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Certification of Analysis

fitt 4 1
Product Name: N-Methyl-D-Glucamine (Meglumine)
= L&
Batch No.: PJ1507548 Batch Quantity: 1000kg
77 L) B
Manufacturing Date: 2015.07.30 Packing Size: 25kg/1ifi
s R B
Retest Date: 2017.07.29 Report Date: 2015.07.30
PRAEAKER USP27 fRRHE (the standard of USP 27th Edition)
Quality Standard:
T H N ORSEE S
Test Items Specifications Results
b W g R R SREEETRI Y PN
Appearance White crystalline powder White crystalline powder
R . ;
; ; 128-132°C 128.3-130.0°C
Melting point
PR EE
I <0.1% 0.04%
Residue on ignition
?i;&%%. <0.5% 0.26%
Loss on drying
A~ =N
Vo= >99.0% 99.47%
Content
. th)ﬁ/}% . -15.5°—-17.5° -16.14°
Specific optical rotation
: e A
- <10ppm ﬁmﬂ% .
Heavy metals Accords With the Specification
&R PR N SEAREEN FERE
Absence of reducing substance Blue don't change to red Accords With the Specification
EHETEE o 33 B T VR A HEWE
Clarity of the solution Clear and colourless solution Accords With the Specification
n AY
O <0.03 0.01
Ultraviolet absorbancy degree
5 ALY AETHRLB 25 e
Readily carbonizable substance No deeper than the orange red no. 2 Accords With the Specification
B
<
Nickel <Sppm 2
it & USP27 fibritE
Conclusions: Meeting the standard of USP 27th Edition
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