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BI SPECTR_A 
100 Maje tic Way, Bangor, PA I 

: Date of 

in Ma tcrControl 

CERTIFICATE OF ANALYSIS 
GUANIDINE THIOCY ATE 

Bro EXC[P[E T GRADE / GTHI-3220-14-76 
LOT: GTHI-01 23-00010 

H1 (NH) Hi- H C J... F.W. 118.16 rnol J... #: 593-84-0 
Manufacturing Date: 9/2/22 Retest Date: 9/30/24 

Manufacturing Site: 100 Majestic Way, Bangor PA, 18013 
Packaging Date: 3/9/23 Packaging Site: I 00 Maje tic Way, Bangor PA, 18013 

ANALYSIS SPECIFICATIO TE TRESULT 

280nm 0.300 a.u. max. 0.106 a.u. 

Ab orbance 300nm 0.050 a.u . max. 0.QJ5 a.u. 

340run 0.030 a.u . max. 0.004 a.u. 

Appearance and Color White / Crystals White / Crystals 

Assay 99.5% min. 99.9% 

DNase None Detected None Detected 

Enzymes RNase one Detected one Detected 

Protease one Detected one Detected 

[dentification (IR) Passes Test Passes Test 

Loss on Drying 0.5% max. 0.1% 

Melting Range 115-121 °C 119 - 120°c 

pH (5% Solution) 5.0 - 7.0 5.5 @ 23.0°C 

Solubility (35%) Passes Test Passes Te t 

Arsenic (As) 5 ppm max. <0.45 ppm 

Trace Metals 
Copper (Cu) 5 ppm max. <0.90 ppm 

Iron (Fe) 5 ppm max. <0.90 ppm 

Lead (Pb) 5 ppm max. <0.15 ppm 

COUNTRY OF ORlGI : U.S.A. 

TEST METHOD REFERE CE: DCN: BSI-ATM-0003 

The infonnation contained herein is the confidential property of BioSpectra. The recipient i responsible for its afe-keeping and 
the prevention of unauthorized appropriation, u e, di closure and copying. 
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INTENDED USE: Material represented by this Certificate of Analysis is suitable for use as an excipient. It is 
manufactured in accordance with the ICH Q7 Good Manufacturing Practice Guide. The material represented by 
this Certificate of Analysis is not suitable to be used as an Active Pharmaceutical Ingredient, Drug Product or 
Household Item. 

OVI STATEMENT: Based on the manufacturing process and the controlled handling, storage and analysis of this 
product, this product complies with the requirements and specifications listed in the current USP method <467> 
Tables 1, 2, 3, or 4. 

ADDITIONAL INFORMATION: The additional information below applies to the components and intermediate finished 
goods utilized for the packaging of the finished goods lot covered by this Certificate of Analysis. 

EziDock Part Number 2000153, EziDock lot number 3504584. 

BioSpectra bulk product code GTID-3200, BioSpectra bulk lot number GTID-0122-00028. 

Preparedby:L:-~ 
I', 

Reviewed by: C \hM , A U-v\ [ 
Date: 3/27/23 

I 
Job Title: QA xok. D~sp I .'tJ~sor 

AS)ot. b ,rc.c\-u-r 
Job Title: ot Q lA,Q \ \ '1 

The information contained herein is the confidential property ofBioSpectra. The recipient is responsible for its safe-keeping and 
the prevention of unauthorized appropriation, use, disclosure and copying. 
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