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30.04.2014y .
Agreement on State Procurement N
1. Parties of the Agreement

1.1 On one hand LEPL Social Service Agency (hereinafter
referred to as ,Purchaser*), No 144, Tsereteli Ave. Thilisi,
identification code 202178927, in person of stop gap Director
of the Agency, Mr. Noe Kinkladze and “NOVO NORDISK
Health Care AG”, (hereinafter referred to as “Supplier”),
Thurgauerstrasse 36/38, CH-8050 Zurich, Switzerland, CVR
#24256790, Bank details: Citibank, New York, SWIFT:
CITIUS33, ABA code 30733459, IBAN/acc.number
30733459, represented by Mr. Ole Wendler Pedersen, Director
Legal and Compliance, and Mr. Edward Hanover, Senior
Director Legal, Compliance and BD, acting on the basis of
Power of Attorney,

2. The Subject of the Agreement

2.1 State purchase of medicines according to the component of
providing children and adult patients suffered from
Hemophilia with medical means within the framework of state
program for the patients with rare diseases and subject of
regular substitution treatment, under the state program for
supplying population with the specific medicines, particularly
the Supplicr has sold and the Purchaser has bought the
recombinant activated coagulation VII factor (rFVlia)-
Novoseven | mg (hereinafter - “medicine” or “goods™), state
of origin- Denmark (CPV code - 33600000 / 140006706)

2.2. The total number of medicines to be acquired - 50 mg.

3. Total value of the Agreement

3.1. Total value of the Agreement is 80,000 (eighty thousand)
GEL.

3.2. Price per unit/pack of the goods (I mg) - 1,600 (one
thousand six hundred) GEL

3.3. Indicated price includes all the costs relating to supply of
the goods to CIP Tbilisi (Portal Tbilisi airport/surroundings of
Airport) (Incoterms-2000), as well as packaging, labeling,
insurance and other accompanied costs.

4. Control over fulfillment of the Agreement

4.1. Control over fulfiliment of the Agreement will be
undertaken by the inspection team created by the Purchaser.
Control will be implemented periodically, upon acceptance of
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goods at storing site of the goods. It includes control over
implementation of the terms of the Agreement, as well as
production, packaging, shelf-life, following the hygienic
standards and other important terms and norms required for
supply.

5. Package
53.1. Goods to be supplied should be packaged in accordance
with appropriate standards. '

5.2. The Supplier is responsible for any damage of goods

before the Purchaser. The Supplier shall ensure full safety of

the goods from any kind of damage or spoilage during
transportation

5.3 Each box must be numbered and should clearly display the
following information: Name and address of the Supplier,
name and address of the Purchaser, name of recipient, quantity
of goods/cargo, name of the product, information about
measures to be considered to prevent goods from spoilage or
damage.

6. Terms of supply and delivery/receipt of goods

6.1. Goods will be supplied on the basis of a request of the
Purchaser, in accordance with the terms of this Agreement.

6.2. The date of delivery is considered to be the date when the
Supplier is considered to have fulfilled his obligations
according to CIP (Incoterms 2000) (hereafter “ Day of
Delivery™). Purchaser must bear all risks of loss or damage of
the goods from the time they have been delivered according to
CIP (Incoterms 2000).

6.3. The Purchaser shall carry out all the procedures necessary
for customs clearance of the goods.

6.4. At least 10 mg out of the entire quantity of the goods to
be supplied shall be delivered within two weeks after
Agreement signing by both Parties.

6.5. The rest of the volume of the goods to be supplied on the
basis of a written request of the Purchaser no later than 40
calendar days after receipt of such kind of request.

6.6. Acceplance of the goods by the Purchaser takes place in
stages, in accordance with the clauses 6.4 and 6.5 of this
Agreement and by signing of delivery and acceptance act
{(hereafter "Day of Acceptance™). A Delivery and Acceptance
certificate shall be signed after completion of each phase of
acceptance of the goods. The delivered goods shall be
inspected before signature of a delivery and acceptance
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certificate within 5 (five) days since the Day of Delivery. The
inspections shall be performed by the special inspection team
hired by the Purchaser in accordance with the clause 4.1. of
this Agreement. A respective authorized representative (the
representatives) of the Purchaser and an authorized
representative of the Supplier shall sign delivery and
acceptance certificate. Upon delivery of the goods the Supplier
shall submit following documents to the Purchaser:

6.6.1. Detailed invoice (reflecting number of units and
relevant units will be reflected in USD)

6.6.2. List of goods, included in the package:
6.6.3. Certificate of analysis;
6.6.4. Certificate of origin;

6.6.5. Air Way Bill (AWB)

6.7. Supplier shall strictly follow established temperature
conditions during shipment of goods, considering principles
of “cold chain™(If needed)

6.8. If the Purchaser refuses to sign the delivery and
acceptance certificate in the period indicated in the clause 6.6.,
he is obliged to provide the Supplier with a justified grounds
for refusal to accept the goods. Otherwise, it shall be
considered that the Purchaser had accepted the goods with the
quantity, quality and variety of goods supplied.

7. Shelf-life of the goods
7.1. Shelf-life of the goods shall be no less than 12 months
trom the day of delivery.

7.2. Supplier is obliged to replace defective goods no later
than 45 calendar days afier receipt of written notice about such
defect from the Purchaser without charging the Purchaser for
any additiona expenses.

8. Terms of payment
8.1. Payment shall be made by bank transfer.

8.2. Payment shall be made in USD within 20 calendar days
after the Day of Delivery according to the clause 6.2. of this
Agreement.

P
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9. Change in Agreement Terms and Prices

9.1. No divergence from or amendment of the conditions of
this Agreement is allowed other than by a written amendment
signed by both parties. If the need for amendment of terms of
this Agreement arises, the Party initiating the amendment has
to provide another Party with the relevant information in
writing.

9.2. Change of unit price given in this Agreement is permitted
only in the following cases:

9.2.1. Changing of currency rate (1USD= 1.7550 GEL) by no
less than 5% (increasc /decrease) against the national currency
(GEL) at the end of the tender proposal receipt day 28.03.2014

9.2.2. Changes in tax systcm, directly affecting fulfillment of
provisions of this Agreement, resulting in an increase or
decrease of prices by 5% or more.

9.2.3. The circumstances being the basis of conclusion of this
Agreement were substantially changed and the Parties would
not have entered into this Agreement or would have entered
with different content, if such changes occurred, than the
compliance of this Agreement to the changed circumstances
may be demanded.

9.3. Change of unit price in such a way which increases total
cost of this Agreement by more than 10% is not permitted.

9.4. Party initiating changes in prices shall notify in writing
the other Party in advance. Changes in prices shall be mutually
agreed in writing, In addition any party is allowed to terminate
this Agreement in case if Parties don’t achieve agreement on
price changes, which won’t be considered as breach and/or
non-fulfillment of provisions of this Agreement and won’t
result in imposition of any sanctions or other responsibilities
on other Party.

10. Rights and Obligations of Parties

10.1 The Purchaser has right to terminate this agreement if
supplied goods do not comply with quality requirements
and/or delivery conditions in accordancc with the clause 7.2

i
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and art. 11 of this Agreement.

10.2. The Purchaser is obliged to make payment for the goods
in time to the Supplier’s bank account.

10.3. The Supplier has right to demand timely payment for
delivered goods to its bank account.

10.4. The Supplier is responsible for delivering the goods of
the quality determined by this Agreement in accordance with
conditions foreseen hereunder.

10.5. The Purchaser is obliged to comply with requirements
set forth in Appendix 1 of this Agreement relating to
transportation and storage of goods supplied by the Supplier.

11. Responsibilities of the Partics for non-fulfiliment of
Agreement terms

11.1. In the event of violation of terms relating to the delivery
of goods, Supplier has to pay liquidated damages at the rate of
0,1% of the value of the unfulfilled obligations for each
overdue day, but not more than 10% in aggregate.

11.2. In the event of breach of payment terms stipulated in
clause 8.2, of this Agreement, Supplier is authorized to impose
a penalty on the Purchaser at the rate of 0,1% of the unpaid
amount payable for each overdue day. Such right may be
enjoyed by Supplier only at its sole discretion and is not an
obligation of the Supplier.

11.3. Payment of penalty does not release the Supplier from
fulfillment of basic responsibilities.

11.4. In case if total penalty amount imposed on the Parties for
payment delay exceeds 2% of total value of unfulfilled
obligations, the Supplier has the right to terminate present
Agreement.

12. Force-majeure

12.1. Based on the Agreement none of the Parties shall be
responsible against another and are released from
responsibility to mect obligations fully or improperly
(partially) if this was caused by occurrence of special
insuperable force which represents no responsibility of the
Parties and they could not have known about it at the moment
of concluding this Agreement.

(W
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12.2. Insuperable force may include (but not limited to):

12.2.1. Natural disasters (fire, flood, earthquake, storm and
others);

12.2.2. Declared or undeclared war, civil unrest, any kind of
military activity, emergency situation;

12.2.3. Epidemy;
12.2.4 Blockade or any economical embargo;

12.2.5 Decision of any governmental unit, or any authority
recognized to be competent and release of standard act, which
influences fulfillment of obligations envisaged by this
Agreement and changes, terminates or cancels agreement
provisions and terms.

12.3. Force-majeure has to be confirmed by competent
authorities.

12.4. The party must immediately notify another Party
about force-majeure circumstances by any available means
of communication (phone, fax, email, courier or postal
service and etc.).

125. Existence of force-majeure does not automatically
terminate this Agreement. The Parties have to determine
issues of force-majeure in relation to present Agreement.

12.6. Upon termination of force-majeure circumstances the
Parties immediately continue fulfillment of obligations

undertaken by this Agreement.
12.7. In case of force-majeure time of non-fulfillment of
obligations will last wuntil termination of such

circumstances, if not agreed otherwise between the Parties.

12.8. The Party is not released from obligations if force-
majeure was caused by its fault or if obligations could have
been fulfilled in reasonable terms before such
circumstances.

13. Termination of the Agreement

13.1. Agreement can be terminated by initiative of either party
on the basis of mutual written agreement or on the basis of
the circumslances stipulated in this Agreement.

13.2. In case of existence of condition sel forth in clause 13.1,
either party is responsible to inform the other party in writing
about such conditions no later than 20 calendar days.

3.3, Written notice does not release Parlies from
responsibilities undertaken in this Agreement until termination
of the Agreement.
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14, Disputes and ways of their settlement

14. 1. Parties will use their best efforts to settle all matters in
dispute amicably. All disputes and differences of any kind
related to this Agreement, which cannot be solved amicably
by the Parties, shall be referred to arbitration as described
below.

14.2. All disputes not settled upon negotiations, shall be
finally settled under the Rules of Arbitration Institute of the
Stockholm Chamber of Commerce by one or more arbitrators
appointed in accordance with the said Rules.

14.3. The parties agree that this Agreement is regulated by the
Swiss legislation.

14.4. The seat of arbitration shall be Stockholm, Sweden and
arbitral proceedings shall be conducted in English. The
arbitration award shall be final and binding on both Parties.

14.5. The Party which wishes to refer the dispute to
Arbitration shall notify the other Party by registered letter
stating there date and number of the Agreement as well as the
subject of the dispute.

14.6. The application to other courts for settling a dispute is
excluded.

15. Other conditions
15.1 The Parties follow principles of mutual respect and desire
to deepen cooperation.

15.2. Contracting parties are obliged to further protection of
the name, business reputation and dignity of the other party.

5.3 Parties are obliged not to disclose information about
other party acquired as a result of mutual business activities.

15.4. Contracting parties have no right to announce about the
inability to fulfill, non-fulfillment or improper fulfillment etc.
by other party, before the corresponding issue is mutually
studied and appropriate facts are confirmed.

15.5. The fact will not be considered as breach of
confidentiality when the disclosure of information is
demanded by the law or the act released by any governmental
authority on the basis of law.

15.6. The present agreement is drawn up in three copies in
Georgian and English languages, each one having equal legal
force. Two copies of agreement are kept with the Purchaser
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and one - with the Supplier. In case of any dispute English
version shall prevail.

15.7. All the amendments and changes to the present
Agreement are valid if drawn up in writing and signed by fully
authorized representatives of both parties.

15.8. The Agreement is valid including January 31, 2015.

16. Legal addresses and requisites of the parties
LEPL Social Service Agency

identification code 202178927

144, Tsereteli Ave. Thilisi,

Stop gap Director .
3 & / / 4

F  owed
Noe Kinkladze 7~ 2

Novo Nordisk Health Care AG
Thurgauerstrasse 36/38, CH-8050 ‘Zurich, Switzerland, CVR
#24256790,
Bank details: Citibank, New York
SWIFT: CITIUS33, ABA code 30733459
IBAN/acc. number 30733459

Mr Ole Wendler Pedersen

Sithe i _-,_:I.f iﬂﬂgtory
ﬁ\“ﬁﬁﬁqﬁf ‘egal, Compliance and BD

/"74’“-"‘-9 ffvr?o?-"'?;

gdward Hanover—
AuthortSEd Signatory
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Appendix # 1

1. Purpose

The purpose of the Appendix is to ensure requirements
as to correct handling, storage, preservation and delivery
of Novo Nordisk products are explained and
responsibilities are defined in order to secure safety,
identity, integrity and quality of Novo Nordisk products.

2. Scope
This guidance is considered to be an integral part of all
agreements with distributors of Novo Nordisk.

3. Main principle of operation with distributors
Distributors of medicinal products should ensure that
storagc conditions are observed at all times, including
during transportation, that contamination from or of
other products is avoided and that products are stored in
appropriately safe and secure areas. (n addition to this
the quality system operated by the distributor should
ensure that the right products are delivered to the right
addressee within a satisfactory period of time. A tracing
system should enable any faulty product to be found and
there should be an effective recall procedure.

4. Responsibilities

Distributor is responsible for insuring compliance with
this document and current local legislation, rules and
requirements that apply to Novo Nordisk within area of
responsibility.

Distributor is responsible to train relevant staff along
with subcontractors in the requirements of the appendix
Novo Nordisk, is obliged to inform the distributor of
any changes to storage, distribution or transportation
requirements of Novo Nordisk medicinal products and
medical devices.

S. General for storage and

transportation

Storage and distribution conditions of Novo Nordisk
products must meet the product-specific requirements
(PSR).

requirements

In case of any deviations from PSR, product has to be
placed in quarantine and segregated from saleable stock;
Novo Nordisk should be immediately informed to make
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the evaluation of temperature deviations.

If distributor fails to meet the product specific
requirements during transportation, the analysis of
products is done at the distributor expenses; Novo
Nordisk quality responsible person will help the
distributor to define the conditions of such analysis.

Distributor is responsible for

use of calibrated measuring equipment

temperature monitoring during transport or validated
distribution

use of qualified storage areas where specific storage
conditions are needed

During transport and storage products must be protected
from bad weather conditions (rain, snow etc.) and direct
sun lights.

Distributor must document that it meets required
temperature limits. During transport and storage of
thermoliabile goods temperature must be continuously
recorded via recording devices.

When establishing temperature limits maximum
permissible error (MPE) of a measuring device and
rounding rules must be taken into account.

Round temperature readings as follows:
First decimal <5: round down to the nearest value
First decimal >5: round up to the nearest value

Examples:

2.4 round to 2
2.5rounds to 3
2.6 rounds to 3

5.1 Product specific transport conditions from Novo
Nordisk, A/S to distributor.

5.1.1 NovoSeven®
Recommended temperature during transport: +2°C to
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+8°C

It is not always possible to meet temperature
requirements during transport. In these cases the
following temperature/time limits should be used:
NovoSeven® | mg:

Below -20°C not allowed

from -20°C to +2°C max 7 days (168 hours)

from +2°C to +8°C unlimited in the lifetime of the
product

from +8°C to +25°C unlimited in the lifetime of the
product

from +25°C to +30°C 12 months

above +30°C not allowed

If a temperature reading, for example +8°C, belongs to
two intervals, use the lower temperature interval, for
example from +2°C to +8°C. The time allowed in each
temperature range can be summed up, if the temperature
is within the limits. This means, for example, that the
time allowed in the temperature range

from +8°C to +15°C is 6 days + 3 days+ | day + 6 hours
provided the other temperature ranges have not been not
used up. This calculation may only be made downwards
in the table and only from +8°C to +15°C.

5.2. Product specific storage conditions at distributor
5.2.1. NovoSeven®

The temperature in the cold storage must remain within
the limits of + 2°C to + 8°C.

Minimize the time outside these limits during packaging
and handling.

Storage at temperatures below 0° C may lead to freezing
damage:

cracks in vials and cartridges;

displacement of the cartridge plungers.

This damage may make the product inhomogeneous and
non-sterile.

Never keep these products together with dry ice.

5.3. Transport conditions from the distributor to the
end-user
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5.3.1 NovoSeven®
+2°C 10 +8°C during transport is recommended

If the temperature during transport cannot meet these
limits, the following temperature limits may be applied:

Below -20°C not allowed

from -20°C to +2°C max 7 days (168 hours)

from +2°C to +8°C unlimited in the lifetime of the
product

from +8°C to +25°C unlimited in the lifetime of the
product

from +25°C to +30°C 12 months

above +30°C not allowed

5.4. Storage conditions
NovoSeven®

The temperature in the cold storage must remain
within the limits of
+20C to + 8oC.

Minimize the time outside these limits during packaging
and handling.

Storage at temperatures below 0° C may lead to freezing
damage:

cracks in vials and cartridges;

displacement of the cartridge pl ungers.

This damage may make the product inhomogeneous and
non-sterile.

Never keep these products together with dry ice.
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5.5 Recall

Any information that may lead to a potential recall of
any of Novo Nordisk products must be immediately
forwarded to the Novo Nordisk quality responsible
person.

Recall - the physical removal, repair, modification,
adjustment, re-labeling or destruction of defective
marketed products that have lefi the direct controf of
Novo Nordisk.

(@p8ymddo  LEPL Social Service Agency

(hereafter “As purchaser”), -
144, Tsereteli Ave. Thilisi,

Stop gap Director
Noe Kinkladze ¢ %‘W

Novo Nordisk Health Care AG
(hereafter “As Seller”)

Thurgauerstrasse 36/38, CH-8050 Zurich,
Switzerland, CVR #24256790,

Bank details: Citibank, New York

SWIFT: CITIUS33, ABA code 30733459

IBAN/ace. number 30733459

Mr. Ole Wendler Pedersen
Di Legal and C li
lrewé ng ompliance

(G oAZL

Director Legal, Compliance and BD

S?iaf
—
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tdward Hanover 4
Authorised Signatory




