CERTIFICATE OF ANALYSIS

Product Name | PROMARGAN
Generic Name Pramethazme Hydrochlorlde |mect|an IP 50mg/2m|

% Batch No. | PRA24003

F’mduot Code PR
Batch S|ze ': 250 Liters

Mfg Da‘[e - |JUN. 2024 EXp Date MAY 2027
Date of sampling 22/06/2024 ' Comp\eted Date

FF’SO’I 1

A R No RLSIFP/240158 ‘ Specification No:

Iﬁ; | Tests | Method l Specitfication Results

A clear, colourless or almost A clear, colourless
’ solution filled in 2 ml

1 DESCRIPTION ; IP/IH | colourless solution filled in dark glass amber ampoule with
. container. blue dot

et nm |

e e

Compare the spectrum with that
obtained with nromethazine
hydrochloride . RS/WS treated with Complies
= same manner or with the reference
£ . - | ' spectrum of promethazine. ’

IDENTIFICATION A I=

DENTIFICATIONB | 1P| Melting point at about 160°C 159“0

Complles
- 9.19

| iDENTlFlCATION C P ' A red colour Is produced

>H | NLT 5.0 and NMT 6.0
EXTRACTABLE '

VOLUME - NLT 2 0 ml

PARTICULATE
MATTER

L N T W T T T
rrrrr

; Clear and practtcally freéw_from
particles when observed by visual Complies

ipspection__ by the unaided eyes.

Any spof corresponding fo

isopromethazine in the chromatogram

obtained with the test solution is not

more intense than the spot in the
; . chromatogram obtaineo with
i ' reference  solution(c). Any other
RELATED ' = secondary spot in the chromatogram

SUBSTANCE obtained with the test solution I8 not |
more intense than the spot In tne

chromatogram obfained with
reference solution (a) and not more
than one such spot is more Intense
than the spot in the chromatogram
| obtained with reference solution (b).

Complies

b e e ey T, T
T ™7

nﬁpf}ratﬁ ﬁfﬁc:ﬂ Ne GJ" HEﬁ ?nduai:ﬂa Egtata ‘{eiahaﬂka iifiw Town, *’%Qﬂgafum 515{}054 ii.’f'iiﬁiﬁi

B R A RO e T N R et T T L T TR JEMHFAI%%PTQHMS e B |

" Format No.: Q0f055/F01 01 - - ' I Page 1of2



e e e BB W = = FEETR o=l | or 4 i 1=K ]
L DA R E P Factory Address : Survey No.25/1, Hubli-Karwar
U e Koy 2 ey ST
Py e e, A M =B - 1 Hiol 1< - .! | V ! ¢ E : )
-4 g:ﬁ?-_*g}ﬁ B w4 emmE 0 TS H | chway, Kadanakoppa, RKRd4dig alagi,
o e o - 1 v 5 o .} PSRRI (¢ Jgp— ., Yo . b G o . 12,
mw‘ i . - r : 4 3
£ CEOER P e o it TR S T I T Pl DRSS T e T T T L1 D T e R e e e e — QAT WEITT T E real we e, ekl e, o RO T T M e o B 5 PN 4 SRR i AW S TG LEEE T T gt eenp e Tt e A e . ot T iy § il VR ey - P« T e i

CERTIFICATE OF ANALYSIS

Product Name PROMARGAN

Generic Name _ - Promethazine Hydrochloride injection IP 50mg/2mi ' Product Code PR

| Batch No. PRA24003 Batch size 250 Liters

Mfg. Date JUN. 2024 Exp. Date MAY 2027

Date of sampling 22/06/2024 Completed Date | NA

RLS/FP/240158 _ Specification No: FPS01"

_ _ _ n ” | ' 101.6 %

7 | ASSAY NLT 95.0% and NMT 105.0% (25.412 mg/ml)
| __ - _ I

—

NMT 5.0 EU/mg of Promethazine. Less than 2.45 EU/mg |
of Promethazine.

Sterility under
observation

10 | PHENOL CONTENT | IP | NLT 90.0% and NMT 110.0% 99.8 %

Remarks: The product complies as per IP and In-house specification and Sterility
under observation.

Should be sterile

Analysed b Checked by Approved by

dh .

r Signature @ (. A YoM
D2
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Date

Corporate Office: No.07, KHB, Industrial Estate,Yelahanka New Town, Bengaluru-560064, India
CIN : U24111KA19851PT012345
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