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Certificate of Analysis

Product GUALFENESIN USP
: iacol glyceryl ether, Guaiphenesin,
Synomym Glyceryl guaiacolate, Guaiac }; ry ey
1,2-Propanediol, 3—{?-merho\yp henoxy
CAS Number : 03-14-1
* Lot Number : 211-20013
Manufacture Date : Mar 06, 2020
Retest Date © Mar 05, 2025
Tesling Date © Mar 20, 2020
Bateh Size 14650 Kg
Tests Resulis Specifications . Reference
Description Conforms A white (o slightly gray, cry.-.ta!lme USP 42
powder e
Identification: - USP 42
A. IR Absorption Conforms Corresponds to Reference Standard
B. UV Absarption Conforms Cormresponds to Referénice Siandird
Loss on drying 0.05% NMT 0.5% USP 42
Assay 100.2% 98.0 - 102.0% R USP 42
(Caleulated on Dried basis ) T
Chromatographic purity (HPLC) Modified USP
Impurity A Ph. Fur. (Guaiacol) 1T 0.001% NMT 0.03%
Impurity B Ph. Eur. (Guaifenesin 0.009% NMT 0.5%
B-Isomer)
Imipuriry € Ph. Fur. (OXY-RIS) 0.00% NMT 0,1% 2
Impurity D Ph. Fur, ( 1,3-DI) 0.02% NMT 0.1%
Other Impurities
Other single unspecified 0.01% NMT 0.05%
impurity
Total Impurities 0.05% NMT 0.7%
(excluding Impurity A and P
Impurity B) PR e
Color (Ayzaun) 0.002 <0.03 L [u-house
Tapped density 0.70 p/ml_ 0.63 - 0.85 g/mL « B In-house
Particle Size N In-house
Dig S um <6 pm
Dsy Mean 33 pm 20 - 50 um
Do 77 pm <120 pm
Residual Salvents No organic solvents are used in the synthesis of Guaifenesin,
Delta Quality Assurance hereby confinms these data in this Certificale of Analysis have been reviewed, and the!
release of the lot has been approved.
Signed by:' ( L Av « : Date u I-.irlé“- 2T 2ens




