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CATE OF ANALYSIS

Product 5200112 AMBILAN BID 400/57 POWDER FOR ORAL SUSPENSION

Number of MA F-14358/09)

Lot No GE1922

Parameters Spacifications Resuits

Colour of content conforms
whitedto yellwnish whila

Appearance of conten canforms
crysthliine powder

Colour and appearance of sU3pansion conforns
almogt white to yaliow, homogeneaus

Water <8 3% 53%

pH 472-Bs 5.1

Fiihng conforms
NLThTSg

identification. HPLC confonins
amajiciiin

Identification BPLC conforms
clavglenate polassiim

Assay HPLC 360 P - 480 & mg/Sml 402 9 mg/5mt
amaacillin, 400 0 mg/Sml

Assay HPLC 51 30 - 74 25 mg/Sml 81 73 mg/Smi
clavplanic acid 57 00 ma/5mi (90 O -
125 %)

Miciobwolagical Quaity- Ph Eur 51 4 r

Total acrabic microbial count (TAMC) NMT 30exp 3y

Total yeasts and maulds count {TYME) r
HMT 10exp 29

* Not roulinaly tested Test s perfprmed accordifp Lo dpproved leskng frequency
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@ Ie k Lex Pharmaceulicals d.d. Quahty Uit
1 Sandoz campary Pemcilin Production Plant
Perzonal 47 Perzonah 47
§1-2391 Prevalje, Sloventa S1-2391 Prevalje, Slovenia
Phone: +386 (0) 2 824 63 31 Phone' +386 (0) 2 824 63 43
Fax: +386 (0) 2 823 16 66 Fax +386(0)282317 75
Product 5200112 AMBILAN BID 400/57 POWDER FOR ORAL SUSPENSION
Number of MA F-14358/09
Lot No GE1922
Parameters Spdcificatlons Results
abxeptig
Storage Al B temperature below 30°C, in a dry place
Complies with specification of Markeling Apithorisation
Qualily Ut
Date 13|04 2016
Dunja Frece-Oderlap
Page 2 of 2
I* Mol -outinety tested Tosl s p:r‘rgrmnd dipg to app d teshng frequency
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| ek Pharmaceulicals d d
Verovskova 57

1526 Lubliana

Slovenia

Tel +386 15802111
Fax +386 1 5683517
www lek st
Manufaclunny License
800-30/2014-12

Cerfificate of Conformity

| matenal Name
Trade Name
Slrength/Patency
Dusage Form
Package 1ype
Package Size
Malenal No
Sandoz Balch
Date of Manufaclurng
Expry Dale
Manufaclurer
| Manufactunng sile

hMBILAN B 457MG/5SML, 70ML POS-CL
pMBILAN
ROO MG + 57|MG /5 ML

POWDER F(JR ORAL SUSPENSION
FOTTLE
N PC x 70 MYy
200112
E1822
APR-2016
P\PR-ZIHS
)_ek Pham
Lek Pharm
FPerzonah 47
2391 Preval
Slovema

eutcals d d
eulicals d d

Release dale 13-JUN-2018
Released Quantty 22224 PC

Components

Materal Name
Malenal No

Total Bulk Quantity
Manulaciurer
Manufaciunng Site

AMOKSIKLAY 2X S 457TMG/5ML GR -P
338834 Bulk Produc!

402.8 KG
Lek Pharm

Lek Pharm
Perzonali 4
2391 Preval
Slovema

euticals d d
ubcals d d

fatch No GD8a74

License number 800-30/2014-12

Material Name
Material No
Manufacturer
Manufacturning Sile

KALIJEV KUAV-D-ATB PHEUR PN100%-P
784015 Active Pharm Ingredient
tekdd Ler{dava plant API

Lekdd Lerdava plant API

Tamlny 2D
06220 Lendaja
Slovemia

Batch No
License number

B353065
800-11/2013-6
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Lek Pharmaceulicals d d
Veravskova 57

1526 Ljubijana

Slovenia

Tel +386 1 5802111
Fax +386 15683517
wiwws lek si
Manulactunng License
800-30/2014-12

Cerfificate of Conformity

Malenal name

AMBILAN BI(y457MG/5SML, 70ML POS-CL

Trade Name AMBILAN
F Mateanal No 9200112 Sandoz Balch GE1922
| Matenal Name AMOKSICILIN TRIHIDR /PHUER USP
[ Matenal No 315613 Active Pharm Ingredient Batch No 8350174
Manufaclurer SANDOZ 1N TRIAL PRODUCTS §
| Manufactunng Site $ANDOZ IN TRIAL PRODUCTS S A
Tria Granoligrs Cardedeu

i Manufaclurer balch

pain
350174

i8520 LES FRANQUESES V

=

| Certihication Statemenl

i | hereby certily ihal he above infofmation is au
| including packaging and quahly
of the local Regulalory Authornly a
The balch pracessing, oackaging

wapirol at the alf
fdm[h the sg

nd analysis fecords were reviewed and found to be in comphancs vath GMP

henlic and accwale This batch of product has been manufactured,
jove mentioned site(s) in full compliance with the GMP requirements
ecficatians i the Marketing Authansalion of the imporling counlry

Certficate comment

During the course of manufactunig,

Balch release authorized by*

Date

Page 22

H3-JUN-201]

‘and packagigg there were no dewialions thal may influence the release of lhe product

CABRIJELA DCEPEK, Head Release

08 48 28

*Elecltonically signed accordmg lo Sandoz eleclionic signature standards




