:—_ APEX 28i0u20n, METAPHARMACEUTICAL
HEALTHCAR’E N DE LOTE:

LIMITED QUALITY CONTROL DEPARTMENT N
o CERTIFICATE OF ANALYSIS
LlZl:gd‘!_x_t_:_t _ - BENZOCAINE CEP No. RO~CEP 2022-1 102-Rev 00 |
Standard for Release | P P (CEP GRADE) | Drug Lie. No. G Gi2s/isa2
' Batch No. B | BCAH0181023 | Batch Quantity | 631450Kgs.
| Mfg. Date B | OCT~7023 ‘ _ Date of Sampling | 29/10/23 7
| Exp. Date __ | SEP-2028 ' Date of Approval | 19/12/23 |
AR No. | FPIBCI053/23 | Dispatched Qty. | 25.000 Kes.
C A.S. No. : 94- 09 7
| 81 | Teosts Acceptance Criteria Test Resalé
[ NO. ‘[ ; o L H Lot ARSI |
S S e [y
L Deseription | White or almost white. crystalline powder or | W’"}itt erystalline powder |
1 . i colorless erystals. -
2, | Solubility l Ver;,: slightly soluble in water, freely soluble | Complies
L - in ethanol ) K B
- The infi t T T
| A. ldentification | e infrared a absorption spectrum of | ‘
| (By IR) Bcnzocame 1s concordant with the reference | Complies !
I _spectnm. B
| ‘ Determmatlon- A:89°C1092°C 180°C |
| 3. | _ | ;
B. Identification j Determination- B the_ gbsolute Fhﬁ'erence :
| | (Melting Point) between the melting point of the mixture and | 1°C
| | | the value obtained in determination A is not |
* | greater than 2° C. ;‘
: y ' Related Substances i Unspecified impurities: NMT 0.1 % | 0.05 %
L | {By HPLC) ' Total impurities: NMT 0.2 % 0.09 % '
5. | Lossondrying | Not more than 0.5 % w/w 1 0.17% %
6. | Sulphated Ash | }:w more than 0.1 % wiw C n04%
IS e e . S O S S S
.:__7. 7 ~ Assay j; " Between 99.0 % and 101.0 % 99 85 % B
T ' Ethanol: 5000 ppm E ppm
| . ' Methanol: 3000 ppm ' 162 ppm
5 } Residual salvent . Toluene: 890 ppm I I ppm
. ' Beneene. 2 ppin L IND

Remarks: The Product Comphes with respects to above tests and Preggﬁi)g Standard Swggcxﬁanon as per "EP’11.0.
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