
I._,_____ ___ :. 2_-_:;::-;::r:=:=:l_:I:=::=,if11,E:l:T:::].-

i-*uni6*n*, iAMERrcxii- nEMEnmsHEr ArifiryTi'i6:. I( "; +g*+F*#ffi I vill. surajpur, Nahan Road, Paonta Sahib. Dist. Sirmour (H.p) 173025 I Ij \ :r,': ,,- 1 ..,ri :..:i.i.i.. i | ,

I

: i qqrtificate of Analysis FinisheO p.oOuci
i P."d*t iG;; PROMARGAN
Generic Name Promethazine Ini tion IP 2ml
Batch No. ARN2623A
Batch Size 1"95,200 A

IMG D"t- 
-:

LE@eIe_-
as/2026
04t2a28

41rc62026
42106t2026

r6/a6t2026

ARN/FP/26/024
-15 Ampoules

S_?mpled by

Date of Testi
Date of Release

A clear colourless solution fillad in
amber glass ampouie.

(Melting point)

{By Cheinicall;,)

ifications

melts at abouf 160o
C. T'o a volume containing 5 nrg of

onii*iTi"t* ***- 
l

--_A clear colourless solution---l I

filied in amber glass ampoule. i

Complies

Complies

Ccmplies

spectrum rvith rhat obtained with
promethazine h.vdrochioricie iplLs
treatecl in tlie satne manner or u,ith the
reference spectrurn of promethazine.
B. l'o a volumeccntaining A.2 g of
Prornethazine Hl."drochloride add
sufftcient prrtassium carbonate to
saturate the sclution, extract with twei
quantities, each of 10 mi. of ether anil
evapor*te the combined . extraci_q .eo

dryness. flissoive the resichte in 2 nri of
metiranol anel pour into a solution cf0.4
g of picric acid in l0 mj uf methanol.
previousiy rvarmed to abont 50o. Cool,
scratch the sides of the tube to induce
crystaliisation. allorv to stand for 3 tc 4

A. Determine by infrared 
"6iorptionspectrophotometr-v. Compare the

hours anci filter. T'he resiclue, after
wastung wiiil meihanoi and dryirig,

Promeihazine
carefully 2 rnl
allow to stand 5

Hydrochloride add
of sulphuric acid and
minutes; a red colour is

t\torninal fill volume NLT2ml

Oxtt'actabie vclume i \ir-r!1 -;----;---,-

i r\ L I i\onrlnal i'olume or Nh4I 1 109/o of
Ncminal volunre.
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,. Certificate of Analysis Finished product

Product Name PROMARGAN Injection A.R. No. ARN/FP/26t024
Generic Name Promethazine Iniection Ip 2ml Sampled qty. 45 Ampoules
Batch No. AKNIOZJA Sampled by Rakesh
Batch Size I,Y5,zUU Ampoules Sampled on 0U06t2026
Mfg. Date 05t2026 Date of Testing 02/06t2026
Exp. Date 0412a28 Date of Release 16t06t2026

6. Related substances
(By TLC)

Any other secondary spot in the
chromatogram obtained with the test
solution is hot more intense than the
spot in the chromatogram obtained
with reference solution (a) and not
r$or9 than one such spot is more than
the spot in the chromatogram obtained
with reference solution (h)

Complies

7 Particuiate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The soiulion should be essentially free
from extraneous, mobile undissolved
particles; other than' gas bubbles
unintentionally that can be seen witl
naked eve.

14lAmpoule
1/Ampoule
Complies

(A.) i-ight Obsewarion
Particle eount Test
l,Partieles >10 pm
Z,Particles ?25 pm
(8.) Visual Particle

8. Sterility No mrcrobial growth should be
observed.

Complies

9. Bacterial Endobxins NMT 5.0 EU/mg of piomettrazine
hydrochloride

Less than 0.5 EU/ms of
Promethazine hydrochloriJe.

10. Assay: (By UV)
Each ml contains:

Ingredients Labeled Claim Found o/o of labeled
amount

Limits % of labeled
amountPromethazine Hydrochloride- Ip 25 mg 24.53599 mg 98.14% 95.0%to 105.0%

Remarks: In the opinion of tn

: 
j:'ffi 6""*ir.a.i';il;ff #ftHffiTJ:flJ"XT"ff":'i:ffi,f,ffi lff,li,",pefHBPAJSPI+I+Sr

Analysis by
NAME: FIROJKHAN

Checked by fif" e
NAME: SUFIYANANSA
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