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FINISHED PRODUCT
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Produet name CLAVASEP 500MG CPR100 GR HU RO Analytical code : 456279
Manufacturing date - 2710512019
Pharmaceutical form : Not Coated Tablets B
Batch number : §C16208 Expiration date : 261052022
;\‘_ﬁ- ae e ... 3 '\_\‘
TESTS SPECIFICATIONS RESULTS ‘
32 PO o i
Characteristics of tablets Oblong, off-while to brawnish sprinkla::i. scored Pass
e L ST NAIRR D DR el
Length >=208<=21.2mm 211 mm -
o e il U et S
Average wsight and uniformity of weight
Average mass >=004 4 <= 9606 mg §51.6 mg
Uniformity of mass Complies wilh Eur. Ph. 2.9.5 Pass
Resistance to crushing >= 80N 130N
iy S I PO
Disintegration test <= 15 min <4 min L
: B s drae e e B E Wg Tholl
Equilibrium relative humidity <= 15 % 9%
aREE BT P T EAE
Amasxicillin dissolution rale Q=85% within 3@ min 102 %
Amoxicilin dissolution compliance Complies with Eur, Ph. 2.9.3 Pass
SRR BTy bt RS i =i SRR e R ek SEESEE L il
" Clavulanic ac dissolution rate Q=80% within 30 min 102 %
Clavulanic a¢ dissolution compifance Compiies with Eur. Ph. 293 Pass )
PRITT] . RS B -
Amoxicillin and clavulanic acid igentity (HPLC)
Amexicillin UV spectrum Paositive Pass
Amaxicilin retention fime Positive Pass
Clavulanic acid Uy Spactrum Positive Fass
Clavulanic acid retention time Positive # Pass
i e e 0 WGE Lo 0
Amoxicillin and dlavulanic acid assay
Amoxicillin content >= 380 <= 420 mgap 406 mghtab.
Clavutanic acid content >=87.8 <= 1082 mg/taby 101.1 mgfab.
SR el b b L . i
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Product name : CLAVASEFR 500MG CPR100 GR HU RO 7 Analytical code ﬁ456279

Pharmaceutical form - Not Coated Tablets Manufscmring s i

Batch number : 916208 Expiration date : 28/05/2022
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_TESTS ' SPECHICATIONS B T

Amoxicillin purity (HPLC)
Imp.A <= 1.0 %w/iw <0.3 % whw
mp.B <= 1.0 %wiw <0.3 % wiw
Imp.C <= 1.0 %wiw <0.3 % wiw
Imp.D <= 1.0 Y%wiw 0.3 % wiw
Imp.E <= 1.0 %wiw <0.3 % wiw

T ImpF <= 1.0 %wiw 0.3 % wiw

Imp.G <= 10 %wiw 0.8 % wiw
Imp.K <= 1.0 %ww <0.3 % wiw
Any unidentified degradation progduct <= 1.0 %wiw <0.3 % wiw
Total unidentified degradation produats <=2.0 %wiw <0.3 % wiw
Total degradation products <= 3.0 Y%wiw 1.3 % wiw

Clavulanic acid mpurities (HPLC) il e )
Any unspecified degradation product <= 1.0 %area <0.3 % area
Total degradation products <= 2.0 %area <0.3 % area

I hereby certify that this lot 13 manufaciired. packed ang lubelled under
Manufacturing Practice for medicinal
the marketing authorisation,

Released by Qua]irﬁed Persun -

conditions as stated in the current European Union tales for Good
praducts for veterinary use, and that the finished product in all aspects answers the requirements laid down in
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