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CERTIFICATE OF ANALYSIS -
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NADOLOL
USP, Ph.Eur.
Product Number: 116640
Batch Number: 1694360
Order Number: 80781721
Date of Manufacture: 14.01.2016
Retest Date: 12.01.2021
Manufacturing site: Fermion Oy, Oulu plant
Specification: European Pharmacopoeia (116640) 07.04.2016
White to off white, practically odorless, crystalline powder Freely soluble in alcohol and in methanol; soluble in water at pH 2; slightly soluble in chloroform,
methylenechloride, isopropylalcohol and in water(between pH 7 and pH 10); inso- luble in acetone, benzene, ether, hexane, trichloroethane.
TESTS METHOD REQUIREMENTS RESULTS QLTY CTRL SITE
Identification, IR spectrum M110384 positive positive
Loss on drying M110385 nmt 2,0 % 0,1 %
Sulphated ash M110386 nmt 0,1 % 0,0 %
Heavy metals Ph Eur M110387 nmt 30 ppm nmt 30 ppm
Racemate composition Aa/Ab M110384 0,72 -1,08 0,90
Organic impurities Ph. Eur., total M114482 nmt 0,5 % 0,1 %
Organic impurities Ph. Eur., impurity A M114482 nmt 0,2 % 0,0 %
Organic impurities Ph. Eur., impurity D M114482 nmt 0,2 % 0,1%
Organic impurities PhEur,any unspecified M114482 nmt 0,10 % <0,05 %
Assay Ph. Eur, calculated on dried basis M110394 98,5 % - 101,0 % 99,7 %
Residual solvents, acetone M110396 nmt 2000 ppm 1033 ppm
Residual solvents, toluene M110396 nmt 200 ppm <6 ppm
Residual solvent, methylethylketone M110396 nmt 200 ppm <6 ppm
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Fermion Oy. Registered office and domicile: Koivu-Mankkaan tie 6 A, FI-02200 Espoo. VAT Reg No. FI11855212-9



6-TITSSSITLd "ON F9Y LVA "00dSH 00TTO-LI *V 9 91 UEEYNURIN-RAIOY :D[IOILOD PUE 2311J0 paIisiZay “A() uomuag
1 UOTULID) MMM

6TP8 9Tr 01 8SE+ Xu] £TTB 9TY 01 BSE+ XB:] 8TEY 9T 01 BSE+ XB:]

192¥ 01 85+ L 192p 01 86+ DL 192Y 01 8SE+ 1AL
ANVINEL ‘07100 0990611 ANVINLI *OMNVH 10601-L1 ‘08 X08'0"d ANVINEL *Q0dSH 101T0-L1 *8T X04°0"d
C SNUBEIYIIONEE] OMXNVH 00601 ‘T mejutuoug 00dSH 00TTO 'V Y 1 UEEYNUEN-NAIOY

KO uonwa,g

eleN nies Aq 92:42:80 9102'80°€g  penoidde Ajjeoluonoe|g

"uosiad payifend e Ag Bugexiew pue sjes ‘yoedsip 1o} pasesjal usaq Sey pue uoledyyioads paaibe syl yim seydwod yojeq sy ‘saonoeld
Buunjoeynuey poon JusLNd Yim douBldWOD Uj pue UoiesHoyINY Buliasuel ay) Jo sjuswalnbal sy} Yiim 8ouBPIOddE Ul ‘lo3u0d Ajjenb pue BuiBexoed Buipnjoul ‘painjoejnuew useq sey yoreq ay 1

LIS THLO ALTO S11Nns3d SINIW3HINO3Y doHl3an S1s3l
1218408 laquinpy J9paQ

09ev691 laquinp yajeg

0v991L1L :laquinp jonpoad

"In3'yd ‘dsn
T0704AVN

SISATVNY 40 ILVOI4I1LHID UO!lu-lai

(2)z -ebed



