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] ' i B FINISHED PRODUCT
CLAVASEPTIN 500 10 oy HURO ; Anakytical code ;

; Prodoet name : 428057

1
' harmaceutica] form ; Mot Coated Tablels

;Manufacturing date ; 240472017 J
7C12920 Expiration date : 23/04/2020

| Batch pumbey :

|
e . ‘_‘—_‘T:;T_Z?h—‘ﬁ_h; S
‘ TESTS SPECIFICATIONS | REL_ULTS )

j Characteristics of tabists Chlong, aff-white to brownish sprinkied, scored | Pass {
P r s Tlatiets giakills i s oy

l

f Length >=20.8<=21.2mm . 21.1 mm )

! Average weight and unifommity of weight ]
>=904.4 <= 999 6 mg | 963.8 mg
|
r

Average mass i
Uniformity of mass Complles with Ep 285,
Resistance to crushing 133N [
s B L __“__;__,,_‘_]

' IS I P —

; |
! Disintegration test 5!<= 15 min | <8 min i
T S HM_HE&EF%ﬁ_‘_‘H—T
i
f Equiibrium refative humidity |e=159% ; 9%
H : : ——— e
| Amoxicilin dissolion ratg | Q=85% within 30 min 101 % |
’ Amoxicilin dissolution compliance | Complies with P 2.9 3 Pass |
;_.*—-——__ﬁ________. \\_gﬁ._ ———— e s s _f_g_,i*{
1
4
| Clavulanic ac dissolution rata | Q=80% within 30 min | ios % ’

Clavulanic ac dissolstian sompliance
| Amoxicilin ang clavulanic acid idantity (HPLC)

| Complies with Ep 2.9.3,

i Amoxicitiin Uy spectrum i Pesitive Pass

I Amoxicitin retention time | Positve Pass

1
Clavulanic add UV spectrum } Pogitive Pass |

) , i

Clavulanic acig retention time Posltwew _ . w Pass ~ .

] Amoxigitiin and clavulanic acid assay | !

| Amaxicillin content {:-: 380 <= 420 montabiet { 409 mgitap, i

i

L Clavulanic acid content ___ {*=97.8 <= 103.2 moftabigt B y 103.3 mgab.
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T T FINISHED PRODUCT T A
 Product name : CLAVASEPTIN $0¢ 10 CY HU RO ! Analytical code : 426057 f
Pharmaceutical form : Not Coated Tablets Masufacturing date : A0y #
Batch number : 7C12920 ; Expiration date : 2310412620 ‘

P : — e : — =
{ TESTS __| SPECIFICATIONS 1 RESULTS
Amoxicilin purity (HPLC) |

Imp.A fea 1.0 %wiw <0.3 % wiw

'mp.B !<= 1.0 %wiw ‘ <0.3 % wiw ’

Imp.C <= 1.0 %wiw P <03 % wiw

Imp.D 1“<= 1.0 S%whw <0.3 % wiw !

Imp.E <= 1.0 %wiw <0.3 % wiw

Imp.F <= 1.0 %wiw 0.4 % wiw
“ Imp.G | <= 1.0 Howiw i 0.4 % wiw 1
! Imp K 1‘ <= 1.0 %wiw <0.3 % wiw H
j Any unidentified degradation product i <= 1.0 %wiw [ <0.3 % wiw |
i Total unidentified degradation products (<=20 Fawh <0.3 % wiw I
[ Total degradation products <= 3.0 %wiw | 6.8 % wiw
; Clavulanic acid impurities {HPLC) ! [
; Any unspecified degradation product ‘ <= 1.0 %area | <0.3 % area
E Total degradation products : <= 2.0 %area ? <0.3 % area

1 hereby certify that this lot is magufactured, packed and labeiled under conditions as stated i the cument Evropean Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid dows in
the marketing authorisation.

E Released by_()ualiﬁed Person ; Brian LoYoE—Mi_—%__‘HVﬁ’
i Date : 03/08/2017 99:23:14
1 Decision : FULL RELEASE J
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