MINISTERIAL DECISION 325/585UT .11.

Provisions on the pricing of medicinal products

THE MINISTER OF HEALTH
Having considered: (...)

WE DECIDE

Article 1:
Definitions of Priced Medicinal Products

1. Reference medicinal product is a medicinal pebahich is approved
by virtue of article 11, par. 2(a) of the Joint Mierial Decision (KYA)
No AYT 30/T".11.32221/2013 (Gov. Gazette 1049/B/29.4.2013), aaagrd
to the provisions of article 9 thereof. Exclusivelgd only for pricing
purposes, a medicinal product is no longer prote@é-patent) after the
documentation that the protection period of itsivactsubstance has
expired, either in Greece or in other countriesttld EU. In case no
reliable data exist, in relation to the expiratminthe patent of the active
substance, as an alternative, the expiration ofténeyear or possible
eleven-year patent period provided for by article gar. 1 of the Joint
Ministerial Decision NOAAYT 3a/I".11.32221/2013 (Gov. Gazette B 1049)
applies, and respectively the six-year protectienqa for the medicinal
products that obtained a marketing authorisatiorfiorbe the Joint
Ministerial Decision No AYI'3w/83657/2006 (Gov. Gazette B
59/24.1.2006) entered into force. The on-patentodefor the active
substance supersedes the protection period if dheef ends at a
posterior time. Generic is a medicinal productdaBned in article 11,
par. 2(b) of the above Joint Ministerial Decisiowjth the same
guantitative and qualitative composition in termhgctive substances, the
same pharmaco-technical form with the referenceicmed product
whose bioequivalence with the reference medicirradpct has been
proven, based on the appropriate bioavailabilitydigts. Various salts,
esters, ethers, isomers, isomer mixtures, complexegerivatives of an
active substance are considered to be one andaihe substance, unless
their properties differ substantially, in terms sdfety and/or efficacy.
Various pharmaco-technical forms administered Par v@th direct
release are deemed as the same pharmaco-techmmoal fThe
characterisation of a medicinal product as a refs¥remedicinal product,



as under or no protection, or as generic is mad&®ff, who delivers
opinion and recommends for pricing of special ceatgpharmaco-
tecnical forms.

Article 2:
Prices of Medicinal Products

1. The maximum producer’s or importer’s price (extbry) is the sale
price from the marketing authorisation holders (M#AHand the
importers, manufacturers, packagers and distributdeemed equal
therewith, to the wholesalers and is calculatechéoordance with the
provisions hereof. The producer’s price is basedhenwholesale price
reduced (a) for prescribed medicines which areramhbursed by the
Social Insurance Agencies by 5.12% and (b) for éaha$hose cost is
reimbursed by the Social Insurance Agencies by%4.67

2. Maximum Wholesale Price of Medicinal Productthis price at which
medicinal products are sold to pharmacies. Thisepincludes the gross
profit margin of the holder of the license for tlolesale of medicinal
products, which is calculated as a percentage enmaximum price of
the Marketing Authorisation Holder.

3. Maximum Retail Price of Medicinal Products i® tprice at which
medicinal products are sold by pharmacies to comssinand it is defined
by the wholesale price, adding the lawful profitrgia of the pharmacy
and the applicable VAT.

4. Maximum Hospital Price of Medicinal Productsthe price at which
medicinal products are sold by the Marketing Auigetion Holders to
the State, public hospitals, Social Care Units, E®FPpharmacies of
EOPYY and the public law legal entities referredngar. 1 of Article 37

of Law 3918/2011, pharmacies of private clinicshwatver 60 beds and
the relevant pharmacies and wholesale drugstoresthi® medicinal

products of par. 2 of Article 12 of Law 3816/201Dhe maximum

hospital price shall be determined on the basisthE maximum

producer’s price, with the exception of the firpphcation hereof, where
the maximum hospital price is determined based lm rhaximum

wholesale price reduced by 13%.

5. Especially for medicinal products within the geof par. 2 of Article
12 of Law 3816/2010, a special method for the datmn and
determination of the wholesale and retail priceslsipply as follows: a)
a wholesale profit margin of 2% shall be addedhi® hospital price in



order to obtain the Special Wholesale Price. Onrdsailting price, a
fixed amount of €30.0 shall be added as profit nmaxf the private
pharmacy to obtain the retail price. The VAT shmdl added to the final
price.

6. For the needs of pricing, the provisions forcimg of generics also
includes the case of par. 3 of article 11 of thietJ®linisterial Decision
(KYA) No AYT3w/T'.I1.32221/2013 (Gov. Gazette 1049/B/29.4.2013), as
well as the cases of article 12. For the case @fptiicing of medicinal
products, which obtain license by virtue of artitke of the above KYA,
the “reference product” preserves its price uiitéd end of the 10-year
data protection period and the second (and anyesulesit product) is
priced in accordance with the “reference producithin the period
before the expiration of the 10-year data protacperiod of the (initial)
“reference product”.

7. The MAHs may request reductions from the maximexnfactory

prices which are immediately accepted with a supplgary prices
bulletin. The MAH is entitled to file an applicatidor the deletion of a
medicinal product from the Prices Bulletin, if tihermination of the

marketing thereof has been previously approved.vbhentary reduction
of the price of a reference medicinal product doatsreduce the price of
the respective generic, save and only in the dss&MtAH of the generic
requests so with the relevant application thereof.

Article 3:
Profit margins

1. For wholesalers, gross profit margins shall &eamined as follows: a)
for non-prescribed medicinal products (OTC), a7 .8n the ex-factory
price; b) for prescribed medicinal products notmtmirsed by social
security agencies, at 5.4% on the ex-factory pre;for medicinal

products reimbursed by social security agencies4.9% on the ex-
factory price; and d) for the medicinal productgaf. 2 of Article 12 of
Law 3816/2010, at 2% on the hospital price. Theailteg price shall

hereinafter be referred to as special wholesatpri



2. For pharmacies, gross profit margins shall herdened as follows: a)
for non-prescribed medicinal products (OTC), at 36f6the wholesale
price; b) for prescribed medicinal products notmtmirsed by social
security agencies, at 35% on the wholesale pri¢gefoc medicinal
products reimbursed by social security agencieshavihg a wholesale
price of up to €200, at 32,4% on the wholesaleeprd) for reimbursed
medicinal products having a wholesale price orecsph wholesale price
over €200, the profit margin of private pharmacsésll be equal to a
fixed amount of €30.00. e) for reimbursed medicpralducts included in
the list of par. 2 of Article 12 of Law 3816/201@dahaving a Special
Wholesale Price of up to €200, the profit marginpalvate pharmacies
shall be determined at 16% on the Special Whold3abe.

Article 4:
Discounts and Credit

1. Manufacturers, packers and importers may, witlamy quantitative

restrictions, offer additional discounts, on thepital price, to the State,
public hospitals, the Social Care Units of Artidé of Law 3918/2011
and the pharmacies of EOPYY, provided that any sdidtount is

indicated in the sale invoice.

2. Manufacturers, packers and importers may, witlasy quantitative

restrictions, offer a discount on the wholesalegfor the non-prescribed
(OTC) medicinal products, as well as for the meditproducts referred
to in par. 2 of Article 12 of Law 3816/2010. Foi akher products,

manufacturers, packers and importers may offeseodint of up to 10%
to wholesalers, pharmacies and cooperatives, pedwidat the amount of
the discount is indicated in the sale invoice.

3. Manufacturers, packers and importers are obligeedupply their
products to pharmacies, wholesalers and coopesatinecredit, provided
that such arrangement is indicated in the saleicevd he credit granted
shall be for a period of not less than two months.

4. The possibility of the same percentages of disto and period of
credit shall also apply to sales by wholesalerphtarmacies, provided
that such arrangement is indicated in the salei@gevo

5. For the pharmacies of private clinics with 0@8rbeds, the additional
discount under paragraph 1 shall be applied orhtspital price. As a



requirement, such additional discount shall be caiid on the sale
invoice or will be concluded by a written agreeméstween the two
parties.

6. The discovery of the transgression of the distdimit or of the non-
compliance with the requirements of paragraph Zhed article shall
incur, further to the sanctions provided for in tlarket Control Code,
an immediate reduction of the price of the medicpraduct concerned
in an amount proportionate to the additional distamifered.

7. In case the MAHSs effect direct sales to the piaaies, they return to
EOPYY the wholesale profit that has been incormrat the price of the
medicinal products as the profit of the wholesalfiise said return is
effected with the filing of statements of salesEOPYY which will
declare the value of their direct sales to the plaares, where the sales
effected to the pharmacies and the wholesaler tpadrresponding
thereto will be depicted in an analytical and cdidsbed manner.
Respective data are also requested by EOPYY frenpliarmacies. The
calculation of the wholesale profit will be effedt®n accordance with the
provisions of article 3 of this Ministerial Decisio EOPYY adopts all
measures necessary for the application of thisgpaph

Article5:
Procedural and administrative issues

1. The maximum price of all categories of medicimabducts is
calculated by the competent service of EOF, as ribest in the
provisions of this Ministerial Decision and theeehnt laws and is filed
to the Directorate of Medicinal Products and Phaissgof the Ministry
of Health in order for its lawfulness to be exandraend for approval. All
sources of data, dates, assumptions, conversidoréaend exchange
rates, as well as any relevant information appteedhe calculation of
prices are each time posted at EOF’s website. Tloegbulletins are
attached to the Ministerial Decision following teealuation and granting
of opinion by the Medicinal Products Prices Comedtand the consent
of the competent service. The Ministerial Decisitustrates all relevant
prices, while the website of the Ministry of Healtepicts only the ex-
factory, the wholesale and the retail sale prichefmedicinal products.

2. According to the law, the prices of all medi¢ipeoducts are revised
twice per year and the prices bulletins are issuedanuary and July
respectively, of each year. Additional prices ke may be issued once



the above dates elapse for the pricing of new mealiproducts. For the
purposes of smooth organising and operation ofmheket and for the
continuous access of patients, a prices bulletimesd medicinal products
which has been duly prepared by EOF at an preceiiiing, may be
issued in parallel with the general prices bullesithough the producer’s
prices and the exchange rates have been calcatatelhter stage. Before
their filing to the Minister of Health, EOF sendetconcluded, based on
the data available to it, prices, to each MAH saf@y for any
comments. For generics, the reference price fronctwtihe price of the
generics are concluded can also be sent upon teqd@y remarks are
filed within three (3) business days to EOF, whiteraexamining them,
makes its final suggestion to the Minister of Heahd publishes it.

3. Objections are all answered by the competenard®ent in writing,
with the proper justification and documentationaiccordance with the
applicable provisions and if they are accepted,stfgplementary prices
bulletin is issued. At any time, MAHs may requisther reductions of
the prices by the competent service of the MinisifyHealth, which
(reductions) may later be automatically appliechaitt the need for EOF
or the Pricing Committee to grant their opinion.

4. No increases are permitted at any price revisithe new prices may
be equal or less than the applicable ones. Inseaseaccepted only in
case of error corrections. Once the marketing aisioon is obtained

and the application is filed, the new medicines@areed within the time

limits defined in the Transparency Directive, angposed into National
Law. In the case of generics, prices are publistitiin 30 days from the

application of the MAH. Prices are not issued fadminal products that
did not show any sales during the past three ydmfgre the issue or
revision of prices. For these medicinal products;gs are issued upon
the application of the marketing authorisation leoJdvhich are included
in the first Prices Bulletin issued after the apation, only if they have
been exempted from the revocation of their marigetinthorisation, in

accordance with article 40, par. 6 of the KYWT3u/I'.11.32221/2013

(Gov. Gazette 1049/B/29.4.2013).

5. In exceptional and special cases that relateh&o unobstructed
distribution of medicinal products and the protectof public health and
patients, the competent service of EOF may filéifjed suggestions for
the application of special criteria in order foeth to be approved by a
ministerial decision, upon the consent of the RriG®mmittee. At the
first application of this Decision, the prices d¢fet medicinal products
included in the negative list and the list of OTditinal products



remain unchanged. However, if a medicinal produgfts from the
negative to the positive list, then the provisibeseof apply. A condition
for the inclusion of a marketed medicinal producthie positive list is the
re-pricing thereof in accordance with provisionattapplied in the last
prices bulletin for the re-pricing of medicinal drects. The parenteric
solutions that concern only serums-electrolytesifoum prices are
determined, based on the active substances, dirgragtkages and other
cost elements. On the first application of thisisiea, the prices of the
parenteric solutions sustain the reductions pralifde in proportion to
their price. The maximum producer’s or importeriece (ex-factory) of
all biological products (blood products, biotectogptal products,
vaccines, bio-similar products and other biologmadducts) is set as the
average of the three lower prices in the EU coastrExceptionally for
blood derivatives, the resulting prices cannotdss lthan the average of
the three lower prices of the EU countries. Espigciar the orphan
medicinal products, for which the ex-factory priege identified with the
hospital prices in the reference countries, the MAHRuUst produce the
respective supporting documents to EOF so thatlitbe respectively
taken into account during the calculation of thégs. The resulting
prices may be equal or less than the applicabls.dviedicinal products
which, by decision of the Positive List Committere ghifted from the
positive to the negative list or to the list of Oha&dicinal products or
vice versa, are priced, before their shift, finstaccordance with the
provisions in force from time to time that corresgoto the medicinal
products of the category in which they are rectaski The prices of
medicinal products which, upon the MAH'’s requesg shifted from the
positive to the negative list of prescription mewiat products and their
cost is not reimbursed, are determined based opribe of the average
of the three lower prices of the respective proslaétthe EU Countries.
If they are re-included upon the MAH’s request Ine tpositive list of
prescription medicines, the occasionally applicaptevisions hereof

apply.

6. In case the Reference Medicinal Product of &egenhas a different
package or strength, then reduction of the packagérength is effected,
in accordance with the provisions of this articleArespective reduction
Is also effected in case the original has a pmcanother form or other
strength in the reference country.

Article 6:
Pricing of reference medicinal productsunder protection (on-patent)



1. The maximum producer’s or importer's price (extbry) of the
reference medicinal products under protection fsndd as the average of
the three lower prices of the EU member-states hvipigblish reliable
data. Maximum prices are regularly revised downwamhch time a
prices bulletin is published. In order for a medatiproduct to be priced
for the first time, it must have been priced inestst three EU member-
states.

2. In order for the prices of the reference medikciproducts to be
determined, the competent department of EOF coadarctinvestigation
In the member-states of the European Union, whatea dxist and is
published by the competent authorities. It alsestigates the agencies
of these countries and the official or reputablecgaan agencies. Access
to the said sources for the collection of data edenvia designated
websites of the official sources of each EU menstate and/or via the
official and reputable agencies such as the EURKHB-OBIGand the
competent department of EOF is each time obligeahtmounce the said
sources. During the investigation, any price awddais sought (ex-
factory, wholesale, retail). Special emphasis nlgsishown so that the
prices are comparable and corresponding. In the @lspecial medicinal
products such as orphans, hospital prices must beotdeemed as
wholesale or retail prices and vice-versa.

3. Conversion of prices from retail or wholesalexefactory and in Euro
Is made with the methodology and the coefficiemaocainced by the
competent department of EOF and published at itssites together with
any other useful information and data that was usdbe determination
of the prices, so that it can be reproduced by @ayy interested. The
exchange rate used, is the one published by th& Batreece, on the
first business day of the two-month period precgdine issue of the
Prices Bulletin. The necessary data for the deteatiun of the price is:
(a) the name of the medicinal product, b) the acsubstance, c) the
active substance strength, d) the pharmaco-tedHoita, e) the package,
f) the ATC classification, g) the person in chafgeits marketing, h) the
price(s) and i) the expiration date of the patenGreece or in the EU
member-states. All requests for pricing with theassary supporting
documents and other documentation are filed thrde@Fk’s Portal with

the technical specifications each time announcexigh EOF’s website.

4. EOF is also able to examine, apart from the datkependently
collected by its competent department, the dataviged by the
Marketing Authorisation Holders which is filed inet form of a statement
with the respective information in the Data andc@&si Research Sheets,



which have been designed for the purposes of gathall data required
for the invoicing of the reference medicinal progudata and Prices
Research Sheet of Medicinal Products is filledsigned and filed in the
above manner, via EOF’s portal, by the MAH of eawddicinal product
and serves as a solemn declaration, thus entaliriggal liabilities and
sanctions provided for by the laws in case of fats¢éements. In addition,
In case erroneous data is filed or data is condeabnctions may also be
imposed by the Minister of Health, in accordancéhvarticle 69 of law
3984/2011, following the granting of opinion by tReices Committee.
Filing of requests, sheets, queries, data as wsll aay other
communication of the pharmaceutical companies thighDepartment of
Medicines Prices of EOF is also possible via the aiem
newdrugs042013@eof.gr

5. No prices will be issued for medicinal produethich, although
approved, did not show any sales in the last thie@es from the issue of
the list or have shown no sales for three consesyiars after the issue
of their marketing authorisation, regardless if th&keting authorisation
has not been revoked by EOF’s verifying act. Foeséh medicinal
products, if their marketing authorisation has beén revoked and they
fall into the cases of par. 6 of article 40 of @igove Joint Ministerial
DecisionAYI 30/T".11.32221/2013, a supplementary prices bulletin can be
issued, upon the companies’ request. Followinggaest, which is filed
to the competent service, the marketing authoasdtolder may request
a lower price with no restrictions, which is dilgctapproved in a
supplementary/corrective prices bulletin.

6. Orphan medicinal products may be priced evemides are offered in
only two other European countries. The maximum pceds or
importer’s price (ex-factory) of all biological aralo-similar products
(blood products, biotechnological products, vacgjinebio-similar
products and other biological products) is sethasaverage of the three
lower prices in the EU countries. The resultingcesi may be less or
equal with the applicable ones.

Article 7:
Pricing of reference medicinal productsunder no protection (off-
patent)



1. The maximum producer’s or importer's price (extbry) of the
reference medicinal products after the expiratibrthe patent of the
active substance, which was determined in articlealdove, is
automatically reduced either to 50% of the lastaurqmrotection price or
to the average of the three lower prices of thenkdunber-states, keeping
the lowest between the said two prices. More speatly, for medicinal
products with no generic for which sales have lreatised in the market
(unique medicinal products) the average of theethogver prices in the
EU member-states applies. When a generic is sdlieimarket, the 50%
reduction applies even if it is lower than the ager of the three lower
prices in the EU member-states. During the iniapplication of this
decision, no increase of prices is permitted indhge of existing unique
medicinal products where average of the three Igwiees is higher than
the existing price.

2. For the products for whose active substance#tent protection will
expire after the publication of this ministeriakcdson as well as for those
whose patent expired on 01.01.2012, the precedinggpaph applies. For
all the above products, the existing prices will feeluced when the
average of the three lower prices in the EU menskegtes is lower that
their existing price and this will apply to any ¢&s Bulletin to be issued.
For this reason, EOF takes into account beforeidbiee of any Prices
Bulletin, the average of the three lower priceshe EU member-states
and proposes the implementation thereof, when itovger than the
existing price of these medicinal products.

3. For the products for whose the patent proteatibactive substance
expired before 01.01.2012, horizontal reductionspdtes apply, as
defined in a Ministerial Decision, each time a PsicBulletin is
published. More specifically, for the first PricBalletin to be issued after
the publication of this decision, the prices ofrakdicinal products prior
to 01.01.2012 with an existing retail price of oarro 12 per package
are reduced by 10% on the wholesale price. Siryjldnle prices of all
products set out in the above paragraphs with astiex retail price
ranging among €6.00 to €11.99, are reduced by S&dfan prices of the
products with a price lower than €5.99 are redune@.5%. In case the
horizontal or other reduction of prices to be aggblireduce the price of a
unique product below the average of the three lopreres in the EU
member-states the MAH may request from the prioesnaittee of EOF
that the average of the three lower prices in thkeniember-states be
applied. The specific corrections may be sent éoctbmpetent committee
of the Ministry of Health with a supplementary letith. The horizontal
reductions of the prices of medicinal products watlprice marginally



above the aforementioned limits of €6.00 and €124¥) well as the
application of paragraph 1 on medicinal productesehpatent protection
expired after 01.01.2012, may not reduce theirgsribelow the said
limits, for one any only re-pricing. In the nextpeacing, the horizontal
reduction provided for the category in which it lie@en included with the
precedlng reductlon of prlces apphé?a&Mmste#@@ee&en—wmch

Article8:
Pricing of generics

1. The maximum price of the producer or importerkatng
authorisation holder (ex-factory) of generics istee65% of the price of
the respective off-patent medicinal products, whrsee is determined in
accordance with the provisions of article 7 abdwecase the reference
medicinal product has a different strength or pgekathen an
approximate conversion from a similar referencelpob is effected or in
accordance with the provisions of paragraph 6 tflar5. Moreover, if
no reference medicinal product exists for a generithe Greek market,
the price of the generic is calculated based onajhgication of the
preceding provisions in artlcles 6 and 7 for thdcuation of the
reference pric
bopoel

2. This regulation applies to all products thatl wibtain a marketing
authorisation from the date this decision will hélshed, for generics
which obtained a marketing authorisation from 012012 and after, and
for all generics corresponding to active substanedsse patent
protection is no longer in force from 01.01.2012 &orth.

The new packages, forms and strengths of genehoseavinitial product
marketing authorisation had been issued beforel(0Q2 are subject to
the same pricing provisions with the generics tbiatained a licence
before the said date. The provisions of this paalyrfor the prices of
generics apply on the prices of the reference nraliproducts that will
result from the application of the provisions dice 7.

3. In addition, for the generics of the precediryagraph, dynamic
pricing applies. More specifically, for each €230 sales that
correspond to producer’s price in the year preaedne publication of
the Prices Bulletin, the prices determined in adaoce with the above
are reduced, so that dynamic pricing can be applea further 1% to
15%. The sales are assessed based on the sale®rdidita 12-months



period before the issue of each Prices Bulletiniclviidata) are collected

by EOPYY or EOF. On the first application of thisatsion, the sales

data of the last six months before the issue okthé Prices Bulletin are

taken into account. The prices can only be redumss®d on this rule.

More specifically, ,if after a reduction that waaskd on the sales of the
preceding period the sales in the next period @&, this does not lead
to the readjustment of prices at higher levelstl@ncontrary, if in one of

the following periods the sales are much highen th& ones that led to
the determination of the prices below the level@adtin the preceding

paragraph, the prices are proportionally reduced.

4. For all other generics which do not fall inte thcope of the provisions
of the preceding paragraphs, horizontal price redog apply, as
specified by a Ministerial Decision, each time &&s Bulletin is issued.
More specifically, for the first Prices Bulletin tbe issued after the
publication of this decision, the prices of all roagial products not
falling into the scope of the provisions of the qae@ing paragraph, with
an existing retail price of over Euro 12 per paekage horizontally
reduced by 15% on the wholesale price. Similarhge prices of all
products set out herein, as well as in the abovegpaphs with an
existing retail price ranging among €6.00 to €11a98 reduced by 5%
and the prices of the products with a price lowant€5.99 are reduced
by 2.5%. The horizontal reductions of prices of roe@l products with a
price marginally above the aforementioned limits€6f00 and €12.00,
may not reduce their prices below the said limfibs,one any only re-
pricing. In the next re-pricing, the horizontal vetion provided for the
lower category in which it has been included witd preceding reduction
of prices applies. The occasional reductions mayeduce the price of a
generic lower that 65% of the price of the refeeengedicinal product,
save the relevant request of the marketing auttowis holder.

5. Moreover, for generics of the preceding pardgrapth a price
exceeding Euro 12, a system of dynamic pricing asulospective
application of rebates is implemented. More speaify, for each
percentile increase unit of their penetration ia tharket, their price will
be reduced by one percentile unit and the respectitrospective rebate
will be imposed. The first application of the sgrcprovision will take
place in July 2014. More specifically, the salegjuantities of 2014 will
be compared to the sales in quantities of 2013rdaggthe cluster of the
positive list in which the product has been clasdifso as to assess the
market share thereof. If there is increase of sahelsof the market share,
then the price will be prospectively reduced infitere and a rebate will
be retrospectively imposed on the producer’s pbesed on the resulting



new price. The sales are assessed based on tlsedsdéde available to
EOPYY and EOF. Following a request, which is filedthe competent
service, the marketing authorization holder mayuest) a lower price
with  no restrictions, which is directly approved ina
supplementary/corrective prices bulletin.

Article9
Special case Medicinal Products Pricing

1. In the event of a change of the manufacturer oédiomal product
or the packager or both, the price that the sandiyst had before
the change is deemed as the maximum limit.

2. In the event of a replacement or addition of a m@&ek size or
strength of a medicinal product or an addition ofvariation
(provided that the variation refers to the same teaowf
administration), the determination of the price Ishiavolve a
correlation with the prices determined in accor@angth the
provisions of the Ministerial Decision No 1134290{G Gazette
3117/B/09-12-2013).

3. The conversion of packages and strengths stkaldlace as follows:
a) From a smaller to a larger pack/strength, theprce shall diminish
up to a maximum of 12%, as follows:

Increase in pack size (%) Reduction of proportigale
(%)

upto S 1,67

from 5.01 to 10 3.18

from 10.01 to 15 4.56

from 15.01 to 20 5.83

from 20.01 to 25 7.00

from 25.01 to 30 8.08

from 30.01 to 35 9.07

from 35.01 to 40 10.00

from 40.01 to 45 10.86

from 45.01 to 50 11.67

from 50.01 to 60 12.00

over 60 On a case-by-case basis

b) From a larger to a smaller pack size/strendtle, unit price shall
increase up to a maximum of 12%:



Reduction in pack size Increase of proportionadgri
upto S 1.32

from 5.01 to 10 2.78

from 10.01 to 15 4.41

from 15.01 to 20 6.25

from 20.01 to 25 8.33

from 25.01 to 30 10.71

from 30.01 and over 12.00

4. As an exception, the forms of single-dose imjblet preparations,
sachets and eye solutions shall be calculated ggeo n case of price
determination of two or more strengths of the sameelicinal product, if
disproportionate prices result, the lowers pricealsen into account. For
different strengths that have been approved foligwicomplete
documentation and in order to be authorised by B@d marketed in at
least 3 EU countries, EOF may suggest its exemgdtiom the above
reductions.

Article 10:
On-patent medicinal products produced in Greece

1. Medicinal products produced in Greece which oanexactly
correspond as to the pharmaco-technical form, tereece medicinal
products authorised and priced in the domestic paeeutical market,
obtain a price which shall be determined on théshafsa cost assessment
that shall include the cost of production and pgokg for each form and
pack size, the cost of Administration-Marketingddtsution as
determined by relevant tables updated every twosyaiad reflecting the
respective average costs in the industry.

2. The following shall not be considered as cosimeints: a) default
interest; b) personal taxes (income tax, etc.)ragt of violations of
applicable provisions; d) third-party commissicarsd other costs not
related to the production or marketing of medicimaducts. In order for
the raw materials cost to be determined, the réisgeecost that results
after the reverse reduction of the applicable @ulteng price of the
reference medicinal product with a similar pharmsehnical form is
taken into account.

3. In case of Greek-patented medicinal productelimrg research on
active substance or pharmaceutical form, for whicbre are clinical



pharmacokinetics trials and a marketing authoonsaby EOF, the cost
assessment shall additionally take into account thkie of new
investment, the cost of research and developmetiiteo@ctive substance
or pharmaceutical form and a valuation of know-how.

4. The maximum net profit margin shall be 8.5% bé ttotal cost
excluding depreciation, interest and third-partyofips (contract
manufacturing).

5. Until the issue of the prices bulletin of July1l2, EOF will collect the
necessary data for the preparation of an updastdnith the specific

products and for the calculation of the prices,agtordance with the
provisions hereof. On the first application of thiscision and thereafter,
a flat price reduction is applied on these medicipeoducts. This

reduction amounts to 0% for products with a repaite less than Euro
5.99, 2.5% for products with a retail price rangingm Euro 6.00 to

11.99 and 5% for products with a retail price ab&weo 12.00. The
medicinal products subjected to the provisionshdf article cannot have
a retail price that exceeds the one of the respecaference medicinal
products. EOF may propose during the filing of theces to the

competent committee of the Ministry of Health, aogterion that

contributes to the due application thereof in refato the relevant, as
well as other provisions of this decision.

Article11
Obligations of pharmaceutical companies
1. After the end of each management period, phaguimal companies
shall be required to file to the Directorate of M@ges and Pharmacies
and the Directorate of Medicines Prices, the follmgyvdata: Within a
period of one month, volume and value data on thales during the
management period under review, within a periodooir months, the
balance sheet and expenditure statement (detaied im summary
form). The submission of the aforementioned datdl fleaa prerequisite
for the consideration of any request for the apakov revision of a price.

2. A cost audit or audit of individual data of coamges shall be carried
out, where necessary, independently from any taotber audit, by
officers of Ministry of Health at the registeredioé of the company; the
latter shall be required to provide auditors withcess to all its
accounting books and records. The competent Serifiae deems it

necessary, may use data from related companiearandther available
data.



3. Companies producing or importing other goodgstajpam medicinal
products, shall keep separate accounts for thearnpdceutical business.
The same obligation shall apply to companies thatufacture or pack
medicinal products on behalf of third parties (caot manufacturing) in
respect of such products.

4. Pharmaceutical industries shall be requiredetepka cost book for the
medicinal products they manufacture or pack. Esthethe cost book

shall reflect, for each form of medicinal produetdetail and by batch,
the quantities and cost of raw materials, additionaterials and packing
materials used, as well as the production/packagmsts of the medicinal
products. Moreover, the cost book shall show themtjties produced and
their value at ex-factory prices. At the end of §war, the General
Industrial Costs corresponding to the production eaich medicinal

product shall be entered. Before its use, the lbosk shall be authorised
by the competent service. Companies which, underGbde on Tax

Books and Records or other legislation, are reduioerecord these data
in a book or in a card-based system shall be exafhfppbm the obligation

to keep a cost book.

5. Pharmaceutical industries, agents/importers, legaters and
pharmacists shall be required to provide to the pmient Service any
relevant information as may be requested by the&i&erin accordance
with the provisions of Article 30 of Legislative Bree 136/1946 (on the
Market Control Code).

6. Pharmaceutical companies shall ensure the auayaof stocks of
their products equal to three (3) months’ supply pmeduct code, based
on the sales of the previous year.

Article12
Submission of supporting documents and deadlinesfor pricing

1. For the purpose of determining the prices of iniedl products for
which a marketing authorisation has been grantedEGf or by the
European Medicines AgencENEA), change of their price may be
requested, for which the relevant application shhé required.
Applications shall be submitted at the competenviSe or emailed to
price_list@eof.grnotified to Directorate of Medicines and Pharmeaf
the Ministry of Health, as well as to the mail askl
farmaka.times@yyka.gov.gr




2. For all medicinal products of foreign origin (mdactured, packed,
iImported abroad), a certificate by the foreign camp authenticated by
the relevant authorities, shall be submitted to ¢bhenpetent Service,
stating the ex-factory price, the wholesale andilreprice of the

medicinal product in its country of origin.

3. In the case of an application for the pricingaafew medicinal product,
the competent Service shall issue a Price Bulletithin 90 days of

receipt of the application, whereas for generic8indays. If the data
supporting the application is inadequate, then #imve deadline
commences from the date the applicant will filedsta provided for. If

the decision results in a price that is signifibadifferent from the price

requested in the application, the Service shatlfyugs pricing decision

to the applicant and the applicant may appeal agéne decision. If the
application for the pricing of a new medicinal puotlis not accompanied
by the respective marketing authorisation, the iegpbn shall be

archived without being processed.

4. In the event of an exceptional number of appbos or in exceptional
circumstances, the period may be extended for ebaumf days. In the
case of an application for an increase in the ptioe provisions of the
respective articles hereof shall apply. The appticahall provide
adequate information including details of thosengsentervening since
the price of the medicinal product was last deteediwhich justify the
price increase requested. In the event of an execeght number of
applications, the period may be extended once fortaer 90 days.

5. A marketing authorisation holder may request dadetion of his

medicinal products from the Price Bulletin, provddiaey can prove that
they have given to EOF a three months’ notice staltinuation of the
marketing of such products. In these cases, theigioos of Articles 5

and 6 hereof shall be taken into account.

6. For the determination of the price of medicinfies which an
authorisation for parallel import has been granbgdEOF, or for the
change of their price, a relevant application sloal required. Such
applications shall be filed to the competent servand emailed to:
price_list@eof.grnotified to Directorate of Medicines and Pharreaaf
the Ministry of Health, as well as to the mail askl
farmaka.times@yyka.gov.grFurthermore, a Solemn Declaration under
Law 1599/86 shall be submitted, stating the prit@uwchase from the
supplier with an official sale invoice for the imped quantity attached
thereto.




Article 13
General provisions

1. The prices of medicinal products shall be deiteeohfor the pack sizes
approved by EOF and the European Medicines AgeBMEQA). Large
(hospital-size) packages may not be sold in parisharmacies.

2. Medicinal products designated by their marketaghorisation as
being “EXCLUSIVELY FOR HOSPITAL USE” shall be reged to
indicate clearly and in a special box on their oygackage and in the
enclosed leaflet the words “FOR HOSPITAL USE ONLY™.

3. The outer package of medicinal products mustatd the retail price.
For the OTC medicinal products, the indicated tgidce is suggestive
and constitutes the maximum retail price.

4. Transport costs for bringing medicinal produttisthe facilities of
regional wholesalers and pharmacies shall be blmynmanufacturers or
importers. Such costs shall be borne by wholesalaespect of products
sold to regional pharmacies. By way of exceptiohpl@salers shall bear
no transport costs for orders not exceeding 10 £imrwgalue.

5. In the event of a price freeze of medicinal picid or of certain

categories of medicinal products imposed by thepmiant authorities of
the Member State, a review shall be carried outeadt one a year, to
ascertain whether the macroeconomic condition#yusiat the freeze be
continued unchanged.

6. In exceptional cases, the marketing authorisdtider can ask for a
deviation of the price freeze, if there are spe®akons justifying it. The
application must include adequate description afséhreasons. The
member states ensure a justified decision is takenevery such

application and that it is notified to the applitanthin 90 days.

7. Manufacturers, packers and importers of medigmaducts shall be
required to withhold a levy in favour of the HellenAssociation of
Pharmacists (0.4%. of the wholesale price) for tkales to pharmacies.
The levy shall be collected and transferred toHb#enic Association of
Pharmacists through the Pension Fund for HealtfeBsmnals (TSAY).
Wholesalers shall respectively withhold the levgnfr pharmacists. For
medicinal products exported by wholesalers, the@moon of the levy
corresponding to exports (and already withheld yarmaceutical



companies) shall be returned to wholesalers bysémee procedure as in
the case of other levies in favour of third partiesder similar
circumstances. This percentage shall fully borne tly purchasing
pharmacies and shall be collected and transfercedhé National
Pharmacy Association by the aforementioned sele@ting parties.
The necessary supporting documents for the reiremest of the
resources are specialised by the resolution oBiberd of Directors of
the Hellenic Association of Pharmacists and willthe same with those
filed to the Tax Authorities for the return of te&ports VAT, based on
the law in force from time to time. The requeststfe reimbursement of
the resource with the necessary supporting docuandrim the
wholesalers will be filed to the Hellenic Assoamatiof Pharmacists not
later than the end of thé"Bnonth from the end of the six-months period
to which they relate. More specifically, for thepexts effected within the
first six-months period of each year, the requestisbe filed not later
than November 30 of the current year, and for stpoes effected within
the second six-months period of the current yéar réquest will be filed
not later than May 31 of the next year. In ordertfe timely nature of
the requests to be decided, for the purposes wibrasing the 0.4%, the
date recorded on the shipping documents will bertakto account as the
starting point, which (shipping documents) prove fthispatch of the
medicinal products from one state to the other. af@ece and
reimbursement of the withheld contributions will eected within six
(6) months from the date the request and the stipgatocuments were
lawfully filed.

Article 14
Authenticity sticker or barcode of medicinal products
1. The requirement to indicate the necessary datdhe authenticity
sticker or barcode shall be without prejudice te tlequirement to
indicate such data on any other parts of the packagccordance with
other provisions.

The Ministerial Decision 57408/14-06-2013 (Gov. €z B’ 1446), is
hereby repealed.

We order that this Decision be published in the @pment Gazette.



