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Product Mame : CETIRIZINE DIHYDROCHL ORIDE Ph._Eur.

| Batck No. : 22061CZ6RII | Batch Size : 230.50 Kg

Mfg Date : Feb/2023 Retest Date : NA _
Expirv Date : Jan/2028 A RNo.: IBD-230761 |
Lims AR No.: 2102-50104 LIMS Specificatior. | 2102-17 |
130 |

Page No.: 1of2 Specification No.: TS/BPC/CZ6/CS/CO

S/01

Tests | Results Specifications g

Charzcrers (Appzarance) Whitz powder goxlc::t; Siay
Frezly <oluble in water,
Charzcrers (Solubility) Conforms pra-ftc:-.lly msolublein
acetone and in methylene
chlonde.
The infrared absorption

Identifization | Conforms spectrum of sample and

star.dard are concordant.

Identification 2 Conforms ith%;:;:;cacnon e

Solut.on i1s clear and not

Appzamance of Salution Conforms more intensely coloured than

reference solution BY .

pH 1.63 12t018.
<0.05% Impuritv A NMT 0.15%
<0.05% Imparite B NMT 0.15%
<0.05% Impurity C NMT 0.15%

Not Detected Impurity D NMT 0.15%

Related & : —

H‘;}igd hetanice (B 0.05% Impurity E NMT C.15%
<0.05% Impunty F NMT 0.15%
<0.05% Impurity G NMT (.10%
<0.05% gitér;fme methyl ester NMT
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QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

| Product Name : CETIRIZINE DIHY

FINISHED GOODS

DROCHLORIDE Ph. Eur

| Batch No 22061CZ6RII Batch Size : 230.50Kg
| Mfg Date : Feb/2023 Retest Date : Na %
| Expiry Date Jan/2028 ARNo. : IBD-230761 |
Lims AR Mo.: 2102-50104 LIMS Specification | 2132-17 |
Page No.: 20f2 Specification No.: TS/BPC/CZ6/CS/CO |
S."(.*I |
L Tests \ Results Specifications ]

<0.05% 3-Chlorocetirizine NMT 0.10%

Not Detected

Cetirizine N-oxide NMT
0.10%

Not Detected

4-CBH NMT 0.10%

Not Detected

4-Chlorobenzophenone NMT
0.10%

Any Unspecified Impurity

e NMT 0.10%
0.05% Total Impur-ities NMT 0.30%
Loss On Drying (at 105°C) 0.27 Yow/w NMT 0.5% w/w
Sulphated Ash 0.06 Y%w/w NMT 0.2% wiw.
*Acetone : NMT 5000 ppm
*Acetone being Class II1
Residual Sclvents - solvent, is :mited by the Test
for Loss on Drying to a limit
of NMT 0.5%.
99.0% - 101.0% of
Assay 99.9 % C21H27C13N>05 (on dried

basis)

REMARKS : The sample CONFORMS with respect to the above specifications

Checked By (QC) Indrajeet Singh Approvzd By (QA) | Himanshu Bhopte
Panwar

Checked On 09/Mar/2023 16:26 | Approved On 13/Mar/2023 11:55

Printed By Printed on : 13/03/2923 12:03 Copv No.: 1

Himanshu Bhopte

Note: This cocument has been generated electronically and is valid without signature.

Ipca Laboratories Ltd.

P.C. Sejavta, Dist, RATLAM (M.F.) 457001, India | ~:+91 07412-278000/278025 F:+91 07412279083

egd.Ofice: 48 Kandivli Industrial Estate,Kand vii (West),Mumba: 400067,(Maharastra)india | T:+91 22 6647 4444

E: ipca@ipca.com CIN: L24239MH1949PLCO07837



