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BETHANECHOL CHLORIDE USP CERTIFICATE OF ANALYSIS
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CAS RN [590-63-6] = EINECS : 205-686-8

| MW. = 196.67 g.mol?

1-Propanaminium,
(£)-(2-HydroxypropylYrimethylammenium chioride carbamate

nium, 2-[{aminocarbonyloxy]-N,N,N-trimethyl-, chiorice

BATCH N° BTHA-162
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METHODS | SPECIFICATIONS | RESULTS
== _ | Dosagetyl methacholine: NMT Q2% - Mot gctacand
Any individual unspecified impurity : NMT 0.1% 0.0%
Semocties) meisted MOD ez CQ - 673 Ammonium chiorde: NMT 0.2% Not detected
Total impurities: NMT 0.6% 0.0%
Triethylamine s 400 ppm Not detected
Methanol < 300 ppm Not detected
Ethanol = 500 ppm <Limit of detection
Residual Solvents MOD n°: (Q~ 673 Acetone < 50 ppm Not detected
Isopropanol < 1000 ppm Not detected
Acetonitrile E+ 250 ppm Not detected
Chioroforme < 60 ppm Not detectad
oG D (10%) P T0pm o
Particie Size Distribution mﬁé's'éﬁmg” D (50%) < 75 pm 27 pm
D (90%) 5 250 ym 70 pm
MANUFACTURING DATE November 2022
RETEST DATE October 2024
Date : 10/11/2022
ANALYSES By ! ANEVEU/C.COUPEAU/T.COLONNIER/Lab service
CONCLUSION Compiiant with current specifications
Written by : Isabelle Dorin Reviewedby:  J SEBILLOT
Date : 14/11/2022 Visa : ﬁ Date: ASIAAITZ |visa: =SE
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CERTIFICATE OF ANALYSIS - BETHANECHOL CHLORIDE USP
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CoH1CIN2O: | CAS RN [590-63-6] - EINECS : 209-686-8 | MW, = 196,67 g.mol*
1-Propanaminium, 2-[(aminocarbortoxy]-N,N,N-trimethyl-, chloride
(=)-(2-Hydroxypropy)trimethylammonlum chloride carbamate

BATCH N° BTHA-162
l TESTS | memHops | SPECIFICATIONS | RESULTS |
| cuaracrers | moow:ca-673 | White crystalline powder ] White rystaloe powder |
IDENTIFICATION
A:  Infrared . Conform to spectrum of Bethanechol
absarption MoD n: CQ- 673 chioride raference standard Comply
r'gnerete:ﬁonﬂme of the ma}nrpeﬁto;
B Chromatographic p— the sample solution corresponds to
retention time MODN® CQ=673 | 4.2 Standard solution, as obtalned In the Comply
Assay
C: Chloride MOD n®: €CQ - 673 A solution of it responds to the tests Comply
TESTS
PH MOD n®: CQ-673 55-6.5 57
Loss on drying MOD n°; CQ - 673 NMT 1.0% 0.2%
Residue on Ignition MOD n: 0Q - 673 NMT 0.1% 0.1%
Chioride content MOD n®: CQ - 673 17.70% - 18.30% 18.09%
i oca-en | AR =
Written by : Tsabelle Dorin | Reviewed by ; J. SEBILLOT
Date : 14/11/2022  |Visa: _/f) Date: ASLAUNLL  |visa: g5l




