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Production Date: 09/Dec/2022

E;{pir-aticn Date: 08/Dec/2027

Purchase Qrder Number:16350822-105

CEP: R1-CEP 1997-034 Rev 04

Analysis Date: 12/Dec/2022

Identification
Test A - Infrared Absorption Usp Pass Test Pass Test
Test A - Chioride USF Pass Test . Pass Test
Test B - Infrared Absorption PhEur.10.8 | Pass Test Pass Test
Test U - Reaction of chlorides PhEur. 10.8 | Pass Test Pass Test
PhEwr. 10.8 hwvilr‘:sg; ;l:'lost white crystalline powder or colorless crystals, Pasi Taat
Character ; ; -
UsP :]:;:’:‘rless translucent, and odoriess. Is hygroscopic and affected by Pass Test
PhEur. 108 | Verysoluble in water and freely soluble in ethanel (96 percent}.
Sedubiiity USF Very soluble in water, freely soluble in ethanol (96 percent), slightly - Pass Test
/ solyuble In chicrgform and insoluble in sther
Appearance of salution /' PhEur. 108 | Clear and not more intensely coloured than reference solution ¥z - Pass Test
Acidity , Vv Ph.Eur. 108 | pH3.5t04.5 . 3.9
Melting ranga v Ph.fur.10.8 | ~203 i= 202-204
use Between +88,5and +91.5 +90.0
SHACHIE ontiesl totsdlon PhEur. 108 | Between +89.0and +93.0 L/ +91.0
. UsP NMT 3.0
Loss on drying {105°C) P Phiuwe 103 | nwTos / % 0.11
Related Substances L/ v
Isopilocarpine Ph.Eur. 10.8 NMT 1.0 " a.2
isopilocarpine + Pllocarpic acid T NMT 1.5 «,2
Total other impurities NMT 0.5 <02
Readily carb. Substances usp The solution has no more color than matching Fluid B Pass Test
Other alkaloids USP Nao turbidity Is produced In either solution Pass Test
Iron Ph.Eyr. 108 | Color in Test Schution NMT 10 ppm {standard} = Pass Test
Sulphated Ash PhEur. 108 | NMTO1 L % 0.04
- Ph.Eur. 108 | 99.0to 101.0 on adry hasis 006
al usp 98.0to 102.0 on a dry basis 1015
Related Substances
Isopilocarpine (RRT =0.94) MMT 1.0 o1
Pilocarpic Acld (RRT = 1.15} NMT 0.5 <0.05
Isopllocarple Acid {(RRT = 1.19) usp NMT 0.1 % =005
Any unspecified Impurity NMT .1 %?
Total impurities NMT 1.0 0.3
Sourcetech in-house, validated ond non-compendiai tests
Character or Appearence In House White Crystalline powder or colorless crystals, hygroscopic . Pass Test
Assay (RRT = 1.0} in House 99,0 to 101.0 orf a dry basls % 100.8
Residual solvents o
Chiorofarm L~ NMT 60 N2 jote ACO FARMA: 03
Ethanol {/ InHouse | NMT 1000 * i ppm £3.9
Acetone L~ NMT 1000 ? , O 33.7
Ethyl Ether NMT 1000 % O O <1000
Related ’
ilocarping {RRT = 0,92 NMT 0.40 . AN 02
RosinERen: (i ' Firma y fecha: ,
Pliocarpic Acd (RRT = 1.30) — NMT 0.10 ’ I % <001
isopilocarpic Acid (RRT = 1.62} NMT 010 2101122 001
Each Unknown impurity NMT 0.08 = <001
Total Known & Unknown lmpurities NMT 1.00 0.2
Conclusion: Approved Date: December 12, 2022
Packaging and Storage: Preserve in tight, light-resistant containers. Stove at room temperature.
Dbservation: For ophthaimic usage only. i, A .
P/ ra ldlaria C. Borges da Costa
Quality Responsible
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