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) FINISHED PRQﬁUCT e
Product name CLAVASEPTIN 500 40 GY HU RD © Amalyvical code ; 476087
- Pharmacentical form = Mot Cosied Tablste Manulseturing date 251022018 /‘
Barch number : BADBLEE Expiration date : 2a:027201%
TESTS ' SPECIFICATIONS RESCLTS
Amaxicilin purily (HPLE)
IFp.A <= 1.0 Wwihw 0.2 % wiwe
Limp_B <= 1.0 Jewiw <01 % whar
mnpC €= 1.0 Wwmiy 07 % wia
Imp.p <= 10 %wdw Q.3 % wiw
Img.E <= 1.0 Sl <f1.1 % whw
Imp.F <= 1.0 kv 0.4 S i
mp.G == 1,0 Swiw 0.d G water
Ieng K, == 1.4 Hwhw <01 % adur
Any unidertified degradation product <= 4.0 Sowiw <0.1 % wiw
Taotal unidenified depradation produdls == 20 oA 0.0 % wihw
; Total dagradalion products =3 3.0 Yol 1.4 % ey
[ Clavutanic acd impurtics (HPLCY ' '
Any unspedfisd degradalizn produet <= 1.0 Sweirea 0.1 % area
Tatal degradatian progucls == 2.0 %area 0.1 % arza

| herely certity dhat s Lot s manufacturcd, packed and tahellod uncher corlitions as staied i he current Eucopean Pnion toles for Good
Manufaeiuring Practice for medichisl produsts for viterinary use, and that te finished prodect in sl] 5pofts unywers The requirenets 1aid dovwn in
the marketing suthoeisation.
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FINISHED PRODUCT
Product namc : CLAVASERTIN S00 40 CY HU RO CAnalylical code 426067
Pharmacentical form : Mol Coaled Tablets Manufacturing dave : 25022016
Rutch oumber : BADG4EE Exgiration date @ ZAH01D
TESTS SPECIFICATIONS RESULTS
s
Characlerizlis of latlets CHilong. off-white 10 brownish sprinkied, scored Pass
Length == 208 == 21.2 i 21.1 min
+ Awarage waight and unifornity of weingky
SuRIage mass »>=[0044 ==L0I 8B my 966.3 mg .
LIniformity of mass Complies with EP 2.85.5. Past
Reeistsnca to crughing == 808 144 M
Diginlagralon tag! <= 15 min < min
Equiibrium relative bamidity =15% 12%
Amaxicillin dissolution rate Q=855 within 30 min 100 %
Armnpxicilin dissaluicn compliance Camnplies with EP 2.9.3. Fass
Clavulanic 26 dissalution rais Q=E0% within 30 min LR
| Clavulanic ac Mesatution campliancs Complies with EF 2.9.3, Pass
Armosicillin and clavalanic acid idenily (HPLC)
Amaxiciiin UV gpacinrm Positive Pasy
Amaxici?in retenkan timea Posive Pass
Clavylanic acly W specirum Prisifive Pass
Clanularic avig reteniion lime Poslive Pass
Amoncillin and clawsderic acd assay
Amxicllin oantent >z 380 <= 420 mghahlet 405 motad.
Clawdanic acid content == Q7.8 <= 108.2 mgtatlet 105.8 mgilab.
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