Pharma’

Certificate of Analysis
Product Description
Acetylcysteine 400
7323
Lot No.: 2867
Quantity: 1.650 KG
Test Description Test Results  Specification Limits Test Method
Appearnance COMPLIES  white crystniing powsor Spreifn Memod
Identdication COWPLIES
A Specific rotation COMPLIES  compliea Pn Eet 237
C IR spectrum COMPLIES  comples Ph Fist 2224
Assny 888  S80.101,0% jon dded basn) Spectc Thatcn
Lots on drying 003 NMTOSE% h Ew 2297
Specic 10tabon 227 +21,0-+27,0 " (on dried basls) P B 327
Appearance of salution COMPLIES  ciear P B 220
Appearance of toluton COMPLIES  colouriess PR B, 23240
Maeking range 104 - 190 104 - 190 °C P B 2204
pH (1% 2gu, solutlon) 2 20-28 PG 223
Suiphated g3t 003 NMT0Z% Specihe Mathat
Heavy Metals COMPLIES HMT 40 ppm See e Alamag
Zine COMPUIES  NMT 5 ppmi P 222310
Hezted sisstances COMPLIES PhEw 2299
- L-Cysting 00 NUTGI%
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Certificate of Analysis
Product Description
Acetylcysteins 200
i1
Lot No., o087
Quantity: 16850 KG
= LCytiang 1 NMTEI%
= N.N-Discaty-L-Cystine 003 MMTO2%
- N, S-Diacetyl-L-Cysieira =001 BT 0,1 %
- Bham OAMET impurty W08 NMTO10%
= Total mpiartes <0 5T NUTEI%
Fartiche aire X10 187 NLT 150 wm Lanar
Particle aire X50 Fos FED - A28 um Lt
Partichy sie X80 add LT S0 L
FRendual scivonts COMPLITS mEd presont P i S0P USP samTe
Reloase Cats 12.2008
Retest Date 12.2013
Reduced testing frequency
Malting range : every 18th production batch
e : evary 15th production balch

Statistical guality control eveluation getermines these
parsmeters 1 be withen specification krnits

RAesidus! solenls not used 'n manufpctuning process

This iol complies with the requirements of cormespong.ng PhiemaZ el spacifcanon
and Ph. Eur. | USP current version

Cuslity Control Manager
Dr. Hans-Christlan Moller

Report date: 17.12.08
Document genarated by computer and valid without signature
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