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Certificate of Analysis

1.08882.9025 Zinc sulfate monohydrate EMPROVE® ESSENTIAL Ph Eur,USP
Batch A1710982

Spec. Values Batch Values
Assay (complexometric) 99.0-100.5 % 99.7 %
Identity passes test passes test
Appearance of solution passes lest passes test
Free acid passes lest passes lest
pH-value (5 %; water) 40-56 4.3
Chiloride (CI) < 0.005 % < 0.005 %
As (Arsenic) < 0.0003 % < 0.0003 %
Cd (Cadmium) (*) <0.0002 % % 0.00004 %
Cr (Chromium) < 0.0005 % < 0.0005 %
Fe (Iron) < 0.003 % <0.003 %
Hg (Mercury) = 0.0005 % < 0.0005 %
Ni (Nickel) (*) < 0.0005 % % 0.00006 %
Pb (Lead) (*) < 0.001 % % 0.00019 %
Se (Selenium) < 0.003 % <0.003 %
TI (Thallium) (%) < 0.0010 % 0.0002 %
Alkali- and alkaline earth metals (as sulfate) s0.5 % <05 %
Residual solvents (ICH Q3C) excluded by excluded by

manufacturing manufacturing

process process
Loss on Drying (105 °C) <1.0 % 1.0 %

Elemental impurity specifications have been set considering ICH Q3D (Guideline for Elemental Impurities). Class 1-3 elements are not
likely to be present above the ICH Q3D option 1 limit, unless specified and indicated (*).
Corresponds to Ph.Eur., USP

Date of manufacture (DD.MM.YYYY) 13.02.2021
Date of examination (DD.MM.YYYY) 12.05.2021
Minimum shelf life (DD.MM.YYYY) 28.02.2026

Claudia Wiegand

Responsible laboratory manager quality control

This document has been produced electronically and is valid without a signature.

Merck KGaA The life science business of Merck KGaA, Darmstadt, Page 10of 1
Corporation with General Partners Germany operates as MilliporeSigma in the U.S. and
Frankfurter Stralle 250 Canada.

64293 Darmstadt, Germany

SALSA Version 1075147/990000819248// Date: 12.05.2021
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Positive Match ek TruScan GP Thermo

zinc sulfas 1 h2o 018590 0.6027
The measured data is fully consistent with the library | T(G2446
item for zinc sulfas 1 h2o 018590.
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Tanggal Sclesaj

Pemeriksaan Timbal

Preparasi Sp  : 250 mg Sp + 5 ml Purifiecd Water + 10 ML KCI 10% di tabung A + 0.1 ml natrium sulfat,
5 ml Purified Water + 0.5 ml Irutan baku timbal + 10 ml KC1 10% + 0.1 ml natrium sulfat di tabung B
kocok dan biarkan selama 5 menit, amati

Hasil : Warna larutan tabung A tidak lebih gelap dari tabung B

Kadar -

Preparasi Sp @ 170 mg sampel + 100 Purified Water + 5 ml buffer ammonia-amonium klorida + EBT.

N: 0.0502

No. V.Sp Kadar Kadar H20
1 170.0 18.8 89.6% 99.6%
2 170.0 18.8 89.6% 99.6%
Rata-rata 89.6% 99.6%
Rsd 0.00% 0.00%

Paraf Analis :
Verifikasi
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Nama Boahan Bakw/ Produk FUN Jaag
No LSA/ Batch S —
on:e
Tanggal Mulai Y N-03 .1y
Tanggal Sclesni P 2907 ™
Kelarutan
Preparasi Sp  : Sp + Purified Water Preparasi Sp : Sp + Etanol
Hasil : Mudah Larut  « Hasil : Tidak Larut v
Preparasi Sp @ Sp + Gliserol
Hasil : Mudah Larut
Identifikasi
Ydentifikasi Zinc
Preparasi : Sp+ 2ml Purified Water + Kalium heksasianof/erat (I1),amati (1). + 1 ml HCI 3N (2)
Hasil : (1) Terbentuk endapan putih
: (2) Endapap tidak larut
Identifikasi Sulfat
Identifikasi Sulfat A
Preparasi : Sp + Purified Water hingga 10 ml,bagi larutan menjadi 2.+ BaCl tiap tabung (1)
: + HCl pada tabung l,amati(2), + asam nitrat pada tabung I, amati (3)
Hasil : (1) Terbentuk endapan putih
: (2) Endapan tidak larut
: (3) Endapan tidak larut
Identifikasi Sulfat B
Preparasi : Sp+5 ml Purified Water + timbal asetat, amati (1) + amonia asetat , amati (2)
Hasil : (1) Terbentuk endapan putih
: (2) Endapan larut v
Identifikasi Sulfat C
Preparasi : Sp+5 ml Purified Water + HCI, amati
Hasil : Tidak terbentuk endapan v
Keasaman
Preparasi Sp : sampel + 10 ml Purified Water + methyl red
Hasil : Tidak terbentuk warna merah muda |,

Alkali & Alkali Tanah
Preparasi Sp @ 1.12 gr Sp + 150 ml Purified Water + 10 ammonium sulfat 40% encerkan dgn Purified Water, saring
100 ml filrat tambahkan 3 tts H2504 P, uapkan

Bl 58.006
B2 58.1240 Paraf Analis : R
Hasil 0.1y, Verifikasi

Hal 1 dari 1
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Tanggal Sclesni V2.0 -V

Pemeriksaan Timbal

Preparasi Sp  : 250 mg Sp + 5 ml Purified Water + 10 ML KCI 10% di tabung A + 0.1 ml natrium sulfat,
5 ml Purified Water + 0.5 ml Irutan baku timbal + 10 ml KCI 10% + 0.1 ml natrium sulfat di tabung B
kocok dan biarkan selama 5 menit, amati

Hasil : Warna larutan tabung A tidak lebih gelap dari tabung B v

Kadar
Preparasi Sp @ 170 mg sampel + 100 Purified Water + 5 ml buffer ammonia-amonium klorida + EBT.

N: 0.0502

No. V.Sp Kadar Kadar H20
1 170.0 18.8 89.6% 99.6%
2 170.0 18.8 89.6% 99.6%
Rata-rata 89.6% 99.6% /]
Rsd 0.00% 0.00%

Paraf Analis : (}?Aj
Verifikasi -~ @ R\,
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