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CERTIFICATE OF ANALYSIS

- PRODUCT NAME | IRIFLUOPERAZINE HYDROCHLORIDE BP | PRODUCT CODE ’ ]
i | . s o R !
| BATCH NO. | TH- 2402633 BATCH SIZE ) i 9((‘3
' DATE OF MIG,. | FERRUARY 2024 I DATE OF EXP. Y2020
DATE OF SAMPLING | 21-02-2024 | SAMPLEQUANTIIY Sogm I
~ © T DATE OF RELEASE (12028 ANALY 1ICAL RE P()RE‘—T ANP/ FG/8823 24 !
i . i ) 7 ) NO. - |
| TESTS ' ' | SPECIFICATIONS \%ﬁGERVAFIONb |
| DESCRIPTIC IN J White to pale yellow crystalline powdet (é’ {Vlme crystalline powder, |
| hygroscopic. /| | stightly hygroscopic '
| SOLUBILITY ! Freely soluble in water, soluble in alcoholf T Complies
| l practically insaluble in ether. : / i
| MELTING POINT - Atabout 242°C with dcu»mpusiﬂon.r{\/ 242°C ?
{IDENTIFICATION ’ ¥ [ - :’
| A.ULTRAVIOLET ABSORPTION | Shows the absorption maxi n@gnm.ﬂw
f | specific absorbance at 255Gs 50 Complies
B. TEST FOR PHENOTHIAZINES | Complies with Identificatio for Il
| phenothiazines, bythiryfaye chromatography. Complies
| &
C. TEST WITH MALEIC ACID | The residue mefid apr92°C Complies
{ g
D TEST WITH SULPHURIC ACID | Red coloufgedeldrs | Complies
{ | P »
‘ { - ¥
| E REACIION OF CHLORIDES | hh()\éa‘%u’rfuna characteristic of chlorides Complies |
I PH ‘ en ¥o to 2.5 determined on 10 “/n w/v solution, 1.83 j
| RELATED SUBSTANCES A Shofld’c “omply - Complies. l
| TOTAT NUMBER OF IMPURITIES 4, 1 0.5% Complies .
| LOSS ON DRYING l-‘w T 1.5 %. 0.44%
| . e
f SULPHATED ASH N s | NMT 0.1% ‘ 0.05% |
| ASSAY(ON DRIED BASIS) [ 99.0% to 101.07, | 99.80% |
IRESIDUAL SOLVENTS ; foluene NM 1 880ppm | 23.67ppm l
i & i n-Hexane  NM{ 290ppm | 1.67ppm
| MICROBIOLOGIGA LIMITS |
. 1 TOTAL AFRORBIC WIS | < 1000cfu/y LT 100cfu/g
2) TOTAL COMBINED JIOULDS AND | < 100cfu/y LT 10cfu/g |
‘ YEASTS j
3 ESCHERICINA COLL | Absenyy | Absent g
IN THE 'Qﬁ.l«'\ll()’V OF UNDERSIGNE D, THE SAMPLE REFERED TO ABOVE IS OF STANDARD
QUALITY AND COMPLIES AS PER BP
; Preparved By( Sign. Date) | Checked and Reviewed By(Sign and l Approved By( Sign and Date) |
‘ | Date) ) |
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