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BETHANECHOL CHLORIDE USP CERTIFICATE OF ANALYSIS
Vo1
SPE n° CQ - 088, vs 14
fo o
Ry, @
o2 CHs
CiHyCINC2 [ CAS RN [590-63-6] — EINECS : 209-686-8 [ M.W. = 196.67 g.mol”
1-Propanaminium, 2-[(amlnomrb0lM)OXY]-N,N,N-h'1meﬂ1y|-, chloride
(2)-(2-Hydroxypropytrimethylammonium chioride carbamate

BATCH N° BTHA-111

[ ests | memops | SPECIFICATIONS | RESULTS l
Visually
[ caracrers —c 7. Write aystaline powder [ wite aysaine powcer |
IDENTIFICATION
A: Infrared USP (197M) Conform to spectrum of Bethanechol Complies
absorption MOD n°: CQ - 673 chioride reference standard
The retention tme of the major peak of the
B: Chromatographic usP <621> sample solution cormesponds to that of the Complies
retention time MOD n°: CQ-673 | gtandard solution, as obtained in the
] USP (191)
C: Chloride MOD n°: CQ - 673 A solution of it responds to the tests Complies
TESTS
USP (791) _
pH L 2 55-65 58
Loss on drying OO o 673 NMT 1.0% 0.4%
Residue on Ignition el NMT 0.1% 0.0%
USP (31)
Heavy metals MOD n°: CQ - 673 NMT 0.003% Complies
usp
Chioride content MOD s Q- 673 17.70% - 18.30% 18.09%
UsP <621> 98.0% - 101.5% Of C7Hy,CIN20; calculated
AsSAY MOD re: CQ— 673 on the dried basis 96.0%
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BETHANECHOL CHLORIDE USP CERTIFICATE OF ANALYSIS
Vo1
SPEn°CQ-088,vs 14
e o
2 'iea"a 4
: CHy
CHi,CIN,O, | CASRN[590-63-6] — EINECS:209-686-8 | M.W. = 196.67 g.mol™
1-Propanaminium, 2-[(aminocarbonyl)oxy}-N,N,N-trimethyl-, chloride
(&)-(2-Hydroxypropyi)tr chioride carbamate

BATCH N° BTHA-111

TESTS METHODS I SPECIFICATIONS l RESULTS
Desacetyl methacholine : NMT 0.2%
Any Individual unspecified impurity : NMT zg
0.1%
USP <621> >
Impurities/Related {
m..:./ " Om Sgi’m | Ammonium chloride: NMT 0.2% ND
Total Impurities: NMT 0.6% ND
Triethylamine < 38 ppm ND
Chloroforme < 60 ppm ND
USP <621>
i Seatecsop | GRS S0k 212 ppm
MOD n°: CQ-673 ACS Z 50 ppm ND
< 1000 ppm ND
Acetonitrile < 250 ppm ND
D (10%) NMT 10 microns 4 pm
Particle Size Distribution Moms‘fm D(50%) NMT  75microns 16um
* D (90%) NMT 250 microns 35 pm
ND : Not detected
MANUFACTURING DATE March 2017
RETEST DATE _ August 2018
ANALYSES Date : March 05% , 2017 By : C. COUPEAU & S. MOREAU
CONCLUSION Compliant with current USP specifications
Written by : S. GEBCZYMSKI } Reviewed by : S. GEORGIN
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