
CERTIFICATE OF ANALYSIS

Product : Allerway (levocetirizine) oral drops 5 mg/mL

Market / : Russia 

Batch No. /
: FV260004

Batch Quantity /
:

20000 vials / 
20000

Analytical Report No. /
: 890001866335

Date of Analysis / 
: (26/02/2026)

Date of Manufacture /
: (02/02/2026)

Date of Expiry / 
: (26/01/2028)

Mfg. License No. /
: 01/SK/AP/2015/F/R MA number: : - 011938)- -RU)

Analysis performed according to ND No / - 011938)-( -RU)-031025
Artworks of primary package approved: / : 03.10.2025*

03.10.2025*
PL approved: 03.10.2025*

Page 1 of 12 / . 1 12

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 

Date / Date / Date / Date /

S Test / Result / Specification / 

1 Description / olorless, transparent solution / , olorless, transparent or slightly opalescent 
solution / , 

2 Identification / 

2a Levocetirizine Dihydrochloride
/ 

HPLC / 

The retention time of the principal 
peak in the chromatogram of the 
sample solution complies with that of 
the principal peak in the 
chromatogram of the standard 

Levocetirizine dihydrochloride

The retention time of the principal peak in the 
chromatogram of the sample solution shall 
comply with that of the principal peak in the 
chromatogram of the standard solution under 

Levocetirizine dihydrochloride"
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2b Levocetirizine Dihydrochloride
/ 

-

UV spectrum of the principal peak in 
the chromatogram of the sample 
solution obtained during the test 

dihydrochloride" corresponds to UV 
spectrum of the principal peak in the 
chromatogram of the standard 
preparation. -

UV spectrum of the principal peak in the 
chromatogram of the sample solution obtained 

dihydrochloride" should correspond to UV 
spectrum of the principal peak in the 
chromatogram of the standard solution. -
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2c Methyl Parahydroxybenzoate / 

HPLC / 

The retention time of the peak of 
Methyl Parahydroxybenzoate
(Methyl Paraben) in the 
chromatogram of the sample 
preparation complies with that of the  
peak of Methyl Parahydroxybenzoate 
(Methyl Paraben) in the 
chromatogram of the standard 
preparation under assay test of 
preservatives

, 

« . 

The retention time of the peak of Methyl 
Parahydroxybenzoate in the chromatogram of 
the sample solution shall comply with that of 
the peak of Methyl Parahydroxybenzoate in the 
chromatogram of the standard solution under 

Methyl Parahydroxybenzoate and
Propyl parahydroxybenzoate
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2d Methyl Parahydroxybenzoate / 

HPLC (PDA) / 
-

UV spectrum of the peak of Methyl 
Parahydroxybenzoate (Methyl 
Paraben)  on the chromatogram of the 
sample preparation, obtained during  

corresponds to the UV spectrum of 
the Methyl Parahydroxybenzoate 
(Methyl Paraben)  peak in the 
chromatogram of the standard 
preparation -

-

UV spectrum of the peak of Methyl 
Parahydroxybenzoate on the chromatogram of 

Methyl Parahydroxybenzoate and Propyl 

UV spectrum of the Methyl 
Parahydroxybenzoate peak in the 
chromatogram of the standard solution -

-

 
ISSUED BY: P00078073 
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY



CERTIFICATE OF ANALYSIS

Product : Allerway (levocetirizine) oral drops 5 mg/mL

Market / : Russia 

Batch No. /
: FV260004

Batch Quantity /
:

20000 vials / 
20000

Analytical Report No. /
: 890001866335

Date of Analysis / 
: (26/02/2026)

Date of Manufacture /
: (02/02/2026)

Date of Expiry / 
: (26/01/2028)

Mfg. License No. /
: 01/SK/AP/2015/F/R MA number: : - 011938)- -RU)

Analysis performed according to ND No / - 011938)-( -RU)-031025
Artworks of primary package approved: / : 03.10.2025*

03.10.2025*
PL approved: 03.10.2025*

Page 5 of 12 / . 5 12

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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2e Propyl parahydroxybenzoate / 

HPLC / 

The retention time of the peak of 
Propyl Parahydroxybenzoate (Propyl 
Paraben) in the chromatogram of the 
sample preparation complies with 
that of the peak of Propyl 
Parahydroxybenzoate (Propyl 
Paraben) in the chromatogram of the 
standard preparation under assay test 
of preservatives

, 

« . 

The retention time of the peak of Propyl 
Parahydroxybenzoate in the chromatogram of 
the sample solution shall comply with that of 
the peak of Propyl Parahydroxybenzoate in the 
chromatogram of the standard solution under 

Methyl Parahydroxybenzoate and
Propyl Parahydroxybenzoate / 

, 

« . 
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 

Date / Date / Date / Date /

2f Propyl parahydroxybenzoate / 

HPLC (PDA) / 
-

UV spectrum of the peak of Propyl 
Parahydroxybenzoate on the 
chromatogram of the test solution, 

Parahydroxybenzoate and Propyl 
P corresponds
to the UV spectrum of Propyl 
parahydroxybenzoate peak in the 
chromatogram of the standard 
solution. -

-

UV spectrum of the peak of Propyl 
Parahydroxybenzoate on the chromatogram of 

Methyl Parahydroxybenzoate and Propyl 
P must correspond to the 
UV spectrum of Propyl Parahydroxybenzoate 
peak in the chromatogram of the standard 
solution. -

-

3 Clarity The opalescence of the sample is less 
pronounced than the reference 
suspension-

The opalescence of the sample shall not be 
more pronounced than the reference 
suspension-

4 Color The Solution is colorless / Solution should be colorless / 
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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Date / Date / Date / Date /

5 pH 4.9 /4,9 From 4.5 to 5.5 / 

6 Density1 / 1 1.0848g/mL / 1,0848 1.0260 1.1340 g/mL / 1,0260 1,1340

7 Number of drops in 1 mL / 
20 drops/mL / 20

Not less than 18 drops/mL and not more than 
22

8 Dosage and Uniformity of A single weight deviate by more 
than 10% of the average 
weight=NONE,and Total weight of 
the 10 doses differ by more than 
15% of nominal weight of 10 doses 
= NONE /

10 %. 

%.

Not a single dose weight should deviate by 
more than 10 % of the average weight. Total 
weight of 10 doses should not differ by more 
than 15 % of nominal weight of 10 doses 1 ml 
corresponds to 20 drops / 

10 %. 

15 %. 1

9 Extractable Volume / The average fill volume obtained 
from the 10 containers is more then 
100%,and the volume of no 
container is less than 95% of the 
volume declared in the labelling / 

100

The average volume of the contents of 
10 packages shall be not less than the 100 %; 
the volume of the contents of each individual 
package shall be not less than 95 % of the 

10 Related Substances4 / 4
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Date / Date / Date / Date /

Impurity A / A Below Limit of  Detection (LOD:0.05%)/ / 

LOD:0.05%)/ %)

Below Limit of  Detection  
(LOD:0.075%)/

LOD:0.075%)// %)

Not more than 1.0 % / 1,0 %

Highest individual unspecified 
impurity2 / 

2

Not more than 0.4 % / 0,4 %

Total impurities /
0.0 % / 0,0 %

Not more than 3.0 % / 3,0 %

10 Microbiological purity1 / 1

Category 3A

Total Aerobic Microbial 
Count / 

<10 CFU/ml /
102 /

Not more than 102 CFU/ml / 
102 /

Total Combined Yeast and 
moulds count / Less than 101 CFU/ml /

101 /

Not more than 101 CFU/ml / 
101 /

Escherichia Coli Absent in 1 ml / Shell be absent in 1 ml / 
1

11 Assay /
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Date / Date / Date / Date /

Levocetirizine dihydrochloride
/ 

HPLC / 101.4 % /101.4%
5.07mg/ml /5,07 1 

Not less than 95.0 % and not more than 105.0 
% of the labelled amount of levocetirizine 
dihydrochloride (C21H25ClN2O3·2HCl). (Not
less than 4.75 mg/ml and not more than 5.25 
mg/ml % 

(C21H25ClN2O3·2HCl)

Methyl Parahydroxybenzoate3

/ -
3

HPLC / 
      99.1% / 99,1 %

1.6046 mg /ml, 1.6046

Not less than 84.0 % and not more than 120.0 
% of the labelled amount
(not less than 1.3608 mg/ml and not more than
1.944 mg/ml

Propyl Parahydroxybenzoate3

/ -
3

HPLC / 
99.0 % /99,0 %

0.1782 mg /ml, 0,1782

Not less than 84.0 % and not more than 120.0 
% of the labelled amount
(not less than 0.1512 mg/ml and not more than
0.216 mg/ml
120,0 % 
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Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 

Date / Date / Date / Date /

13 Package / 20 mL in amber glass screw-neck 
vials sealed with polyethylene 
droppers and tamper-evident, child-
resistant polymer screw caps.
A label is placed on the vial. 
1 vial with a package insert in a
carton

-

.
-

20 mL in amber glass screw-neck vials sealed 
with polyethylene droppers and tamper-
evident, child-resistant polymer screw caps.
A label is placed on the vial. 
1 vial with a package insert in a carton

-

-

14 In accordance with the Section 1.3.2 of Module 

15 Store below

16 Shelf life (expiry date

Notes: / :
1. The manufacturer monitors drug product quality in terms of this parameter in accordance with the in-house procedure. During drug product quality 
control in EAEU determining this parameter in accordance with EAEU Ph. is allowed; / 1. 
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2. Report the highest individual unspecified impurity is higher whichever from related substances Method-A and Method-B / 2. 

4. Release specification limits for the "Related substances" test: / 4. 
Impurity A 
Highest individual unspecified impurity 
Total impurities 

API name / : Levocetirizine dihydrochloride / 
INN Levocetirizine
API manufacturer batch number / 

ACRH000927

FP Manufacturer API Batch number / 
FPRA00028

API Manufactured by, address & 
country / 

Dr. Reddy's Laboratories Ltd., 
Chemical Technical Operations, Unit-III, Plot No. 116, Sri Venkateswara 

Co-Operative Industrial Estate, IDA, Bollaram Village, Jinnaram (Mandal), 
Sangareddy District- 502325, Telangana, India /

- c
- -

-

Name, address, authorization No for       
FP manufacturing site / Control site / 
Release site / 

Dr. Reddy's Laboratories Ltd., India, FTO-SEZ-Process Unit-02, Survey 

Srikakulam District 532409, Andhra Pradesh, India (License No
01/SK/AP/2015/F/R

-
SEZ 

 
ISSUED BY: P00078073 
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY



CERTIFICATE OF ANALYSIS

Product : Allerway (levocetirizine) oral drops 5 mg/mL

Market / : Russia 

Batch No. /
: FV260004

Batch Quantity /
:

20000 vials / 
20000

Analytical Report No. /
: 890001866335

Date of Analysis / 
: (26/02/2026)
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01/SK/AP/2015/F/R

Declaration of certification:  «I hereby certify that the above information is authentic and accurate. This batch of product has 
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with 
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00975-2023 dt. 24 August 2023) and 
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing 
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the 
Eurasian Economic Union is established». / 

GMP/EAEU/RU/00975- 2023) 
, 

-

* The COA was revised in accordance with DEV-0004760 for updating the artwork approval dates.
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE  

- AU (we, us or Company) may be 
required by law to provide to you certain written notices or disclosures. Described below are the 
terms and conditions for providing to you such notices and disclosures electronically through the 
DocuSign system. Please read the information below carefully and thoroughly, and if you can 
access this information electronically to your satisfaction and agree to this Electronic Record and 
Signature Disclosure (ERSD), please confirm your agreement by selecting the check-box next to 

DocuSign system. 

 
Getting paper copies  

At any time, you may request from us a paper copy of any record provided or made available 
electronically to you by us. You will have the ability to download and print documents we send 
to you through the DocuSign system during and immediately after the signing session and, if you 
elect to create a DocuSign account, you may access the documents for a limited period of time 
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to 
send you paper copies of any such documents from our office to you, you will be charged a 
$0.00 per-page fee. You may request delivery of such paper copies from us by following the 
procedure described below. 

 
Withdrawing your consent  

If you decide to receive notices and disclosures from us electronically, you may at any time 
change your mind and tell us that thereafter you want to receive required notices and disclosures 
only in paper format. How you must inform us of your decision to receive future notices and 
disclosure in paper format and withdraw your consent to receive notices and disclosures 
electronically is described below. 

 
Consequences of changing your mind  

If you elect to receive required notices and disclosures only in paper format, it will slow the 
speed at which we can complete certain steps in transactions with you and delivering services to 
you because we will need first to send the required notices or disclosures to you in paper format, 
and then wait until we receive back from you your acknowledgment of your receipt of such 
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to 
receive required notices and consents electronically from us or to sign electronically documents 
from us. 

 
All notices and disclosures will be sent to you electronically  

 
ISSUED BY: P00078073 
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY



Unless you tell us otherwise in accordance with the procedures described herein, we will provide 
electronically to you through the DocuSign system all required notices, disclosures, 
authorizations, acknowledgements, and other documents that are required to be provided or made 
available to you during the course of our relationship with you. To reduce the chance of you 
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required 
notices and disclosures to you by the same method and to the same address that you have given 
us. Thus, you can receive all the disclosures and notices electronically or in paper format through 
the paper mail delivery system. If you do not agree with this process, please let us know as 
described below. Please also see the paragraph immediately above that describes the 
consequences of your electing not to receive delivery of the notices and disclosures 
electronically from us. 

 
- AU:  

You may contact us to let us know of your changes as to how we may contact you electronically, 
to request paper copies of certain information from us, and to withdraw your prior consent to 
receive notices and disclosures electronically as follows: 
To contact us by email send messages to: deepakmagoo@drreddys.com 

 
To advise D - AU of your new email address  

To let us know of a change in your email address where we should send notices and disclosures 
electronically to you, you must send an email message to us at deepakmagoo@drreddys.com and 
in the body of such request you must state: your previous email address, your new email 
address.  We do not require any other information from you to change your email address.  

If you created a DocuSign account, you may update it with your new email address through your 
account preferences.  

 
- AU  

To request delivery from us of paper copies of the notices and disclosures previously provided 
by us to you electronically, you must send us an email to deepakmagoo@drreddys.com and in 
the body of such request you must state your email address, full name, mailing address, and 
telephone number. We will bill you for any fees at that time, if any. 

 
ories Ltd (GxP Docs) - AU  

To inform us that you no longer wish to receive future notices and disclosures in electronic 
format you may: 
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i. decline to sign a document from within your signing session, and on the subsequent page, 
select the check-box indicating you wish to withdraw your consent, or you may; 

ii. send us an email to deepakmagoo@drreddys.com and in the body of such request you must 
state your email, full name, mailing address, and telephone number. We do not need any other 
information from you to withdraw consent..  The consequences of your withdrawing consent for 
online documents will be that transactions may take a longer time to process.. 

 
Required hardware and software  

The minimum system requirements for using the DocuSign system may change over time. The 
current system requirements are found here: https://support.docusign.com/guides/signer-guide-
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