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CERTIFICATE OF ANALYSIS

rtnlsnro pnooubr
Producl ,rroc : CLAVASEPTIN 50 10 CY HU RO

i Phrrmtccuilcrt fort! : Not Coated Tabl6ts
'BrtchrumbG?: gC25gOV /
-.--:.----.:::..: -. ---.- :...---:-:-: -." .!-"- -- -

Aotlyticrl codc :

Mrnuficturiag detc :

Expirrtion date :

426052

31/O82018

30t0N2020

r_!!$ )
SPECIFICATIONS

RESULTS

Characleristics of tablets

i

LerEth

Avsagc wright and unlnornity-of rebii
: Aleragcma3s
:, Uniformlty of mass

i

Resjstanoe b qushing

Disintegratjon t€st

. Eqdlibrtum rd8$y6 humHity..--._-_:-.--_

Aroxlcillin c$ssotjuon rale

Anoxkllin dissoluton comgliance
._- __ - :. _.-

i

Clawlanic ac dissotution rale

.-Ol!!g:9tlt'1: _p_brownish sprin kt€d, scored
I

I

; pass

jt= 9.8.= to.2 mm

>= 90.4 <= 100.0 m9

Complies with Eur. ph. 2.9.5.

l

I

I 10.1 mm

I
I

.t=gow

95.7 nre
'Pass :

.,-.---j
I

<= 15 min

t38N

, <4 min*_*_^_._+_-_ _--_

i

.. _ i rox

I
I

i€15%

i-'"----

l

Q=85% yrithin 30 min

Complies wittr Ep 2.9.3.
:97*
: Pass
ii;
i roo* 

i

PaBa '

Clavulanic ac dissolution co.npiiancg

Q=80% within 30 min

Cornplies wtth Ep 2.S.3.
A,rnoxicillin and ctavulanic acid identity (HpLC)

Amoxicjllln UV specirum

Amo)dcllln rclentlon flmc

Oavulanic acid W sp6ct um

Oavulanic acid retention time

Amordclttin aad dawtanlc add';;; --*
Amoxicillin conlent

Clavulanlc scid content

rPosiliw

i eoefivc

! 
poduve

po8ldvt

Pass

] Pass

i Pass
l

Pasg

>= 38.00 <= 42.00 mo^sbtet

>= 9.78 <= 10.82 mg/tabtet
39.25 mgfiab.
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rrnrcurD iniiDuCt
Product nrme : CLAVASEPTIN 50 10 CY HU RO

Phamrc.uticrt form : Not Coated TablstE

Betch number: 8C259OV

TESTS

Arnoxicrttin pu,ity (HPLC)

lmp.A

lrp.B

l-p.C

l np.D

lmp.E

lmp.F

lmp.G

lmp.K

Any unidentiliod deg€datjon product

Total rrnidentilled degradstion prDducts

Total de0radation products

Cr"rrri^r" 
".tO 

irprrtti". firpUc) 
- -

Any unspecifed degradation produc{

Total degradation produc{s

AnelSticel codc :

Mluufrcturing date :

Erpiretion drtc:

426052

31t0812018

30t08/2020

. SPECIFICATIONS ] RESULTS
. ._._-.__-._...i.-___. _

j

<0.3 9i 9w
<0.3 % w,w

<0.3 % w/w
:

| <0.3 % w/w

i <0.3 % w/w
I

I 0.5 * wAr

0.4 % rx/v

<0.3 * wtw

<).3 % w/w

| <0.3 % w/w

io.g%wL

<0.3 % area

<0.3 % area

<= 1.0 %Mw

<= 1.0 %wAr

<='1.0 %wifl

i<= 1.0 %wAv

.= 1.0 %w/w

<= 1.0 %w/w

<= 1.0 %w/w

<= 1.0 %wAx

- 1.0 %w^t

<= 2.0 %wAry

<= 3.0 %Ww
I

i

<= 1.0 %area

<= 2.0 %arEa

I hercby certifo that this lot is manufactured, packed and labellcd under conditions as stalcd in rhc currcnt European Union ruIes for Good
f#ff:u*il-.hTtrce 

formedicrnal products for vetcrir"rv ,r", and thal rhe fi"iril fidr.t;i ar *po* answers the requiremenb raid dovm in

Relcased by Qualified person 
:

Date:

Dccision :

This document has been produced erectronicaily and is varid withour a signature.
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