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CERTIFICATE OF ANALYESIS
M. : FCHO40Z (20/2024/241517) -2025
Zinc sulfate heptahydrate
Ph. Eur. 11%, USPNF 2024 Issue 3
Kirsch Pharma Espana
Spain
4500082837
(= ZSH 0217
turing Date 1.4.2024
[ 1.4.2027
1 ' = i ta =Bt hige; t a poid
T v Eraet ieally inrolukle in oEhung] ] L owank .
o Lt colexrless, transparent prisms, eor smail needles.
4 a white, » powder. Very solukle in water and ain giyeerin
insoluble in alecchol.
Parameter Specification Result of Ph. Eur.
Ldentificaticn A: Bulfates complics
B: Zinc complias
C: Limits of the complies
hAssay 9¢.0 - 104.0 101i.e
Approuxance of sgluticn Clear and <dolourless complies
pH 4.4 - 5.% 5.3
Chlorides Ma:x. 300 ppm <300 ppm
Iron Max. 1C0 ppm <160 ppm
Parameter Spaecification Result of USPNF
ITdentifiecation Az Zinc complies
B: Sultate complies
98.0 - 1088.7 22.5
55.6 — 61.0 55..9
FMT 14 ppmr <l4 ppm
NMT 20 ppm <20 ppn
NMT 5 ma (0.923) <D.9 1
Corrasponds to test complies

Reésidual solventa*

Approved by Manager of Quality Centrol: EliSka Hepnarova
* No organic solvents are used in preduction, material meets the requircments of US
Pi:. Bu:r. and EMA/CHMP/ICH/82Z60/2006 for residual sclvents.
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