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CERTIFICATE OF ANALYSIS =
[ . 1 Pilocarpine Hydrochloride .~ _ _
Batch NUmber: 14CB01 / Production Date: 08/Feb/2014 Expiration Date: 07/Feb/f2019
Purch:{se Order Number: 540—5037377-UG—HE] DMF: 16873 Analysis Date: 12/Feb/2014
\ 2
\ Tasts / Method Spacifications Unlk: Results
TestA, B ) usp Pass - Pass test
TestB, D Ph.Eur, Pass Pass test
White or aimost white crystalline powder or
Character Ph.Eur. cry P - Poss test
colorless crystals, hygroscoplc
Clear and not more Intensely coloured than
Appearance of solution Ph.Eur. Vifardne solitlaniNe - Pass test
Acldity Ph.Eur. pH35t045 - 3.8
Melting range Ph.Eur. ~203 202-204
Specific rotation Usp Between +88.5 and +91.5 = 4500
Specific optical rotation Ph.Eur. Between +89.0 and +93.0 )
Loss an drylng {1058C) usep Dry at 1052 for 2 hours: NMT 3% of its welght % 0.05
b ¥ k s
J :css on drying (1052C} Ph.Eur. NMT 0.5
Related Substances
Isopllocarplne Ph.Eur. NMT 1.0 % <0.2
kopllccarpine + Pilecarpie acld NMT 1.5 <0.2
Total other Impurities NMT 05 <0.2
Readlly carb. substances use ::':: ds;lut[on has no more color than matching - PisE ekt
Cther alkalolds USP No turbidity is produced in elther solution - Pass test
Iron Ph.Eur. NMT 10 ppm Pass test
Sulphated Ash Ph.Eur. NMT 0.1 % 0.01
Ph.Eur. 95.0 t0101.0 onadry basls % 999
i use 98.0 to 102.0 on a dry basls 100.5
Raloted Sybsnces
1sopllacarpine (RRT = 0.94} NMT 1.0 0.11
Pllocarpine Acld (RRT = 1.15) use NMT 0.5 % <0.05
Isopllacarpine Acld (RRT =1.19) NMT 0.1 <0.05
Any unspecified impurity NMT 0.1 <0.05
Total impurities NMT 1.0 011
Sourcetech In-house, validated and non-compendial tests
White Crystalline powder or colorless crystals,
Character or Appearence In Housa hygroscoplc Pass it
C Assay (RRT = 1.0) In House 99.0 to 101.0 on a dry basis % 99.7
i
Besidusl sohvents
Chigroform NMT 60 <1.0
Ethancl tnHouse | ymir 1000 e 75
Acetone NMT 1000 11
Related Substonces
Isopilocarpine [RRT =0.92) NMT 0.40 0.15
Pllocarpine Acld (RRT = 1.30) NMT 0.10 <0.06
In House %
Isopllocarpine Acid (RRT = L.62} NMT 0.10 <0.06
Each Unknown impurity NMT 0.06 <0.05
Total Known & Unknown Impurities NMT 1.00 0.15
Conclusion: Approved
Packaging and Storage: Preserve in tight, light-resistant contalners. Store at room temperature (USP).
In an airtight contalner, protected from light (EP).
Solubllity: h Easy solubie at m;er and ethanol, practically Insoluble at ether.
L/%i’ ‘ ' Jonas de Wzllo
Responsiblec lJr'ﬂs!. e of Undt Chrality
CRQn° 04116024 CRQ n° 04363753
Date of Approval: [ i IMAE Fotk
i Anexo 04 do POP-87.08 I Certtf catc of Analysis — Plloczrpina Hydradﬂoﬂdu (LSP/Ph.Ene.) ‘ Piginaldel
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