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CERTIFICATE OF ANALYSIS 
TREHALOSE, DI HYDRA TE 

DCN: 18-002600 v.8.0 

: Date of Next Review 
: S upcrscdcs 
: Management Aooroval 

BIO EXCIPIENT GRADE / NEW CODE TRED-3250-93 
(HISTORICAL C ODE TE3250-G500) 

LOT: TRED-01 22-00021 
C l! ll !1O 11 2f-l ,O-'- F.\V. 378.33 g mol. ..1. CAStz 6138-23-4 

Manufacturing Date: 07/22/21 Retest Date: 07/31/24 
Manufacturing Site: 100 Majestic Way, Bangor PA, 18013 

Packaging Date: 5/2/22 Packaging Site: I 00 Majestic Way, Bangor PA, 18013 
Meets or Exceeds USP/NF, EP and JP Specifications 

: _ . - . -- NF COMPENDIA . 

A NALYSIS SPECIFlCA Tl ON T EST RESULT 

1Assay 398.0%- 101.0% 99.6% 

Chloride and Sulfate, CMoride :S 0.01 25% :S 0.0125% 

Color and Clarity A720 :S 0.050 0.00 1 

of Solution A420 - A720 :::;0. 100 0.02 1 
2Endotoxins 3S 2.4 EU/g S 0.2 EU/g 
2identification A Confon11S to Standard Confom1s to standard 

2Identification B Passes Test Passes Test 

2Identification C Passes Test Passes Test 

Escherichia coli Absent/g Absent/g 

2Microbial Salmonella species Absent/ !0g Absent/!Og 

Content TAi\lt:C S 100 CFU/g S 10 CFU/g 

TYMC S 100 CFU/g S 10 CFU/g 
2Nitrogen Detemunation S 0.005% .:::: 0.005 % 
2Optical Rotation, Specific Rotation @ 

+ 197° to +20 1° + 199° 20°c 
2pH @25°C 4.5 - 6.5 5.5 

Total Impurities 
S 0.5% S0.5% 

1 Related Substances 
with RRT <1 .0 
Total Impurities 

S0.5% :S 0.5% with RRT > 1.0 
2Residue on Ignition S O. I¾ S O. I% 

th~- 111/;J1111c111,.,,1 c:<1111ttinl1d lh''"dll ,~ f/tt f>d'/1tfl\ t~f Riv.Sj\.·c/1a l7re 1t·d11it•1111, rt >f'Olhih/e /i>1 i1s st.1f<. •"-tt·pi11e. and the fH"t l t!Hlirm rfwtt.wt/zmi:t·,I 
ctf.JfU-,JJWW/io11 llh' dii.c.:lfli.1trt am/ t·op1·i11e. 
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Ai'lALYSIS 

2Soluble Starch 

Cl1loride and Sulfate, Sulfate 

2Water Determination 

ANALYSIS 

1Assay 

Appearance of Solution 

Chlorides 

2Endotoxins 

2 ldenti fication A 

2!dentification B 
2Identi fication C 

1Related 
Substances 

2Microbial 
Content 

Impurity A 

lmputity B 

Unspecified Impurities 

Total Impurities 

Escherichia coli 

Salmonella species 

2pH @ 25°C 

2Soluble Starch 

TAMC 

TYMC 

2Specific Optical Rotation @ 20°C 

Sulfated Ash 

Sulfates 

2Water 

ANALYSIS 

1Assay 

Chloride 

2Dextrin, Soluble Starch, Sulfite 

Heavy Metals (as Pb) 

2ldentification I 

SPECIF I CA TlON 

Passes Test 

S 0.0200% 

9.0% to I 1.0% 

EP Cm,IPENDIA 

SPECIFICA TrON 

398.0 - 101.0% 

Clear, colorless 

s 0.0 125% 

3S 2.4 EU/g 

Confonns to Standard 

Passes Test 

Passes Test 

50.5% 

S 0.5% 

50.2% 

s 1.0% 

Absent/g 

Absent/ l0g 

s 100 CFU/g 

S 100 CFU/g 

4.5 - 6.5 

Passes Test 

+ l97° to +201 ° 

50.1 % 

s 0.0200% 

9.0% to 11 .0% 

JP COMPENDIA 

SPECTFlCATION 

98.0% - 101.0% 

S 0.018% 

Passes Test 

S 5 ppm 

Passes Test 

DCN : 18-002600 v.8.0 

TEST RESULT 

Passes Test 

S 0.0200% 

9.8% 

TEST RESULT 

99.6% 

Clear, colorless 

S 0.0 125% 

< 0.2 EU/g 

Conforms to standard 

Passes Test 

Passes Test 

S0.5% 

S0.5% 

S0.2% 

S 1.0% 

Absent/g 

Absent/l 0g 

< l 0CFU/g 

< I0CFU/g 

5.5 

Passes Test 

+ 199° 

S 0. 1% 

S0.0200% 

9.8% 

TEST RESULT 

99.6% 

S 0.01 8% 

Passes Test 

S 5 ppm 

Passes Test 

fl," h~/tJnnatwn --.·onrahtc.·d ht-rt'iu i 'I th1.. ,,roprrf\• n/ JJwSpt-•ctra 711c recip1t'nl i.) l'c'->'JIOll\'ihlt /or ir'i 'Hl/l /.;_1.,.·l'f'itlf!., and fhL pnTemion 0(1mou1h11n.:L·•l 
t1f'fWOJn-iatw11, u.~c. di;cfo,wrc wul cupyill!.! 
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A 1ALYSIS 

2Identification 2 

21dentification 3 

2Nitrogen 

20ptical Rotation @ 20°C 
2pl-l @ 25°C 

2Residue on Ignition 

Total Impurities with 
1Related RRT <1.0 
Substances 

Sulfate 

Total Impurities with 
RRT > I .0 

SPECIFICATION 

Passes Test 

Confonns lo Standard 

s; 0.005% 

+ 197° to +20 1 ° 
4.5 - 6.5 

$ 0. 1% 

$ 0.5% 

$ 0.5% 

~ 0.024% 

9.0% to 11 .0% 

. . 

NON-COMPENDIAL ANALYSES . - . 

ANALYSIS SPECIFICATION 

DCN: 18-002600 v.8.0 

T EST RESULT 

Passes Test 

Conforms to Standard 

< 0.005% 

+ 199° 

5.5 

~ 0. 1% 

S0.5% 

s 0.5% 

S 0.024% 

9.8% 

T EST RESULT 

Appearance and Color White to Almost White White lo Almost White Crystalline 

1 Residual Ethanol 
1Residual Methanol 

1Altemate Validated Method 
2Analyses are Hannoni zed 

Crystalline Powder 

$ 5000 ppm 

$ 3000 ppm 

3Specifications is more stringent than Compendia Monograph 

COUNTRY OF ORIGIN: U.S.A. 

TEST METHOD REFERENCE: DCN: 18-002375 

Powder 

~ 5000 ppm 

S 3000 ppm 

[NTENDED USE: Material represented by this Certificate of Analysis is suitable for use as an excipient. It is 
manufactured in accordance with the [CH Q7 Good Manufacturing Practice Guide. The material represented 
by this Certificate of Analysis is not suitable to be used as an Active Phannaceutical Ingredient, Drug Product 
or Household Item. 

Prepared by: ~~-~ Date: s.-J.,, J:., Job Title: C,,.'l f"t"l(II .L 

Reviewed by: C'l"v Date: S'/21u Job Title: ()A fl111nt1 ,,er 
I 

llzc 11tlormaiio11 con/um ·cl ht rt ill,, tftt fWOf't._1''~ n{HiuSrt dl'tl. !ht• ri•c·i;,1,·111" 11 .,·,1011q/i/efiu i f\ w/1. /..,•,11111g ,md th, pre1·t.:11tiun o/'u11m11huri:ul 
appn11vl/mJm IHt. ,ft,wlu,ttr.- wul CIJJ ll rn~ 

Page3 of3 


