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NAME OF PRODUCT | CHLORHEXIDINE GLUCONATE SOLUTION BV
CHLORHEXIDINE DIGLUCONATE SOLUTION Ef i
BATCHINO. : 22ZHPLS/CHGU04 u ;!;N(} _.:—"EI !’l]i* b
MANUFACTURING DATE : JAN - 2022 BATCH SIZE : ﬁﬁﬂ(?.{lOKg -
| EXPIRY DATE : DEC - 2024 QTY. SAMPLED | 2 100 mi
ALL TEST AS PER : BP/EP H S CODL: : L!Uiﬁ'nﬂl)ﬂ 1
CERTIFICATE OF ANALYSIS
TEST REQUIREMENTS RESULTS
Related substances I |
Impurity L Not more than 0.2% .12 % !
Impurity Q Not more than 0.2% Not deiecind
Impurity G Not more than 0.3% Below disregard limit
Tmpurity ™ Not more than 1.0% 0.10 % 5
Impurity B Not more than 0.2% Below disregard fimit |
Impurity F Not more than 0.2% Not detected ‘
Impurity A Not mote than 0.4% Not detecied
Impurity H Not more than 0.5% 0.19 % i
Sum of hmpurity 1 and O Not more than 0.4% 0.07 % ‘
impurity J Not more than 0.4% Below disregard hmil
Impurity K Not more than 0.4% Below disregard linut
Each Unspecified impurity | Not more than 0.10% Below distegard limit |
_Total impunties Not more than 3.0% = 0.48 % N
Assay Aqueous solution of 1, 1"-(hexane-1, 6- | 2000 p/i
diyl) bis[5-(4-chlorophenyl) biguanide]di-
D-digluconate contains not less than 190
/1 and not more than 210 /1. ‘
Additional test : i
C u‘uur lcst | Absorbance not more than 0.03 at 480 nm | (. 00“ -\b_ E
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ﬁi AME OF PRODUCT

| CHLORHEXIDINE GLUCONATESOLUTION BP 7
CHLORHEXIDINE DIGLUCONATESOLUTION EP
BATCH NO. . 22BPLS/ICHGO04 | AR. NO. PO
| MANUFACTURING DATE | : JAN - 2022 | BATCH S1282 - B§00.00K i
EXPIRY DATE : DEC - 2024 QTY. SAMPLED | : 100mi
ALL TEST AS PER BPIEP | HscopE i- . 29251900 R

CERTIFICATE OF ANALYSIS

TESY REQUIREMENTS RESULTS |
Description ﬁ';:ligﬂ colourless or pale- yellowish Almost colourless figuid, |
Solubility Miscible with water, with Not more than | Miscible with water. \s's‘n-

3 parts of acetone and with Not more than | Less  than [ttt
S parts of ethanol (96%). acetone and with Less
than 5 parts of cthanol |
(96%). i
Identification T i _‘
A. By IR To compare with the Chlorhexidine WRS. | Complies
B. By TLC The principal spot in the chromatogram | Complics ‘
obtained with the test solution is similar
in position. colour and size to the
principal spot in the chromatogram
i obtained with the reference solution.
| Relative density 1.06 t0 1.07 1.064 - __!
pH 55w7.0 5.81

‘ Imp. P (Chloroaniline)

Maximum 500 ppm, calculated with
reference 1o chlorhexidine digluconate
solution.
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