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CHwCON:O: | CASRN [590-63-6]- EINECS:2096868 | MW. = 196.67 g.mol’
1-Propanarminium, 2-{(aminocarbonyloxy]-NAN-trimethyl-, chicride
(=2 chioride carbamate
BATCH N° BTHA-159
| TESTS | memops | SPECIFICATIONS | RESULTS |
| cHARACTERS | moom:co-672 ] White erystalline powider | wnte oystatine powser ]
IDENTIFICATION
A: Infrared MOD re: CQ - 673 Conform to spectrum of Bethanechol Comply
T eerion e of e g sk
8: Chromatographic % sampie solution comesponds
retention time MOD A% Q=673 | e solution, as obtained in the Comply
Assay
© Chloride MOD ®:CQ-673 | A solution of it responds to the tests Comply
TESTS
lew | moneecnesp | ss-.es 54
Loss on drying MOD re: Q=673 NMT 1.0% 0.1%
Residue on ignition MOD n°: CQ - 673 NMT 0.19% 00%
Chioride content MOD ne: CQ - 673 17.70% - 18.30% 17.92%
5 s 98.0% - 101.5% of GHuON:Oz
ASSAY MOD ne; €Q - 673 Wiy 100.4%
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BETHANECHOL CHLORIDE USP CERTIFICATE OF ANALYSIS
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SPE n® CQ - 088, va 16

C7H17CINzO2 CAS RN [590-63-6] — EINECS : 209-686-8 ] MW, = 196.67 g.mol*
1-Propanaminium, 2-[(aminocarbonyl)oxy}-N,N,N-trimethyl-, chioride
()-(2-Hydroxypropyf)trimethylammoniurn chloride carbamate
BATCH N° BTHA-159
TESTS METHODS | SPECIFICATIONS | RESULTS
A | Desacetyl methacholine:  NMT0.2% Not detected
Any individual unspecified Impurity : NMT 0,1% 0.1%
::wm"‘m MOD n®: €Q - 673 Ammonium chioride: NMT 0.2% Not detected
Total impurities: NMT 0.6% 0.1%
Triethylamine < 400 ppm Not detected
Methanol < 300 ppm Not detected
Ethano! s 500ppm Not detected
Residual Solvents MOD n°: CQ - 673 Acetone < 50 ppm Not detected
I < 1000 ppm <L0Q
Acetonitile < 250 ppm Not detected
Chloroforme < 60 ppm Not detected
. €0 — D (10%) H 10 ym 5 pm
Particle Size Distribution | MO CA-673 | p (5056) < 75 um 20ym
D (90%) s 250 ym 48 ym
LOQ= limit of quantification
MANUFACTURING DATE September 2022
RETEST DATE August 2024
Date : 13/09/2022
ANALYSES By : C.COUPEAU / A.CAUDAN / Lab service
CONCLUSION Compllant with current specification
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