CERTIFICATE OF ANALYSIS

METAPHARMACEUTICAL

N DE LOTE:

o213

Product : Tetracaine Hydrochloride CAS No. : [136-47-0]
Batch No. : TH0080422 Date of Mifg : April-2022
Dispatch Qty.: 100.0 Kg Retest Date : March-2027
Reference EP10 7 —
[ Storage condttnon Inan air t_[g_ht_ _oontamer protected from llght. ,, N Fd
SNo[ STESE T 4 SPECIFICATION ~ RESULT |
| : ‘White or almost white, slightly | White,Slightiy-hiygrascopic, | -
ol i ) _ | hygroscopic, crystalline powder | stalline powder
, (T i Freely soluble in water, soluble r .
| 20  Solubility 2 \(\:55 .| inethanol (96%),practically ' Complies
B %2042 | insolubleinheptane. | T
3 3.0 Me_aly_rlg__range (C) . f - 13410150 3_. _ 147_'1 :Ifg-s
40 F‘rst Identuﬁcatmn Tei_“ N, o
| The IR spectrum of thefest. |
; sample should be concordant |
Infrared absorption ;
(4.1 th tain
! spectroprotometry(TestA) mw,:“mf%ﬁhi‘q Fo
(I - T _ working/RSstandard ' @ i
’ Should ra;po)rdio the test for .
42 ] Reactlun of chlondes(T est- D) chlon des corephee
5.0 Second_ Ig_entlﬁcat:on Test et . S
5.1 | Chemical test -B | Shml& respond to the test complies
. 5. 2 | Chemical- test -C 4 Shou_i_d develop a wolgtgg_ol_q_lg?l ~ complies ‘
| 6.0 a Appearanoe of solut:on [ “Solution :2;:::? ;;clear e Complies f
70 pH R, 2 "7 o Béfween 4.5 and 65 _: o _Sgg _ - |
8.0 | Related substances tfy HPLC ( n %) - l
KX [ Impurity-A | Notmorethan0.05 | Below detection imit(0.007) _
5 82 Impuniy-B ~ Notmore than 0.15 Jr Below detection limit(C. 005) !
| 83 Impunty— s - Nat more than 0.15 efpw detectlon hmrt(O 005)
f ' Maximurn unspecified ' o ;
| 8.4 imouriies .~ . Not morethanowr e 009 -
8 5 Total |mpunt|es Not more than 0. ).5 ' _0 18
9. 0 Loss on drying (% wiw) Not more than 1.0 B 027
10 0 §p_lphaLedfes_h (%owhw) Not more than 0.1 ! 0.05
", 0 Assay by Potentiomerty ~ Not less than 99.0 and | 1 00 3
L | {on dried basis) (% w/w) not more than 101.0
' _Prepared By: ‘f ob" » Checked By: "7 Approved By e j,
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Product : Tetracaine Hydrochloride CAS No. : [136-47-0]

Batch No. : THO080422 Date of Mfg : April-2022

Dispatch Qty.: 100.0 Kg Retest Date : March-2027

Reference :EP10.7
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. 12.0 | AssaybyHPLC ~ 7 Notlessthan990and | . 100 P

{__ | (on dried basis) (% wiw) ___notmorethan01.0 | }_‘H_ it
13 0 Residual solvents by GC (m ppm) 7, * 1

1 — -

* 13 1| Methanol Not Mot han 3000 (1 ) “Bdow dg*gg;w" it

r —- e e = e —— e

j 13.2 Acetone Not more than 5000+, Beiow quaznggcan: on limit

' 133 Hexanes Not more than 290/ ! Belowiz:ﬁeg;mn fmit

b = _T e - e ‘a.._ _— - - e

. 134 ] Toluene Not more than 890 Below d{iecs.’glon L
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