T F.& A, PHARMA-Handels-GmbH
i he v Bonhoefferring 41« D - 46286 Dorsten « Germany

Fu PHARMA Phone; +4900] 23699261047 » Tax + 49(0) 2169-9261950 |

N DE LOTE:
CERTIFICATE OF ANALYSIS 049042 |
Product : Tetracaine Hydrochloride CAS No. : [136-47-0]
Batch No.  : TH0060721 Date of Mfg : July-2021
Dispatch Qty : 20.0 Kg Retest Date : June-2028 :
Reference  :EP 10 Ahfoslu.
| Storage condition: In an air tight contamer protected from ﬂgﬂ _____
S.No TEST SPECIFICATION RESULT
White or almost white, slightly Almost White, slightly
| 18- T ppeapae hygroscopic, crystalline powder| hygroscopic, erystalline powder
; Freely soluble in water, soluble .
2.0 | Solubility in ethanol (96%) Complies
3.0 | Melting range (°C) It melts at about 148 148.3
4.0 | Identification by Foe e T -
The IR spectrum of the test
sample should be concordant i
41 IR with the spectrum obtained Caniipies
from working standard A
4.2 | Chemical test -A 3 Should respondtothetest | complies
4.3 | Chemical test -B Should develop a violet colour complies |
Should respond to the test for .
4.47 Reaction of chkmdes_ o i Araisiedh B ,_?Tghei -
Solution should be clear and .
5.0 | Appearance of solution P4 colour less R Complies
6.0 | pH . Between 4.5 and 6 5 N 491
7.0 | Related substances by HPLC (in %)
7.1 | Impurity-A : Lai Not more than 0.05 Not detected B
7.2 | Impurity-B o | Not more than 0.1 Below Dasregarded Limit(0.05)
7.3 | Impurity-C R4 ~ Not more than 0.1 Not detected
Maximum unspecified | VO S : o
7.4 impurities i Not more than 0.10 ] Below pLSS?gf@ffflmlt(O OS)W
7.5 | Total impurities Not more than 0.5 Beiew Disregarded Limit(0.05)
8.0 | Loss ondrying (% wiw) ~ Not more than 1.0 03w
9 0 ‘ S_ulphated ash (% wiw) Not more than 0.1 - 0. 05 )
10. O ASsay by Potentiomerty | Not tess than 99.0 and 100.1
(on dried basis) (% wiw) | notmorethan1010 | ______'___H.__,_,,,,.‘ ~
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METAPHARMACEUTICAL
CERTIFICATE OF ANALYSIS e
Product  : Tetracaine Hydrochloride CASNo.  :[13 04¥99
Batch No.  : TH0060721 Date of Mfg : July-2021
Dispatch Qty : 20.0 Kg Retest Date : June-2026
Reference :EP10
Ah[A lu.
S.No TEST SPECIFICATION  RESULT
11.0 | Assay by HPLC Not less than 99.0 and {00.0 -
(on dried basis) (% w/w) not more than 101.0 - o
12.0 | Residual solvents by GC (in ppm)
12.1 | Methanol Not more than 3000 Below Detection Limit (150)
12.2 | Acetone Not more than 5000 Below Detection Limit{250)
12.3 | Hexanes Not more than 290 Below Detection Limit(14.5)
124 | Toluene Not more than 890 Not detected

Remarks: The product confirms as per the above specification.
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