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1.06357.9029 Sodium disulfite (sodium metabisulfite) EMPROVE® ESSENTIAL Ph Eur.

BP,JP,NF E 223
Batch K55479857
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Assay (iodometric) 97.0 - 100.0

Assay (lodometric, S02) 654 - 67.4

Identity passes test

Appearance of solution passes test

pH-vaiue (5 %; water) 35-50

Chloride (G) <001

Heavy metals (as Pb) < 0.001

Thiosulfate (S204) < 0.05

As (Arsenic) s 0.0002

Fe (Iron) < 0.0005

Mg (Mercury) < 0.0001

Pb (Lead) <0.0002

Se (Selenium) < 0.0003

Residual solvents (Ph Eur/USP/ICH) excluded by the
manufacturing
process

Elemental impurnty specifications have been set considering ICH Q3D
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Guideline for Elemental impurities). C

likely 0 be present above the ICH Q3D option 1 limit, unless specified and indicated ().
Conforms to the purity criteria on tood additives according to the current European Commission Regulation.

Conforms lo Ph Eur, BP, JP. NF, E223

Date of manufacture (DD.MM.YYYY) 08.08.2023
Date of examination (DD.MM.YYYY) 21.08.2023
Minimum shelf life (DD.MM.YYYY) 31.08.2026
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STANDARISASI CERTIFICATE OF ANALYSIS BAHAN BAKU

Referensi pada | Referensi Penyesuaian Parameter
No Nama Bahan Manufaktur gnz_w”pcqma um“”:Mo> Nomor SPBB Keterangan
Parameter yang Dihilangkan Parameter yang Ditambah Parameter yang direvis
saat ini diusulkan ¥ang 9 yang " yang direvisi
1| Sodium Metabisulfite Merck USP/EP/BP/JP | USP 47/FIVI [ident kasi C (Nanoram) Pemerian di sesuaikan dengan USP 47

(Crystalin Powder)

Tioshulfat : < 0.05%

Klorida : £.0.05%

\dentifikasi disesuaikan dengan USP

Mercury Pemerian disesuaikan denga USP
47 47
Lead Kelarutan disesuaikan denga USP  |Arsen : < 3 bpj (FI Vi)
47
Selenium Logam Berat : < 20 bpj (FI VI)
pH . Besi : < 20 bpj (FI VI)

Penetapan kadar : 65.0%-67.4% of
502 (USP 47)

RD.02-SBP/057.00

Update SPBB

Update SPBB dan
Penyesuaian CoA dari
Manufacturer

Penyesuaian CoA dari
Manufacturer
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