Usually, | find it really necessary to conduct editing and proofreading for clarity first:

Original text

Edits (highlighted parts are edited)

In the Study No 022-ch “Comparative 12-week
repeated-dose toxicity study of BCD-022, a
monoclonal antibody against human epidermal
growth factor receptor 2 (HER2), and Herceptin®
followed by a 4-week recovery period in rhesus
monkeys (Macaca mulatta)” (reported in Module
4.2.3.2 Trastuzumab_chronic toxicity study)
biological samples were obtained to indicate
target organs, to provide information on the
major toxic effects and on the possible health
hazards, and to perform comparative evaluation
of effects produced by BCD-022 and reference
product Herceptin®. Hematology, serum
biochemistry and urinalysis were evaluated with
standard procedures using commercial kits and
automatic analyzers. Effects on cardiovascular
and central nervous system as well as other
studies were evaluated with standard
procedures.

As indicated in ICH Validation of analytical
procedures: text and methodology Q2(R1):
“Validation of analytical procedures is directed to
the four most common types of analytical
procedures: - Identification tests; -Quantitative
tests for impurities' content; - Limit tests for the
control of impurities; - Quantitative tests of the
active moiety in samples of drug substance or
drug product or other selected component(s) in
the drug product”. None of indicated above
analytical procedures have not been used in
Study No 022- ch.

Study No. 022-ch “Comparative toxicity study of
the monoclonal antibody BCD-022 vs.
Herceptin®: targeting human epidermal growth
factor receptor 2 (HER2) with repeated doses in
12 weeks, followed by a 4-week recovery period
in rhesus monkeys (Macaca mulatta)” (reported
in Module 4.2.3.2 Trastuzumab chronic toxicity
study)

In this study, biological samples were obtained to
provide information about target organs, the
major toxic effects, and the possible health
hazards of BCD-022 vs. the reference product
Herceptin®.

We used standard procedures, i.e. commercial
kits and automatic analyzers to evaluate
hematology, serum biochemistry, and urinalysis,
as well as the effects on cardiovascular system
and central nervous system.

As indicated in ICH Validation of analytical
procedures, text and methodology Q2(R1):
“Validation of analytical procedures is directed to
the four most common types of analytical
procedures:

- Identification tests;

-Quantitative tests for impurities' content;

- Limit tests for the control of impurities;

- Quantitative tests of the active moiety in
samples of the drug substance or drug product or
other selected component(s) in the drug
product”.

Study No. 022-ch has not used any of the above
indicated analytical procedures.

After the editing, the translation can be conducted easily:

Edits (highlighted parts are edited)

Translation

Study No. 022-ch “Comparative toxicity study of
the monoclonal antibody BCD-022 vs. Herceptin®:
targeting human epidermal growth factor receptor
2 (HER2) with repeated doses in 12 weeks,
followed by a 4-week recovery period in rhesus
monkeys (Macaca mulatta)” (reported in

Module 4.2.3.2 Trastuzumab chronic toxicity study)
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In this study, biological samples were obtained to
provide information about target organs, the major
toxic effects, and the possible health hazards of
BCD-022 vs. the reference product Herceptin®.

We used standard procedures, i.e. commercial kits
and automatic analyzers to evaluate hematology,
serum biochemistry, and urinalysis, as well as the
effects on cardiovascular system and central
nervous system.

As indicated in ICH Validation of analytical
procedures, text and methodology Q2(R1):
“Validation of analytical procedures is directed to
the four most common types of analytical
procedures:

- Identification tests;

-Quantitative tests for impurities' content;

- Limit tests for the control of impurities;

- Quantitative tests of the active moiety in samples
of the drug substance or drug product or other
selected component(s) in the drug product”.

Study No. 022-ch has not used any of the above
indicated analytical procedures.
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