate: 50nyg

Desti nation country Russian Fed.
Aut.nr 840-3-32.13-4185N°PVI-3-1. 3/ 01344

Test
Speci fications

Results Met hods

Disintegr. Tine
Max 15 m n.
PASS EP 2.9.1
MT.I.
5 % max
1% M 20. 2
Pol yrmer d avul .
2. 5% max
1.5 % C 107.4
Identif of Dye
Positive
PASS | 1.98
Amoxycillin Con
190 - 210 ng/tabs (HPLQO)
192 ng/tab A 107.0
A avul an. Cont en
50.0 - 55.0 ng/tabs (HPLC)
52.2 ng/tab A 107.0
Uni form Weight
Meets Test
PASS EP 2.9.5
Id. Anoxycillin
Posi tive HPLC
PASS A 107.0
Id. Cdavul anate
Posi tive HPLC
PASS A 107.0
Appear ance
Speckl et pink flat circul. Tabs
PASS A 28.03
Mi sture (KF)
6 % nmaxi mum
5 % W1.0
Friability
5 % max
0 % EP 2.9.7
Bacteria
<= 1000 CFU/ g or m
NOT PERFORMED (1) EP 5.1.4

Manuf acturing/ Quality site Address Auth. N
HAUPT- PHARVA LATI NA S.S. 156 KM 47. 600 26/ 2018/ V

Manuf acturing/ Quality site Certificate of GW conpliance
HAUPT- PHARVA LATI NA NBF/ 47/ 2018/ V ( Eudr aGwP)

| hereby certify that the above information is authentic and accurate. This batch of
product has been nmanufactured, including packaging and quality control at the above
mentioned site in full conpliance with the GW requirenments of the |ocal Regulatory
Authority and with the specifications in the Marketing Authorisation of the inporting
country. The batch processing, packagi ng and anal ysis records were revi ewed and found
to be in conpliance with EU GW.

Devi ati ons, when occurred, have been investigated and resol ved successfully.
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Bat ch Rel eased

Haupt Pharma Latina S.r.L.
S.S. 156 Km 47,600 - 04100 Borgo San Michele (Latina) Italy
Phone +39 0773 4251 Fax +39 0773 250920

Date : Jul 29, 2020

User

Reason Date (CET)

Rossi Vincenzo (Qualified Person & Lean Quality manager)

Approve final document 7/31/20 8:20 PM

This certificate was created by a validated system and is valid without manual signature

printed by Tessaro Moira on Mon Aug 03 14:25:47 CEST 2020



