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AHOTALIA

JInuko K. Tapudue Tta HerapudHe peryl0BaHHS IMIOPTY JiKAPChbKHX
3ac00iB 3 kpain COT.

Bunyckna xBamidikamiiiHa poOoTa NpuCBAYEHA aHaiizy TapudHOro Ta
HeTapu(HOTO PpEryJIOBaHHA IMIIOPTY JIKapcbkux 3acobiB 3 kpain COT,
[IpoananizoBaHo cTaH MDKHApPOAHOrO (apMaleBTUYHOTO PHUHKY Ta HaWOUIbII
MiKHapoaHI (papmaneBTHUHI Kommanii. BucBitieni tapudni ta Hetapudni 3axoau
peryJifoBaHHs IMIIOPTY JIIKapChKUX 3aco0iB  moxopkeHHsM 3  Kpain COT.
[IpoanainizoBaHO aCOPTUMEHT JIKAPChKUX 3acC00iB, IO IMIIOPTYIOThCS B YKpaiHy.
[IpencraBieni pe3yiabTaTu 1eHTU(IKAINAHOT eKCIepTH3U JIIKAPChKUX 3ac00i1B, 110
BBO3STHCS B YKpainy. [IpoaHanizoBaHO BH3HAUYE€HHS MUTHOI BapTOCTI, HApaXyBaHHS
MUTHHUX TUIATEXKIB Ta MUTHE O(OPMIICHHS JIIKAPCHKUX 3aC001B, IO IMIOPTYIOThHCS B
VYkpainy 3 [H1i 3r1IHO 3 MUTHOIO JISKJIapalli€lo.

KurrouoBi cjioBa: nikapceki 3aco0u, TapudHe Ta HeTapu(pHE peryJroBaHHS,

MUTHE O(POpPMIICHHS, MUTHA BapTICTh, MUTHI IJTaTEX1, iIMIOpT, Ko YKT3E/I.

ANNOTATION

Dychko K. Tariff and non-tariff regulation of medicines import from
WTO countries.

The final qualifying paper is devoted to the analysis of tariff and non-tariff
regulation of medicines import from WTO countries. The state of the international
pharmaceutical market and the largest international pharmaceutical companies in
have been analyzed. Tariff and non-tariff measures to regulate the import of
medicines originating from WTO countries were highlighted. The assortment of
medicines imported to Ukraine was analyzed. The paper contain the results of
identification examination of medicines imported to Ukraine. The customs value,
calculation of customs duties and customs clearance of medicines imported to
Ukraine from India according to the customs declaration have been analyzed.

Keywords: medicines, tariff and non-tariff regulation, customs clearance,
customs value, customs payments, import, UCGFEA code.



ABBREVIATIONS

CCU — Customs Code of Ukraine

MD-2 — customs declaration of form MD-2

MD-6 — addition to customs declaration of form MD-6
SCS — State Customs Service

UCGFEA — Ukrainian Classification of Goods for Foreign Economic Activity
VAT — value added tax

WTO — World Trade Organization

OTC — non-prescription medicines

Rx — prescription medicines

MHU - Ministry of Health of Ukraine

WHO — World Health Organization
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INTRODUCTION

Topic actuality. Today, the pharmaceutical industry is one of the most
important industries in the international market. This is due to the high level of
diseases of the population, which needs innovative medicines for the treatment of
serious diseases every year. Since this industry is one of the most profitable, different
countries are trying to develop this industry, which leads to great competition. In
recent years, the pharmaceutical market has tended to grow. This is due to the
saturation of pharmaceutical products, increasing the cost of research, increasing the
efficiency of medicines production, the consolidation of pharmaceutical companies,
the conclusion of agreements between firms on the joint creation of medicines.

Ukraine is no exception, where the pharmaceutical industry is one of the most
popular. Our country has good domestic pharmaceutical companies-manufacturers,
which are quite noticeable in the Ukrainian pharmaceutical market. Every year, new
medicines appear on the Ukrainian pharmaceutical market that require their own
customs clearance procedure. Despite the sufficient supply of medicines, the
Ukrainian population is not able to receive all the necessary medicines. In conditions
of economic instability, low incomes, the Ukrainian pharmaceutical market has
problems but high potential for development.

The relevance of the pharmaceutical industry grows rapidly every year. Today,
we can see it in a pandemic caused by COVID-19. The situation in the modern world
has shown how important to be provided with medicines for every country that will
help in the fight against the disease. A significant increase in imports of relevant
medicines has attracted the attention of customs authorities. Due to the high demand
of the population for medicines, the rules of customs and tariff regulation were
changed. Measures of customs and tariff regulation of the movement of medicines
across the customs border of Ukraine are the collection of taxes on medicines

imported into Ukraine, which helps protect the national domestic market by adjusting
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domestic prices for Ukrainian medicines by domestic producers with additional
income.

Tariff regulation consists in charging VAT in the amount 20% of the custom
value. The rate of duties on medicines is 0%, but this product is under the strict
control of customs authorities. Non-tariff regulation measures are understood as a set
of restrictive and prohibitive measures that prevent the penetration of foreign goods
into domestic markets. Non-tariff regulation measures include registration of
medicines, licensing of medicines and phytosanitary control. Quality control during
the import of medicines is carried out by the State Medical Service of Ukraine.
Quiality control of medicines is an integral part of import control. All these measures
protect the health of the Ukrainian population from low-quality, counterfeit
medicines and the national market from irresponsible manufacturers and suppliers.

Research object — medicines imported from WTO countries to Ukraine.

Research subject — criteria, methods and means of identification, customs
clearance of medicines.

The final qualifying paper purpose - to conduct an expert examination and
analyze the customs clearance of medicines import.

To achieve this goal, the following tasks were defined:

e To analyze world market of medicines.
e To study legislation documents regulated medicines import from WTO
countries.
e To analyze assortment of medicines imported from WTO countries.
e To conduct identification expert examination of medicines for customs
purposes.
e To analyze customs valuation and customs taxation of medicines import.
e To analyze customs clearance of medicines import.
Research methods: analytical, organoleptic and instrumental.
The final qualifying paper scientific originality. Analysis of medicines world

market and analysis of requirements to medicines in Ukraine and in the world was
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conducted; identification expert examination of medicines moving across the customs
border of Ukraine was carried out;

Obtained results practical value. Result of identification expert examination
of medicines, developed identification methods of medicines and analysis of
requirement of medicines can be used by State Customs Service of Ukraine when
carrying out customs clearance of medicines.

Research results approbation. The research results were presented and
discussed at the 11l International Student Scientific and Practical Conference in a
report on “Identification expert examination of medicines at import"” (Kyiv, KNUTE,
June 18, 2020). According to the results of the research, an article was published in
the collection of scientific articles of students: Dychko K. Development of the
identification criteria of medicines for customs purposes // MwuTHa cnpaba:
MPaKTUYHUMN acrekT: 30. HaykK. cT. ctya. — K. : KuiB. Ha1. Topr.-exoH. yH-T, 2020. —
C. 82-86.

The final qualifying paper structure and volume. The paper consists of an
introduction, three charters, conclusions and recommendations, references, annexes.
The main text of the paper includes 47 pages. The paper contains 9 tables, 11 figures.
The list of references includes 50 items. 6 annexes are added to the paper and placed

on 13 pages.
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CHAPTER 1
THEORETICAL BASES OF TARIFF AND NON-TARIFF REGULATION OF
IMPORT OF MEDICINES FROM WTO COUNTRIES

1.1. World market of medicines.

The world pharmaceutical market is the difficult, multilevel, polyfunctional
entity with a high growth rate of production, sales and profitability indicator. It is
proved by specifics of medicines that have high demand independently of economic
and political factors.

The development of pharmaceuticals industry in direct of launch the most
effective and safety medicines is the priority trending for the most world’s major
economies and famous pharmaceutical companies. This is due to the social
significance of the industry's products, changes in the demographic situation in all
countries of the world, which are associated with an aging population, increasing
diseases among the world's human, especially the elderly.

The global pharmaceutical market has experienced significant growth in recent
years. In 2019, the total global pharmaceutical market was valued at about 1.25
trillion U.S. dollars. This is a significant increase from 2009 when the market was
valued at just 830,6 billion U.S. dollars. The pharmaceutical market plays a key role
in how people get medications and what people pay for medication. However, some

markets are better for pharmaceutical companies than others (Figure 1.1) [1].
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Figure 1.1 Profit of the worldwide pharmaceutical market 2009-2019, billion USD[1]
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The factors that influence on the pharmaceutical market size include disease

prevalence, medicines affordability, consumer attitudes, government policies and

some supply-side factors [2,3]:

volu

Disease prevalence is related to population size, age, genetic inheritance and
behavior (infectious disease incidence is lower where sanitation practices are
better; sedentary lifestyles also encourage chronic disease).
Affordability is related to income but also to medicines prices.
Consumer attitudes include willingness to use alternative therapies or distrust
of taking medicines.
Government (and insurance company) policies affect reimbursement and who
the payer is. Other government policies determine regulation, which can be a
significant barrier to the launch of new treatments.
A major supply-side factor is availability of an appropriate treatment, which
may be a matter of quantity, as in an epidemic, or of medicines discovery and
development.

During of analyzing of Ukrainian pharmaceutical market there is determined the

me of manufacturing medicines in the last 5 years. Since 2015 we have seen

upward trend. From 2015 to 2017 Ukrainian companies increased manufacturing
from 42,1 thousand ton to 48 thousand ton. In 2018 the volume dropped to 44,7
thousand ton and in the 2019 becoming 46,9 thousand ton [4].
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Figure 1.2 Volume of manufacturing medicines by Ukrainian pharmaceutical

companies from 2015 to 2019, thousand ton [4]
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Pharmaceutical sphere is very popular in international business, because it has
one of the biggest profit in the world. There are 10 the most popular and profitable
companies in the international pharmaceutical market (Figure. 1.3). The leading
company-manufactory is China Resources National (75,8 billion dollars US),
Johnson & Johnson (71,9 billion USD) [5].

Profit

Merck (USA) 398

Sanofi (Franche) 11.4

Sinopharm(Chine) 478
Novartis(Switzerland) 49 4

Bayer (Germany) 56

Companies

Pfizer (USA) 57 8

Roche Group (Switzerland) 53 4

Johnson&ohnson (USA) 719

China Resources National 75,8

0 10 20 30 40 50 60 70 80
Ptofit,billion USD

Figure 1.3 Annual profit of the largest pharmaceutical companies in 2019, billion
USD [5]

The main part of medicines launching in the international market are made by
USA, Japan, Germany, France, Great Britain, Switzerland, Italy and Belgium. These
countries are producers of original, most effective and high-quality medicines. The
dynamics of the global pharmaceutical market shows that medicines will remain in
the future one of the most promising industries over the past 10 years (Figure 1.4).

Also, this countries are the biggest importers of pharmaceuticals products. The
United States of America is the first country in the import of medicines. The value of
import has grew up on 42,1 million USD in the last 5 years. Germany is on the
second level and it has plus 14,4 million USD in 2019 (Figure 1.4)[6].
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Figure 1.4 VVolume of medicines imported to Ukraine in 2015-2019, million USD [6]

Besides international pharmaceutical market, there is Ukrainian pharmaceutical
market that includes famous and successfully medicines. Domestic pharmaceutical
manufacturers are gaining market share. In some segments, they even displace
imported medicines. However, recent events with the spread of COVID-19 have
shown that the pharmaceutical market faces new challenges that did not exist before.
A research of Ukrainian pharmaceutical companies was conducted, during which we
determined that the leaders are: JSC “Pharmak*, Corporation “Arterium” , CJSC
“Darnytsia”, Corporation “Yuria-Pharm”, LLC “Pharmaceutical company Zdorovya”
and other [7].

International trade of medicines becomes more significant every year.
Ukrainian market includes many types of medicines. Every year our country
import the large volume of medicines that is why foreign manufacturers have a big
part in our market. Since 2015 we have seen upward trend. In 2015 our country
imported 1,09 billion USD (17,4 billion tons), in 2016 the value was 1,29
billion USD (22,9 billion tons), in 2017 — 1,42 billion USD (25,5 billion tons), in
2018 — 1,53 billion USD (24,9 billion tons). But in 2019 we have less marker - value
is 1,51 billion USD (22,4 billion tons). We can see it in the figure 1.5 [8].
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Figure 1.5 Dynamics of medicines import into Ukraine in 2015-2019, billion USD [8]

Ukraine has many companies of product medicines like JSC “Pharmak®,
Corporation “Arterium” , CJSC “Darnytsia” and export it to other countries. We have
wide pharmaceutical market and have possibility to sell it in international market. In
the last 5 years, volume of export has increased on 75 million USD. Since 2015 we
have seen upward trend. In 2015 Ukraine exported 0,14 billion USD (10 billion tons),
in 2016 the value was 0,16 billion USD (11,3 billion tons), in 2017 — 0,17 billion
USD (13,3 billion tons), in 2018 - 0,18 billion USD (12,8 billion tons). In 2019 we
have the biggest value - 0,21 billion USD (14,9 billion tons). We can see it in the
figure 1.6 [7,8].
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Figure 1.6 Dynamics of medicines export in 2015 - 2019, billion USD [8]

The volume of the Ukrainian pharmaceutical market is growing every year. This
is due to the large number of pharmaceutical companies in the international market
and the high demand of the population for medicines. Ukrainian pharmaceutical
companies can not have such a rapid development, as it is impossible in the economic
conditions of our country. But despite this, our manufacturers have quality and

popular medicines.
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1.2. Analysis of WTO countries and Ukrainian legislation on medicines
safety and quality regulation.

The rapid development of modern medicines requires restorative legal
regulation. According to international standards, the laws carry out international trade
in medicines, which requires control by the relevant national authorities. Each of the
WTO countries has its own laws and rules for the import of medicines into the
country. But there is also international law that is common to the regulatory quality of
medicines for WTO countries.

Medicines are a special category of goods. The legislative definition of the
concept of medicines is contained in the Law of Ukraine “On medicines”. There is
the definition of medicines according to article 2 of this Law [9]:

e medicines are substances or their mixtures, of natural, synthetic, or
biotechnological nature used for prevention of pregnancy, for prophylaxis,
diagnosis, and treatment of human diseases, or intended to change the
physiological state and functions of the organism;

e medicines shall include: active agents (substances); finished medicines
(medicinal preparations, medicines, medicaments); homoeopathic agents;
agents used to detect and eliminate pathogenic organisms or parasites;
cosmetic products and medicinal supplements to food products;

Legal relations related to the making, registration, production, quality control
and sale of medicines means, rights and responsibilities of enterprises, institutions,
organizations and citizens, as well as the powers in this area of executive authorities
and officials are defined and regulated by the Law of Ukraine "On medicines". The
legislation on medicines consists of the Law and other acts of legislation adopted in
accordance with it. In accordance with the Regulation on the State Service of Ukraine
for Medicines and Drug Control, approved by the Resolution of the Cabinet of
Ministers of Ukraine dated August 15, 2015 Ne647 (with changes), the central
executive body that implements the state policy in the areas of quality control and
safety of medicines is the State Service of Ukraine for Medicines and Drug Control[
10].
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Legislation governing the quality of medicines has scheme in figure 1.7. All
normative documents used by WTO countries and Ukrainian subjects of quality
regulation of medicines are closely related to each other. Thus, there is a single
document for determining the quality of medicines - Pharmacopoeia (United States
Pharmacopeia, European Pharmacopoeia) [11]. According to this document, there are
two main documents according to which the quality of medicines is regulated —
Specification for medicine (table with elements that are part of the medicines) and
Production Analytics (step-by-step testing methods) [12,13]. Quality Control
Methods (QMS) are formed on the basis of these two documents. After the medicines
passes all stages of examination, the last document is formed - the Certificate of

quality of the medicine [15].

Pharmacopoeia (United Spemflcat!o_n for I

. the medicine Quality
States Pharmacopeia, C
:> L ontrol
European _ Methods
Pharmacopoeia) Production
Analytics for  |—
the medicine UG

Certificate of
quality of the
medicine

State Pharmacopoeia

of Ukraine

Figure 1.7 Scheme determination of quality methods control of medicines

The Cabinet of Ministers of Ukraine noted that the import of medicines to Ukraine
is limited. It can be carried out only with a license for such imports. However, only
medicines registered in Ukraine can be imported and it must be certified by the
manufacturer. Customer need to have three documents that are permissible in order to
overcome the restriction [14]:

o license;
e registration certificate;

e certificate of quality;
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But there is unregistered medicines can be imported into the customs territory of
Ukraine without the right to sell for [14]:

conducting preclinical research and clinical trials;

registration of medicines in Ukraine;

exhibiting at exhibitions, fairs, conferences, etc .;

individual use by citizens;
etc. by a separate decision of the Ukrainian Ministry of Health in the presence of

documents confirming.

The procedure for importing medicines across the customs border of Ukraine is determined by
the Law of Ukraine "On Medicines"

1. Medicines registered in Ukraine
Customs authorities can complete the procedure of customs clearance of medicines imports
only in the presence of:
sthe license
eregistration certificate (Ukrainian Ministry of Health)
«the certificate of quality of the manufacturer or issued by the State Service of Ukraine
on Drugs Control

2. Medicines not registered in Ukraine

Can be imported into the customs territory of Ukraine for:
<conducting preclinical research and clinical trials
eregistration of medicines in Ukraine (samples of medicines in dosage forms)
exhibiting at exhibitions, fairs, conferences, etc. without the right to sell

eindividual use by citizens

3.Humanitarian aid or certain circumstances (natural disaster, catastrophe, etc.)
medical equipment and medical devices that are not registered in Ukraine may be imported
into the customs territory of Ukraine for use in medical practice only after a state
examination of their quality and safety (the State Service of Ukraine on Drugs Control)

Figure 1.8 The procedure of import of medicines in Ukraine [14]
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The quality of medicines is compliance with all conditions of registration and
production (technology, production areas, staff).The main indicators that determine
the quality of medicines are [15]:

e safety - Is the most important quality property that all consumer goods
should have. If the permissible safety levels exceed the permissible value,
medicines are classified as dangerous and destroyed;

e functional properties - the suitability of products to perform their functions
as intended in the specified conditions of operation or consumption;

o eliability - the ability of goods to retain a functional purpose in the process
of storage and consumption for a predetermined period;

e environmental friendliness - the degree of harmful effects of medicines on
the safety of the environment during their production, storage and
consumption;

High quality of medicines is provided by quality control of raw materials,
metrological control of equipment, qualification of workers and quality control of
finished products, development of requirements to conditions of storage and
realization.

The market for medicines is divided into two major groups: original medicines
(innovative, hereinafter - original medicines) and their copies (reproduced medicines,
better known as generic medicines or non-proprietary, hereinafter - generic medicines
or generics) [16].

The Pharmaceutical Encyclopedia of Ukraine states that medicenes (generic) is
a copy that, in terms of therapeutic efficacy and safety, must correspond to an
innovative (original) preparation produced by pharmaceutical companies after the
expiration of the patent protection. Patent protection in accordance with the Law of
Ukraine "On Protection of Rights to Inventions and Utility Models" lasts 20 years,
and after the expiration of this period, patent protection of medicines can be extended
for another 5 years. After all the time of protection, this tool goes into the status of

"unpatented” and becomes free for further use by others, in particular for the creation
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of generic medicines. In this case, patent protection may be granted on the dosage
form of the generic, and not on its active substance [17,18].

Clinical trials are performed to determine the quality of medicines. The term
"clinical trial of a medicies" means research work, purpose which is any study
involving humans as a subject of study designed to identify or confirm clinical,
pharmacokinetic, pharmacodynamic and / or other effects, in particular to study the
absorption, distribution, metabolism and excretion of one or more drugs means and /
or detection of adverse reactions to one or more of the studied medicines in order to
assess its (their) safety and / or efficiency in accordance with the Procedure clinical
trials of medicines and examination of clinical trial materials, approved by the Order
of the Ministry of Health of Ukraine dated 23.09.2009 Ne 690 [19].

According to Article 7 Law of Ukraine "On Medicines" clinical trials of
medicines are produced for the purpose of identification or confirmation efficacy and
safety of the medicines. Clinical trials of medicines in Ukraine are carried out in
accordance with the Guidelines "Good Clinical Practice™" according to the Order of
the Ministry of Health of Ukraine dated 16.02.2009 Ne 95 as last amended. The
adopted Guidelines operate in accordance with the above-mentioned GCP
International Standard on Planning Quality and conducting clinical trials of
medicines in their use with human participation, as well as documentation and
presentation of their results. In addition, it is applied to generic medicines. Analyzing
the international legislation in the field of medical research with human participation,
we can mention the Convention for the Protection of Human Rights and Dignity with
regard to the Application of Biology and Medicine: Convention on Human Rights
and Biomedicine dated of 4 April 1997 [20,21].

GMP is a system of rules and guidelines for the production of medicines and
medical supplies. It regulates and evaluates the parameters of production and quality
control of medicines, which is mandatory for further registration of the medicines and
its release for sale [22]. The main purpose of GMP is not to harm the consumer with
the products and to ensure the quality of such a product by certifying that it is safe to

use. Subsequently, the standard adopted in the United States was regulated in many
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countries around the world. For example, GMP is accepted in all countries
participating in the System of National Pharmaceutical Inspectors Europe (PIC/S),
which is an international system of control over the production and circulation of
medicines [23]. Based on the US GMP, the EU Directive was created and adopted
with its own amendments «EU Guideline Good Manufacturing Practice Medicines
for Human and Veterinary Use» from 91/356 / EEU as amended by Directive
2014/94 / EU and 91/412 / EEU respectively. Directive 2014/94 sets out the
principles and basic principles of good manufacturing practice for treatment and sale
of medicines for humans [24].

The EU GMP Guideline replaces the “Medicines. Good Manufacturing
Practice” from 2015, as appropriate changes have been made. This Guideline aims to
introduce modern quality standards that the EU has to develop, manufacture and
control of medicines. It states that the effectiveness of good manufacturing practices
in the EU depends on the trade licensing system. Therefore, a license is a mandatory
document for pharmaceutical manufacturers in the EU, regardless of where will be

the sale of medecines - in the EU, or outside them [25].

1.3. Peculiarities of tariff and non-tariff regulation of medicines import
from WTO countries.

Import of goods into the customs territory of Ukraine under the import regime
involves the payment of taxes and fees specified by the laws of our country according
to the Custom Code of Ukraine. When moving goods (including medicines) and
vehicles across the customs border of Ukraine, the following taxes are levied in
accordance with the current laws of Ukraine [26]:

e import duty;
e value added tax (VAT) during import operations;
e payment for customs clearance of goods outside the location of customs

authorities or out the working time;
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Import duty shall be imposed on the goods imported into the customs territory
of Ukraine. Establishment of new and change the current rates of import duty defined
in the Customs tariff of Ukraine and it carried out by the Verkhovna Rada of Ukraine
through the adoption of laws of Ukraine [26].

If medicines that belong to commodity position — 3004 imported from WTO
country, there is import duty — 0%. And according to the the Tax Code Value added
tax i1s 7 %. The example of taxes for medicines (UCGFEA — 3004490000) that
imported from WTO country has [27, 28]:

e import duty - 0%;
o Vvalue added tax (VAT) - 7%;

There is import duty in the amount of 0% for medicines in accordance with the
Customs Code of Ukraine. It includes pharmaceutical products, compounds used for
its manufacture, which are not produced in Ukraine and are classified by product
groups 28, 29, 30 of UCGFEA the list of which is approved by the Cabinet of
Ministers of Ukraine [28].

Importantly, with the accession to the WTO, Ukraine has undertaken additional
international obligations to exempt from duty the components used for the production
of finished medicines. Therefore, in order to provide the Ukrainian population with
imported medicines, operations on importing medicines by legal entities are exempt
from customs duties [29].

The issue of VAT taxation are important during the import of medicines and
the grounds for exemption from payment of this tax. VAT is a consumption tax
placed on a product whenever value is added at each stage of the supply chain, from
production to the point of sale.

In accordance with the Tax Code sets the VAT rate at 7% of the tax base for:

e supply in the customs territory of Ukraine and import into the customs territory
of Ukraine of medicines authorized for production and use in Ukraine and
entered in the State Register of medicines according to the list approved by the

Cabinet of Ministers of Ukraine;
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e supply in the customs territory of Ukraine and import into its customs territory
of medicines for use in clinical trials, authorized to be issued by the central
executive body, which ensures the formation of state policy in the field of
health care;

The presence in the Database of the specified medicines and confirmation of its
inclusion in the State Register of medicines is the basis for exemption of medicines
from VAT during their importation into the customs territory of Ukraine. [30].

The State Customs Service defines such a condition for exemption from VAT
on a medicines as mandatory. Mandatory conditions for granting VAT benefits on
imported medicines are [27]:

e submission by legal entities during customs clearance of the original or
notarized copy of the registration certificate for the medicines and production
license;

e the presence of the specified medicines in the State Register of medicines and
in the Database;

e during customs clearance, the VAT preference code “02” must be entered in
the cargo customs declaration;

If the medicine does not match one of the conditions, the VAT will be 20 %.

Measures of non-tariff regulation of foreign economic activity - not related to
the application of customs duties on goods that move across the customs border of
Ukraine, established in accordance with the law prohibitions and restrictions aimed at
protecting the internal market, public order and safety, public morals, health and life
of people and animals, protection of the natural environment, protection of the rights
of consumers of goods imported into Ukraine, Non-tariff regulation of medicines
import from WTO countries includes such measures:

e registration of medicines and inclusion it in the State Register of
Medicines;
e licensing of medicines;

e official control measures - veterinary and sanitary control of medicines;
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Registration of a medicine is one of the measures of non-tariff regulation. This
procedure includes assigned a registration number for medicine and it is entered in
the State Register of Medicinal Products. State registration of medicines in Ukraine
gives the right to use and sell them only on the territory of Ukraine. If procedure
finishes successfully, Registration Certificate can be issues by the Ukrainian Ministry
of Health. There is the basis for the issuance of a licensee for the import of
medicines: availability of appropriate material and technical base, qualified
personnel, aconditions for quality control of imported medicines. The license for
import of medicines is issued together with the Annexes, which indicates the place of
business of the licensee. The license for the import of medicines is an integral part of
it and is issued in the appropriate form. Information about all stages of the
technological process is indicated in the registration dossier [31].

According to the Resolution of the Cabinet Ministers of Ukraine “Some
issues of official control of goods imported into the customs territory of Ukraine”
October 24, 2018 Ne960 (with changes), medicines are subject to phytosanitary
control. The medicines must have a phytosanitary certificate in the original, issued by
the state body for quarantine and plant protection of the exporting country, certifying
the phytosanitary status of the product. This document is subject to verification

during the preliminary documentary control [32].
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During of the work, the research of medicines quality was conducted at the

State Expert Center. The object of research is medicines, named Flucold-N.

intended for symptomatic treatment of acute respiratory viral infections

It is

and

influenza, accompanied by fever, chills, headache, runny nose and nasal congestion,

sneezing, aches and pain in the body. There is the scheme according to which the

work was executed and the analysis of the medicine was implemented on the Figure

2.1.

Analysis of theoretical backround of tariff and non-tariff regulation of medicines import from
WTO countries

Analysis of WTO countries and Ukrainian legislation

Study of world market of \ d j
on medicines safety and quality regulation.

medicines.

Examination of the identification expertise of medicines for customs purposes
Organization and ] iR ) ] Q)
. . Analysis of medicines Identification expert
selection of'the object ) R <
assortment imported from examination of medicines for
and methods of ]
WTO countries. customs purposes.
research.
/
A
Analysis of customs clearance of medicines import from WTO countries
Analysis of customs 'S
Determining of Customs valuation and clearance of medicihes
medicines country of customs taxation of import according to
origin. medicines import. UA100400/2020/119402

Generalization of research results and development of proposals

Figure 2.1 Scheme of analysis of medicines
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In order to analyze and identificate of medicines, samples of goods are taken in
the minimum quantity, which provides an opportunity to examine them (analysis,
examination) according to the standards approved by the specially authorized central

executive body in the field of customs [33,34].

Scheme of customs examination of medicines when moving across the
customs border of Ukraine:

1. Preparation of requests of customs authorities to the customs laboratory

2. Preparation of a package of documents for the object of study

3. Sampling of goods by customs authorities;

4. Sending samples of goods and documentation to the customs laboratory;

5. Conducting research by expert of a special laboratory

6. Preparation by the expert of a special laboratory conclusions for research
results

7. Sending the conclusion of the customs laboratory on the results expertise

Figure 2.2 Scheme of customs examination of medicine

Identification of a medicines is a very important part of customs control, as it will
determine the quality of medicines that will be on the Ukrainian market. Therefore,
customs authorities pay special attention to correctness identification of indicators
such as country of origin and customs value, including medicines not included in the
State Register of Medicines and measures are taken to accelerate customs control
[35].

The purpose of identification is establishing the content of the main constituent
substances of the medicines, establishing the absence of substances that are
prohibited for movement on the Ukrainian territory and definition the quality of
medicines. It include such criteria, means and methods. There is two types of criteria:
general and specific [36]. Identification expert examination of medicines for customs
purposes is done by analytical method, organoleptic method and instrumental method
(Table 2.4).
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2.2 Analysis of medicines assortment imported from WTO countries.

The pharmaceutical market of Ukraine includes many foreign medicines. Most
of these medicines are imported from WTO countries. The range of medicines is
divided into prescription and non-prescription medicines (OTC). Since most of our
medicines are available without a prescription, we can analyze this group of
medicines. There are the most popular medicines, that imported from WTO countries.

There is shows the leader of medicines that are in the pharmaceutical market of
Ukraine in the Table 2.1. European country like Germany, UK, Italy, France have the

most popular medicines in our pharmaceutical market.

Table 2.1
The range of leaders of medicines imported from WTO countries
Medicines Active substance Manufacturer
Actovegin deproteinized calf blood Takeda Pharmaceutical
haemoderivative Company Limited (Germany)
Nurofen Ibuprofen Reckitt Benckiser Healthcare
International Ltd (United
Kingdom)
Nimesil Nimesulide LLC”E Pharma Trento” (Italy)
No-shpa Drotaverine Representative organization
“Sanofi-Aventis Group JSC”
(France)
Essentiale® forte N Phospholipides A. Nattermann & Cie. GmbH
(Germany)
Spasmalgon® metamizole sodium, LLC “Sopharma AD”
pitofenone, fenpiverinium (Bulgaria)
bromide)
Sinupret® sorrel herbs, verbena herbs, Dragenopharm Apotheker
gentian root, elder flowers, Puschl GmbH (Germany)
primrose flowers

Indian medicines are widely represented on the Ukrainian pharmaceutical
market. India is a member of the WTO and we can analyze in detail the range of

Indian medicines that are presented on the Ukrainian market. The main exporters of
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medicines from India to Ukraine are the following manufacturers: LLC “Cipla”, LLC
“Nabros Pharma”, LLC “Natco Pharma ”, LLC “Dr. Reddy’s Laboratories Ltd”.

Our world has very diverse pharmaceutical market and it increases every year.
One of the leader is Dr. Reddy’s Laboratories — Indian pharmaceutical company that
has noticeable position on the Ukrainian market. This company is a representative of
the medicines of the above-mentioned Indian companies and also imports medicines
from Europe countries.

The company has over 190 medications, 60 active pharmaceutical ingredients
(APIs) for medicines manufacture, diagnostic kits, critical care, and biotechnology
products. Dr. Reddy’s Laboratories works with other famous pharmaceutical
companies that supply it medicines to Ukrainian pharmaceutical market:

LLC “Dr. Reddy’s Laboratorie”s includes 3 types of pharmaceuticals products:
medicines, food supplement and cosmetics. Also, this pharmaceuticals products are
divided to prescription (Rx) and non-prescription medicines (OTC). There is the most
popular medicines that are imported by LLC “Dr. Reddy’s Laboratories”.
Prescription medicines (Rx) are a group of medicines that require a prescription.
Non-prescription (OTC) are a large group of medicines that a patient can buy for self-
medication in a pharmacy without a prescription.

Prescription medicines (Rx) include such medicines like: “Omez”, “Cetrine”,
“Nise”, “Flucold”. “Omez”, “Cetrine”, “Nise” medicines are made by Dr. Reddy’s
Laboratories and have different purpose, active substance, release form and dosage.
Flucold is produced by Nabros Pharma pvt Ltd and also have different characteristics
of medicine. “Omez” tablets used when person has problem with stomach. It has two
realese forms — capsules and injection. “Cetrine” medicine can help against allergies.
It has only one release form — tablets. “Nise” and “Flucold” are very good analgesics
and “Flucold” tablets can help against flue. This medicines has similar release form —
tablets.
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Table 2.2
Characteristics of the assortment of Rx medicines
Name Purpose Active Release form | Dosage Manufacturer
substance
Omez D caps. N30 | antiulcer omeprazole capsules 30 Dr. Reddy’s
capsules Laboratories
Omez caps. 10 mg | antiulcer omeprazole capsules 10,20,30 | Dr. Reddy’s
mg Laboratories
Omez DSR caps. antiulcer omeprazole capsules 30 Dr. Reddy’s
capsules Laboratories
Omez injections 40 | antiulcer omeprazole injection 40 mg Dr. Reddy’s
mg N1 Laboratories
Cetrine tab 10 mg | against cetirizine Tablets 10 mg Dr. Reddy’s
N20 allergies Laboratories
Cetrine tab 10 mg | against cetirizine Tablets 10 mg Dr. Reddy’s
N30 allergies Laboratories
Nise tab 100 mg | acute pain Nimesulide Tablets 100 mg Dr. Reddy’s
N20 Laboratories
Flucold Lozenges | analgesics | paracetamol Tablets 18 tablets | Nabros
lemon N18
Flucold  Lozenges | analgesics | paracetamol Tablets 18 tablets | Nabros
orange N18
Flucold-N tab N12, | analgesics | paracetamol Tablets 18 tablets | Nabros

N200

Non-prescription medicines (OTC) include three types of medicines. “Vicks” and

“Nasivin” medicinesares widely used against fight coughs, colds and flu. It has

different release form like balsam, spray nasal, powder and drops. They are produced

by Germany company “Proctor&Gamble”. Medicines named “Ketorol” are produced

by Dr. Reddy’s Laboratories and are good analgesics in Ukrainian pharmaceutical

market. This medicines are popular in Ukrainian pharmaceutical market because

people need Rx medicines every day. And it has comfortable dosage form for every

person. The assortment of Rx medicines showed in the Table 2.3.
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Table 2.3

Characteristics of the assortment of OTC medicines

Name Purpose Active Release Dosage Manufacturer
substance form

Vicks Active | fight oxymetazoline | Balsam 259,509 | Proctor&Gamble
Balsam, 25 g, N1 | coughs, hydrochloride

colds and

flu
Vicks Active | fight oxymetazoline | spray nasal | 15 ml Proctor&Gamble
Sinex, spray nasal | coughs, hydrochloride
0,5 mg/ml, 15 ml | colds and
N1 flu
Vicks AntiGrip | fight paracetamol Powder 5,00 Proctor&Gamble
Complex, N10 | coughs, g
(P&G) colds and

flu
Vicks AntiGrip | fight paracetamol Powder 5,009 Proctor&Gamble
Max, lemon flavor, | coughs,
N10 (P&G) colds and

flu
Ketorol amp 30 | analgesics | ketorolac Injection 30 mg/m | Dr. Reddy’s
mg/ml (1 ml) N10 Laboratories
Ketorol Gel 2% 30 | analgesics | ketorolac Gel 3049 Dr. Reddy’s
g N1 (Fto-6) Laboratories
Ketorol tab 10 mg | analgesics | ketorolac tablets 10 mg Dr. Reddy’s
N20 (FTO-2) Laboratories
Nasivin drops | fight oxymetazoline | drops 5 ml, 10 | Proctor&Gamble
nasal 0,01% 5 ml | coughs, ml
N1 colds and

flu
Nasivin spray | fight oxymetazoline | spray 10 ml Proctor&Gamble
nasal 0,05% 10 ml | coughs,
N1 colds and

flu

In this work we analize the medicine “Flucold-N tablets N200” and it has own

assortment of the medicine. This medicine has 4 types, which are taken in different

dosage forms. The first is - Flucold Lozenges, that has 2 types of smell: lemon and

orange. Also, there are Flucold-N that has tablets dosage. This medicines is

manufactured by the Indian company Nabros Pharma pvt Ltd, which is a prominent

manufacturer of medicines in the global pharmaceutical market. Despite the fact that

this medicine is produced by Nabros Pharma pvt Ltd, we can describe this medicine

as belonging to the assortment of medicines of Dr. Reddy’s Laboratories, because Dr.
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Reddy’s Laboratories is the representative of this medicine. Flucold is a generic and
contains the active substance - Paracetamol.

There is the sales structure of medicines that are in the pharmaceutical market of
Ukraine. We can analyze the most popular medicines on the our pharmaceutical
market on the example of medicines that imported by LLC “Dr. Reddy’s
Laboratories”.

The leader is — Omez. This medicine is for person who has problem with
stomach. It has 13,3 % from imported medicines. It has 3 form of realese: capsules,
injection and powder. Another medicine — Cetrine tablets. It helps people who have
allergic reactions in the body. It has 12,5 % from imported medicines. It has only 1
form of reales — tablets. Vicks is not less popular medicines, that is imported from
Germany - The Procter &Gamble Company. This medicine helps fight coughs, colds
and flu. It has 12,5 % from imported medicines. Nise is a medicine for the treatment
of acute pain. It has 9,2 % from imported medicines. This medicine has one form of

release:

"’ﬂ 10,1%
5,2% \

56% gou 2%

% Omez m Cetrine Vicks Nise ®m Flucold = Ketorol m Nasivin ® Other

Figure 2.3 Sales structure of medicines produced by Dr. Reddy’s Laboratories, %

The market for medicines will expand every year. The range of medicines will
expand accordingly. Distribution of medicines manufacturers of foreign companies is
the main goal of this manufacturers. Ukraine works closely with WTO
pharmaceutical companies. Therefore, the range of medicines will be expanded by

importing them from these countries.
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2.3. Identification expert examination of medicines for customs purposes.

Ukrainian authority of quality control implements measures in order to prevent
the circulation of falsified and unregistered products. Medicines can be imported in
Ukraine if company have Certificate of Quality on particular medicines or batch of
medicines. The control are provided by State Medical Service. Company send an
application to the Public oversight authorities about conclusion of the quality of
imported medicines in order to realize this product in the Ukrainian market. The
application includes such documents (the copy of) [36, 37]:

e Certificate of Quality which issued by the manufactory for every batch of
medicines;

e custom declaration with stamp of custom sign off leader of company;

e INvoice;

e marketing authorization for imported medicines;

e the document which issued by State Medical Service about accordance of
conditions of production for the all requirements;

Laboratory analysis is done in the laboratories of quality control and safety of
medicines. At time of state inspection committee company places the cargo with
medicines separately from other products in a specially designated area. State
inspection committee includes such action:

e inspection of the documents which file by company;
e checking of medicines according to the custom declaration and achievement of
sight control for every batch;

In the context of medicines “Flucold” which is produced by LLC “Dr. Reddy’s
Laboratories”, there was achievement of identification of this tablets. As the
medicines was registration in Ukraine in April 27, 2017 and this import operation
was not the first, the company must give Certificates of Quality of every batch and
the cargo with medicines was subject of sight control. Also, the company has the

Certificate of GMP which proves that this medicine is quality and safety.
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There are showed result of laboratory test of identification of “Flucold” that
was achievement by company of producing. In process of import, there was 8 Batch
of “Flucold” and in this table is showed identification of 1 batch. Other 7 batch are
similar. Certificates of quality are compliant with: specification of the approved
methods of control quality, conformity certificate producing of medicines GMP,

requirement of Ukrainian legislation (table 2.4).

Table 2.4
Criteria, means and methods of identification of medicines
Criteria/ indicators | Means | Method
General:
Type of product Regulatory document, Analytical
goods, marking
Name of product Marking, Analytical
accompanying
documents, goods
Classification Group The explanation to the Analytical
UCGFEA
Country of origin Marking, accompanying Analytical
Documents
Marking completeness Regulatory document, Analytical
marking, goods
Product destination Marking, Analytical
accompanying
documents, goods
Specific:
Pharmaceutical group The Law of Ukraine #460 Analytical
dated Augusts 23, 2015 [38]
Pharmaceuticals form Marking, Organoleptic
accompanying
documents, goods
Active substance European Pharmacopoeia Instrumental
2.9.29 [39]
Caffeine content European Pharmacopoeia Instrumental
2.9.29 [39]
Abrasion European Pharmacopoeia Instrumental
2.9.7 [39]
Resistance to crushing European Pharmacopoeia Instrumental
2.9.7 [39]
Thickness of tablet The State Pharmacopoeia of Instrumental
Ukraine (the 1** edition) [40]

The purpose of identification is establishing the content of the main constituent

substances of the medicines, establishing the absence of substances that are
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prohibited for movement on the Ukrainian territory and definition the quality of
medicines. There are describes all methods and technology for determining the
substances that are part of the medicine.

As analytical method we determined such criteria like: product name, type of
product, classification group, country of origin, marking completeness, product
destination, pharmaceutical group.

Organoleptic method - a generalized assessment of its quality, carried out only
with the help of human senses. In this case, are evaluated as external characteristics
such as pharmaceuticals form.

By instrumental method determine the content of:

1. Active substance (Paracetamol) and Caffeine. This analysis is performed by
liquid chromatography in accordance with the European Pharmacopoeia [39].

The exact portion of the crushed tablets of the medicines, equivalent to the
average weight of 1 tablet, is made in a volumetric flask with a capacity of 100 ml.
Then add 50 ml of mobile phase and shake with an ultrasonic bath for 25 minutes and
mix.

The test and standard solutions are alternately chromatographed under the
specified conditions, obtaining at least 5 chromatograms for each. The ratio of the
components of the mobile phase can be adjusted depending on the characteristics of
the chromatographic system.

The results of the analysis are considered reliable if the requirements for the
suitability of the chromographic system are met.

The content of paracetamol and caffeine in the preparation, in mg/tabl., is

calculated by the formula (formula 2.1):
C Apg XM X2 X P X Mg,
\L A, X M, X100 2.1)

Apa, Ast - peak areas of the determined component on the chromatographs and
standard samples;
My - sample of standard sample, mg;

Mis- sample weight of the test sample, mg;
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Manm - average tablet weight, mg;

P - the content of the basic substance in the suspension,%;

The content of paracetamol in one tablet (450-550) mg, (90-110)%.

The caffeine content in one tablet (27-33) mg, (90-110)%.

2. Abrasion.

The determination is performed on 10 tablets in accordance with the
requirements of the European Pharmacopoeia [39].

3. Resistance to crushing.

The determination is performed on 10 tablets in accordance with the
requirements of the European Pharmacopoeia [39].

The result of identification expert examination of medicine “Flucold” by the

general criteria are shown in the Table 2.5.

Table 2.5

The result of expert examination of medicine “Flucold” by general criteria

Criteria Result

Type of product Medicines

Product Name Flucold

Classification Group 3004490000

Country of origin India

Marking completeness Full (Country of manufactory, Number of

batches, name, content)

There are the results of general criteria in the Table 2.6. Medicines is the type
of product of this sample. Product Name is Flucold. This medicines has particular
Classification Group — 3004490000. All products have each other country of origin.
This medicine is made in India. Also, marking of product must be full and it includes
all needful information.

The result of identification expert examination of medicine “Flucold” by the

general criteria are shown in the Table 2.6.
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Table 2.6

The result of expert examination of medicine “Flucold” by specific criteria

Criteria Result

Pharmaceutical group Generics

Pharmaceuticals form Tablets

Active substance Paracetamol

Caffeine content 70%

Average weight of tablets 646,49 mg

Abrasion 0,31 %

Resistance to crushing 7,06 kg/cm?

Thickness of tablet 5,20 mm

Specific criteria of medicines are very important in the process of
identification. Flucold belong to Generics pharmaceutical group. It’s mean that
generic medicines is a medication created to be the same as an existing approved
brand-name medicine in dosage form, safety, strength, route of administration,
quality, and performance characteristics.

Pharmaceuticals form of medicines — tablets. All medicines must have active
substance. An active substance is the ingredient in a pharmaceutical medicines or
pesticide that is biologically active. Flucold has Paracetamol. Also there is other
substance: Caffeine content - 70%. Average weight of tablets is 646,49 mg.

The abrasion is - 0,31 % and it is a type of open wound that's caused by the
skin rubbing against a rough surface. Resistance to crushing (hardness) - 7,06 kg/cm?
. Tablet thickness is determine by the diameter of the tablet. Micrometer and vernier
caliper are used for checking tablet thickness and Flucold has 5,20 mm.

One of the most important stage of identification expert examination of
medicines is the determination of code according to the UCGFEA. The expert report
shows that this medicine complies with this code and accordingly has its own
customs duties determined by the Ukrainian legislation. Expert report that was done
by Kiev Chamber of commerce and industry showed that the medical product has
such code according to UCGFEA: 3004490000 Medicinal product [medicines] (to
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the exclusion of goods that include to the commodity items 3002, 3005, or 3006), that
consist of mixes or not mixes products for therapeutic abo prophylactic use, in dosage
form or packaged for retail trade [41]: - that include alkaloid or their matching, but
without hormone, other composites commaodity item 2937 or antibiotic: - - prepacked

for retail trade.
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CHAPTER 3
CUSTOMS CLEARANCE OF MEDICINES IMPORT FROM WTO
COUNTRIES

3.1. Determining of medicines country of origin.

According to Article 36 of the CCU [26], the origin of medicine is determined
for the purpose of taxation of this product, the application of non-tariff regulations,
prohibitions and restrictions, as well as ensuring the accounting of this product in
foreign trade statistics. The country of origin is determined on the basis of the
principles of international practice. Also, according to Art. 36 of the CCU, the
country of origin of goods is considered to be the country in which the goods were
fully manufactured or subjected to sufficient processing in accordance with the
criteria established by this Code. The country of origin can be group of countries,
customs unions of countries, region or part of a country, if it is necessary to separate
them in order to determine the origin of goods.

The confirmation the country of origin of the medicines is the Registration
Certificate [42]. Country of origin of the medicine - the country of the manufacturer
and/or holder of the registration certificate for the medicines. If more than one
manufacturer is indicated in the registration certificate for medicines, the country of
origin shall be the country of the holder of the Registration Certificate [Annex F].

The Registration Certificate approved by the Ministry of Health of Ukraine for
the medicine — tablets “Flucold — N”. This document is a guarantee that this medicine
is included in the state register of medicines.

This document has the number — UA/6266/01/01 [Annex F].

According to Article 9 of the Law of Ukraine "On medicines " and the
resolution of the Cabinet of Ministers of Ukraine of May 26, 2005 Ne376 "On
approval of the procedure for state registration (re-registration) of medicines and fees
for their state registration (re-registration)" — medicine (tablets Flucold — N) is re-
registered in Ukraine indefinitely. The validity of the registration certificate on the

territory of Ukraine is unlimited [9].
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In the registration certificate country of origin of this medicines is — India, that
is “Nabros Pharma Pvt. Ltd./Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near
Coca Cola Factory, N. H. No. 8/Kajipura — 387411, Kheda, India”. This document is
mentioned under the code “d9904” UA/6266/01/01 — 27.04.17 in the “Box Ne31” of
the MD-6.

According to Order of Ministry Finance of Ukraine “About the statement of the
Procedure for filling in customs declarations on the form administrative document”
the letter code Alpha-2 of the country of origin is indicated according to the
classification of the world countries in the Box Ne34 “Country of origin code” of the
MD-2. In our case it is the letter code Alpha-2 of India “IN”.

Also if the country of origin is unknown or a certificate of origin is issued for
the product made by mixing with the definition of the origin of the components, but
without determining the origin of the final product, the Box 34 “Country of origin

code” includes - “00”

3.2. Determination of customs value and taxation of medicines import.

Determining the true customs value of goods, including medicines that are
imported to Ukraine is a very important step in completing customs formalities for
goods that are in import regime. Determining the customs value affects the
completeness of customs payments and the filling of the state budget of Ukraine.

Customs clearance is the performance of customs formalities by customs
officials of the State Fiscal Service of Ukraine, necessary for the release of goods,
including medicines.

Medicines are imported to Ukraine in accordance with MD
UA100400/2020/119402 in the import customs regime. So their customs value is
determined in accordance with Chapter 9 of the CCU. The declaration of the customs
value of food processors is carried out by the declarant LLC “Universal Logistic”in
accordance with the procedure established by Section VIII of the CCU.

The declared customs value is confirmed by such documents [43]:
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1) declaration of customs value submitted in the cases specified in parts five
and six of Article 52 of the CCU, and documents confirming the numerical values of
the components of customs value on the basis of which the customs value was
calculated (Annex A);

2) Supply agreement and annexes to it in the case of their presence (in our
case, Supply agreement Ne2020-06-01/NPPL dated 01.06.2020) (Annex G);

3) invoice or proforma invoice (if the product is not the object of sale) (in
our case, the invoice NeEXP/40/20-21 from 18.09.2020 - Annex B);

4) other documents that can be identified with imported medicines, and
which contain information about the cost of the latter;

The customs value of medicines is determined imported into Ukraine in
accordance with the customs regime of import was carried out according to the main
method - the price of the agreement (contract) for imported goods (transaction cost).
This corresponds to the code "1" in box 43 of MD UA100400/2020/119402.

Medicines for the value 214434, 00 USD were imported to Ukraine. This price
mentioned in the Invoice No EXP/40/20-21 (Annex A). There were imported 19494
packs of tablets “Flucold-N tablets N200” for amounts 214434,00 USD.

Table 3.1
Calculation of the invoice value of medicines “Flucold-N tablets”

NeEXP/40/20-dated 18/09/2020

Description  of | Batch Ne Quantity, pack Price per unit, | Amounts, USD
goods usD
Flucold-N tablets | FB0451 2438 11,00 26818,00
N200 FB0452 2439 11,00 26829,00
FB0453 2836 11,00 26796,00
FB0454 2434 11,00 26774,00
FB0455 2438 11,00 26818,00
FB0456 2437 11,00 26807,00
FB0457 2439 11,00 26829,00
FB0458 2433 11,00 26763,00
19494 214434,00
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In our case, invoice value is 214434,0000 that mentioned in box 42 “The price
of the goods” and in the box 22 “Currency and total amount on the account” of the
MD UA100400/2020/119402.

The invoice states that the Terms of delivery of medicines is “CIP”. According
to Incoterms 2010 the seller must pay the costs and freight required to deliver the
goods to the place of destination. So in this case invoice value includes costs and
freight.

As the custom clearance was done 22 October 2020, the exchange rate was 28,
27370000 according to the MD UA100400/2020/119402. This rate should be
appropriate to the current dollar rate on the National Bank of Ukraine.

So, the basis of accrual will be the amount of 6062842,59 UAH (214434, 00
USD*28.2737UAH). According to Tax Code of Ukraine all registered medicines that
belong to “3004” group of UCGFEA like Flucold-N has VAT — 7 % and import duty
— 0%.

There is analyzing of the calculation import duty when medicines are imported.
The first box "Type" of box 47 indicates the code of import duty - 020 according to
the Classifier of types budget revenues controlled by customs authorities.

There is accrual of customs duties of importing medicines in box 47 MD
UA100400/2020/119402 in the Table 3.2.

Table 3.2
Calculation of customs duties of importing medicines in box 47
MD UA100400/2020/119402

Type Base of calculation | Rate Amount PM
020 6062842,59 0% 0,00 01
028 6062842,59 7% 424398,98 01

There is analyzing of the calculation import duty when medicines are imported.
The first box "Type" of box 47 indicates the code of import duty - 020 according to
the Classifier of types budget revenues controlled by customs authorities.
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The second box "Base of calculation" indicates the customs value of
medicines, as the accrual is carried out at the ad valorem rate. In our case, we indicate
the amount of 6062842,59UAH, which is specified in box 45 of MD
UA100400/2020/119402.

The third box "Rate" indicates the current rate of import duty in accordance
with the customs tariff of Ukraine - 0%. The fourth box "Amount" indicates the
accrued amount of duty - 0,00UAH. There is the code of the method calculation
according to the Classifier of methods calculation. In our case we note 01 - non-cash
payment. There is analyze of the VAT when medicines are imported to the Ukrainian
territory. The first box "Type™" of box 47 indicates the code of the type payment
according to the Classifier of types of taxes and fees - 028 (VAT). The second box
"Basis of accrual" indicates the customs value of medicines, specified in box 45 MD -
6062842,59 UAH. The third box "Rate" indicates the statutory rate of value added tax
- 20%.

_ 6062842,59 X 7%
B 100%

The fourth box "Amount" indicates the accrued amount of VAT. The

= 42439898 UAH (3.1)

calculation of the amount of VAT on food processors imported into the customs

territory of Ukraine is carried out according to the formula (3.1).

3.3. Analysis of customs clearance of medicines import.

In this work, the import of a medicine was described on the example of a sea
supply from India. Customs clearance of cargo has a certain sequence, which is
regulated by the legislation of Ukraine. At customs clearance the package of
documents which then was fixed by the MD-2 was formed. The following documents

are used for customs clearance (table 3.3):
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Table 3.3
Documents submitted to the customs control of medicines
Document Document Date of the Document name
code number document
1 2 3 4
0271 wi/n for inv. 18.09.2020 Packing List
EXP/40/20-21
0380 EXP/40/20-21 18.09.2020 Commercial invoice
0705 MEDUMG247 | 21.09.2020 Bill of lading
734
4100 Supply 01.06.2020 | Foreign trade agreement (contract) of purchase
agreement and sale of goods (except for code 4104), the
Ne2020-06- submission of which for customs clearance is
01/NPPL not accompanied by the submission of related
intermediary (foreign economic and / or
domestic) agreements
0830 5327558 21.09.2020 Shipping bill summary
0003 UA/6266/01/01 | 03.05.2017 Registration certificate
0911 AE193581 03.12.2013 License for import medicines

MD-2 - a statement of the prescribed form, in which the person indicates the
customs procedure and provided by law information about goods, conditions and
methods of movement across the customs border of Ukraine and the calculation of
customs duties required for this procedure. As MD-2 is the main document that
confirms that the goods have passed customs clearance, there is the analysis of this
document and other documents that used in custom clearance. Filling the MD-2 box
in the import mode is filled according to Order “About the statement of the Procedure
for filling in customs declarations on the form of the uniform administrative
document” from May 30, 2012 No651 [45].

In our case, MD-2 has such number - UA100400/2020/119402. There are
mentioned letter code of the direction of movement of good (IM) and customs regime
codes, declaration type (40|IE) according to Order of the Ministry of Finance of
Ukraine from September, 20 2012 Ne 1011 [46] (Annex A).

e |IM - import mode;
e 40 - customs regime code;

e JIE - additional declaration to the previous customs declaration;
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Box 2 shows information about the sender with addition in MD-6. The goods
are imported from pharmaceutical company “Nabros Pharma Privated Limited”. The
recipient is LLC "Dr.Reddi's Laboratories". There is such information about the
recipient in box 8 of MD UA100400/2020/119402 (Annex A).

As medicines are declared by the customs broker, the series and number of the
license for customs brokerage and the date of its issuance are additionally indicated.
This information is in box 14 “Declarant/Representative” of MD
UA100400/2020/119402. The name of company is LLC "Universal Logistic". The
series and number of the license is AA 000278 from 29.12.2015. Also there is
EDRPOU code of this company - UA0033594538 (Annex A).

There is short name of the country from which the goods are sent to Ukraine in
the box 15 according to the classification of the world countries [47]. In our case it is
India.

In our case, we import medicines from India by sea to Odessa. After that, the
goods are sent to customs by road. In the box 18 “ldentification and country of
registration of the vehicle at departure / arrival” there are mentioned information
about car on which the goods are directly at the presentation of customs destination —
“BH5967HE/BH2955XK”. This medicines are shipped in one container that is why
in box 19 showed “1”. Box 21 indicates information about vehicle on which the
customs border is crossed and it is ship — “MSC REGULUS”. Also, Bill of Lading is
the obligate document when the goods are delivery by sea (Annex D).

There are the name of the customs and the nine-digit code of the checkpoint
through which the goods are imported into Ukraine in box 29. The goods arrived at
the Odessa customs, through the checkpoint “Odessa-central/ customs clearance
department Ne4” - which has a code “UA500040” (Annex A).

According to the Supply agreement Ne2020-06-01/NPPL, the terms of delivery
of this shipment — CIP (Carriage and Insurance Paid To). It means that seller pays
freight and insurance to deliver medicines to a seller. Box 20 gives the abbreviated
letter name of the terms of delivery and indicates the letter code alpha-2 and the name
of this geographical point — “UA v. Velyka Oleksandrivka” (Annex G).
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In box 31 is mentioned full product description. Number 1 indicates the name
and the usual trade description, which allows to identify and classify the product —
“Medicines for people containing alkaloids packaged for retail trade: Flucold-N
Ne200, tablets”. Also here is all batches of this medicines and quantity of packages,
brand — Flucold, country of manufacture — IN (India), manufacturer - Nabros Pharma
Privated Limited. At number 2 information on the number of cargo spaces is
indicated — “722 places”. Under number 3, as in box 19 of the MD-2 is "1", there is
information about the containers — “1/SEGU9467572/233/1” (Annex A).

Customs clearance is done by officials of the customs authorities of the State
Fiscal Service of Ukraine, necessary for the release of goods, including medicines.

At the same time, customs formalities are understood as a set of actions to be
performed by the relevant officials and customs authorities in order to comply with
the requirements of the Ukrainian legislation Ukraine on state customs matters.

There is the procedure import of medicines in accordance with the customs
declaration MD UA100400/2020/119402, which was submitted for customs
clearance by the declarant Mikhalchuk O. V.

The first stage of customs procedures is the customs control of medicines
imported into the customs territory of Ukraine in the import regime according to the
customs declaration MD UA100400/2020/119402 (Annex A).

There is the weight of the container NeSEGU9467572/233/1 and medicines
moving in it when medicines imported to the Ukrainian customs territory. The weight
control was carried out once at the checkpoint through the state control of Ukraine
(point of import into the customs territory of Ukraine) - customs post "Odessa-
Central", checkpoint "Odessa Sea Commercial Port" of Odessa Customs of the State
Fiscal Service of Ukraine. This corresponds to the customs entry code UA500040 in
box 29 of the MD UA100400/2020/119402.

Further customs clearance and customs control of the batch of the medicines
was carried out by an official of the customs clearance department Ne4 on the
customs post "Kyiv-Skhidnyi™ by checking the documents and information submitted

for customs control and customs clearance - documentary control.



47

Registration begins after submission of all documents together with the
customs declaration of MD UA100400/2020/119402. The accredit person of the
customs clearance department Ned "Kyiv-Skhidnyi" performs the following customs
formalities when carrying out customs clearance of the customs declaration:

1) checks compliance with the deadlines for filing a customs declaration;

2) checks the presence of marks on the completion of the movement of
medicines across the customs border of Ukraine;

3) control the comparison of data contained in the electronic copy of the
customs declaration and documents submitted for customs clearance;

The control of data comparison is carried out by comparing the details of the
authorized bank specified in box 28 with the data contained in the list of authorized
banks of Ukraine in the Unified Automated Information System (UAIS) of the
customs authorities of Ukraine. The exchange rate is determined by filing a customs
declaration MD UA100400 / 2020/119402. In this case, the exchange rate as of
22.10.2020 was 28 27370000, and the total amount on the account - 214434,00 USD.

The availability of information in the documents used in the calculation of the
customs value of medicines in box 12, box 20, box 22, box 31 of the customs
declaration MD UA100400 / 2020/119402 and invoice EXP / 40 / 20-21 from
18.09.2020 during the verification customs value (Annex B).

Then the official of the customs clearance department Ne4 "Kyiv-Skhidnyi"
checks the correctness of the classification of medicines, which is carried out by
checking the compliance of the description of this product in box 31 and 33 of the
customs declaration MD UA100400/2020/119402 (Annex A).

Verification of the correctness of determining the customs value of medicines
is carried out by checking the numerical value of the declared customs value of the
goods in box 45 of the customs declaration MD UA100400/2020/119402. In this
case, the customs value of medicines is 6062842,59 UAH. The official of customs
clearance department Ne4 "Kyiv-Skhidnyi" completes customs registration as a result
of performance of all customs procedures at import of medicines according to the
customs declaration of MD UA100400/2020/119402
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The official of customs clearance department Ne4 " Kyiv-Skhidnyi " completes
customs registration as a result of all customs procedures at medicines import
according to the customs declaration of MD UA100400/2020/119402.

Completion of medicines customs clearance is carried out by [48]:

1) affixing in the customs declaration of the MD UA100400/2020/119402 an
imprint of the personal number seal. In this case, in the box D/J of the sheet of the
form MD-2 the ONP 69/125 from 22.10.2020 is put down;

2) put of a sign on completion of customs clearance and personal seal number
of the official customs clearance department division No 4, Customs Post "Kyiv-
Skhidnyi", which has completed the customs clearance of medicines according to the
customs declaration MD UA100400 / 2020/119402 by means of the Automated
system of customs registration to the electronic customs declaration

Thus, customs clearance involves the completion of a set of customs
formalities for goods and other items moving across the customs border of Ukraine.
In our case, the customs clearance of medicines imported into Ukraine from India in
accordance with MD UA100400/2020/119402 dated 22.10.2020, provided for the
implementation of such basic customs formalities as the preparation of the declarant
LLC "Universal Logistics" the necessary package of documents for customs
clearance , declaration of goods on the form SAD form MD-2, determination and
control of the correctness of the customs value, verification of the completeness of
accrual of customs payments by the official of customs clearance division No 4,
Customs Post "Kyiv-Skhidnyi" and other customs formalities, which were completed

in full.
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CONCLUSIONS AND RECOMMENDATIONS

In the final qualifying paper we have considered the state of world and
Ukrainian pharmaceutical market. It was determined the biggest international
pharmaceutical companies. In the process of analyze of international trade of
medicines, there were the biggest companies in the pharmaceutical market such as
Chine Resources National (75,8 billion USD), Johnson & Johnson (71,9 billion
USD), Roche Group (52,4 billion USD). The pharmaceutical market is developing
rapidly and every year it includes more and more competitors. Analyzing export-
import operations, we determined that import overbalances export when we analyzed
export-import operations. Thus Ukraine imported medicine on the value of 1,51
billion USD, and exported only on the value of 0,21 billion USD in 2019. The
occasions are - rapid growth of the pharmaceutical industry in the world and the high
demand of the population for medicines. If we talk about our pharmaceutical market,
foreign manufacturer is the lead. But despite of unstable state Ukrainian economy, it
has quite major pharmaceutical manufacturers. They provide the Ukrainian market
with effective, quality medicines and are visible in the international pharmaceutical
market. It is JSC “Pharmak®, Corporation “Arterium” , CJSC “Darnytsia”,
Corporation “Yuria-Pharm”, LLC “Pharmaceutical company Zdorovya”.

There was analysed the legislation governing the import of medicines from
WTO countries. It was determined that Ukraine uses international legislation
(Pharmacopoeia) when it creates Ukrainian legislation and methods of medicines
quality control. The Ukrainian Pharmacopoeia is created on the basis of the US
Pharmacopoeia and the European Pharmacopoeia. The specification, analytics and
methods of quality control for medicines are created according to these documents.
The certificate of quality is a confirmation of medicines required quality.

There was done identification of the batch of the medicine “Flucold” imported
by Indian pharmaceutical companies Dr. Reddy’s Laboratories. In process of analyze
we saw that this product complies with the statutory requirements and is serviceable

for continued treatment of people. We identify that Flucold rank to the particular
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commodity group and have such code: 3004490000. Also, this paper includes the
criteria and methods of identification of medicines that separate as general and
specific. The results of medicines expert examination by main indicators include:
product name — Flucold, type of product — medicines, classification Group —
3004490000, Pharmaceutical group — generics, pharmaceuticals form — tablets, active
substance — paracetamol.

In the process of analyzing tariff regulation of medicines it showed that
medicines have the duty rate — 0% and VAT rate — 7%. Such rate of duty shows that
Ukrainian pharmaceutical market need medicines for our human. Analyzing non-
tariff regulation showed that medicines are subject of strict control. The import of
medicines takes time and some measures. Non-tariff measures include licensing,
phytosanitary control. Also, the medicines must be entered in the State Register of
Medicinal Products.

The assortment of medicines imported into Ukraine and sold on domestic
market is analyzed. The most popular medicines are — Nurofen, Nimisil, Noshpa,
Essentiale, Spasmalgon, Sinupret. The largest importers of medicines are Germany,
Italy and France. But India, as a WTO country, also has a significant share of its
medicines in the Ukrainian pharmaceutical market. The most famous Indian
companies in Ukraine — LLC “Cipla ”, LLC “Nabros Pharma”, LLC “Natco Pharma”,
LLC “Dr. Reddy’s Laboratories”. LLC “Dr. Reddy’s Laboratories” is an
representative of medicines produced by this company in the Ukrainian
pharmaceutical market. All this medicines that are imported from WTO countries are
divided into prescription and non-prescription. Prescription medicines include
Omez”, “Cetrine”, “Nise”, “Flucold” and non-prescription — “Vicks” and “Nasivin”,
“Ketorol”. Therefore, Ukraine has a wide range of medicines, which confirms this
analysis.

Customs clearance of medicines was analyzed. The object of the reserch was
medicines “Flucold-N tablets” which was imported by LLC “Dr. Reddy’s
Laboratories”. Determine the country of origin of medicines an important stage of

customs clearance. As customs clearance was in import regime, the country of origin
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of medicines was not determined, the country of manufacturer (India) was specified
in customs declaration UA100400/2020/119402. The determination of the customs
value and calculation of all customs payments were analyzed. Documents were
submitted for analysis: customs declaration, supply agreement, invoice and other
documents for customs clearance. All batches of the medicines had the same price —
11, 00 USD in accordance with the supply agreement. The total quantity of medicines
was 19494 packs. The facture value was - 214434,00 US dollars according to the
invoice EXP / 40 / 20-21 from 18.09.2020. The customs value was calculated
6062842.59 UAH. As the duty rate was 0% so 0 UAH was charged as import duty.
The VAT rate was 7% and the amount was 424398,98 UAH.

There was described the customs clearance of medicines “Flucold-N tablets”.
After analyzing all the documents, customs clearance carried out correctly. There is
the procedure import of medicines in accordance with the customs declaration MD
UA100400/2020/119402 dated 22.10.2020, which was submitted for customs
clearance by the declarant Mikhalchuk O. V. Customs clearance involves the
completion of a set of customs formalities for goods and other items moving across
the customs border of Ukraine. The customs clearance of medicines imported to
Ukraine from India in accordance with MD UA100400/2020/119402 dated
22.10.2020, provided for the implementation of such basic customs formalities as the
preparation of the declarant LLC "Universal Logistics" the necessary package of
documents for customs clearance. The control is done by the official of customs
clearance division No 4, Customs Post "Kyiv-Skhidnyi" were completed in full.
Therefore, all the requirements were met when medicines “Flucold- N tablets” was
imported. So, this product has the right to occupy the Ukrainian pharmaceutical
market and can be in free circulation.

The conducted researches allow us to make the following recommendations:

— The Ukrainian government should fund our Ukrainian pharmaceutical
manufacturers to develop and produce new effective medicines. It can prevent the
emergence of poor quality medicines in the Ukrainian pharmaceutical market that can

be imported from WTO countries;
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— The customs authorities should pay more attention to imported medicines,
because counterfeit medicines can be imported under the names of other products.
Such medicines are not registered in Ukraine and can be imported even by
individuals as hand luggage;

— Ministry of Health of Ukraine should strengthen control over the registration
of medicines and minimize the risks of counterfeit medicines on the Ukrainian

pharmaceutical market.
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ANNEXES

ANNEX A
Customs declaration UA100400/2020/119402

A MATHWA OPTAN BUNNPABNE MHAEKCNOPTY TIPHIHAUEHHA

YKPAIHA (hopma MA-2) T o>i Lhly
T BarosmeBxcnomen IN/0000000000 UA100400/2020/119402
3 BlNABROS PHARMA PRIVATE LIMITED. IM 40  [IE
f Ive. non. e TR oo
1 1'1/0 EnexkTpoHHe nekjJapyBaHHA
[sBaaorh 8 Bacovias 7 fomlancamh worrep. v
g 000/0000/000000 - | R e § N 7 L _
& | o |Tompmme o UA/0037560808 [0 » * UA/0037560808
¢ | & |TOB "IP.PEOAI'C JIABOPATOPI3" |TOB ‘[P PEAAIC NABOPATOPI3"
& | 2/08320, KuiBcbka 06j., BopuCninbCuKM |fus gon
¢ | &1 p-H, c. B.OnexcaumpiBka, Bya.KuiB |n10037560808
:.; : CbkuMM wunfax, OGym.121-A 10 ¥panen nopu 5 19 Topx speiws/ |12 Bldowocr! npo aagricrs ||)U‘J’
2 18 |ua10037560808 N e 6062842, 59)
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pobui (1 mabGnerka 0 Sarnrana Atarapecn TTonese sl A0eyuent -
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Continuation of ANNEX A

A0 BMO Na

| UA100400/2020/119402

Jlo Tpagu 2:
3RD FLOOR, ORIENTAL HOUSE II, OPPOSITE ART GALARY, BEHIND BRITISH LIBRARY,
LAW GARDEN, ELLIS BRIDGE, AHMEDABAD-380 006, IHmisa
o rpadu 9:
08320, Kmimcmka o6in., Bopucninecekuit p-H, C. B.Onekcangpieka, Byn.KmuiBcbkum
mnax, G6ya.l21-A

Toeap M 1 mo rpa¢m 31:

rigpoxyiopuuy SMmr, xjopdpenipaminy maneary

2Mmr)

cepia FB0451-2 438yn., cepia FB0452-2 439%yn.,

cepisa FB0453-2 436yn., cepisa FB0454-2 434yn.,

cepin FB0455-2 438yn., cepia FB0456-2 437yn.,

cepia FB0457-2439%yn., cepia FB0458-2433yn.

TopriBenbHa Mapka: OJIOKOIN]

Kpaina BupoOHuuTBa: IN

BupoGumk: Habpoc dapma IeT.JITH
Iue. "“enekTpoHHMN iHBOMC"

eAMIcly, = \2D CTAT32

3. 1/8EGU9467572/233/1

Tosap N 1 mo rpag¢m 44:

4103 Jlomarok II 01.06.20
4104 2020~-06=01/NPPL 01.06.20 31.08.24

d4203 12 28 . ION'8 3RTN2 oA

d4207 405 07.10.14
5069
9610 5327558 21.09.20

d9904 UA/6266/01/01 29704.17

BUMITION MATHOTO OPTAHY BIATTPABMEMHATPUIHANEHHS Neara | Micue (aima > v (¢

Kuiecbka obn., c. B. Onexcan

{ iBka, ByJ. KuiBcbkuut unax, 6
Nianwe | nploewie ao) MTR/NDRACT BRI

‘ Muxanbuyk O.B.
\ +380991759455 3192517166
omykhalchuk@ulg.com.ua
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ANNEX B

Invoice Ne EXP/40/20-21

INVOICE
. [Invoice No. & Date Exporter's Ref. :
M/S. NABROS PHARMA PVT. LTD. EXP/40/20-21 IEC NO. 0891001859
3RD FLOOR, ORIENTAL HOUSE II, DATED 18/08/2020 PAN NO_AAACN7886N
OPP. ART GALARY, GSTIN NO:24AAACN7886N1ZS
B/H BRITISH LIBRARY, LAW GARDEN, Buyer's Order No. & Date :
ELLISBRIDGE, AHMEDABAD - 380006, INDIA SUPPLY AGREEMENT NO. 2020-06-01/NPPL DATED 01.06.2020
Other Reference(s)
PURCHASE ORDER NO. 11 DATED 16.09.2020
CONSIGNEE : Buyer (if other than consignee)
LLC"DR REDDY'S LABORATORIES"
121A KYIVSKIY SHLYAKH STR,
VELYKA OLEXANDRIVKA VILLAGE , TEMPERATURE NOT EXCEEDING 25°C. (BETWEEN 15°C TO 25°C)
BORYSPIL DISTRICT KIEV REGION
UKRAINE 08320
Pre Carriage By Wleo of Receipt by pre-carrier Country of Origin |Country of Final Destination
_BySEA ICD.AHMEDABAD INDIA UKRAINE
Vessel/Flight NO. Port of Loading
MSC REGULUS V.IS038R MUNDRA, INDIA Terms of Delivery and Payment
Port of Discharge Place of Delivery D.A 120 DAYS FROM THE DATE OF CUSTOMS CLEARANCE
ODESSA, UKRAINE KIEV, UKRAINE CIP SEA KIEV/UKRAINE
,Mum & No./ No. & Kind Description of goods Batch Nos. Quantity Rate Amounts
Container No. of Packages CIP USD CIP USD
LLC'DR REDDY'S 01-722 CARTONS Flucold®-N tablets N200 FB0451 2438 11.00 26818.00
LABORATORIES" Each Tablet Contains: FB0452 2439 11.00 26829.00
KIEV/UKRAINE Paracetamol B.P.......... 500 Mg FB0453 2436 11.00 26796.00
Caffine B.P. o< 1] FB0454 2434 11.00 26774.00
Phenylephrine HCL BP ..... mg FB0455 2438 11.00 26818.00
Chiorpheniramine Maleate B.P..2 Mg FB0456 2437 11.00 26807.00
CTNNo.: 1-722 Batch No.: FB0451 TO FB0458 FB0457 2439 11.00 26829.00
[CONTAINER NO.SEGU9467572 Mfg. Dt ; 0412020 FB0458 2433 11.00 26763.00
Exp. Dt. : 0372024
H.S.CODE:30044920 19494
NET WEIGHT  : 9682.020 KGS.
GROSS WEIGHT: 10613.400 KGS.
NET WEIGHT OF TABLETS: 2534.220 KGS.
AMOUNT CHARGEBLE: (in words) TOTAL CIP USD: TWO HUNDRED FOURTEEN THOUSAND FOUR HUNDRED THIRTY FOUR ONLY. TOTAL CIP 214434.00
USD BY SEA
SDF NO:5327558 DATED 21.09.2020
S/B NO:5327558 DATED 21.09.2020
SEA WAYBILL NO:MEDUMG247734 DATED 27.09.2020
Signature & Date:
FOR, NABRGS PHARMA PVT
We declare that this Invoice shows the actual price of the goods
described and that all the particulars are true and correct,




Packing List EXP/40/20-21

PACKING LIST
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ANNEX C

EXPORTER :
M/S. NABROS PHARMA PVT. LTD.

3RD FLOOR, ORIENTAL HOUSE I,

OPP. ART GALARY,

B/H BRITISH LIBRARY, LAW GARDEN,
ELLISBRIDGE, AHMEDABAD - 380006, INDIA

|Invoice No. & Date
EXP/40/20-21
DATED 18/09/2020

Exporter's Ref. :

IEC NO. 0891001859

PAN NO. AAACN7886N

GSTIN NO:24AAACN7886N1ZS

SUPPLY AGREEMENT NO.

Buyer's Order No. & Date :

2020-06-01/NPPL DATED 01.06.2020

Other Reference(s)

PURCHASE ORDER NO. 11 DATED 16.09.2020

CONSIGNEE : Buyer (if other than consignee)
LLC"DR.REDDY'S LABORATORIES"
121A,KYIVSKIY SHLYAKH STR,
VELYKA OLEXANDRIVKA VILLAGE ,
BORYSPIL DISTRICT,KIEV REGION
UKRAINE 08320
Pre Carriage By Place of Receipt by pre-carrier Country of Origin Country of Final Destination
By SEA ICD, AHMEDABAD INDIA UKRAINE
Vessel/Flight NO. Port of Loading
MSC REGULUS V.IS038R MUNDRA, INDIA
Port of Discharge Place of Delivery
ODESSA, UKRAINE KIEV, UKRAINE
Marks & No. / No. & Kind Description of goods Quantity
Container No. of Packages
LLC"DR.REDDY'S 01-722 CARTONS  Flucold®-N tablets N200 19494 X 50 X 4
LABORATORIES" Each Tablet Contains: TABS.
KIEV/UKRAINE Paracetamol B.P.......... 500 Mg
Caffine BP. ................. 30 Mg
Phenylephrine HCL BP ...... Smg
Chlorpheniramine Maleate B.P..2 Mg
CTNNo.: 1-722 Batch No.: FB0451 TO FB0458
CONTAINER NO:SEGU9467572 Mfg. Dt. : 04/2020
Exp. Dt. : 03/2024
H.S.CODE:30044920
NET WEIGHT  : 9682.020 KGS.
GROSS WEIGHT: 10613.400 KGS.
NET WEIGHT OF TABLETS: 2534.220 KGS.
PACKING DETAILS: FLUCOLD®-N TABLETS N200
BATCH NO. CARTON NOS. PACKING QUANTITY NOTE: DATA LOGGER PLACED
FB0451 01 TO 90 90X27X50X4 =2430 X 50 X 4 TABS. AT CORRUGATED BOX NO: 174/722
FB0452 91 TO 180 90X27X50X4 =2430 X 50 X 4 TABS.
FB0453 181 TO 270 90 X27X50X4 =2430X 50 X 4 TABS, DATA LOGGER NO. 4611848219
FB0454 271 TO 360 90X27X50X4 =2430X 50X 4 TABS.
FB0455 361 TO 450 90X27X50X4 =2430X 50 X 4 TABS.
FB0456 451 TO 540 90X27X50X4 =2430X 50 X 4 TABS.
FB0457 541 TO 630 90X27X50X4 =2430X 50 X 4 TABS.
FB0458 631 TO 720 90 X27X50X4 =2430X 50X 4 TABS.
FB0451 721 01X27X50X4 = 08X50X4TABS.
FB0452 = 09X 50X4TABS.
FB0453 = 06X 50 X4 TABS.
FB0454 = 04X 50X4TABS.
FB0455 722 01X27X50X4 = 08X50X4TABS.
FB0456 = 07X 50X4 TABS.
FB0457 09 X 50 X 4 TABS.
FB0458 = 03X 50X4TABS.
TOTAL = 19494 X 50 X 4 TABS.
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Sea Waybill NeMEDUMG247734

_m_ MEDITERRANEAN SHIPPING COMPANY S.A.

12:14, chomin Riew. 1208 GENEVA. Swilzenond
s Website : www.msc.com

SCAC Code: MSCU

NO. & SEQUENCE OF ORIGINAL B/L's
1/1

SEA WAYBILL No
NOT-NEGOTIABLE

MEDUMG247734
Porllo-Port” of "Combined
Transport (sos Clause 1)
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ANNEX D

LIRS 0R N HA R ML | www.mse.com

AR v com

|

NO. OF RIDER PAGES
]

OPP, ART GALARY,

SHIPPER
M/S. NABROS PHARMA PVT. LTD,

MSC 00ESSA
3RD FLOOR,ORIENTAL HOUSE XI MSC Ukraine Limited Lisbility Company 5, Lidersovskiy blvd,

Tel;+380 48 784 7272,Fax:+300 48 784 7274

B/H.BRITISH LIBRARY,LAW GARDEN, EMAIL :UASIO-odes safinsc ., com

|_ELLISHBRIDGE, AHMEDABAD-380 006, (IN | rFeure

CONSIGNEE T'mﬂlk-inolmqobnlo unloss Marko * 16 Grdor of *Ta Ordor of * huro,
LLC"DR.REDDY'S LABORATORIES"

121A,KYIVSKIY SHLYAKH STR,

VELYKA OLEXANDRIVKA VILLAGE,BORYSPIL

DISTRICT,KIEV REGION,UKRAINE 08320

see Clause 20}

NOTIFY PARTIES (No fesporsibidy shali aitach to the Camer of 1ahs Agent for {aslure to notdy »

LLC"DR.REDDY'S LABORATORIES"
121A,KYIVSKIY SHLYAKH STR,

VELYKA OLEXANDRIVKA VILLAGE,BORYSPIL
DISTRICT,KIEV REGION,UKRAINE 08320

Lloyds / IMO Number = 9465291
DEMURRAGE / DETENTION IF ANY AS PER LINE TARIFF
FREE IN FREE OUT

CARRIER'S AGENTS ENCORSEMENTS: (Inchude Ageni(s) st POD)
PORT OF DISCHARGE AGENT ADORESS

VESSEL & VOYAGE NO (see Clauses & & 9) PORT OF LOADING

MUNDRA, INDIA

PLACE OF RECEIPT (Combined Transport ONLY - see Clauses 1 & 5.2)
AHMEDABAD - ;

MSC REGULUS V. IS838R
BOOKING REF (o0
363IN2042680920

SHIPPER'S REF | PORT OF DISCHARGE
XXXXX | ODESSA, UKRAINE

KIEV

PLACE OF DELIVERY (Combined Transpord ONLY - see Clauses 1 & 52)

V4

( PARTICULARS FURNISHED BY THE SHIPPER-NOT CHECKED BY CARRIER - CARRIER NOT RESPONSIBLE (see Clause 14)

Charges pad - seo Claute 7 3)
XXXXX

Carner - see Clause 14
1 CNTR

PLACE AND DATE OF ISSUE

kMUGEI)ABAD, INDIA 27-SEP-2020

"SHIPPED ON BOARD DATE

For MyY AGENCY (INDIA), PVT. LTD

Container Numbers, Seal Description of Packages and Goods Gross Cargo
e B (Continued on atiached mauwmam page(s). if appl cabie) Weight Measurement
TIX48T CNTR{SY 5.T.C RGS™ [4:1)
SHIPPER'S LOAD STOW COUNT
SEGU9467572/40HR 722 Carton 16613.400 49.1800
CARRIER SEAL/FX13199199 PHARMACEUTICALS PRODUCT
CUSTOMS SEAL/180167 FLUCOLD-N TABLET - 19494X50X4 TABS.
Tare Wt :4540 AS PER SUPPLY AGREEMENT NO.2020-06-81/NPPL DATED
LLC"DR,REDDY'S 01.06.2020
LABORATORIES" S/B NO:5327558 DATED 21.09.2020
KIEV, UKRAINE NET WEIGHT: 9682.020 KGS.
V/$-7214203
"THE TEMPERATURE TO BE SET AT 22 DEGREE CELCIUS
IN ACCORDANCE WITH SHIPPER'S INSTRUCTION"
TEMPERATURE SET POINT: +22C
Temperature Set Point : +22C
Total Tare wgt. 4540 KG$ Total No.of Items 722 Total Gross wgt, 18613.400 KGS Total Volume. 49.18p0 CBM
\_ > 4\
FREIGHT & CHARGES C shall not be dehwered unless Freght & Charges are padd (see Clause 16) | RECEIVED by the © pparent rdor 30d condion (Uniess Otherwite
r £y s sk s L i Wm?wdu:uwxmmammum
s o TS e Seg o o e St T
o ol 5 appLcadie. IN. THIS BLL
LADING THE MERCHANT EXPRESSLY ACCEPTS AND AGREES TO ALL
THE TERMS CONOITIONS. WHETHER 0. STAUPED OR
OTHERVASE INCORPORATED ON THIS SIDE AND ON THE REVERSE SIDE OF
THIS BILL OF LADING AND THE TERME AND CONDITIONS OF TNE
CARRIER'S APPLICABLE TARIFF AS If THEY WERE ALL SIGNED BY THE
MERCHANT
LY (Yo Orger ! of) l‘d oo s of
uam( 11 of) Ladng, .:"Ml mn
ani for the Goods of 3 Dolivery Order. ¥
ous .uwmcw)uuu-q e Carrier shall Geliver the Goods.
Of issue a alier payment of Freight and cherges)
apm!lmmdmm.lumunmﬂﬂ
0300031 kaw 2t Ihe Part of Discharge of Place of Detivery whichever is appicable,
m\wlueun(uunwvwwmwnwdlﬁ
0f Ladag siated of o top. a1 of 1is 10nor and Ble, Ind whivever one orgnal Ba
of Lading has Srrenderod 3% other Bals of Ladng shall be voud.
I DECLARED VALUE {only appicabie i Ad Valoren CARKIER'S RECERT (No of Cns or kg rovd by SIGNED on behall of the Carmier MSC e3n Shipping SA

CARRIER MSC MEDITERRANEAN SHIPPING CO.S.A

As AGENTS

Standard Edition - 0,

363

'u-sev-zeza H
TERIS CONTINUED ON REVERSE *

A 323046418
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ANNEX F
Certificate of registration NeUA/6266/01/01

MIHICTEPCTBO OXOPOHMH 3/I0OPOB’ S YKPATHH
M. Kuis

= e R SEES AN =% o

PEECTPAIIIMHE MOCBITYEHHA
HA JIKAPCHKUI 3ACIB

NoUA/6266/01/01

leemm PO JiepXaBHy Hepepeecmpauiio JKapeBKoro 3aco0y 3aTBemeeHe “
Hakazom MO3 Yxpainu i 27.04.2017 Ne 476.
3rinno 3i crarreio 9 Bakouy Yipaiuu "TIpo mikapcehki 3acobu" T2 HOCTAHOBOIO

KaGinery Minictpis Yipainy Bix 26 'fpaBHﬂ 2005 poky No 376 'Tlpo Y
3atBepmKeHHs  [lopsaxy aepxaBHOI: peeCTpaun (mepepeecTpanii) . JiKapchKux B

JKapChKuit 3a¢i6
QHIOKOHﬁI@-N,
TabNeTKH , \el
nepepeecmposanuu B YKpaiHi 6e3¢TpoKoBo.

2

TCleH Jit peecrpaumnor (0] HOCB],II‘{QHHH Ha TCPP[TOpll Yxpaum HCOGMC?KCHHH.

30606 'azanna npu_euoavi- p PAYIuHO20 NOCGIO i ~ Hao O 20" onucy ¢
pusuKami y euaudx naawy ynpasmuw: pusuxamu do 30.10: 201 7 i0no6ioHo 0o nionyukmy 1.13 ny I oooamxy 15 0o ¥l
ﬂapﬂ()xy "p P3N p P mmlx 2p 3 Ha NKapCoKi sacobu, wo nodaromacx Ha Oepwcawo' R
peeemp e i), a [ P Mamepianis npo 3Mil 00 p itiHux {

l)u D !w«oza 0 , P naxasom MO3 610 26.08.2005 Ne 426 (v peoaryii Haxasy ;
MO3.i0 23.07.2015 Ne 460)

E 13
Hepioouyi ) P p ) 36imy 3 Gesneku 6i0nosiono 0o Ilopaoky 30iil 7 dy 3a
NOGIYHUMY PeaKyismu TiKapCoKux.-3acobis, O 00 0: MO3 sio LER
27 epyons 2006 poky Ne898, 3ap Ji 8 Minicmepemsi 1ocmi Yxpahm 29 cmrm 2007, PoKy'3a Ne73/13340, b
ioHo do Hepi i ) PecyIspHO 3auny 3 ikapcbio20 3am6y My

o] do 0 Ha 1P OMY pI6HI. v

3asBHUK Ta OO MiCIe3HaX0DKEHHS

Habpoc @apma Iem. JImo.
Habpoc Xayc, 3-ii nosepx, nosady bpimiw Jlaitopepi, nasnponiu-Apm Lanepi,Jloy Fapoen,
Ennicopione, Axmeoavao - 380006, l'yowcapam, Inoin

Nabros Pharma Pyt. Ltd.

Nabros House, 3rd Floor, Behind British
Ahmedabad - 380006, Gujarat, India

p, Art Galary, Law Garden, Elltsbridge, )

Peecrpaniiine mocsiqueHHs O(bop He 03,082017.
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Continuation of ANNEX F

THOOPMALIIS T1PO JIKAPCHKHII 3ACIB

Has3pa sikapchKoro 35066y: GOIIOKOJI®-N
JlixapcbKa (hopma, JI03yBaHH:

TabIeTKy ‘

111X BBEICHHS: nepopaanuzI

Kon ATX: NO2B E517 |

IToxazaHHs:

CUMNMOMAMUYHE NIKYEAHHS 3ACMYOU Ma 2pUny, Wo cynposodNCyIomMbCs. NidGuEHoI0
meMmnepamypoio ming, 03HoboM, 20106HUM 6011eM Hesrcumem ma 3aknadeHicmio Hoca,
YXAHHAM, TOMOMOI0 Mma 6onem y mini -

By, po3mip Ta KOMILUIEKTHICT yIIaKOBKHU:

no 4 mabnemxuy cmpum no I cmpuny eTiareposomy KOHBEpMI 3 Mapr(yeaHHﬂM
YKDAIHCOKOI0 MA aH2TIUCLKOI0 MOBAMUL,

1o 4 mabnemu y cmpuni; no 3 cmpuni.y KapmonHiil Kopo6uz 3 MAPKYBAHHAM
VKPAIHCbKOI0 Ma GHNICLKOI0 MOBAMI,

no 4 mabnemiu y cmpuni; no 1 cmpuny 6 nanepogomy xoyeepmz no 50 koreepmie y
KapMOHHiti KOPOOYi 3 MAPKYGAHHAM YKPAIHCHKOIO M AH2NIICHKOI0 MOSAM1L

Tepwmin npupatHocTi: 4 poxu
BupoOHuK(11) TiKapchKoro 3acody:

Habpoc Papma Iem. JImo.

Coopaeii Ne 110/4/2 Amim Dapm, oncetin Ynacps, nobnusy 3ae0dy Koka Kona, HX. Ne 8,
Kaooicinypa -387411,; Kxeoda, Inois

Nabros Pharma Pvt. Ltd.

Survey No. 110/4/2 Amit Farm, Jain Upasrya, Near Coca Cola Factory, N.H. No. 8,
Kajipura - 387411, Kheda, India
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JorosipIlocTaBku N22020-06-01/NPPL

Lle#t porosip moctaBku (“Jlorosip IMocraBku”)
BcTynae B Aito 1 Yepsus 2020 poky Mix:

TOB «/Ip. Peai'c JlabopaTopi3», Komnauis, 110
3apeecTpoBaHa Ta Ai€ 3ri/iHO i3 3aKOHO/JaBCTBOM
Ykpainu, y 1noAa/ibLomMy IMEHYETbCSA
«[MOKYINEUb», B  ocobi [leHepanbHOro
aupektopa Apyna Illpcaga M.C, wo jgie Ha
nigcrasi CTaTyTy 3 0/{Hi€l CTOPOHHU, Ta

Ha6poc ®apma IlpaiiBar JlimiTea kommnanis,
10 3apeecTpoBaHa Ta Ai€  3rigHO i3
3akoHoZaBcTBOM  lHZil, y  mnojganbwomy
iMeHyeTbCA «[MOCTAYAJ/IbHUK»B 0co6i
/Jlnpextopa Kasit Illax, uo aie na migcrasi
CTaTyTy,B  M0/Ja/JibLIOMYy pa3oM IMeHOBaHi
«Croponu», yknanu uei /lorosip IlocraBku npo
HaCTyMHe:

Supply Agreement 2020-06-01/NPPL

This supply agreement (“Supply Agreement”) is
executed on 1 June 2020 by and between:

LLC Dr. Reddy’s Laboratories, a company duly
registered and acting under the laws of Ukraine,
hereinafter referred to as “the PURCHASER"
represented by the General Director Arun Prasad
M.S., acting on the basis of Statute on the one
hand, and

Nabros Pharma Private Limited,a company
duly registered and acting under the laws of
India, further referred to as “the SUPPLIER"
represented by the Director Kavit Shah acting on
the basis of the charter, hereinafter jointly
referred to as “Parties”has entered into this
Supply Agreement regarding the following:

BU3HAYEHHA

Y ubomy /Jlorosopi IloctaBku HacTynHi cnoBa
BUPa3H  BUKOPHMCTOBYIOTbCA Yy  HACTYMHHY
3HaYeHHsAX (C/0Ba, 10 CTOCYKOTHCS OAHMH
03HAYaKTb | MHOXKHHY | HABMAKH, AAKIL0 KOHTEK
He BUMArae iHumoro):

lFotoBuit  IlpoAyKT - o03HAa4Yae roTOBY
[lpoaykuito, ™MapkoBaHy Ta ynakoBaHy B
nakyBajibHi  MaTtepiaiv  3riiHO  YHMHHOro

3akoHoAaBcTBa Ha Tepuropii ana aucTpubyuii
Ta Npoaxy.

JAuvcTpubyuiiiHi npaBa - o3Havya€ npasa Ha
MapKEeTHHT, npojax, npocyBaHHs i
auctpubyuito [poaykris Ha Tepurtopii.

MpoaykTH a6o Mpoaykuis - o3Havae JikapcbKi
3acobu, JIETHMYHI [106aBKM Ta KOCMETHYHI
3acobu, 3a3Haveni y [lpaic-aucri, wo €
JloaaTtkom | 1o uboro /lorosopy [locraBku. Akigo
y ubomy Jlorosopi [locTaBk¥ BU3HAY€HO BUMOTH
ao [llpoaykuii, TO 1i BMMOrM CTOCYIOTBHCS
BHUKJIIOYHO JIIKAPCbKHUX 3ac06iB, OKpPiM BUNA/KiB
KOJIM Taki » caMi BMMOru abo aHaJorivyHi
MOXYTb CTOCYBAaTHCh 6i0JIoriyHUX 406aBOK Ta
KOCMETHYHHX 3aC00iB.

Hasnexna Bupo6uuua [lpaktuka (GMP) -

DEFINITIONS

in this Supply Agreement the following words
sand expressions shall have the following
vmmeaning (it being understood that words
xlenoting the singular include the plural and vice
versa, all of it unless the context otherwise
requires):

Finished Product - means the finished Product
labelled and packaged in the Packaging Materials
according to effective legislation in the Territory
for distribution and sale.

Distribution rights - means rights for
marketing, sale, promotion and distribution of
the Products in the Territory.

Products- means the medicines, dietary
supplements and cosmetics specified in Price-list
in Annexure [ to this Supply Agreement.

In case this Supply Agreement contains
requirements to Products, such requirements
are applicable to medicines only, unless where
such requirements or similar requirements may
be applicable to food supplements and cosmetics.

Good Manufacturing Practices (GMP) - a part
of quality assurance system which ensures that

YacTHHA CUCTeMM 3abe3neyeHHsi SIKOCTi, sika

medicinal products are persistently

A7
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By3sax. [IOCTAYAJIbHUK mae rapanTysaty, 1110
TPAHCMOPTHI 3aco6m Ta 06Js1aiHAHHS,
BUKOPHCTOBYBAHI /111 MOCTABKH, BiANOBI1al0Th
CBOEMY NpPU3HAYEHHIO Ta OyJIH HaJeKHUM
YUHOM 061aiHAHUMH /1151 3aN06iraHHsA BOJIMBY
Ha [lpoaykuito ymoB, uio Morad 6 3aBjAaTH
KO/ M 11 AIKOCTI Ta 1{i/1I0CTI NaKyBaHHSA.”

2.11. MapketuHr: CTOPOHM AOMOBHJIMCH, 110
[TOCTAYAJIbHHUK, nia yac aii uporo /lorosopy
NOCTAaBKH, IHBECTYE KOIWITH B MapKeTWHIOBi
KaMMaHil 3 NpocyBaHHs NeBHUX TOBApIB, fK 1@
BU3HaueHo B JlogaTkax 0 uboro /lorosopy Ha
NOCTaBKY.

212, beskowToBHiI 3pa3KH. Croponu
aomoBuaucs, o MNOCTAYAJIbHUK HasaBaTume
1OpiuHi 6€3KOIITOBHI 3pa3KH /ISl KOHKPETHHUX
[IpoaykTiB, siK Lle nepeabayeHo B JlogaTkax.

their mission and are properly equipped
for preventing impact on production conditions,
which could harm the quality and integrity of the
packaging.”

2.11. Marketing: The Parties agreed that the
SUPPLIER, during term of this Supply
agreement,shall invest costs into marketing
campaigns to promote certain Products as it is
defined in the Annexures to this Supply
Agreement.

2.12. Free samples. The Parties agreed that
SUPPLIER shall provide on an annual basis free
samples for specific Products,as stipulated in the
Annexures.

3. IIIHA MTPOAYKLIL, TEPMIHH OIUIATH TA
3ATAJIbHA BAPTICTDB 3A 10rOBOPOM
NMOCTABKH

3.1. llina lpoaykuii BcTaHoBseHa 'y jonapax
CIUA Ta 3adikcoBana y [logatky Il go /lorosopy
[locTaBku.

3.2. llina [lpoaykuii BK/10O4a€e B cebe 3axuileHy
Bi/l HEroAu ymnakoBKY, MapKyBaHHs, J0CTaBKY
[poaykuii /10 Micus NpPHU3HAYEHHS,
CTpaxyBaHHA, BUKOpPUCTAaHHSA TOpProBUX Mapok
AJd winen npomouii Ta gAuctpubyuii Mpoaykuii
Ta BCi BUTpaTH, aKi Hece [IOCTAYAJIbHUK Ha
CBOIH TepuTOpii i Mijy Yac TpaHCNOpPTyBaHHA
[Tpoaykuii o Micus npuU3HayeHHs.

[MTOKYTIELLb cnnayye MuTO, iHWi 360pu Ta BCi
dopmanbHOCTI HA TepuTOpil YKpaiHi, nos'a3axi
3 oTpuManHaM [lpoaykuii.

3.3. 3aranbna Baprictb /lorosopy IlocTtaBku
CKJ/Ia/la€ 3arajibHy BapTiCTh YCIEl NOCTaBJIEHOT
ITpoaykuii 3rigno uboro /lorosopy [locTaBku.

3.4. baukiBcbki BUTpatu B Ganky [TOKYIILSA
Hece [TOKYIIELLb. baukiBCbKi BUTpAaTH B 6aHKY
[TOCTAYAJIbHUKA nece TOCTAYAJIbHUK.

3.5. [llnarix 3a nocraBneny Ilpoaykuito
31IMCHIOETHCSA NpAMHM 6aHKIBCbKUM
nepekazom y jgosnapax CIIA Ha paxyHoOK
[NOCTAYAJIbHUKA BignoBigAHO 10 PeKBIi3MTIB,
HaBeJleHUWX y ubomy Jlorosopi [locTaBkw.

3.PRICE OF PRODUCTS, TERMS OF PAYMENT
AND THE TOTAL VALUE OF THE SUPPLY
AGREEMENT

3.1. Theprice of the Products is set forth inUS
Dollars in Annexure Il hereto and may be changed
by the mutual consent of the Parties.

3.2. The Products’ price includes the cost of
weatherproof packing, marking, delivery to a
place of destination, insurance, use of Trade
Marks for the purposes of promotion and
distribution of Products and any other expenses
borne by the SUPPLIER in its country and during
the transportation of Products to the place of
destination.

The PURCHASER shall pay customs and other
duties and all formalities in Ukraine connected
with acceptance of the Products.

3.3. The total value of the Supply Agreement is the
overall value of all Products supplied hereunder.

3.4. Banking expenses at the PURCHASER’s bank
are for the account of the PURCHASER. Banking
expenses at the SUPPLIER’s bank are for the
account of the SUPPLIER.

3.5. Payment for the supplied Products shall be
affected through a direct bank transfer in USD to
the SUPPLIER’s account mentioned in this Supply
Agreement. Payment shall be effected within 120
(one hundred twenty) days from the date of

A
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LlinboBi noka3Huku, BU3HaueHi y [logatky Il 1o
JloroBopy IlocraBku wogo uiei IMpoaykuii He
BPaxoBYIOTbCSA y PpiuHOMY 06ca3i 3akynisii
[Ipoaykuii ans JaHOro poKy.

2.6.YMoOBM MOCTaBKH: MOCTAYAJIbHUK
nocrayae [lpoaykuiro Ha ymosax: CIP Mopem
Besimka OnexkcanppiBka, KuiBcbka 06J1. a60
CIP ABIA BopucniJibCbKHH aeponopT Ykpaina
arigHo Inkorepmc 2010.

JloctaBka Ta crpaxyBaHHs [lpoaykuii niag vac
nocraBku nposoauThes [TOCTAYAJIbBHUKOM.

[lpaBo BaacHocti Ha [lpoayKuilo Ta pHU3MKH
BUNAAKOBOI BTpaTH ab6o wkoau [lpoaykuii
nepexoaatb Ao [NOKYIILSA 3 MoMeHTYy MUTHOTO
ounueHHa Tosapy. /latoio nocrtaBku ToBapy
BBAXAETbCA JlaTa  MPOCTABJIEHHS  lITaMna
«BUIYCK  /I03BOJIEHO Yy  BiZIbHUH  06ir»
YKPAiHCbKOI0 MMTHHUIEI0 HA MUTHIN JleKaapauii.

Paszom i3 [lpoaykuieto, [IOCTAYAJIbHUK napae
JIOKYMEHTH, fAKi  MiATBEPAKYIOTb  AKICTb
[Tpoaykuii, Ta iHWIi JOKYyMEHTH:

(a) opurinan paxyHky-gaktypu (2)
NPUMIPHHKH;

(b) opurinan nakyBasibHOro McTa (2)
NMPUMIPpHUKH;

(¢) cepTudikaTh AKOCTIHA KOXKHY NAPTitO
(1)opurinan Ta (1) koniio;

(d) opurinan cepTudikaty noxopxeHHs (i3
3a3Ha4YeHHsAM KpaiHu noxo/pkeHHs) 1 opurivan;
(e) opurinan aBia HakaaAHOI 3 opuriHaau a6o
KOHOocaMmeHTa 1 opurinar;

(f) crpaxoBuit nosic (1) opurinan

Akuwo ana  mutHoro opopmsienus Ilpoaykuii
MUTHI OpraHu YKpaiHu 3anpocsiTb A0/AATKOBI
JIOKYMEHTH, nepejbauyeHi 3aKOHO/IaBCTBOM,
[TOCTAYAJIbHUK 3060B'si3aHMH HagaTH Taki
JOKYMEHTH Y HAWUKOPOTIIMH  CTPOK, 110
s3anurtyerbea [TOKYIILEM.

2.7.1oBiAOMIEHHA NPO BignpaBKy: /|0 KOXHOI
NOCTaBKH  /IO/IAETbCS  MOBIJJOMJIEHHS] PO
Bi/IlIPABKY, /i€ BKa3aHO:

(a) Homep 3amossienns [TOKYIILA;

(b) kinbkicTb Mpoaykuii;

(c) ceprudikar gkocti aHrjaifcbKol  Ta
pociiicbkol0  ab0 yKpaiHCbKOI0 MOBaMH, fK
3a3HauuTb [1OKYIIELLb;

(d) YmoBwm 36epiranns [poaykuii 3rigHo BUMor
BUPOOHHKA;

for the purchase plan of Products for that
particular year.

2.6.Delivery conditions: the SUPPLIER shall
deliver Products on the one terms CIP SEA
Velyka Oleksandrivka Kyiv region or CIP
AIR Boryspil Airport Ukraine, Incoterms
2010.

Delivery and insurance of Products during
delivery is carried out by the SUPPLIER.

The title to the Products and risks of accidental
loss or damage to the Products shall pass to the
PURCHASERfrom the moment of the Products
customs clearance. The delivery date of the
Products s is considered the date of “delivery is
permitted freely” stamp of the Ukrainian
customs house on the customs declaration.

Along with the Products the SUPPLIER shall
provide the quality confirming documents and
other documents:

(@) Invoice (2) originals
(b) Packing List (2) originals

(c) Certificate of quality for each batch one (1)
original and one (1) photocopy
(d)Certificate of origin of goods (1) original

(e)Bill of Lading (3) originals/ AWB (1) original

(fInsurance Policy (1) original

If custom authorities of Ukraine request for
additional documents, which are foreseen by
legislation, the SUPPLIER is obliged to provide
such documents as soon as practically possible in
the requested term by the PURCHASER.

2.7. Advice note: Each delivery shall be
accompanied by an advice note that specifies:

(a) the PURCHASER’s Order number;

(b) quantity of the Product;

(c) certificate of quality in English & Russian or
Ukrainian as informed by the PURCHASER;

(d) Product storage specifications according to
requirements of the producer;
(e) invoice as provided by the PURCHASER;
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DR. REDDY'S LABORATORIES LLC

Ha6poc ®apma Ipaiiser JlimiTe
IOpuanyna agpeca:

HABPOC ®APMA IIPAUBAT JIIMITE/,

3-# nosepx, Opienrtan Xays Il, HanpoTtu ApT
l'anepei, no3aay Bpurancbkoi 6i6aioTexku, Jlo
l'apaen, Ennic Bpigpk, Axmaza6az - 390 006.
IHpis.

Apapeca iuctyBaHHs: 3-it nosepx, OpieHTan
Xays II, Hanporu Apt 'anepei, nosaay
Bpurancbkoi 6i6snioTexu, Jlo Mapaen, Eaaic
Bpiax, Axmazna6aa - 380 006. Inpis.

BaHKIBCbKi peKkBi3uTH:

bank 6enediniapiii: KAHAPA FAHK, BXA/IPA
BPAHUY.

Appeca 6anky: bxaapa bpauy, Penid Poya,
Axmapabaza - 380 001

Paxynok N¢: 0317 257 00 3303

Ceip: CNRBINBBADB

bank KopecnoHieHT:

JbkeitlluMopran Yeiiz Bank, Hbio Hopk
Paxynok N°: 011395969

CeidpT: CHASUS33

/lupekrop

NabrosPharma Private Limited.

Legal Address: 374 Floor, Oriental House II,
Opposite Art Galary, Behind British Library,
Law Garden, Ellis Bridge, Ahmedabad - 380
006. India.

Address for correspondence: 31 Floor, Oriental
House II, Opposite Art Galary, Behind British
Library, Law Garden, Ellis Bridge, Ahmedabad
-380 006. India.

Bank Details:

Beneficiary Bank Name: CANARA BANK,
BHADRA BRANCH.

Bank Address: Bhadra Branch, Relief Road,
Ahmedabad - 380 001

Account No: 0317 257 00 3303

Swift: CNRBINBBADB

Correspondent bank:

JPMorgan Chase Bank, New York
Account No: 011395969

Swift: CHASUS33

DocuSigned by:
EOIena Vinnyk

Y59ES66854ADS401

DocuSigned by:

brasnova tavna

BIAD2S60BEBAL4F S7DA3F3TCFF34EC

DocuSigned by: Docus/nqned by
§ ) 0’
Q7
OEA44B4202A4414 - 522908CCBEDCAAT
4,:/

DocuSigned by
E’avlo Zubrytskyi

ERajeev Shrirang Nayak

BFCBCE39292C4A8

DocuSigned by:
ESvitlana Matiukha

86A51369D94F 450

DocuSigned by
E’svietkova Viktoriiq5 /32

138062872B9B4E7

F



70

Continuation of ANNEX G
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Annual Purchase Targets (Sales from Nabros Pharma Private Limited to Dr. Reddy’s
Laboratories LLC) Ukraine: / Ilopiuni wini 3akynieii (npojgax Big Haépoc ®apma
IMpaisar Jlimitea ais TOB «/Ip. Peaai’c JlabopaTopis») Ykpaina:

April 20- April 21- April 22- April 23-
March 21/ March 22 March 23 March 24
Ksitens 20 / / J
- bepe3sens KBiTenn KBiTensn KBiTeHnp
21 21- 22 - 23 -
Bepe3en Bepesen Bepe3sen
b22 b23 b 24
TPin Units / Units / Units / Units /
USD, OauHUIb OauHULb OauHUIb OaAuHUIBL
CIP/CIF
VelykaOle
xandrivka
or Kyiv /
TPy
Aonapax
CLUA, CIP /
Brand/ SKU / CIF
S.No. Toprosa OAMHULA Benuka
/ Ha3Ba cKnaaceK | Onexcanp,
Nen/ npenapa oro piBKa a6o
n Ty 061Ky Kuis
HacTuaku
Nel8
Tablets N 11.0 178,200 197,200 216,200 235,200
200
(50%4) /
Flucold- TaGOMTK“
N/ N2 200
8 Pnoko (503
A SN Tablets N 0.70 243,946 175,000 220,000 230,000
12 (3*4) /
Tabnerku
Ne 12
9 (3*4)




