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CERTIFICATE OF ANALYSIS CoA# 39540 

Product: DIL TIAZEM HYDROCHLORIDE

Chemical Name (IUPAC): cls-(+)-3-(Acetyloxy)-5-[2-(dimethylamlno)ethyl]-2,3-d!hydro-2-(4-methoxyphenyl) 

-1,5-benzothlazepln-4(5H)-one, monoh�roch!oride 

CAS NBR: 33286-22-5 

Lot Number: 202007034127 

Manufacturing date: 02-July-2020 

Test ltem: 

APPEARANCE 

IDENT: IR Spectrum 

IDENT: HPLC Retentlon Time Value 

IDENT: Chemical Test (Eur. Ph.) 

SPECIFIC OPTICAL ROTATION (25ºC) (USP) 

SPECIFIC OPTICAL ROTATION (20ºC) (Eur.Ph.) 

LOSS ON ORYING (USP, Eur.Ph.) 

RESIOUE ON IGNITION (Eur.Ph) 

HEAVY METALS (Limit Test) (Eur.Ph.) 

OTZ-62 (HPLC, USP) 

N-Acetyl Oiltiazem (HPLC, USP)

DTZ-61 (HPLC, USP) 

Desacetyl Diltiazem {HPLC, USP) 

Print Date: Tuesday 6 October 2020 

Code: 7130000 

Test Resu/ts: 

Compliant 

Compliant 

Compliant 

Compliant 

115.1 º 

119.4º 

0.15% w/w 

0.03%w/w 

Compliant 

<D.01% w/w 

<D.02%w/w 

<0.01%w/w 

0.03%w/w 

Retest Date : 01-July-2025

Specifications: 

White, crystalline powder 

Comply to Ref. Standard 

Comply to Ref. Standard 

Positive 

110.0· -116.0º 

115.0° -120.0º 

NMT 0.50% w/w 

NMT 0.10% w/w 

NMT10 ppm 

NMT 0.10% w/w 

NMT 0.10% w/w 

NMT 0.10% w/w 

NMT 0.30% w/w 

Fecha Entrada: 22-10-2020 
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