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CERTIFICATE OF ANALYSIS

Ne: 202011313

ProdutolProductName VitaminD3

Code: 0597

Dosage Form: LipidCaps C.Mole/C, Soft Shell

1 o- i : - i Date: 2023-08
[Tamanho Lote | Batch Size: 653,900 Grane!lBulk
IAcondicionamento Primario / Primary Container: Grane!lBulk

|Acondicionamento Secundario | Secondary Container: ---
1Data da Anélise / Analysis Date: 2020-09-03

— ENSAIOJTEST  ESPECIFICACAO | SPEGICATION Unidades/Urits| RESULTADO /RESULT
Descrigao/Description Capsulas moles. incolores, esféricas 5, corn Conforme | Conform
contetido liquido, limpido, amarelado, de odor
caracteristico | Colourless, spherical 5,soft shell
capsules with a yellow, clear, liquid content having

characteristic odeur
Massa média (conteudo)  27525+75% [254,61295,89] mg 292,9
f Average mass (content)
Uniformidade de massa Nao mais de 2 em cada 20 unidades poderao dierir Conforme | Conform
(conteudo) I Uniformity da massa média em 10% e nenhuma pode
of mass (content) desviar-se mais de 20%/ Not more than 2 inevery

20 units may differ from the average weight by 10%

and none can deviate bv more than 20%
Desagregacaol Nao superior a 30 | Not more than 30 min. 7' 20"
Disintegration
hdice de per6xido | Nao superior a 101 Not more than 10 mEQg02/Kg 19
Peroxide value
Determinacao do Nao superior a 10000 / Not more than 10000 UFC/g | CFU/g 10

numero total de germes
aer6los | Total aerobic
microbial count

Numero total de fungos Néao superior a 100 | Not more than 100 UFC/gICFU/g <10
e leveduras | Total

combined yeasts/molds
count

Bactérias Nao superior a 100 | Not more than 100 UFC/g | CFU/g <10
gram-negativas

resstentes aos sais

biliares | Bile-tolerant

gram-negat ve bacteria

Eschericlacoli Auséncia | Absence UFC/cil CFU/Q Auséncia | Absence
 Staphvlococcus aureus _ Auséncia | Absence UFCfa |l CFU/a Auséncia | Absence
] Salmonelas | Salmonella  Auséncial Absence UFC/10gl Auséncia | Absence
1 CFUI10a

1 Observagbes | Observations:
1

1 Referéncias f References:

‘ —_— REJEITADO | REJECTED
Responsavel C.Q. ¢ 1 Assmaturarmw Assinatura/Signature:
Head of Quality Control Jor a0 —
1 Data/Date: ‘-’} Data/Date:
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