Art.nr. 5526
Charge 23003455

SOURCETECH

QUIMIGA LTDA

CERTIFICATE OF ANALYSIS

Pllacarpine Hydrochloride (USP, Ph. Eur.)
Batch Number: 22C1L04 | DMF: 016873 Production Dste: 30/Doc/2022 Cxplration Date: 29/Dec/2027
|_Purchase Order Number: 16350822-105 _ CEP: R1-CEP 1997-034 Rev 04 Analysis Date: 30/Dec/2022
Tasts Mathod Specifications Unlt Rosults
tificati )
Test A - infrarad Absorption UsP Pass Tast Pass Test
Test B - Chlaride usp Pass Test . Pass Test
Test B - infrared Absarption Ph.Eur, 10.8 Pass Test Pass Test
_Test D - Reaction of chlorides Ph.Eur. 10.8 | Pass Test Pass Test
i Ph Eur. 10.8 White or a_lmost white crystalline powder or coloress crystals, Pass Test
gl hv?mfmp:c Iusent, and odorless. s h fc and offected b : :
usp iCl;ahir es, translucent, and odorless. is hygroscopic and affected by Pass Test
i Ph.Eyr, 10.8 Very soluble in water and freely saluble In etlanol (9% percent).
Solubtiity Usp Very so{uble In water, free!y soluble in ethanal {96 psreant), slightly . Pass Test
solubig in chloraform and inselubile Ih cther
|_Appearanca of salution Ph.Eur, 10.8 Clear and not mors intensely coloured than reference salution vy e Pass Tast
Actdity PREUL 105 | pH3.St045 B B 38
Malting range Ph.Eur. 10.8 ~ 203 s “201-203
Specific aptical ratation ) UsP Batwour 488.5 and +91.5 A - +90.0
Ph.Eur. 108 | Batwasn +89.0and +93.0 {1900
Loss on crylng (LO5°C) Ph.E[:f.Plo.S :m: 32 % 0.04
Related substances
Isopilocarplne PR 108 NMT 1.0 " 9,2
Isapilocarpine + Pilocarplc acid NMT 1,5 0.2
| Total other impurities NMT 0.5 <0.2
Readily carb. Substances usp The sotution has na more color than matching Fluid B . Pass Test
Other alkalolds Usp No turbidity s produced In ither solution 1 ‘pass Tost
Irom Ph.Eur, 10.8 Calar In Tost Solutlon NMT 10 ppm (standard) Pass Test
Sulphatad Ash Ph.Eur, 10.8 | NMT 0.2 % 0.01
Assay Ph.Eur, 10.8 59.0to 101.0 on a dry basis o 99.6
Usp 98.0ta 102.0 on a dry basls 100.6
1 GCes
tsapilacarpine (RRT » 0,94} NMT 1.0 a2z
Pilocarpie Acid {RRT = 1.15) NMT 0.5 <005
Isaplloca-pic Acld (RRT = 1.19) usp NMT 0,1 9% <0,05
Any unspecilied impurity NMT 0.1 %017
Total Impuritias o MMT 1.0 0.4
Soureetach In-house, valldated and non-compondiul tests
_Charucte- or Appearence In House White Crystalline pawdar or colarless crystals_,- hyzrcscopic T Pass Test
_Assay (RFT =1.0) I House 99.0t0 101.0 on a dry basls % 1007
Residiml solventy
Chlaroform NMT 60 <0.3
Ethanol in Housa NMT 1000 apm 112.3
Acatone NMT 1000 346
_Ethyl Ethar NMT 1000 <1000
Rolated Substancus o
Isapllocatpine (RRT = 0.92) NMT Q.40 0,14
Pllacarpic Acid (RRY = 1.30) NMT 0.10 <0.01
lsepilacarpic Acid {RRT = 1.62) gy NMT 0,10 ) (g <0 D1
Each Unkaown Impurity NMT 0.06 <0.01
Total Kacsn & Unknawn Imburities NMT 1.00 014
Concluslan: Approved Date: December 30,2022
Packaging and Storage: Preserve In tight, light-resistant contalners, Store at room temperature,
Obiservation; For ophthalmic usage only. - \ \(ﬂ\ / ﬁ\
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