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1. CONTENT OF CODE OF
PROMOTION

Representative office of the JSC "KRKA, pharmaceutical
company, d.d., Novo mesto " in Armenia(hereinafier referred
toas “RO")

1.1. Introduction

This RO ’s Code of Promotion (hereinafter: ‘RO’s
Code of Promotion’ or ‘the Code’) defines
activities relating to promotional and non-
promotional activities carried out by the RO in
marketing of KRKAs medicinal products. In its
marketing activities, RO should comply with the
RA laws and regulations, and with the current
European, international and national codes on
promotion and marketing of medicinal products.
The provisions of this Code will be interpreted
and implemented in accordance with all
applicable rules.

The Code determines requirements regarding RO
marketing activities and promotion of medicinal
products as well as interactions with the
healthcare community (including but not limited
to  healthcare  professionals,  healthcare
organisations, patients, and patient
organisations). RO may also adopt more specific
and detailed internal rules relating to issues
defined in the Code.

By adopting this Code, RO a demonstrates its
comimitment to ethical standards in its marketing
activities relating to medicinal products, and its
commitment to the Company’s core values of
integrity,  transparency, rutual  respect,
collaboration and accountability.

The Code applies to and provides guidance for
RO Krka employees when they promote
products, or give information about prescription-
only medicinal products.

1. COJAEPXXAHUE
HEATEJBHOCTH
HPOABUXEHUWIO TPOAYKINU

IlpencraButenscteo AO “KPKA,
(dapmaleBTHYECKHI 3aB0, I.1., HoBo MecTo”) B
Apmennu (B nanbHeiieM: IIpeacTaBUTENBCTRO)

KOJEKCA
o

1.1.BBegenne

Haunsiit Kooexc IlpencTaBUTenbCTBa 1O NPOOBUIICEHUIO
npooyKyuy (B JlaIBHEeATHEM: «Kooexc
IpencraBurensctBa » win  «Kodexcy) onpenenser
IeATeNBHOCTE, Kacalollylocs BCEX MEPONPHATHH 110
HpPOABIKEHMIO NeKapcTBeHHUX mnpemnapatos  KPKH.
ITpeacTaBUTENBCTBO  JODKHO — NPOBOJMTH  CBOKO
MapKETHHTOBYIO HEATE/NBHOCTE B COOTBETCTBHH C
3aKkoHaMH  PA ¥ DOCTaHOBIECHHAMH, a TaKkKe B

COOTBETCTBHHM C HEHCTBYIONIMMH  eBPOIEHCKUMH,
MEXAYHAPOAHBIMM M HAUMOHAJNBHEIMU IIPABHIAMM I10
NPOABIDKCHUIO M MapKCTHHTY JIEKapCTBEHHBIX
IIpenaparos. TMonoxenus JIAHHOTO Kooexca

OOBACHAIOTCS U BHCAPSIOTCA B COOTBETCTBHHU CO BCEMHU
ﬂEﬁCTBYIOMHMM IIpaBUIaMH.

Kooexkc ycranaBnuBaeT TpebOBaHMsA B OTHOLICHHH
MapKeTHHIoBOiH IesrenbHOCTH lIpencTaBuTenscTBa, |
IPOABMKEHMS JICKAPCTBEHHBIX IIPENapaToB, BKIIOUAs
BOIPOCHI B3aUMOEHCTBUA c MEIUIHHCKIM
coobmiectBoM  (BKMIOWAss, HO HE  OTPAHMUMBAs
CIICLINAJINCTOB 30papOoXpatdcHA, opraxﬂmaunﬁ
3IPABOOXpAHEHMs, TMALUEHTOB). IIpencTaBUTENLCTBO
MOJKET TaKKe MPUHATH GOJIee KOHKPETHEIE M ITOAPOOHEIE
BHYTPEHHHE  T@paBMIa,  KacaloIMECs  BOMPOCOB,
OMNpeneneHHbIX B Kodexce.

[puuaruem pasHoro Kooexca IlpenctaBuTenbCTBO
JIEMOHCTPHPYET MPHBEPKEHHOCTh 3THYECKMM HOpMaM B
CBOEH MApPKETMHIOBOM IEATEIBHOCTH, CBA3AHHOM ¢
JIEKapCTBEHBIMY IIPETIapaTaMu, ¥ CBOIO MPUBEPIKCHHOCTD
OCHOBHBIM LieHHOCTAM IIpencTaBUTENBCTBA TAKMM Kak
LEJI0CTHOCTh, TPAHCTIAPEHTHOCTD, B3aMMHOE YBR)KCHHE,
COTPYAHHUYECTBO H OTBETCTBEHHOCTS.

Kodexc WCIIOAB3yeTCS W CIYXHUT  PYKOBOACTBOM
cotpyauukam IlpencraButensctea B APMEHMH [pH
IIPOABHICCEHI IpeuapatoB HIIA npeaocTaBICHHH

uH(OpMALIIY O JIEKAPCTBEHBIIM [IPEriapaTax.




The principles set forth in the Code are
mandatory.

1.2.Definitions
Frequently used terms refer to the following:

RO Krka refers to Representative Office KRKA,
pharmaceutical company d.d. Novo Mesto in
Armenia

Krka or Company refers to KRKA, tovarna
zdravil, d. d., Novo mesto, its representative
offices, and all its wholly owned subsidiaries.

The Code refers to RO Krka’s Code of
promotion.

Product refers to prescription-and non
prescription medicinal products.

Applicable rules refer to national laws and
regulations, industry codes and guidelines
relating to the promotion of medicinal products
(e.g. RALaw on Medicines etc.) and Krka’s
internal rules (e.g. the Krka’s Code of Conduct,
Rules on fraud prevention, detection and
investigation, etc.). If national laws in Armenia
impose more stringent requirements, RO must
comply with those.

Healthcare professional (HCP) refers to a
natural person who is a doctor, a member of
medical, dental, pharmacy, or nursing
professions, or any other person who may
prescribe, purchase, supply, recommend, or
administer a medicinal product, The definition
‘healthcare professional’ refers to: (i) an official
or employee of a governmental agency, or
another organization that may prescribe,
dispense, purchase or administer medicinal
products (ii) an employee of a pharmaceutical
company whose primary occupation is that of a
practicing healthcare professional. The definition
of a healthcare professional does not refer to an
employee of a pharmaceutical company, a
wholesaler, or a distributor of medicinal
products.

Healthcare organisation (HCO) refers to an
entity (i) that is a healthcare, medical or scientific

[TpaBuna, w3noxenHele B Konekce,  ABISIOTCA

0643aTENbEHLIMY |

1.2 Onpepenenns
Yacrto HCIONBE3YEMBIC TSPMIHBIL:

IIpeacraButenbeTBo 310 [pencrapurensctso AO
“KPKA, ¢papmauestuueckuii 3aBog, 1.14., Hoso Mecto”)
B ApMEHHH

KPKA u 510 (apmanentuueckuii 3aBon KPKA,. n.x.,
Hogso MECTO, ee  3aBHCHMBIE  OOQIEecTrBa H
NPEICTaBUTENBCTBA;

Kooexc osnauaer Kooexe IIpeocmasumenscmsea KPKA
10 NPOOGUIICEHUIO NPOOYKYUU,

IIpenapat o3HavyaeT pelENTypHEIe U 6e3 penenTypHue
MperapaTs;

IMpumeHnMble NpaBHAa O3HAYAIOT HANMOHAIBHBIE
3aKOHBl M IIOCTAHOBJICHHS, OTpAaclEBhIE KONEKCH H
PYKOBOACTBA,  OTHOCAIIMECA K  TPOIBEIKECHHIO
JexapcTBeHHbIX mpemapatoB (T.e. 3akom PA o
Jlexapcteennbix CpencrBax M T.4.)) M BHYTPEHHHE
npasuna kommanun KPKA (t.e. Kodexc nosedenun

komnanuu  KPKA, Ilpaguna  npedymnpedicoenus,
BBIAGNECHUSL U PACCIEO08AHUA MOULEHHUYECmEd, U T.1.).
Ecmn 3aKOHOJATEIIBCTBO Pecny6muxu

ApmenunnpenpsBiuser Oonee KecTkHe TpeGoBaHMH,
[1pencTaBUTENLCTBO AOIDKHA HX COOMIOAATS.

Cneuuanucr  3apaBooxpamenusa (C3) -~ 310
¢usnueckoe MU0, KOTOPOE ABIAETCS BPadoM, APYTHM
MEJHLHHCKHM paGoTHHKOM, paGoTHHKOM
CTOMATOIOTHYECKOMH, tapManeBTHIECKOH Wi
CeCTpUHCKOM chep, win moboe APYroe JIUIO, KOTOPOE
UMeeT T[paB0 HA3HAUaTh, IIOKYIlaTh, IOCTABIIATh,
PEKOMEHAOBATh MM  NPHMEHATH  JICKAPCTBEHHOE
CPENCTBO. Omnpenenenne «CTICIMANINCT
30paBOOXpaHEHHs» O3HadaeT: (i) MOIDKHOCTHOE JHMIO
WM COTPYAHHKA IOCYJapCTBEHHOrO OpraHa M Apyro
OpraHHM3alyK, KOTOPEE MOTYT BBIITHCHIBATh, OTIIYCKATh,
IIOKYIaTh WIK Ha3HAYaTh JIEKapCTBEHHBIE NpenapaTs! (ii)
paGoTHHKA (papMaleBTHYECKO KOMIIaHHH, OCHOBHOM

HACATCIBHOCTBIO KOTOPOTO ABJLICTCA IIpaKTHKa
creHuanucTa 34paBOOXpaHCHHA. OnpeneneHHe
«CIICAaJINCT 3ApaBOOXPaHCHUAY HC 0o3HavdacT

COTpPYJAHMKA (hapMalleBTHYECKOH KOMIHWH, ONTOBHKA
WM ANCTPHOBIOTOPA IEKAPCTBEHHBIX NIPEIapaToB.

Opranamsanus  3apaBooxpaHenns (03) - »ar0
FOPHJIMYECKOE JIHIIO, (1) KOTOpOE SIBAsSETCS MEIHIMHCKUM
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organisation (irrespective of the legal and
organisational form), e.g. a hospital, clinic,
foundation, university, or other teaching
institution or learned society or (ii) through which
one or more healthcare professionals provide

healthcare services. The definition of a healthcare
organisation does not include a wholesaler,
distributor, and similar commercial intermediary.

Patient organisation refers to a not-for-profit
organisation, which is patient-focused and is
mainly composed of patients, and/or caregivers
that represent and/or support the needs of patients
and/or caregivers.

Promotion/Promotional refers to marketing of
prescription-only —medicinal products  that
includes any form of door-to-door information,
canvassing activity, or inducement designed to
promote the prescription, supply,
recommendation, sale, or consumption of
medicinal-only products, in particular:

1. Advertising of medicinal products to
healthcare professionals,

2. Calls of medical representatives on
healthcare professionals,

3. Organisation of professional and
promotional meetings attended by
healthcare professionals,

4, Support and/or sponsorship of scientific
congresses and other professional
meetings for healthcare professionals,

5. Support of healthcare professional
attendance at scientific congresses and
other professional meetings.

Promotional material refers to any material in a
hard copy (brochure, leaflet, mailing etc.) or
electronic form (presentation, video, e-brochure,
e-mailing, etc.) intended for the promotion of a
product(s). The promotional material may
include information about the product, its
therapeutic use, information about clinical
experiences with a product, and comparisons
with other treatment options. It may also include
information about the price and reimbursetment of
the product.

1.3.General principles

1.3.1. The basis of interaction with

healthcare professionals

WIM  HAy4YHBIM  YyupeXzeHueM (HE3aBHCHMO  OT
IOPHUINYECKOH ¥ OpraHM3allUOHHOH  CTPYKTYpBI),
Hanpumep, OOJbHHUIA, KIMHUKA, (OHIBI, YHHBEPCUTET
WK Apyroe yueGHOE 3aBeieHHe MM Hay4HOoe 00LIeCTBO

mim  (1i) dYepe3 KOTOpoe OOMH HIH HECKOJBKO
CTICLIMAIMCTOR 31paBOOXPaHEHHUS OKa3BIBAIOT
MeaunuHckue yeayrn. OrmnpeneneHue «opraHu3alus
3/PAaBOOXPaHEHUI He BKJIIOYACT OIITOBHKA,
JMCTpUOBIOTOPa WM MOZOOHOTO  KOMMEPYECKOro
[IOCPETHUKA.,

Accomlamm HanveHToB O3HAYACT HEKOMMEPUCCKYHO
OpraHu3alMio, OPHECHTHPOBAHHYIO Ha IAlMEHTOB WU B
OCHOBHOM COCTOSIIIYIO M3 MAalMEHTOB M/MAM JIMII,
OCYLIECTBIIIOLIMX ~ YXOX 33  HHMHM,  KOTOpBIE
HPEACTABIIIOT W/WIH TONAECPKHBAIOT IOTPEOHOCTH
HAIMEHTOB /MM JIHLI, OCYIECTBIIONINX YXO/ 32 HUMH.

IIpoaBuKeHIE/pEKIaMa 03Hauaer MapKeTHHT
JIEKAPCTBEHHBIX IPEIapaToB, BKIIOYAOIMi m06yo
GopMy  mpAMOro  NpPENOCTABICHHS  HMH(pOpMaLMH
MEIMIMHCKHMHI MpeCTaBUTEISIMY, NIPOBEACHNE

OIIPOCOB HACEJICHUS WM NOOYXKIECHHE K HA3HAUCHHUIO,
HIOCTABKE, PEKOMEHIALMH, IPONAXKH HIIH HOTPEOIICHMIO
JIEKApCTBEHHBIX MPETIapaToB, a HIMEHHO:

1. pexnmamMa JIEKapCTBEHHALIX MPEMAparoB  IUIs
CIICIMATUCTOB 3/ipaBOOXpaHeHHs,
2. BHU3UTH MEIMIMHCKHMX TPEACTaBHUTENEH K

CIIEHUANNCTaM 3APaBOOXPAHEHN,
3. opraHM3ais NpoQecCHOBANbHEIX U PEKIAMHBIX

MEPONPHUSATHH €  YYacTHEM  CIELMAUCTOB
3[paBOOXpaHeHHs,
4. mpenocTaBlIEHUE TIOANEPIKKI wunu

CIIOHCOPCTBO HAYYHBIX KOHIPECCOB M JPYTHX
npodeCCHOHANBHBIX MEPONPUATHE C ydacTHeM
CIIEIMATIMCTOB 3IPaBOOXPAaHEHUs,

5. popaepikka yJacTus CIICHANICTOB
g,q'panooxpanenpm B HAYUHEIX KOHIpeccax U B
IpyTux mpodeccHoHanbHEIX MEPOIPUATHSIX.

Pexnamuplii MaTepuan moboil MarepHal B NeYaTHOH
dopme (Gpourtopa, JUCTOBKA, pacchUlKa W T.1.) WIH
37eKTpOHHOM dopMe (peseHTanus, BuIE0, e-Opoopa,
e-pacCchUIKa M T.J.),  HpeIHasHaYeHHBIA Ui
IPOABYIKEHUS IPOYKIMHU. PexnaMHBIH MaTepHa MOXeT
Baouath  mHGOpMAmMIO O  Ipenapare,  ero
TEpaneBTUYECKOM MPHMEHEHUHM W €ro KIMHUYECKOM
OIbITE, 4 TAKXXE CPaBHEHWs C APYTMMH cCHocobamu
AedeHns.  Marepuam  TaKKE ~ MOXET  BKIOYATh
HH(pOPMALHIO O LIEHE ¥ BO3MEILEHHH Iperiapara.

1.3 O0mme NpUHUMIIBI

1.3.1 OcHoest 63aUMOOCUCHIGUA KOMRANUU

CO creyuaiucmamii 3()paaooxpaneu us




In accordance with Krka’s mission, ‘Living a
healthy life’ RO’s relationship with healthcare
professionals is intended to benefit patients, to
advance the practice of medicine and promote
dissemination of the medical knowledge and
experience. Interactions are focused on
promoting to and informing healthcare
professionals about therapeutic areas, products,
features, indications providing scientific and
educational information.

RO provides healthcare professionals with the
latest up-to-date  scientific medical and
pharmaceutical knowledge and with up-to-date
objective information on products and treatment
options and supports any such efforts and
activities of healthcare society thus giving
healthcare professionals an adequate basis for
confident decisions about the best treatment
options which are in favour of and to the benefit
of the patients.

Nothing may be offered or provided in a manner
or under condition that would influence a
healthcare professional’s independent decisions
inappropriately. No financial benefit or benefit-
in-kind must be offered or provided (even if
asked for) to a healthcare professional in
exchange for prescribing, recommending,
purchasing, supplying or administering products,
or for a commitment to continue to do so.

1.3.2. Appropriate use

Promotion should encourage an appropriate use
of products by presenting them objectively,
without exaggerating their properties, and in
accordance with the approved national Summary
of Product Characteristics (SmPC). In order to
achieve this, RO’s medical representatives only
use  approved  up-to-date  standardised
promotional materials for the products and
therapeutic areas they promote, Additionally,
they can also present Summary of Products
Characteristic (SmPC) for all products in
promotion (mandatory if requested by a
healthcare professional).

1.4.Standards of promotion

RO maintains ethical standards in promotion at
all times. Promotion must be objective and
balanced., Promotion must never bring discredit

B cootsercTBuu ¢ muccued komnanuu KPKA «Bo ums
3I0pOBOTO obpasa JKHU3HN»,B3aUMOICHCTBIE
IpencraBuTenLCTBA co CHICLUAIUCTAMH
3/[paBOOXpaHEHHs JOMKHO OBITh HANpPaBICHO Ha
IpYHECEHHE MONb3bl MAlMEHTaM, COBCPLICHCTBOBaHWUE
MeIUIMHCKOH MIPaKTUKH u CTUMYJIAPOBAHHE
paclpocTpaHeHus MEIMIUWHCKMX 3HaHMA W OIBITa.
B3auMofeHCTBME  HalpaBl€eHO Ha  NPOIBHXCHHE
IpenapaToB H 03HAKOMJICHHE CHEHaIHCTOB
30paBOOXPAHEHMUA C TEPATleBTHUYECKMMH TIPYIIaMH,
JIEKapCTBEHHBIMM  HpenapaTtamd,  CBOMCTBaMH  H
ITOKa3aHNAMH MOCPEACTBOM NpEea0CTABJICHNA
uHGOpMALMM HAYYHOTO H  Y4eOHOro XapaxTepa.
[MpencraButenscTBO  00ECNEUMBACT  CHELHAIMCTOB
3PaBOOXpaHEHNUA aKTyalbHBIMU Hay4HBEIMU
METULUHCKMME M (PapMaleBTHYECKUMH 3HAHHAMM H
aKTyaJpHOM 00beKTHBHOH MH(pOpManMeH o mpenapaTax
H crnocofax JIEYeHHd, U TONNCPIKHBAET JOOBIE TaKue
YCWIMS M AKTHBHOCTH MEHMIIMHCKOTO COOOIIECTBA,
TPeNOCTaBIIAL CHELHAINUCTAM 3PaBOOXPaHEHUS
COOTBETCTBYIOIUME JAaHHBIE [UIS NMPHHATHA PEICHHA 00
ONTHMAIBHOM criocobe neyeHNs MalueHTOoB.

Huuero He cnexyeT mpemaraTs HIH IPEJOCTaBIIATh
TaKHM 00pa3soM WM IIPH TaKOM YCJIOBHH, YTO MOTJIO OBl
UMETH BJIMAHUE HA HE3aBUCHMOE PELIEHHE CTIEIHalHCTa
3apaBooxpanenus. He momyckaerca npenjarats Win
opeAOCTaABIIATE (p,'ax(e B ciry4ac 3anpoca) CrieimaaducTamM
3JpaBOOXpaHeHHs (PHHAHCOBYIO BEINOAY HIIH
BO3HArpaXkaeHue B 060 hopme 3a HA3HAUCHHE,
PEKOMEHZALMIO, TIOKYINKY, [I0OCTaBKY MK IPUMEHEHHE
TIPenapaToB WK 3a 00CIaHye MPOHOIDKATh AeaTh 3T0
U B Oynymiem.

1.3.2 Haoneoxcauee npumererue
IMpoxsmKeHne XOJDKHO CIIOCOOCTBOBATh HaAJIEKAIIEMY
HIPHUMECHCHHIO JIEKaPCTBCHHBIX IIPCIIAPaTOB IIOCPEACTBOM
O00bEKTHBHOIO TIIPEACTABICHHA MAAHHBIX O HuX 0Oe3
NpPEYBENMYEHUsT HMX CBOHCTB M B COOTBETCTBHH C
yreepkaeHHolt  UHcTpykumel 1o MEAMIMHCKOMY
NPUMEHEHHIO JIEKApCTBEHHOIO IIperapara. TOOHI
JOCTHYE  BTOr0,  MEIUIIMHCKHE  HPEACTABHUTENH
[pencTaBUTENBCTBA HCIIONB3YIOT TOJBKO OIOOPEHHEIE
ITOCICAHHE CTAaHAAPTH3INUPOBAHHBIC PEeKIaMHBIC
MaTepuanbl JUIS  [OPOJBUFAEMBIX  IMpEnapaTtoB H
TepaneBTHYECKUX rpymi. J{ONONHUTENBHO, OHH MOTYT
TaKXKe MPENOCTaBIATh MHCTPYKIMIO 10 MEAUIUHCKOMY

NPUMEHEHHIO [0  IPOABUTaeMBIM  IpenapaTtam
(o6s3aTensHO o 3arpocy CIIEIHAIICTa
30paBOOXPAHEHHS).

1.4 CrangapThl NPOABMKEH!S NIPENapaToB

IIpencraBUTEaBCTBO COONIONAET DTHUECKHE CTaHIAPTHI
Ha BCEX Jrariax TIPOOBHIKCHHA NpenapaTos.
Ilponsmxkense  OMDKHO  ObITh  OOBEKTHMBHBIM U
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upon, or reduce confidence in the RO and in the
pharmaceutical industry in general. Promotion
must always recognise special nature of products
and the professional standing of the recipient(s).
Promotion must never be done in a way likely to
cause offence.

1.5. Transparency of promotion
RO does not do any form of disguised promotion.

The RO recoghizes the importance of
transparency in relations and interactions
between the RO and the healthcare community.
Accordingly, Krka discloses value transfers to
healtheare professionals, healthecare
organisations, and patient organisations in
accordance with the adopted standards.

1.6. Products

1.6.1. Promoted products

Only products with granted marketing
authorisations can be promoted. Products are
promoted only within the scope of approved
indications and other particulars listed in the
approved Summary of Product Characteristics.

Rational use of products is promoted by
presenting the products objectively and without
exaggerating their properties.

1.7. Audience

1.7.1. Healthcare professionals

Promotion of products is aimed at healthcare
professionals only. Any data on healthcare
professionals acquired during promotional
activities are handled in accordance with
applicable rules relating to personal data
protection. Mailings, e-mails or other messages
as part of promotional activities can be sent only
to recipients who have given their prior consent
or upon their request. Recipients can at any tiine
withdraw their consent, and they will be
immediately withdrawn from all the mailing lists

cOanagcupoBaHHbIM. [IpoABIKEHIE HUKOTIA HE IOTDKHO
IMCKPEIUTHPOBATE MM CHIDKATh YPOBEHb IOBEPUS K
[MpeacTaBUTEABLCTBY " (hapmaneBTHIecKoi
IPOMBIIUIEHHOCTH B LIeJIoM. B npouecce npoaBMiKeH s
BCerma CleAyeT  YyuMThIBaTH  OCOOBIH  XapakTep
npenapatoB ¥ Npo(ECcCHOHANBHOE  IMOJIOKEHHE
nonyuatrens(e#t). [IponBmkeHne HHMKOrZA HE TOJDKHO
[PHBOJHUTH K IPHYHHECHHIO BPEIA.

1.5 TpaHcnapeHTHOCTb NPOABHKEHHUS

Hesrtensnocts [IpeacTaBUTENsCTBA 10 TPOABHKEHUIO
HE ZI0JDKHA OBITH CKPBITOM.

IpencrasurenscTBo  [IpeAcTaBUTENBCTBO  OCO3HAET
BRKHOCTh TPAHCIAPEHTHOCTH B  OTHOIUEHHAX H
p3auMoZeHcTBuAX Mexay IIpencTaBHTENLCTBOM — H
MeaummECcKEM coobiectsoM. C yuetom atoro, KRKA
IlpesCTaBUTENLECTBO TOTOBA PACKPHITh MHPOPMALHIO O
mepenaye EHHOCTEH CrielHanucTaM 34paBoOXPaHEHH,

OopraHm3amuaM  3ApaBOOXpaHEHHs M acConxalMiAM
IagMEcHTOB B COOTBCTCTBHH C NPUMEHUMBIMH
crTanaapTamMmu.

1.6 JlekapcTBeHHbIE pENapaThl

1.6.111Ipoosuzaemste hpenapamst

[pOABMKXEHUIO MOUIENKAT TOJIBKO 3apPErHCTPUPOBAHHBIC
JIeKapCTBEHHbIE Npenapathl. JIeKapCcTBEHHbIE NPENapaThl
NPOJBUTAIOTCA TONBKO B  paMKaX YTBEPIKACHHBIX
IOKa3aHMM K TPUMEHEHHI0 M JPYTHX OCOOEHHOCTEH,
[EPEYNCIICHHEIX B YTBEpXKACHHOH HMHCTpyKImu 110

MEIUIMHCKOMY [IPUMEHEHHIO JIeKapCTBEHHOTO
mperapara.
Panmonansnoe TpUMEHEHUE JIEKApCTBEHHBIX
IpenapaTos NPOABHIAETCS MOCPEACTBOM 0OBEKTHBHOIO
NPEACTABNEHMS JAHHBIX, HE MpEyBEJIM4uBas —MX
0coOEHHOCTH.

1.7 LeneBas ayauropus

1.7.1 Cneyuanucmot 30pa6o0XpaneHus

[TpoasMxeHUE TEKAPCTBEHHBIX NPENApaTOB HANPABICHO
TONBKO Ha CIELHAIMCTOB 3ApaBooxpaHeHus. Jlrobsie
JaHHEIE 0 CIEIHANTHCTAX 3PaBOOXPAHEHHS,
HOJlyueHHBle B XOHE IPOABKXKEHMs DPenapatos,
pacCcMaTPHBAIOTC B COOTBETCTBHU C IPUMEHMMBIMU
NpaBUIaMH, KacaloUIMMHCS 3allUThl [IEPCOHANBHBIX
NaHHBIX. PacCHUIKH, DJJIEKTPOHHBIE COOOLIEHMS WM
mo6ele  gpyrue  cooOmieHuss Kak ~ MHCTPYMEHTBI
IIPOABHIKEHNS NPEIIaparos, HaIIpapJsAOTCA TOJIBKO TEM
HOJIy4aTeNAM, KOTOPbIE IPEABAPUTENBHO Al corjiacue
Ha TOJyYeHHE TAKUX cOOOIIEHMH MM IO MX 3ampocy.




of the RO. Their respective personal data (e-mail
addresses, mobile phone numbers) will be
deleted.

Attendance of healthcare professionals at
scientific congresses and other professional
events organised by a third party can be supported
only upon a prior request of a healthcare
professional for such support.

1.7.2.  General public or patients

In accordance with our mission ‘Living a healthy
life’ RO can support educational programmes
conducted to satisfy increasing demands of the
community for scientific information and
increase  public  knowledge  concerning
healthcare, prevention of diseases, signs and
symptoms of diseases, and available methods of
treatment. Such activities and programmes are
designed and implemented in accordance with
the highest standards, and support the role of
healthcare givers. Information for the common
public can be very general, about a certain
disease. It must be objective, not misleading, and
void of any elements of product promotion.
Within the scope of such communication, the RO
may provide the common public or patients with
general leaflets and brochures containing
information on diseases, treatment and health.
The information presented in brochures is non-
promotional and no names of products are given.

When individual members of the common public
(patients) address requests for-advice on personal
medical matters to the RO, the enquirer is advised
to consult a healthcare professional. The RO only
offers information about its products and the
proper use of its products.

1.8. Promotional materials

Promotional materials, including their content
and graphics, are prepared in such a manner that
they do not induce ambiguity about the product,

[lonyuatenmn Moryr B Joboe BpeMs OTO3Barb CBOE
coryjacue Ha z(anbﬂefzimee MOJIYUYEHNE COOG]IICHPIﬁ 1 OHH
6YﬂYT HEMEQJIEHHO MCKIIOUYCHBI M3 CIHICKA IIOCTOAHHBIX
anpecaroB IlpencrapurenscTa. MX COOTBETCTBYHOIHG
TIIEpCOHANBHBIE JaHHBIE (ajipeca 3JIEKTPOHHOM IOYTEHL
HOMepa Tene(oHOB) OyAyT yHaaeHsl.

[Moxnepikka y4acTds CELHAINCTOB 3APaBOOXPAHCHNS B
Hay4HBIX KOHIpeccax M JPYrux NpodeCCHOHANBHBIX
MEPOTIPHUATHSX, OPTaHW3yeMBIX TpPeThell CTOPOHOH,
MOMeET 0OECIIEIUBATRECS TOMABKO 10 MPEABAapHTEIBEHOMY
3anpocy CHELHaNUCTa 31PABOOXPAHEHHUS.

1.7.2  ObwecmeeHHocms Wil RAYUEHMbL

B cootBercTBuM ¢ Hamed Muccuer «Bo MM 340pOBOTO
o6paza K3HI», [IpeIcTaBuTeNbCTBO MOXET
obecrieunBaTh HOAJCPKKY  PasiMUHBIX  NPOrpamm
o0ydJeHHsl, TNPOBOAMMEIX C ILENBI0 YIAOBICTBOPCHHUA

pactyumieit morpebHocTH  ofmiecTBa B HAYYHOH
uHGOpPMALMX W TIOBBILIEHHA  OCBEJOMJIEHHOCTH
obmectsa O  3[paBOOXPAaHEHHH, IPOQHIAKTHKE

3a60JIeBanMii, IPU3HAKaX ¥ CUMITOMaXx 3a00eBaHui 1 O
JOCTYIHBIX METONAaX JICYCHHs. TaKue aKTUBHOCTH H

NporpaMMBl  OPTaHM3YIOTCI M TPOBOAATCA B
COOTBETCTBHHM C  BBICOKHMM  CTaHZapTaMH M
HO[AEPXKUBAIOT  BAKHYI0  POJb  CIIELHAIHMCTOB
sapaBooxpanenus. VHbopmanms, INpexacrasiieMas

INPOKOH OOLICCTBEHHOCTH, MOMET HOCHTH oO0mui
xapakrtep, Hampumep HH(popManus o6 OIpenencHHOM
3a00/IeBAHMH, TIO3TOMY OHA JOJDKHA OBITH OOBEKTHBHOH
M HE JOJDKHA BBOAWTH B 3a0iyXICHUE MIM COIEPXKaTh
060l 3JIEMEHT NPOJBIDKEHMS NpenapaToB. B pamkax
TaKOH KOMMYyHHUKanuH, IIpefcTaBMTENBCTBO  MOMKET
[PEIOCTABATh  MIMPOKOH  OOUIECTBEHHOCTH MM
MauMeHTaM JWCTOBKM M OpOIIOpHl  HEPEKIAMHOIO
XapakTepa, coaepxKalue HHGopMalHio o 3a60JeBaHNsAX,
crioco0ax JeuyeHHs U 300poBke, Bea uHbopmarws,
NpeAcTaBlIeHHas B OpONIOpax, HE HMMEET PEKIaMHOIO
XapakTepa M HE CONEPXMT Ha3BaHMA JIEKapCTBEHHBIX
IIPerapaTos.

B ciiyuae 3anpocoB, MOCTYIAIOMMX OT OOIECTBEHHOCTH

(nanuenToB) B aapec IIpencTaBUTENbCTBO IO JIMYHBIM
MEAMIMHCKMM  BOIPOCAM, Ja€TCs  PEKOMEHAAIN
MPOKOHCYIBTHPOBATECS co CIEeLHATHCTOM

3npaBooxpaneHus. [IpencTaBUTENBCTBO HPEOCTABISET
TOMBKO HMHGOPMALMI0O O CBOMX IMIpenaparax H HX
MPABHJIBHOM IPHMEHECHHH,

1.8 Pexnamubie MaTepHaJbl

PexnaMHBIC MaTepHalbl, BKJIIOYas HX COACpKaHME H
r pa(bnqecmde BJIEMCHTBI, QOJIXKHBI OBITE TIOATOTOBJICHBI
TakuM _ 00pasoM, uro0Bl  He COIep’XKaTh HHKAKHX

7




the marketing authorisation holder or producer,
and do not imitate elements used by other
companies. On all products or other promotional
materials, the Company title must be presented as
a clearly visible Company logo or a Company
banner. In addition to the Company title, all
promotional materials must also contain a
complete contact address of RO

Promotional materials relating to products and
their uses and therapeutic areas must be prepared
in accordance with the current SmPC and
compliant with all applicable rules.

1.8.1. Declarations and substantiation of
promotion

Information,  declarations and  graphic
representations must be accurate, balanced, fair,
objective and sufficiently complete to enable the
recipients to form their own opinion of the
therapeutic value of the product concerned. They
must not mislead by distortion, exaggeration,
undue emphasis, omission, or in any other way.
They must be based on an up-to-date evaluation
of all relevant evidence from medical and
scientific literature. Unsubstantiated superlatives,
declarations like ‘product causes no adverse
reactions/toxic  hazards’ or  ‘risks  of
addiction/dependency’ must not be used. The
term ‘new’ must not be used longer than for 12
months since the product was launched on a
particular market.

Quotations from medical and scientific literature
or from personal communications must be
faithfully reproduced (except where adaptation or
modification is required in order to comply with
any other applicable rules, in which case it must
be clearly stated that the quotation has been
adapted and/or modified) and the precise sources
identified.

References to the literature used in promotion
must be clearly stated. RO will provide
corresponding literature or unpublished data
(‘Data on file’) if so permitted by national
legislation, whenever required from healthcare
professionals, promptly upon request, otherwise

HEACHOCTEH O mpemnapare, BlaesibLe PErHCTPaHoOHHOTO
YAOCTOBEPEHUS MM MPOM3BOAMTENE, U HE JOIDKHEI
IOBTOPSTh  OJIEMEHTOB,  HCIIONB3YyEMBIX  IPYrHMH
IpyruMu Kommasusmu. Ha npomykumm wuiam Ha Bcex
peknaMHbIX MaTepuanax, HaspanneKPKH, nomxro ObITh
YEeTKO IpPEeACTaBIeHO TOoBapHBIM 3HakoM. Hapagy c
na3zBanueMKPKI, Bce pexnamsble MaTepHaabl JOJDKHEI
TaKKe CONEp)KaTh IONHBIM  KOHTAKTHBIA  a;pec
IMpencraButenscTBa.

PexnaMHsle MaTepuaibl, COAEpKaIMe HHPOPMALHUIO O
npenaparax, HX HPUMEHEHHH H TEPaneBTHYECKHX
IpyInax, JOMKHEI OBITE MOATOTOBIECHE! B COOTBETCTBHU
¢ pAedicTBYIOmEH WHCTPYKUMENl 10 MEIUIUHCKOMY
IIPHUMECHEHHIO JICKAPCTBEHHOI'O Mpernapara M OTBEYAroT
TpeOoBaHMAM AEHCTBYIOIIMX IPaBHIL.

1.8.1 Ymeepscoenun u obocrosanue
npoogudcenun
Hudopmanus, 00BABNEHHS 7} rpaduyeckue

H300paxXeHNs HOJDKHEI OBITH TOYHBIMM, B3BEIICHHBIMH,
OOBEKTUBHBIMUA M JOCTATOYHO TIOJHEIMM, YTOOBI V HX
anpecara Morio copmupoBaThcs cOGCTBEHHOE MHEHHE
O  TEpameBTHYECKOil  LEHHOCTH  JIEKapCTBEHHOIO
npenapara, 0 KOTOpoM HAST pedb. OHHM HE QOIKHBI
BBOAMTh B  3a0dyXKIOeHHe  MyTeM  HCKaKeHH,
HpeyBENNYUCHHUS, Ype3MEPHOTO HOAMEPKHUBAHKS,
ynaienus u/unu moboro apyroro criocoba. OHM HOKHBI
OBITH OCHOBAHEI HA TIOCIEAHEH OLIEHKE BCEX aKTYabHBIX
JIOKa3aTeIbCTB U3 MEAHITMHCKON H HAYYHOH IUTEepaTyphl.
Heo60cHOBaHHEIE TIPEYBENMYEHUS M 3asBJICHHS Takue
KaK «IpUeM Ipenapata HE BBI3BIBACT HEKENATENbHBIX
PEaKIUi/TOKCUIHOCTH HIH «PUCK  pasBUTHS
3aBHCHMOCTH» HENb3sS HCIIONB30BaTh., FICMONB30BaHUE
cj0Ba KHOBBII B OTIpeIeJIeHHOM cTpase

OrpaHHYMBAETCS CPOKOM B JBEHAALATh MECALEB C
MOMEHTA JIOHYA IIpETiapaTa Ha OTAC/IbHBIA PhIHOK.
IInTaTe! N3 MEUITMHCKOM ¥ HAYYHON JIUTEPATyphl HIIH U3
JAMYHOM KOMMYHHKAIIMH JO/DKHBI HCIOJB30BATLCA TOYHO
(3a uCKIIIOYEHMEM CITydJaeB, Koraa Tpebyercs ajantauus
uig  Mogudukauus AAs TOro, 4ToOBl TPUBECTH B
COOTBETCTBHE C IPYTHMH TIPHMEHNMBIMH IIPABUIaAMH - B
TAKOM CJly4ae CIAEAyeT YETKO yKasaTh, 4TO IuTaTa 6biia
aflaNTUPOBaHa W/ WIM MOAU(HUMPOBAHA), C CCHUIKOW Ha
MCTOYHUK JAHHBIX.

CchUIKM Ha HCHOONB3yeMYylo JMTEeparypy Ciemyer
MPaBUIBHO oopMnATE. IIpescTaBUTENBCTBO
NPEOCTABISET COOTBETCTBYIOILYIO JIUTEPATYpy WM
HeonyOnukoBaHHble AaHHbIe ([{aHHBIE M3 apxuBa) B
COOTBETCTBMH C HALMOHANBHBIM 3aKOHOLATENBCTBOM,
KOrjia OH¥ TpeOyYIOTCS CHEHaNnucTaM 3IpaBOOXPaHeHus,

only data from SmPC are used. no rmepBoMy TpebOBaHMIO, B  APYromM  Clydae
HCIOJIB3YIOTCS  TOJIBKO  [aHHBIC HMHCTPYKUHMH [0
MEXULHHCKOMY [IPUMEHEHHUIO JIEKapCTBEHHOTO
nperapara.




1.8.2. Comparisons with other products

If comparisons with other products are made in
promotion, such comparisons must be based on
relevant data and in accordance with SmPCs of
all the products mentioned. When comparative
data are used, they must be factual, objective and
justifiable with reference to their source. For
comparisons, only relevant, substantial and
verifiable aspects are used. Comparisons must be
presented without distortion of data and so that
they are not misleading

1.8.3.  Approval of promotional materials

Promotional materials are verified and approved
on a country level by country management in
accordance with internal RO procedures, which
are designed to ensure that all promotional
materials comply with the applicable rules as well
as with the current Summary of Product
Characteristics. Individual medical
representatives cannot prepare their own
promotional materials and all promotional
materials are prepared by competent departments
in accordance with internal RO procedures.

1.8.4 Informational or educational
materials, items of medical utility and
inexpensive gifts

No informational or educational material, item of
medical utility, inexpensive gift, or benefit in-
kind may be supplied, offered or promised to a
healthcare professional as an inducement to
recommend, prescribe, purchase, supply, sell or
administer a prescription-only medicinal product.
Informational or educational materials, items of
medical utility, pecuniary advantages, or benefits
in-kind may be offered and/or supplied to
healthcare professionals to whom the products
are promoted only if they are of symbolic value
(inexpensive), relevant to the practice of
medicine, and if this is in accordance with laws
in RA.

1.8.2 Cpasnenue c Opyzumu JeKAPCHIGEHHbIMU
npenapamamu

Ecnv npy NPOINBIKEHHM IIPENapaToB HCIONIB3YIOTCS
CpaBHEHVS C APYTHMH JIEKapCTBEHHBIMHU IpenapaTramy,
5TH  CpaBHEHHS  JO/DKHBI  OCHOBBIBATECS ~ HA
OTpENENeHHbIX JAaHHBIX H B COOTBEICTBHM €
WHCTPYKIMSAME [0 MEXULIMHCKOMY NPHMEHEHHIO BCEX
YIIOMAHYTBIX IIpenaparoB. HUcnonb3yeMele
CPaBHHTENBHEIE JAaHHBIC TOJDKHBI OBITH OCHOBAaHBI HA
(hakTax W 3aKOHAX, OHU JIODKHEI OBITh 0OBEKTHBHBIMH CO
CCRIIKOM Ha MCTOYHUK JaHHEBIX. {7 cpaBHEHMS CIEAyeT
HCIIOJIB30BaTh TOJNBKO AaKTyallbHBIE, CYILECTBCHHBIE
ACIIEeKTHl, KOTOpPHIC MOXHO NPOBEpUTh. Pe3ymsTarhl
CpaBHEHHsS CJEIyeT NpPEACTaBUTh 0€3 HCKaKECHHs
JaHHBIX W TakuMm oO0pa3oM, uToObl OHH HE BBEIH B
3a0Iy>KCHHE.

1.8.3  Ymeepaicoenue peknamuplx Mamepuanoe
PexyiaMHBIe MaTepHANbl IPOBEPAIOTCS ¥ YTBEPKIAIOTCA
PYKOBOAHTENSMK Ha YPOBHE CTPaHBI B COOTBETCTBHMH C
BHYTPCHHUMHU IpaBuiIamMHy IIpencTaBuTensCTBa KOTOPHIE
NpeAHA3HA4YeHBl JIg  TOro, 9To6el  obecnedynTs
COOTBETCTBHE BCEX PEKIaMHEIX MaTepHanIoB
HIPUMEHNMBIM IpaBIiIaM 1 AcHCTBYOmMUM MHCTpyKI#aIM
0O MEIUIMHCKOMY IPHUMEHEHHIO JIEKApCTBEHHBIX
npermapaToB. METUIHMHCKHM — IPEACTaBUTENIM  He
paspemiacTcs CaMOCTOSTENBHO TIOTOBHUTH pEKIaMHBIE
MaTepuanbl, TAaK KaK BCE pEKIAMHBIE MAaTCPHAIIBI
NOATOTOBICHB  KOMIIETEHTHBIMH  ciyxbamu B
COOTBETCTBHH c BHYTPEHHHMH IpaBUJIaAMH
IIpencrarurenscTBa.

1.8.4 WudopManuoHHbIE WIH y4eOHbIe
MaTepUalbl, NpPeAMETbl MEIHHUHCKOIO
HA3HAYEHUS W MOJAPKH HE3HAYUTEIbHOI
CTOMMOCTH

Hrdopmanronnble WK yaeOHbIC MATEPHANLL, TIPEIAMEThI
MEIULUMHCKOr0 HA3HA4YeHHs, MOJAapKH HEe3HAUHUTEIHHOH
CTOMMOCTH MJIM BO3HATpaXKAEHH B M000H hopMe HeNlb3s
IPENOCTaBIATb, npensarath HIH obemars
CHELHaIMCTaM  3[paBOOXPAaHEHHs B KayecTse
noOy>KAeHHa K PeKOMEHHAAIHH, Ha3HA4YEHHIO, MOKYIIKE,
[OCTAaBKe, NPOJAKE WIM NPHMEHEHHIO PELENTYPHOTO
JeKapCTBEHHOTO Inpenapara. HHpopManuoHHbIE WIH
yueOHBIE  MaTepHaibl, [PEAMETHl  MEIUIHHCKOTO
Ha3HAYEHMs,  JEHEXKHBIE  BO3HATPAXICHUS WM
BO3HArpax<IeHus B mobol (opme MOXHO INpeanaratsh
H/WIN TIPeNOCTaBIIATh CIIELHANICTaM 3paBOOXPaHEHNS,
Ha KOTOPHIX HANpPAaBJICHO NPOJBIKECHHE, HO TOIBKO €CIIH
OHM HMEIOT CHMBOJIHYECKYI0 LEHHOCTH (HE HMEIOT
OonplION  MaTepHalbHOM  IIEHHOCTH), M HMEKT




Informational or educational materials, items of
medical utility, and inexpensive gifts can bear
only the name and logo of the Company and the
name of a product and/or its international non-
proprietary name or brand name. The purpose of
the materials is to remind HCPs about the
products (the so-called brand reminders).

1.9.Marketing staff

1.9.1 Education

The RO medical representatives, including the
representatives engaged under a contract with a
third party, who call on healthcare professionals
in connection with the promotion of the
Company’s products, must be properly trained
and have sufficient scientific knowledge to be
able to provide accurate and complete
information about the products they promote.
This is ensured by a regular periodic training
system for all medical representatives who are
trained about the applicable rules.

1.9.2 Individual calls

Medical representatives must work in a
professional, responsible and ethical manner. At
each call, they must provide healthcare
professionals with a Summary of Product
Characteristics, or they must at least have it
available upon request for each product that they
present. Medical representatives should ensure
that the frequency, timing and duration of calls to
healthcare professionals, together with the
manner in which they are made, do not cause any
inconvenience. Medical representatives must not
use any inducement or deception to gain a call.
On a call, or when seeking an appointment for a
call, medical representatives must, from the
outset, take reasonable steps to ensure that they
do not mislead as to their identity or that of the
company they represent.

OTHOIICHHE K MENWLHHCKOH TIpaKkTHKe, H €CIH 3TO B
COOTBETCTBHHM C 3aKOHamMu PA.

Hupopmanuonssie wiK yueOHbIE MaTEPUAbl, IPEAMEThI
MEANLHHCKOTO HAa3HA4YeHWs] W TMOJapKH Hebompmoil
CTOMMOCTH MOTYT COICp)KAaTh TOJBKO HA3BaHHE H
TOBApHBIM 3HAK KOMIAHHH M Ha3BaHHE IIpenapara u/win
€ro MeXIyHapomHOE HelareHTOBaHHOE Ha3BaHue. Llens
MaTepUaioB - 3TO HAIOMHHAHME  CIHELHATUCTaM
30paBOOXPaHCHUA O IHpenapare (T.H. HanmoMHHaHUE O
6penne).

1.9 CoTpyaHuku MapKeTHHIa

1.9.1 Oéyuenue

Memunuackue npexacraBuTenn IIpenctaBUTENBCTBA,
BKJIIOYAS MpPEACTaBUTENEH, paboTaloIMX B pamkax
KOHTpaKTa ¢ TPETBUM JIHIOM, ¥ B3aUMOJIEHCTBYIOINX
CIEIMAIIMCTOR  3APABOOXpAaHEHMs B CBA3M  C
TIPO/IBIKEHHEM NIpernapaToB KoManuy , OIDKHEL UMETh
JOCTATOYHYIO TOATOTOBKY M 001anaTh HEOOXOANMBIMM
HAYYHBIMH 3HAHHMSAMH, YTOOBI IIPEJOCTABILITE TOUHYIO U
MOJIHY10 HHGOPMALMIO O IPOABHIaCMbIX JICKAPCTBCHHBIX
npemnaparax. 10 00€CIeYHBAETCA C NOMOLIBI0 CHCTEMBI
PETYILIPHOTO o0yuenus BCEX MEIMIIFHCKIX
npeacTaBuTeNel, KOTOpBIE TIPOXOMAT TPECHUHTH B
o0JtacTi BCEX IMPUMEHUMBIX TIPABHIL.

1.9.2 HHOueuoyanvuble GU3UNIbL
oucmanyuoHHsie)

(uynsie u

MeauILMHECKHE TIPEACTaBUTENM OOJDKHEL  BBINOJIHITH
cBOI0 pabory mnpodecCHOHANBHO, OTBETCTBCHHO WM
STHUYIHO. Ha K&K 0OM BH3UTE OHH NOJDKHBI HpeL‘[OCTaBI/ITL
UHCTPYKUMIO [0  MEAMUMHCKOMY  NPUMCHEHHIO
JIEKApCTBEHHOro Mpenapara II0 3alpocy CHenHaicTa
3ApaBOOXPAHEHNs MIH XOTA OBl MMETh €¢ B HaIWYHH,
NPENOCTABILITS BCIO HEOOXOmMMYyH0 Uil  Kaxzoro
OpOIBHraeMOro  MMH  mpemapara.  MenuuuHckye
TpPENCTABUTENHN NOIDKHBI 1103a60THTECA O TOM, YTOOBI
YacToTa, BpeMs IPOBEACHHA W INPOAOIKUTCIBHOCTH
BU3HTOB K CHELMAlMCTy 3IPaBOOXpaHEHMs, a TakxKe
MaHepa IIPOBEICHHS BU3UTA, HE BBI3BIBAIM HEYNOOCTBA.
MeIMIUHCKOMY TIPEACTABUTENIO HENB3s HCMOIb30BATH
HMKAKHX TOOYKAEHNH MM XUTPOCTEH I TOTO, YTO0bI
npoBecTH BH3MT. Bo Bpems BH3UTa HIH B IIPONECCE
JOroBopa O BH3UTE MEIULIMHCKHE MPEICTaBUTEIH
HZOJDKHBL, C CAMOTO Hauana, 103aGOTHTECS O TOM, YTOOHI
He BBOOWTH B 3abIy)KJeHHWE OTHOCHTENBHO CBOEH
JIMYHOCTH Wi MHGOPMAaLHH O KOMITAHHUH, KOTOPYIO OHH
MIPEeCTaBISIIOT.
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1.9.3  Duty to accept reports about
adverse  reactions  and
opinion about the products

Medical representatives must have at hand forms
for reporting adverse drug reactions (CIOMS or
other forms if locally required) at each call and
make them available, if so required. Reports
about adverse drug reactions must be forwarded
to the person responsible for pharmacovigilance
in the country.

1.9.4 Market  research  and
epidemiological research

Medical representatives can occasionally assist in
market research and epidemiological research
programs,. Approvals for inclusion in market
research and epidemiological research are
acquired by the RO’s management according to
all applicable rules. Medical representatives may
collect data in an electronic or paper version and
must submit them to the relevant local
responsible person. Involvement of medical
representatives in  market research and
epidemiological research must be strictly
separated from their promotional activities and
must be under control of a country management
team.

1.10. Events and hospitality

1.10.1 Odbjectives

The purpose and focus of all promotional,
scicntific or professional moetings, congresses,
conferences, symposia, webinars, and other
similar events organised or supported by RO
(including but not limited to visits to research or
manufacturing facilities and training (an ‘event’))
for healthcare professionals is to inform
healthcare professionals about the Company’s
products and/or to provide scientific and/or
educational information.

1.10.2 Venue

All the events organised or supported by or on
behalf of RO must be held at an appropriate

1.9.3 Obaszaunocms npunumams Omuemst 0
HEMNCENAMEIbHBIX PeAKUUAX U MHEHUA O
JIeKapCmeeHHbIX Hpenapamax

Ha KaXmgoM BH3WTE MEOUIMHCKAE IPEACTABHTENN
JOJDKHBI UMETE B HATMYIH OQULUAIBHYIO (HOpMY OTUETA
o mexenarenbHeix peaknuax (CIOMS mmm gpyryio
Gopmy 10 TpeGOBaHHMIO JIOKAIBHBIX OPraHOB) MM
JO/DKHBI MPEJOCTaBUTh WX M0 3ampocy. OTuers o
HEXeNATEILHBIX PEeaKIHIX JIEKapCTBEHHOrO IIperiapara
JOIDKHB! OBITH HAIpaBJICHBI JIHLY, OTBETCTBEHHOMY 3a
(hapMaKOHaI30p B CTpaHE.

1.9.4 Hccneoosanusn PbIHKA u
INUOCMUOSIOZUYECKUE HCCACO0BAHUA

MeauuMHCKHE NpeICTaBUTeNN MOTYT BpeMA OT BpEMEHHI
OKa3plBaTh IIOMOIIb B HCCJIEIOBAHHH DHIHKA H
IporpaMmax — SIMHJEMHOJIOTMYECKHX — HCCICHOBAHHM.
Onobpenus uIa BKIIOYEHHA B UCCIICAOBAHHE PBHIHKA U
SMHUAEMHOIIOTHYECKOE HCCIICNOBAaHUE IPHOOPETAIOTCA
pykosoxcTBoM IlpencraBuTEnsCTBA B COOTBETCTBHH. C
JICHCTBYIOMINMU NpaBHUIaMHU. MenunmHCckuE
MpPEACTaBUTENIM MOTYT cobupaTh HHPOpPMaLHMIO B
QIIEKTPOHHOM WM OyMa)XHOM BHJE M HalpaBliATh €€
JIOKaJIbHOMY COTPYAHHMKY, OTBETCTBEHHOMY 32 3TH
naHubple. YuacThe MEIUIMHCKHX IIPEACTAaBHTENICH B
UCCIACHOBAaHHN  PBIHKA M SIHAEMHOIOTHYESCKOM
HCCIIENOBAHNN JOMDKHO OBITH CTPOTO OTHENEHO OT MX

MEpONIPUATHI  TI0  MNPOIBMXEHHI0O M JOJWDKHO
KOHTPOJIUPOBATHCS co CTOPOHBI  JIOKAJBHOTI'O
PYKOBOACTBA.

1.10 MeponpusiTusi ¥ FOCTENPHUMCTBO

1.10.1 ILenu

IHense ® ¢okyc BceX peKIaMHBIX, HAYYHBIX WJIH
npoQcCCHOHANBHEBIK MCPOIPHATHH, KOHTPCCCOB,
KOH(EpeHIIUH, CHMIO3UYMOB, BEOHMHApPOB H JPYTUX
MonoOHBIX ~ MEPONPHATHEH,  OPraHH3yeMBIX M
MPOBOAMMEIX IIpu moxnepxke IlpencraButenncTBa
(BKJIFOWAs, HO HE OTPaHUYMBASCH BU3UTAMH B HAy4HO-
HCCIIEHOBATEILCKHE LEHTPHl WM IIPOM3BOJCTBEHHEIC
y4acTKM M TPEHHHraMH («MEpPOIPHATHAMUY)) UIA
CIELHAINCTOB 3IPaBOOXPAaHEHUS — HH(POPMHPOBaHHE
CIICIIHAJIMCTOB  3APABOOXpPAaHCHUA O JIEKAapCTBCHHBIX
nmpenapatax Kommanmm w/win  ofecreueHHe WX
vH(pOopMaIueil HaydHOTO HIH YIeOHOTO XapakTepa.

1.10.2 Mecmo npogedenun meponpuamun

Bce MeponpuAaTHs, OpraHH3yeMble HIIH IPOBOIUMBIE IIPH
MOMIEPOKKE MM OT MMEHH [IpeAcTaBHTENECTRA TOIDKHBI
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venue that suits the main purpose of the event.
The event takes place outside the participants’
home country only if it is organised for
participants from different countries, or if the
relevant resource or expertise that is the object or
subject of the event is only available in another
country. RO must avoid using venues that are
renowned for their entertainment facilities or may
be considered extravagant.

1.10.3 Information

Promotional information, which appears on
exhibition stands or is distributed to participants
at international events, must refer to products
registered in the market where the event takes
place, or products registered in the markets of
participants and can therefore also refer to
products (or uses) not authorised in the country
where the event takes place, as long as

(a) Any such promotional material is
accompanied by a suitable statement
indicating the countries in which the
product is authorised and makes it clear
that the product or use is not authorised
in a particular country,

(b) Any such promotional material,
which refers to prescribing information
(indications, warnings etc.), authorised in
a country or countries where the product
is authorised should be accompanied by
an explanatory statement indicating that
marketing authorisation conditions differ
internationally.

1.10.4 Hospitality

Hospitality may be offered to health care
professionals in connection with local, national or
international scientific and/or educational events
organised by the RO or a third party. Such events
may take place in the country or abroad.
Hospitality may be offered also in connection
with the Company’s site visits.

All forms of hospitality offered to healthcare
professionals must be reasonable and strictly
limited to the main purpose of the event. As a
| general rule, the provided hospitality must not

IPOBOMUTHECA B O0OBEKTaX, NONXONAINMX I LedH
IPOBEAESHHMS MEPOMPHATHSA. MepolpHiTHe NPOBOIUTCS
3a MpeAenaMy CTPaHBI IPOXKHBAHKS YIACTHHUKOB, TOJBKO
€CJIM OHO OPraHH30BaHO U Y4AaCTHHMKOB M3 Pa3IMYHBIX
CTpaH, WIM €CIM COOTBETCTBYIOIIME PECYPCHl — MIH
3HAHMA, ABIIOIIMECS OOBEKTOM WM CyOBEKTOM
MEpONpUITHs, HOCTYIHEI TOJBKO B JpPYroi cTpaHe.
IlpeacTaBUTENBCTBO OO/DKHA M30erarb HCIONb30BaHH
OOBEKTOB, KOTOpHIE M3BECTHBI KaK OOBEKTBI VI
IPOBE/ICHHUS MEpONpPHUATHI KyJBTYPHO-
paSBJIeKaTeIIBHOTO Xapakrepa nin I(OTOpI:Ie MOTYyT
ACCOILMUPOBATECA C PAa3BICUEHUAMM, POCKOLIBIO HIIH
SKCK/II03MBHOCTBIO.

1.10.3 Hugopmayun

Wudopmanus pexaMHO-MapKETHHIOBOTO  XapakTepa,
npejcTaBlsieMas Ha  BBICTABOYHOM  CTEHAE  MIH
paciipocTpassemMas Cpey yJaCTHUKOB MEKYHApOAHOTO
MEpOIpUATHS, OTHOCHTCS K rnipenaparam,
3apEeruCTPUPOBAHBIM B cTpaHe MpOBeeHIM
MEPOIPHUSTHS HIIH B CTPAHAX YUACTHMKOB M MOXET TAKKe
HMETh OTHOIIEHHUE K HPOAYKIMK (MM ee IPHMEHEHNIO),
ellle HE 3aperiucTPUPOBAaHHON B CTpaHe, I€ MPOUCXOUT
MepOonpusITHE, TIPU YCIIOBUH 49TO

a) moboif TakoH peKIaMHBIM — Marepuai
COMPOBOXKAACTCS MOAXOAALIMM YTBEPIKIACHHEM C
yKazaHWeM CTpaH, B KOTOPBIX IPOIYKIMS
3aperucTpupoBaHa ¥ TOACHAET, YTO Iperapar
WIH €ro NPHUMEHEHUE HE PETMCTPHPOBAHBI B
OTJIEILHOM CTpaHe,

6) 0601 Takol perIaMHbIil MaTEpHa, KOTOPHIA
OTHOCHTCS K HHCTPYKIHHM I[10 NPHMEHEHHIO
(TIoxazaHusi, MEPHI IPEJOCTOPONKHOCTH U T.[.),

yTBprmeHHO?I B CTpaHe WIM CTpaHax, B
KOTOPLIX 3aPerHCTPHPOBAHA JAHHAS IPOIAYKITUSIL,

JOIIKEH CONPOBOXIAATLCAH [TIOSICHUTEIbHBIM
3asiBJICHUEM O TOM, 4YTO YCJIOBHUA PETUCTPALINH
Ipernapara pasjan4daroTcs B pa3HbIX CTpaHax.

1.10.4 T'ocmenpuumcmeo

3HaKM TOCTENPUHMMCTBAa MOTYT  HPOSBISTBCS B
OTHOMIEHUH CIIEIMATINCTOB 30PABOOXPAHEHHS B CBSI3U C
MECTHBIMH, HAIHOHANBHBIMH HIH MEKAYHAPOAHBIME
HAYYHBIMM W/WIH  OOYy4YalomMMH  MEpONPUSTHAMH,
opragu3yeMsiMu 1IpeICTaBUTENBCTBOM MM TPETHEH
cTopoHoil. Takie MeponpusATHs MOTYT NPOBOAUTECHA B
cTpaHe WiH 3a pyOexoM. 3HaKu FOCTENPUUMCTBA MOTYT
HpPOSIBAATHCS TAKOKE B CBA3M C DKCKYPCHAMHU Ha 3aBO/L.

Bce  ¢opmel
cHenManucTaM

rocrenpuuMcCcTBa,
3IPaBOOXPAHECHNU,

HpO}IBJI}ICMI)IC K
IOIDKHBI  OBITH
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exceed what healthcare professionals would
normally be prepared to pay by themselves on
such occasions and must not exceed the main
purpose or the scientific value of the event.
Hospitality is limited to registration fees,
accommodation, travel and meals. Hospitality is
offered only to persons who qualify as
participants in their own right. The duration of
hospitality is linked to the duration of the event.
Most time'should be dedicated to the scientific or
educational programme.

1.10.5 Exhibitions

Exhibitions are intended for advancement of
scientific and professional knowledge and
experience among healthcare professionals. On
the exhibition stand, the name of the Company
must be clearly visible and recognisable.
Informational or educational materials, items of
medical utility and inexpensive gifts may be
made available at the stand.

1.11. Educational support

RO may support scientific, medical and
pharmaceutical education, thus contributing to
the advancement of scientific medical knowledge
of healthcare professionals.

RO may provide educational support to
individual healthcare professionals or healthcare
organisations according Lagislation of RA

The event, at which the attendance of a healthcare
professional is supported, must be directly
associated with the healthcare professional’s
practised therapeutic area. Educational support
may only include remuneration of the registration
fee, travel and accommodation. It must not
include daily allowances or any other costs
associated with the attendance of the event and
cannot be extended to family members or
accompanying persons.

The aim of the educational support provided by
RO is to facilitate the spread of the latest
scientific developments, knowledge and medical

pasyMHBIMHM [0 CBOEMY YPOBHIO M [O/DKHBI CTPOTO
OTpaHUYMBATELCS TVIABHBIM HA3HAYEHMEM MEPOIPHATHSA.
Kax o6mee mpaBuiio, HPOSBIEHHA TOCTENPUMMCTBA HE
JNO/KHE  [PEBBIIATH  TOTO, YTO  CICIHAJUCTHI
3/[paBoOXpaHenus OsuIM GbI OOBIYHO TOTOBEI caMH cebe
TIO3BOJIMTH M HE JIO/DKHBI PEBIIATE HAYYHOH LEHHOCTH
MeponpUATHs. [ OCTENPUMMCTBO  OrPaHMYMBACTCH
BO3MELIEHHEM PErHCTPAIIMOHHBIX B3HOCOB, PACX0/I0B Ha
NPOXKHUBAaHHE ¥ IHTaHHE M TPAHCIIOPTHEIX PacXOZOB.
3HaK{ TOCTEIPUUMCTBA TPOSIBIAIOTCS TOJBKO K JIALAM,
KOTOpElE  OQHMIMAIBHO  KIACCHMMIMPOBAHBL  Kak
YIAaCTHUKH, [Tposenenus rOCTENPUHUMCTBA
NpesyCMOTPEHB! HA MEPHUOL NPOBEACHHS MEPOIPHUATHL.
BONBIIMHCTBO BPEMEHH JHOKHO OBIT IOCBAIIECHO
HayYHOIi IporpaMme U ImporpamMme o0ydenus.,

1.10.5 Bovicmaeku

BrICTaBKH NpeaHa3HAUYCHBI A1 NPOIBIKEHNA HAYIHBIX
¥ Npo(ecCHOHANbHBIX 3HAHHMM M  ONBITZ CPEAM

cnenmanvctos 3apasooxpanenui. Haszpamme KPKHU
HOJDKHO OBITH SICHO BHMAHBIM M Y3HaBaeéMBIM Ha
BBICTABOYHOM cTenze. Ha crenzne nomyckaercsa HajaMvue
MHOOPMALMOHHBIX ~ MIM  y4eOHBIX ~ MaTepHaloB,
IPEAMETOB MEIMIMHCKOTO HA3HAYEHHA M IIOJAApKOB
HE3HAYUTEIBHOH CTOMMOCTH.

1.11 IloxnepxKa B 00y4eHAH

[pencTaBUTENBECTBO MOXKET MPEAOCTABIATh IHOMAEPKKY
B o00yuenun B o0macTH HayKM, MEIMLHHBI K
(bapMmaresTUKy,  COpeicTBYs, TakuM  oGpa3oMm,
YIYyYIICHAX  HAYYHOTO  MEIULHMHCKOTO  3HAHMA
CIEIHAMCTOB 3PaBOOXPAHEHHS .

[pencTaBUTENBECTBO MOXKET MPENOCTABIATD TOIAEPIKKY
B o0yueHuH OTAENBHOMY CIELHAIUCTY
3ApaBOOXPAaHEHHUS WK OPTaHU3aLMH 31paBOOXPAHEHHUS B
COOTBCTCTBHU C 3aKOHOOATCIOBCTBOM PGCH}’GJIPIKH

Apmennu
Mepomnpusrue, B KOTOpOM CIeHaIHCT
3MpaBOOXPAHEHHs  Y4acTByeT  MHpH  IOIAAEPIKKE

[IpencTaBUTENBCTBA, NOMDKHO OBITH HEMOCPEACTBEHHO
CBA3aHO ¢ OONacThIO JEATEIABHOCTH CIIEIMAINCTa
3apaBooxpaneHusa. [lomnepikka oOy4eHHM  MOXKET
BKJIIOYATh TOJIBKO OIVIATY B PETMCTPAlMOHHOrO B3HOCA,
pacxooB Ha mnpoe3n u npoxusanue. Ilommepxkka B
o0y4ueHHH He MOJDKHA BKIIOYATh CYTOYHBIC MM JIOOBIE
Ipyrue  pacxonpl, CBfA3aHHBIE C  y4YacTHEM B
MEPOIIPHATHH, @ TAKXKe HE MOXKET pPaclpoCTpaHATECS Ha
YJIEHOB CEMBH H CONIPOBOKAAIOIINX JIHIL

Llenpi0 nOpenocTaBNEHHSA TMOJJACPXKKH B 0OyueHHH
SABIISIETCA criocobCTBOBATh PacrIpoCTPaHEHHIO
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practical recommendations among healthcare
professionals, thus contributing to their
competencies. RO aims at building its positive
image in the healthcare community by means of
contributions to acquiring new knowledge.

1.12. Service and consultancy

1.12.1 Healthcare professionals

RO Krka may engage healthcare professionals,
whether in groups or individually, to provide
services, such as speaking at and chairing events,
involvement in medical or scientific studies and
training services, serving as experts at advisory
board meetings, participating in market research
or epidemiological research where such
participation involves remuneration and/or travel.

The arrangements that cover these types of
genuine consultancy or other services, and are to
an extent relevant to a particular arrangement,
must meet the following criteria:

a) A legitimate need for the services
has been clearly identified before
they are required and before
entering  arrangements  with
prospective consultants;
A written contract or agreement is
entered specifying the nature of
services to be provided, and the
subject to the clause (c) below, the
basis for payment of these
services;

¢) Remuneration for services is

reasonable and reflects the fair

market value of  services
provided;

Remuneration is made only for

performed work;

e) Selection of consultants is in
direct relation to the identified
need, and the persons responsible
for selecting the consultants must
have the expertise required to
evaluate if the particular
healthcare professionals meet
those criteria;

b)

NOCHEOHMX  HAydIHBIX  pa3paboToK, 3HaHMH W
NPaKTUYECKMX MEIHIMHCKHX peKOMeHIauuil cpenu
CIELHMAIUCTOR 3APaBOOXPAHEHN, CIIOCOBCTBYSI POCTY HX
komnerennun. Llensio [IpencraBurenscTBa — ABIACTCA
CO3/1aHHE TIOJIOKHTETTBHOTO UMUK cpean
MEMIIMHCKOTO COOOLIECTBA MyTeM OKa3aHHs IOMOIH B
1iproGpeTeHny HOBBIX 3HAHHAL.

1.12 Ycayru 1 KOHCYJIbLTallHH

1.12.1 Creyuanucmesl 30pagooxpanerusn

[IpencTaBUTENBECTBO  MOXKET — IIPUBJIEKATh  TPYIITY
CHEIUAJIMCTOB  3PaBOOXPAHEHUS] MM  OTHEIbHBIX
CIENHANNCTOR 3[PABOOXPAHEHHS K IPEINOCTABICHHIO
TaKUX yCIyr Kak BBICTYIUIGHHME M yYacTHe Ha
MEpPOTIPUATHSIX, COTPYAHUIECTBO B MEAMLMHCKUX WIH
HAYYHBEIX HCCJIEMOBAHMAX M OK43aHMM YCAyr IO
00yueHnio, BBICTYIUICHHE B KadyeCTBE OKCIEPTOB Ha
BCTpeuax  OJKCNEPTHOTO  COBETa,  ydacTHe B
HCCIENIOBAHMAX pPBIHKA HIM  OIHIEMHMOJOTHIECKUX
HCCAENOBAHMAX, TOE Takoe Y4acTHE MOApasyMeBaeT
BBIIUIATY BO3HArpaXIEHMA U pPacXoJoB Ha IIPOE3N.
JoroBopeHHOCTH, OXBAaThIBAIOLIHME 3TH
KOHCYNbTALIMOHHBIE ~ YCIyrd HIH JAPYrHE  YCIyTH,
KOTOpbIE B TOH WIM HMHOH CTENEHM OTHOCATCSH K
KOHKPETHOH OTOBOPEHHOCTH, JIODKHBI
COOTBETCTBOBATH CIEAYIOIIMM KPUTEPHAM:

a) 3aKOHHAs MOTPEeOGHOCTD B YCIYTrax HOKHA
OBITH YETKO OmpefcicHa OO0 Hadaja
OKa3aHMs  yCIyr M 3aK/II0YEHHS
cornainenus 00 HMX  OKazaHMM ¢
NMOTEHIMAIBHBIMH KOHCYIBTaHTaAMH;
3aKJI04aeTCs MUCHMEHHBIH JOrOBOp MK
corjameHye ¢ ykasaHgueM Xapaxiepa
NPeiOCTABIISIEMBIX yCIyr H, c
cobimomenreM TONOKEHHA (C) HUKE;
OCHOBA JJIs OIUIATHI 3TUX YCIYT,
C) pa3Mep KOMIIEHCALUH 3a YCIIYTH SIBIISCTCS
0OOCHOBAHHBIM W OTPAXKAET PEANBHYIO
PBIHOYHYIO CTOMMOCTD HPENOCTABIACMBIX
ycnyr;
Bo3HarpaxxacHHE ONIAYUBAETCS TOJBKO
3a OKa3aHHBIC YCIYTH;
¢) Bribop KOHCYJIBTAHTOB HEMIOCPE/ICTBEHHO
CBA3aH C BBIABJEHHOHM HEOOXOAMMOCTLIO,
a Juna, OTBewaroume 3a  BEIOOP
KOHCYJBTAHTOB  JOJDKHBL  oOnanath
KOMIIETEHLIHSIMH,  COOTBETCTBYIOIIMMHU
" TpeGOBaHMAM Ul OLEHKH COOTBETCTBHA
OTIEeNsHOTO CHenuanucrTa
3PABOOXPAHEHHS STUM KPUTEPHSIM,;

b)

d)
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f) The number of engaged
healthcare professionals is not
greater  than  the  number
reasonably necessary to achieve
the identified need;

RO maintains relevant records,
and makes appropriate use of the
services provided by consultants;
The hire of a healthcare
professional to provide a relevant
service is not an inducement to
recommend, prescribe, purchase,
supply, sell or administer a
particular product.

-8)

h)

RO supports all efforts made in order to provide
transparency in any transfers of value between
pharmaceutical companies and healthcare
professionals, and complies with all applicable
rules, while applying special attention to
compliance with applicable personal data
protection rules.

1.12.2 Healthcare organisations

Contracts between RO Krka and institutions,
organisations or associations of healthcare
professionals under which such institutions,
organisations, or associations provide any type of
services to RO Krka in Armenia are only allowed
if such services (or other funding):

(a) Are provided for supporting
healthcare or research and development;

(b) Do not constitute an inducement to
recommend, prescribe, purchase, supply,
sell or administer specific medicinal
products;
(c) Any remuneration for rendered
services does not exceed the value of the
service;
(d) Remuneration is not dependent on
prescribing or recommending products
and no condition of this type may be
expressed or indicated.
1.13. Donations
Donations, to institutions, organisations or
associations that are comprised of healthcare
professionals and/or that provide healthcare or

f) UYwucno [PHBIEKAEMBIX CIELHAINUCTOB
3APaBOOXPaHEHHUS He JIOIDKHO NPEBHIIIATh
qypcia, pasyMHO HEOOXOZHUMOTO, MCXOIA
U3 paHee ONpeiesIeHHBIX [I0TPE6HOCTEH;

g) IlpencraBHTENnLCTBOBEAET
COOTBETCTBYIOLIMH ydeT U 00eCIIeunBacT
aJleKBaTHOE HCIIONB30BAHUE
[PEIOCTABIIIEMBIX yCnyr,
KOHCYJIBTaHTAMH ;

h) IIpusneucnue CIIEIMAINCTOB

3JpaBOOXPAaHEHHs C 3alIpOCOM OKa3aTh a
COOTBETCTBYIOILUE YCIYTH HE SBIACTCS
H06Y)KII€HI/ICM K PEKOMCHAAIINY,
Ha3HAYCHUIO, TOKYIIKE, CHA0XKEHHIO MM
[IPMMEHEHHUIO OIIPEIENICHHOTO MpenapaTa.

IIpexcTaBuTENBCTBO  NOANEPIKHBACT  BCE  yCHIINA,
HamnpaBJICHHBIE Ha obecIieueHyue NPO3pauyHOCTH JIF0OOH
mepenayn LeHHOCTEH Mexny (apMaleBTHYECKMMH
KOMIIAHMSMHM M CHELMAlNCTaMH 37paBOOXPAHEHMA, H
co6oaeT BCe MPUMEHUMBIE NpaBHIIa, yAeIas ocoboe
BHUMaHHE COOJIIONEHHUIO ACHCTBYIOMMX MTPABHII 3alUTEI
IIEPCOHANIBHBIX JaHHBIX.

1.12.2 Opzanuzayuu 30pagooxpanenus

Hdorosopa  Mexny  IlpeacTaBHTENBCTBOM "
YIPEIKACHUAMM, OpraHn3alMsIMH  HWIH 06IIICCTBaMPI
CIIELHAIIMCTOB 3APAaBOOXPAHEHHA B DPaMKax KOTOPBIX
JaHHBIE YUPEXACHMS, OpraHU3allMk WIH OOHIeCTBa
OKa3bIBAalOT JiOOble  ycnyru  IIpencraBHTENbLCTBY,
paspeLeHs! TOMBKO NPHU YCIOBHH, YTO TAKHE YCIIYTH (MK
Jpyroe (prHaHCHPOBaHHUE):

(a) mpenoCTAaBNAIOTCS € LEABK IHMOJAEPKKH
30paBOOXpaHEHHs WIH Hay4HBIX HCCIIEJOBaHUM
u pa3paboToK;

(6) HE  SABIAIOTCS  NOOYKAOCHHEM K
pPEKOMEHIAINH, Ha3HAYECHMUIO, MOKYTIKE,
IIOCTaBKe,  HpojaXe  MIM  NPUMEHEHUHU

OIIPEACTICHHEBIX JICKAapCTBCHHHUX IIPEHIapaToOB;
(B) mobasi KOMIICHCAIHs 3a NpeRoCTaB/ICHHBIC
yCayrun HE JOJDKHa IIPEBRIIUATE CTOHMMOCTH

YCIIyIH;
(r) Bo3HarpaxxaeHue (KOMIICHCAIMA) HE 3aBHCHT
ot Ha3HAYCHUS HITH PEKOMEHIAINH

JIEKAPCTBEHHBIX IIPENapaToB M HUKAKUE YCIOBHA
TAKOTO THINA HE MOTYT OBITh BBIPAKCHBI WM
yKa3aHBI.

1.13oxkepTBOBaHUSA
[IpenocraBneHne noXepTBOBAHUH, , OPraHU3aAIINAM HIIU

06H.ICCTBaM, B COCTABE KOTOPBIX paGOTaIOT CIICHHAJINCTEI
3APABOOXPAHEHHA u/nm KOTOPhIC OKa3bIBaOT
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conduct research are only allowed
Lagislation:

by RA

1.14 Healthcare professionals

On individual, named basis, the following
transfers of value shall be disclosed:

- Fees for services and consultancy:
aggregated honoraria (excluding
expenses such as meals and drinks, travel
and accommodation) paid by RO to a
healthcare professional in exchange for
the provision of services, such as serving
as an expert on an advisory board,
speaking at a RO organised event,
participating in a focus group, etc. Fees
paid in connection with R&D activities
or market research are excluded from the
scope of the disclosure.

- If a healthcare professional refuses to
provide consent required under
applicable personal data protection rules,
the data will be disclosed on an
anonymous basis. If multiple healthcare
professionals refuse consent, then the
transfer of value data must be aggregated
indicating the number of healthcare
professionals included in  the
aggregation.

Provided support to attend third paity organised
events, site visits and RO Krka organised events
must be disclosed in these sub-categories. The
(total) amount of support provided, which may
include registration fees, travel and/or hotel costs
and the number of healthcare professionals
supported must be disclosed.

MEIULIMHCKUE YCIYTH WIH TPOBOAAT HCCICHOBAHMS,
pa3spelaTcsl TONMBKO, B paMKaX 3aKOHO/ATelNbCcTBA
PecniyGnuku ApmeHun.

1.14 Cneyuanucmut 30pagooxpaHeHun

WHauBuOyanpHO, TNpU  WICHTHQUKALMH  KaXOOTO
moayyaresias Jo/ukHa ObITh packpbiTa HH(OpManmus o
CICOYIOIUX Tepenayax UEHHOCTEH:

- Tonopapsr 3a ycnyrn ¥ KOHCYJbTalMH: OOLias
CyMMa BO3HarpaXxieHuil (3a HUCKIIOYEHUEM
pacxooB Ha MUTAHHE, IPOE3H U NPOXKUBAHHE),
OTLJIa41BAEMOE [IpeacraBuTENBLCTBOM
CHENMANUCTY 3APABOOXPaHEHHS 3a OKa3aHue
YCAYT, TAKMX KaK BBICTYIUICHHE B KAYeCTBe
9KCIIEpTa Ha BCTPEYaX OSKCIEPTHOIO COBETA,
BHICTYIICHHE HA MEPOIIPHATHAX, OPraHU3yeMBIX

TlpencTaBUTENbLCTBOM, NPUHATHE YYacTHs B
¢dokyc-rpynmnax " T.0. Conopapsl,
OMIauMBaeMbple  CHOENMaTHCTaM B paMKax

Hay4HBIX MCCHENOBaHKi M paspaboTok umM
HCCIIENOBaHMI PRIHKA, HE TTOIEXKAT PACKPBITHIO.
- B cliydae, eCnu crneuuajucr 3ApaBOOXpaHeHNsd
OTKa3BIBAETCS OT TPEIOCTABICHHUA COIIacHs,
TpeGyeMoro B COOTBETCTBHH C INPHMEHUMBIMU
NpaBUIaMK 3allHThl TIEPCOHANBHBIX JaHHBIX, TO
naHHele OymyT pacKphIBAaTbCS Ha aHOHMMHOM

OCHOBE. Ecmn HECKOJBKO CriequaJiuCToB
3ApaBOOXpPaHEHNA OTKa3bIBAKOTCA oT
NpeaoCTaBJICHUsT  COrjiacus, TO JaHHBIC O

nepenade LEHHOCTEH JOIDKHEI OBITh PaCKPHITH B
arperypOBaHHOM BMJE, YKAa3piBas KOIMYECTBO
CHEIUATKCTOB 3/IPaBOOXPAHEHHs, BKIFOUEHHBIX
B arperupoBaHHYIO0 CyMMY.

Hudopmaiyss 0 TPENOCTaBICHUH TOMIEPKKHA sl
NPUHATHS YYacTHs B MEpONPHMATHAX, OPraHU3yeMbIX
TpEThEH  CTOPOHOM, OKCKYypCHSX Ha  3aBOj
MEPOIPHUATHIX, OpraHu3yeMBIX IIpencTaBUTENBCTBOM,
IOIDKHA OBITH pacKkpbiTa B OTHX CyOKaTeropusx.
KomMmnanus gomKHa pacKpbeiBaTs HHpOpMaLuio 06 obimei
CyMMe IPEeIOCTABICHHON MONNEPKKH, KOTOpas MOXET
BKIIIOYATh BO3MEHICHME pPErucTPauHOHHBIX B3HOCOB,
TPAHCIIOPTHBIX ~ PAcXOXOB  H/MIHM  pacXOmOB  Ha
NpoXKMBaHHEe W TNHTaHHE, MW O  KOJHYECTBE
NOANEP)KUBAECMBIX CIIEIHATNCTOB 3APABOOXPAHCHUS B
COOTBETCTBMM C  JIOKAIBHBIM ¥ EBporeickum
3aKOHOJATENBCTBOM.
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1.14.1 Healthcare organisations

On individual, named basis, the following
transfers of value shall be disclosed in accordance
with RA LAgislation:

- Fees for services and consultancy:
aggregated honoraria (excluding
expenses such as meals and drinks, travel
and accommodation) paid by RO to a
healthcare organisation in exchange for
the provision of services, e.g. serving as
an expert on an advisory board, speaking
at RO organised event, participating in a
focus group, etc. Fees paid in connection
with R&D activities or market research
are excluded from the scope of the
disclosure;

- Grants and donations: aggregated
monetary amounts and brief description
of the nature of the grant or donation (e.g.
research grant, equipment donation,
product donation, etc.).

1.15 Responsibility

Medical representatives and all marketing staff
are responsible for providing true, accurate and
essential information consistent with the
Summary of Product Characteristics. Medical
representatives and all marketing staff are
responsible for compliance of all their activities
with all applicable rules.

Marketing Manageris responsible for compliance
of all marketing activities with all applicable
rules.

Director of RO is responsible for compliance of
all activities (including the disclosure of
transfers) with all applicable rules.

Director of RO and Marketing Manager are
responsible for regular training and education of
marketing staff on all applicable rules.

All employees involved in marketing activities
must familiarise themselves with the content of
the Code through the eCampus e-learning system
and presentations at cycle meetings, and annual
repeat trainings through the eCampus e-learning
system or presentations at cycle meetings.

1.14.1 Opzanuzayuu 30pagooxXpanenus

Hnsa Kaxon HHAWBHAYaILHOMN OpTaHMU3ALUH
TIPEIOCTaBIAETC MHPOPMALNA O Nepejade NEHHOCTeH
[IPENOCTABIACTCS B COOTBETCTBMM C  JIOKAJIBHBIM
3aKOHOJATENLCTBOM. JlaHHas HHpOpMaLMs KacaeTcs:

- ToHopapoB 3a ycayrs ¥ KOHCYJIBTAlHH:
JIEHE)KHOE BO3HATpaXKIeHUsA (332 HCKIHOYECHHEM
Pacxoi0B Ha MUTAHWE, POE3] U IPOXKHBAHHUE),
OILIAYNBACMEBIX IIpencTaBUTENECTBOM
OpraHu3alMy 3APAaBOOXPAHECHHA 34 OKa3aHHE
YCIIYT, Hamp. BRICTYIJIEHHE B KAYECTBE 3KCIepTa
Ha BCTpEUax SKCIEPTHOrO COBETA, BRICTYILICHNC
Ha MEpOTPUATHIAX, OpraHH3yeMBIX
IpencTaBUTENECTBOM, NPHHATHE YYacTHSA B
(okyc-rpynmnax %4 T.A. Tonopapsl,
OIUIAYHBAcMBIC B paMKax Hay4HBIX
HCCIEeNOBaHUI U pa3paboTOK MIIK UCCIECN0BAHMA
PBIHKa, HE TIOZNEKAT PACKPEITHIO.

- I'panTOB M NOXKEPTBOBAHUMH: JEHEIKHEIE CYMMEI U
KOPOTKOE OIKCAHUE TPaHTA WM II0KEPTBOBAHM
(rpanThl Ha HCCIENOBaHUE, MOXKEPTBOBAHHSA Ha
o6opynoBaHue, IOXXEPTBOBAHUSA HA IIPOAYKTEL, U

T.1.).

1.15 OTBeTCTBEHHOCTD

MenuuuHcKUEe TIPENCTAaBHTENM H BCE COTPYIHMKH
MAapKETHHTIa HECYT OTBETCTBCHHOCTD 32 NPEAOCTABIICHUC
BEpHOM, TOYHON WM CYINECTBEHHOH MHOpOpMalMu B
coorBercTBM ¢ HMHCTpyKIMeH 10 MEIUIMHCKOMY
IPUMEHEHHUIO JIEKapCTBEHHOTO [pernapara.
MenuuuHCKHE MNPEeICTaBHTENIH M BCE  COTPYJHMKH
MapKeTHHIa HECYT OTBETCTBEHHOCTh 32 COOTBETCTBHE
BCEX aKTUBHOCTEH BCEM NPHMEHHMBIM [IPaBHIaM.
MapkeTHHI-MEHE[DKEP HECeT OTBETCTBEHHOCTH 32
IPOBEACHHE BCEX MAapKETUHTOBBIX MEPONPHATHH B
COOTBETCTBHHU CO BCEMH IICﬁCTByIOHIHMPI IIpaBpUullaMH.
HupexropllpencraBuresibCTBa HECET OTBETCTBEHHOCTD
3a COOTBETCTBHE BCEX aKTHBHOCTEH  (BKIIOYas
packpbITHe HHGOPMAIMK O Iepefade HeHHocTel) BceM
TIPHMEHHUMBIM IIPaBUJIAM.

Hupektop [IpencraBurenscTBa ¥ MapKETHHT-MEHEIKED
HECET OTBETCTBEHHOCTh 32 MPOBEICHHE pPETYJLIPHBIX
TPEHUHTOB ¥ OOy4eHMS COTPYZHHKOB MAapKETHHTa B
0611acTH BCEX AEHCTBYIOIIMX IPABHIL.

Bce corpymHmku, ydacTBYIOHIIME B MAapKETHHIOBBIX
AKTUBHOCTAX, HNOJDKHBI O3HAKOMHTBCHA C COHECPIKAHHEM
Kooexca wepes cucTeMy OJIEKTPOHHOTO O00yueHHsA
eCampus ¥ npe3eHTallMd Ha LIMKJIOBBIX BCTpedax M
IyTeEM €XETOAHBIX IIOBTOPHEIX TPEHUHIOB 4epe3
cucrteMy  onekTpoHHOro  obyuenus  eCampus  wu
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A violation of the Code may constitute a violation
or work duties and may lead to a disciplinary
action and/or ordinary or extraordinary
termination of the employee's employment
relationship.

The Code must be revised once every five years.

1.16 Enforcement
The provisions of the Code must be respected
throughout RO. Director and Marketing Manages
in RO a are responsible for adoption of relevant
local Code for this purpose, whereby taking into

account possible stricter national requirements
and registered activities of the unit.

Any breach of the Code provisions shall be
considered as a breach of employees’
employment duties under applicable rules.

2. REFERENCE DOCUMENTS
RO Krka'’s Code of Conduct

Rules on fraud prevention, detection and

investigation

RA Law on Medicines

3. ATTACHMENTS

None

4. HISTORY

Date of preparation: September 2020

[pe3eHTalMy Ha LUMKIOBHIX BcTpedaxHapymenne
Hapymenwne Kodexca Moxer TpeACTaBIaTs coboil
HapyIlleHVe TPYIOBEIX 0053aHHOCTEH H MOXKET NIPHBECTH
K IUCHMIUIMHAPHBIM MepaM W/WIM TIPEKPAIeHHIO
TPYHOBBIX OTHOLHEHWH B OOBIYHOM WM JIOCPOYHOM
MOpSAKE.

Kodexc nonnexxuT nepecMoTpy pas B ATh JIET.

1.16IIpuBeneHue B HCNOTHEHHE

ITocranosnenus Kodexca nmomxusl cobmomatses B
HpeNCTaBUTENBCTBE. JJUPEKTOP U MapKETHHI-MEHEIKED
B [IpencraBuTenscTBE HECYT OTBETCTBEHHOCTH 32
MPUHSATHE COOTBETCTBYIOLIEro MecTHoro Koodexca nns
3TOM IenM, IpM 3TOM TpPHHHMAs BO BHHMAaHHE
BO3MOKHEIE Oojiee cTporue TpebGoBaHHS B CTPAHE M
3apErucTPYPOBAHHBIE BUJIBI JeSTEeIILHOCTH
moApaszieneHus.

JIroGoe HapyiieHue mocTaHoBIeHNH Kodekca CUATACTCS

HapyIIeHHEM TPYAOBHIX oOs3aHHOCTEH paboTHnKa B
COOTBETCTBHH C TIPUMEHUMBIMM IPaBUIIAMH.

2. CCBUIKH HA JOKYMEHTbI

Kooexc nosedenus npeacrasurensctsa komnanuu KPKA

IIpasuna npedynpesicoenus, olA6AEHUA U PACCIeO0GANUA
MOWEHHUYeCmea

3axon PA o JlekapcrBennsx CpenctBax

3. DPUJIOKEHMU S

OTCYTCTBYIOT

4, JTATA IEPECMOTPA

Jara moxrotoBku: ceHTs10ps 2020 .
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5. PREPARATION AND

APPROVAL

Prepared by:
Organisational unit:
Marketing - BM

Mariam Saribekyan

Mariam Dallakyan

Checked by:
Organisational unit:
Marketing - SBM
Narine Gyozalyan

Accounting-Accountant
Arpine Khasoyan

Approved by: Anna Marikyan — Director
Is valid from 01.11.2020

DISTRIBUTION LIST
Distribution: e-mail or eCampus

- Marketing Departament
- Director RO Krka,

Marketing Manager is responsible for the
preparation of local document, distribution and
training of all employees in marketing and sales
network.

Internal Instructions.

are available on shared folder for RO employees

5. IOATOTOBKA
YTBEP)KJIEHHUE

IToaroroBieHoO:
CrpyKTypHOE ITOApa3C/ICHHUE:

BM — JlenapTaMeHT MapKETHHIa

Mapuam CapuGeksH, 76 /0. Aol O "

Ve
Mapuam Jlannaxss “//[?7/ / { (o 20 2O

CrpyKTypHOE noApa3aeacHHE:

[IpoBepeno

CBM — JlenapTaMeHT MapKETHHIa

Hapune I'ezansu W 76-r0- 220
Byxranrepus-byxranrep ("’ t "0 1. 99 2 0
Apnune XacosH ; . JI '

 J

VrBepxaeno: AHHa MapuksH — Jlupekrop
Jara Berymiienus B cuiy:01.11.2020

CIINCOK PACCBLIKHA
Paccpiika: e-mail unmn eCampus

- JlemapTaMeHT MapKETHHIa
- Hupexkrop/ [IpencraBurenscra

MapkeTHHI-MEHEDKEp  OTBE€4aeT 3a  MOJATOTOBKY
JIOKYMEHTa Ha MECTHOM YPOBHE, PacCBUIKY M 00y4YeHHE
BCEX COTPYJHUKOB CETH MapKETHHIA U IIPOJAXK.

Buympennue uncmpyxyuu [OCTBIIHO B 001LIEM Manke Jyist
coTpyanukos PO
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