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Certificate of Analysis

Date 28-Mar-25

Product L7 (Loratadine Intermediate)
Chemical Name : 8-Chloro-10, 11-dihydro-4-aza-5H-dibenzo(a, d) Cyclohepten-5-one
or

8-Chloro-5, 6-dihidro-11h-benzo(5,6)ciclohepta(1,2b)piridin-11ona

Batch No. Batch Size 250.08 Kg
Mfg. Date Dec 2024 Expiry Date Nov 2027
Date of Release 14-Feb-25
Sr. No. Tests Specifications Results
1 Description A slight yellow to yellow crystalline Complies
powder
2 Solubility A 15% solution in THF should be  Complies
clear
3 Identification (By IR) Positive IR spectrum. All major Complies
functional groups to comply
4 Water (KF) NMT 0.5%w/w 0.09%wAv
5 Melting Range 104 to 108°C 104.8-105.4°C
6 Related Substances(HPLC ,Relative)
a) L7 Chioro (Dichloro) NMT 0.15 % Not Detected
b) 10-Chloro isomer of DINA-4 NMT 0.15 % Not Detected
c) Max. other Single impurity NMT 0.1% 0.06%
d) Total impurities NMT 0.5% 0.07%
7 Assay (By HPLC) 98.0 - 102.0%w/v 98.90%w/i

Remarks : The product complies with respect to above specifications.
Storage Condition : Store in a tightly closed container protected from light.

Impurities Code Chemical Name
i) Dichloro DINA-4 4,8-Dichloro-5,6-dihydro-11 H-benzo[5, 6]cyclohepta[1 , 2-bjpyridine-11-one
i) 1 0-Chloro isomer 10-Chloro-5,6-dihydro-11H-benzo[5,6]cyclohepta [1,2-b Jpyridin-11-one

of DINA-4
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