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Product Name Losartan Potassium 2

Batch NO. 10131-240501 CAS 124750-99-8

Packaging Size 25kg/Drum Manufacturing Date _ | 2024.05.17

Batch Quantity 940.28kg RetestDate ./ 2027.05.16

Analysis Basis Ph.Eur.11.0 | ReportDate 7 | 20240603

Storage Condition Preserve in well-closed containers d 5

Analysis ltems

Acceptance criteria -

N Analys:s results

Appearance

White or almost white- |,
crystalline powder .-~

Nye

/| Almost whlre'crystalline powder

'| Complies with the spectrum

G, ke

Infrared absorption obtained with: the reference Co_gform‘s
standard b o ~
Test for potassium Positive - [*Positive

A

Imgu@_--D;—NMT 01 5% )

b Not detected(LOD:0.015%)

Impurity J: NMT 0.15%, =

Not detected(LOD:0.004%)

| Impurity K'NMTR15% ~ | <L0Q:0.015%
Relafod subctariess /. +-] Impurity L: NMT'0:15% Not detected(LOD:0.004%)
7| Impurity M: NMT 0.15% 0.01%
Any ct’mspecn‘"ed impurity: NMT <RL:0.02%
- - 0 16/Q
. ﬁtngmpurities: NMT 0.3% 0.03%
Loss on drying ~e N | NMT 0.5% 0.18%
ne— %, i N*chlchexane: NMT 1000ppm 52ppm
Residual solve‘ntsﬂ- O we Th
; ey — 2-Propanol: NMT 2000ppm 103ppm
Assay(Titration, calculated on dned , 6
il . 98.5%~101.5% 99.7%
Additional- Iteme h
MB-X . ¢ NMT 10.0ppm Not detected(LOD:1,0ppm)

Conclusmn “khe analysrs results show that this batch of losartan potassium conforms ___'

'|‘._-'rg 0

‘: requirements 6. addltlonal items.
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