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Certificate of Analysis
PRODUCT CETRIMIDE Ph. Eur. I REF.
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1
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NDQC-SP6O-CAA-06

BATCI1 NO. 318CAA0003 rvilFG »NIT

BATCH SIZE j 3502.80 kg RETEST DATE

January — 2018

December 2022
, s • - •I ","^". • - • .+••"`'..-' • '

INSP LOT NO. I 40

SU. TEST RESULT I METHOD SPECIFICATION

NO_ 1 REFERENCE

0 Chai tic ter s

Appearance

Solubihtyr
2.0 Identification _ _ _ _ _ _ _ _ _ _ _

A Ultraviolet absorption
i

spectrophotometty

,1

13 Colour development13 Colour development

White voluminous, free flowing

powder.

Freely soluble in water and ni alcohol.

0.0 II

<Ph Eur

---Ph Put >

..:Ph. Fur.

1:)5 )>

A yellow precipitate is formed, <Ph. Fur •:,«

C Solution characterisation I  2 wv so n s'r lutio i froths -opiouslv' - — • Eur.>

; when shaken, ' when shaken.
1- --ii

I) Thin layer chromatography t Complies with working reference <Ph. Eur. The principal spot in the i,-,u,1,i:C,LUI.1 li

I ;tandard. (2.2.2 7y- obtained with the test solution should bei ..
1 similar in position, colour and size to the 1

principal spot in the chromatogram t-,btained
,

f-
with the working- ieferenee standard solution..• . • • . •

r LTsrOmiae 'is et low precipitate observed. <Fn. tur. (2.5. 1 )::,- Et gives reaction (a) of brornhles.— . _ _ _ _ _ _ _ _ _ _

1 0..„. , Appearance or sultniion I The solution is clear. <Ph, Eur. For clarity ; Ilie solution is clear

(2 % ty.'y solution in water) I (2,2. i ,r-i, compared against reference suspension 1
1
I ilie solution is cIìiurlcss inQil nor <Th. Fur.. For colour of solutioir The (,)lts(ion
i

more intensely coloured than Method -11, colourless and it should not be inott..

relerence solution B, coloured than reference soluthi,n 1) ,
- •

Acidit,, or ilkalinity 0 OS ml of- i, 11 hydrochlorw <Ph Nnt inure than 0.  I  in] of 0.1 ki ir,drochiijr.
I used. teid or ) i îvi sudium borosid,

-r-

5.0 Anunes and tiiiinc Sah 1 .h.‘o inflexion obser vo,,i Volume of -41h Luf.>

tnrant used 0.7 nil 0.1 M tetra but.y1 flinnonitini hydroxide solutwn

White or ahnost voluninot.i.s, fice

flowing powder.

Freely soluble in water and in alcohol.
• „ • .••••• ••••

ammoinum hydroxide solutioir_ .
ìi (,) I, I ,iYÁS kW] dr). ing 0 2 3

(al 105 • C ror 2 hour

SulfattM ash ti.07

s ì Assay

(on dried basis)

JO 0

98,5

Additional test

Related substances CI LC)

I ) Each individual spot Coniplics

2.) -.1.ota1 number of spoK Complies

sol‘ ent

Isopropyl,alcohol

Aerobic microbial couni and

yeast,sinould

fotal Aerobic miciobial count Complies

-3 Total combined yeast/mould Complies

eOlitit
, •

Absorbance or % v soluti,n

R tt 2 60 nm to 2Sti tun has ì w.ivimuni A

A yeti" precipitate ts lynned pot,t,smtr

errk:yande .

? SAUtiOn iîì Vat,21‘

ìiìi more than 2 .0  nil ul (J  1  M. but

Remark The material conform to the above specification,

\s,<. ..„

C
Pi oared 13)/Date:

‘lanita Doshi

(Itxecutise-QC)

Reviewed b)IDate:

Shailesh Kaehhia

(Sn Manager QC)

„ .
<Ph. Fur. Ndasmium 2,0 ii \v/w

(2.2,32P-

<Ph. Eur, Ntitx MEAD 1.1 .t wiw

(2,4.14r>

<Ph< Mmimurn 9f.L0 i w/w a

Maximum 101.0 %

,••,• ,
A,\IV

-t)t.tlI .NIaNimullt fJ

ijastinum 2

AMV

1-001-00 R. Nlaxin-ann :;-000 ppm

Eur ,

(2.h.12i>

Not more than IOU() CI'Ll

Noi mote than 100 CFI; grn

I

1.

Approved by/Date:

Kaushil PateI

(Sr. .:klanager--QC)


