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1. Hean, 3axauu u cogep:xkanue Kogexca

Ilockonbky ~— poccHCKOE — 3aKOHONATEIbCTBO — HPSIMO  HE
pErylIHupyeT OTHENbHBIE ACHEKTHl B3aHMMOOTHOLIEHHH MEXIy
MIPOM3BOIUTEISIMHU JIEKAPCTBEHHBIX IIPENApaTOB M PA3IHYHBIMA
KaTeropusiMu MOKyIaTeel IekapCTBEHHBIX PEnapaTos;

Iockonvky cymecTBytomue B (apManeBTHIECKOH OTpaciu

KOJEKChl  HAJUIeKAIIMX  MPAaKTHUK  PEryJUpPYIOT  TOJIBKO
ompejeneHHble  chepbl  AEATENBHOCTH  MPOM3BOAUTENCH
JIEKapCTBEHHBIX IPENapaToB;

Ilockonbky YYacTHUKM CTpPEMSITCSI K CO3/JaHHI0  €IUHBIX
MPO3payHbIX ~ MPaBHJ  B3aUMOJCHWCTBUS AN CYOBEKTOB,
OCYIIECTBJIIOLINX  JEATENBHOCTE Ha  (hapMaIeBTHYECKOM
PBIHKE;

HOCKOﬂbe JICKApCTBEHHBIC MpErapaTbl OTHOCATCA K KaTCropumn
TEXHOJIOTUMYECKU CJIOKHBIX TOBApOB, YyacTHUKH CTPEMATCA
COOTBCTCTBOBATH MMPUMEHUMBIM  TIpaBUJIaM HaJjIeKamen
IIPAKTUKHA XpaHCHUA n TNEPEBO3KU
JICKapCTBCHHBIX MPCTapaToB, IpaBUJIaM Haz[nexcameﬁ MPAKTUKN
peaim3anu JICKAPpCTBCHHBIX IIPENapaTroB, U MHBIX CTAHAAPTOB

MPpOU3BOACTBA,

(hapMareBTHIECKON HHIAYCTPHUH;

Ilockonvbky TIpU OCYIIECTBIEHWH TIOCTABOK JIEKAPCTBEHHBIX
npenapaToB  YuacTHukH — Kozekca  NOHUMarwT  CBOIO
OTBETCTBEHHOCTDH nepen 00IIECTBOM B oOJactu
3IIPAaBOOXPAHCHUS M NMPUHUMAIOT BCE HEOOXOTUMBIC MEPHI IS
TOTr0, YTOOBI YCIEIIHO peliaTh CBOK OCHOBHYKO 33jad4y:
CO/ICHCTBOBATh YJIYYILIEHHUIO 3]I0POBbsl MAIlUEHTOB C MOMOILIBIO
pa3pabOTKM © TOCTaBKH Ha (apMaleBTHUCCKUN PHIHOK
COBPEMCHHBIX, 0€30MacHBIX M I(PQPEKTHBHBIX JICKAPCTBEHHBIX
MIpemnapaTos;

5. Patient Information Leaflet (PIL)

5.1. Provision of patient information leaflets (PIL)
approved in the country of origin
5.2. Harmonisation of patient information leaflets (PIL)

between original medicines and generic medicines

6. Monitoring the safety of Products

7. Preventing inappropriate and corrupt transactions
within the medical community, public authorities, public
organisations and NGOs

8. The analysis of the practice in the application of the
Code, dispute settlement

9. Final provisions

Annex Nel to the Code of Good Practice in the

Pharmaceutical Industry
1. Goals, objectives and contents of the Code

Whereas Russian law does not directly regulate certain aspects
of the relationship between drug manufacturers and the various
categories of buyers of medicines;

Whereas the existing codes of practice in the pharmaceutical
industry regulate only certain areas of activity of medicine
manufacturers;

Whereas the Parties are endeavouring to create uniform,
transparent rules of engagement for entities operating in the
pharmaceutical market;

Whereas medicines are classified as technologically
sophisticated products, the Parties shall endeavour to comply
with the applicable rules of good manufacturing practice, storage
and transportation of medicines, proper practice in the sale of
medicines, and other standards of the pharmaceutical industry;

Whereas in the act of supplying medicines, the Parties to the
Code are aware of their responsibility to society in healthcare
and take all the measures necessary in order to successfully
achieve its primary goal: to help improve the health of patients
through the development and delivery to the pharmaceutical
market of modern, safe and effective medicines;



Iockonvky YuactHuku Konekca xkemaroT MMETh NPO3pauHble,
JI0OpOCOBECTHBIC B3aHMOBBITOJHBIE M HE OIpaHUYMBAIOIIHE
KOHKYpPEHLIMIO  B3aUMOOTHOIIEHHS C  XO3AHCTBYIOLIMMU
CyOBEKTaMH, OCYIIECTBIISIIONIMMHU 3aKyIKH JICKapCTBEHHBIX
NIPEMnaparoB.;

OcHoBHOW 3amaueli Komekca sBIsieTcs caMoOperyaupOBaHHE
(dapmaneBTHYeCKOTO OM3HEca Ha TeppuUTOpHH Poccuiickoit
Qenepanyy, a TaKKe CO3AAHHE CIPABEIIMBBIX, OTKPBITHIX U
JIOOPOCOBECTHBIX ~MPaBHI KOHKYPEHTHOTO B3aMMOJCHCTBHS B
(hapMareBTHIECKOH OTpacIIu.

Yuacmnuxu, npucoeounuswuecs k Hacmoswemy Koodexcy,
0053VI0MCsL NPUOEPIAHCUBAMbCSL 6 C60ell pabome NOAONCEeHUL,
uznooicennvix 6 Kooekce.

2. TepMuHBI U onpeaeJeHUs

IIpoayxkuus - neKapcTBEHHBIE IIPENapaThl, KaK 3TO OIIPEAEICHO
POCCHICKHIM 3aKOHOAATEIHCTBOM.

IIpou3sBoauTe/b - HHOCTPAaHHOE MIN POCCUIICKOE I0pUIHYECKOe
JIUIO, UMEIolIee pa3pelieHre Ha IPOU3BOACTBO JIEKaPCTBEHHBIX
IIpernapaToB B COOTBETCTBUHU c TpeOOBaHUAMHI
3aKOHOJATeIbCTBA II0 MECTy OCYIIECTBICHUS INPOU3BOICTBA
JICKapCTBEHHBIX IpEnapaToB.

JucTpudbroTop — uIl0, 00IamaroIiee JUICH3UeH Ha ONTOBYIO
Toprosio IIpoayKiuei 1 OCyIIECTBISIONIEE paclpOCTPaHEHUE
[Iponykuuu Ha Tepputopun Poccuiickoit denepanuu.

K nmuctpubObloTOpaMm He OTHOCSTCS
[IpousBonurenei.

adGuIMpoBaHHBIE JHLA

Anrexa, oOnajaromias JHIEH3UEH Ha OITOBYI0 TOPIOBIIO
JIEKAPCTBEHHBIMU TIpeTapaTaMd M OCYILIECTBIISIONIAs ONTOBYIO
3akynky Ilpogykiumm y VY4YacTHHKa, paccMaTpuBaeTcs Kak
JuctpubsroTop.

I'ocynapcrBeHHbII 3aKa34YMK — YIOJIHOMOYEHHBIN
FOCY/apCTBEHHBI OpPraH WM YYPEXKICHUE 3PaBOOXpaHEHMS,
OCYIIECTBILTIONIHI/ee  3aKynKy I[Ipoaykumm w3 OIOIKETHBIX
CpencTB NPUMEHUMOMY  3aKOHOJATEJIbCTBY O

rOCyJapCTBEHHBIX 3aKyTKaX.

corjiaCHoO

AnTeka - JMIO, OONAmaroNiee JIMIEH3WEH Ha POIHUYHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMHU TIperapaTtaMd WM OObeIHHEHUE
JIMI, OCYIIECTBJISIONIEE TOPTOBIIO TOA OJHHM CPEICTBOM
HHAUBUAyaNu3aud  (OpeHmom),
o0aaronme
JIEKAPCTBEHHBIMU ITPENapaTaMH.

B KOTOpPO€ BXOJAT JHMLA,

JUIEH3MeH  Ha  PO3HHYHYI0  TOPTOBIIIO

Iokynarenb — coBOKYNHOe o0o3HadeHue JluctpuObioTOpa,
locynapcTBeHHOTO 3aKa34yrKa WA ATITEKH.

YyacTHHK — Y4aCTHUK KO,HCKCEI KaK OIpCaACJICHO B pa3Jciic 3.

3akynka — 10001 KOHKYPEHTHBIN CIIOCO0 OTMpeIeICHUS
[IOCTABILMKA IIPU nocTaBke IIpoaykuuu uis rocy1apCTBEHHBIX
WM MYHUIIMIIAJIBHBIX HYX, 1A HYX] OTACIBbHBIX
IOPUANYCCKUX JINII.

Whereas the Parties to the Code are willing to have transparent,
honest and mutually beneficial relationships that do not restrict
competition with business entities engaged in the purchase of
medicines;

The main objective of the Code is self-regulation of the
pharmaceutical industry in the Russian Federation, as well as the
establishment of fair, open and honest rules of competitive
cooperation in the pharmaceutical industry.

The Parties to this Code undertake to work according to the
provisions set out in the Code.

2. Terms and definitions

Products - medicines, as defined by Russian legislation.

Manufacturer — a Russian or foreign legal entity having
permission to manufacture medicines in accordance with the
laws applicable where the medicines are manufactured.

Distributor — a person who has a license to sell Products
wholesale and distributes Products in the Russian Federation.

Affiliates of Manufacturers are not considered Distributors.

A pharmacy that has a license to sell medicines wholesale and
that is engaged in the wholesale purchase of Products from a
Party is considered a Distributor.

State Sector Customer — an authorised state body or health care
organisation that purchases Products from budgetary funds
under the applicable law on public procurement.

Pharmacy — a person with a license for the retail sale of
medicines, or association of persons trading under the same
means of identification (brand), which includes persons with a
license for the retail sale of medicines.

Buyer — the collective term for the Distributor, the State Sector
Customer or the Pharmacy.

Party — party to the Code as defined in section 3.

Tender — any competitive way to determine the supplier when
supplying Products for state or municipal needs, and for
individual legal entities.



3. Yuacrauku Kogexca

1.Vuactaukom Kojekca MOXkeT cTaTh JIF00OE OPHINYECKOC
nuno, kotopoe (a) BXoauT B rpymmy mun’ ¢ IIpoussomutenem,
BBO3UT [Ipoaykuuio Ha Tepputoputo Poccuiickoit denepauuu u
ocymecTBisieT BBOA IIpoaykium B 00OpOT Ha TEPPUTOPHH
Poccuiickoit ®enmepanmu wimm (0) KOTOpoe BBO3UT W/WIH
ocymecTBisieT BBoA llpomykmmm B 000pOT Ha TEppUTOPHU
Poccuiickoit @enepanuun Ha OCHOBAaHHWU JAOTOBOpA C JIULIOM,
BxomsamuM B Tpynmy Jun  [IpomsBoxurens I[Ipomykimm.
VyactHukun npucoeaussitorcss Kk Koxekcy — mocpenctBoM
MOJIIMCaHuUs IeKIapaluy o npucoeauHeHnH k Koxekcey.

2. Tlpouenypa mpucoeanHenus omnucana B [lpunoxenun 1 k
Hactosmemy Konekcy. Jleknmapauus o TOPUCOSAMHEHUH K
Konekcy pasmeraercst Ha caiite YyacTHHKa B ceTu MIHTEpHET B
cBOOOTHOM JJIS1 O3HAKOMJICHHS JOCTYIIE.

3. IIpucoeanHeHNE OJHOTO IOPUANYECKOTO JIMIA IPYIIIHI JIHI] B
Ka4yecTBE YYaCTHHKA O3HAYaeT, YTO BCE IOPUANYECKHE JIUIIA,
BXOAAIINE B 3Ty TPYHIY, COOTBETCTBYIOUIME KPHUTCPHUSIM
VY4acTHHKA U 3aperuCTpUpOBaHHbIE Ha TeppuTopuu Poccuiickoi
Deneparyy, OyIyT CTPEMHUTHCS COOTBETCTBOBATH IOJI0KEHUSIM
Hacrosmero Kozekca.

VYyactHuku Kozmekca MOTYT MCIONB30BaTh pa3iW4HbIE MOJCIH
BejieHHs Ou3Heca 110:

e cdepe gesrenbHOCTH B (hapMalleBTHUSCKOW OTpPACIH
(IpOW3BOACTBO, WMIOPT, ONTOBas W/WIN pPO3IHHYHASL
TOPTOBJIS JICKAPCTBCHHBIMHA TIpenapaTaMy  T.1.);

e creneHM ©W (HOpMaM JIOKAIM3AINH Ha TEPPUTOPHH
Poccuiickoit ®enepanuy;

®  OCYHIIECTBJICHHUIO MOCTaBOK [Ipoaykmum oT YdYacTHHKa
HuctpubsiotopaM, ['ocymapcTBeHHBIM 3aKa3zduKaM U
Anrekam;

® MHUHUMaJbHBIM O0BbEMaM EJMHOBPEMEHHOH OTTPYy3KH
Iponykmuu  (otnyck  I[Ipoaykuud  MeEIKOONTOBBIM
W/WITM KPYITHOOITOBBIM MOKYIIATEISIM);

e 1100 MHBIM OOOCHOBAHHBIM MPU3HAKAM U KPHUTEPHSM.

Kpome Toro, Y4acTHHKH pa3iMYarOTCs MO BHAAM U COCTaBY
[poxyxim (JlekapcTBEHHBIE (bopMBEL, pedepeHTHBIC
JIEKapCTBCHHBIC npenaparsl, BOCIIPOHM3BE/ICHHBIC
JICKapCTBEHHBIE IIpenaparhl, OMOAHAIOTW U Ip.), TPeOYHOLINM
pasHbIX YCIOBMH TPAHCHOPTUPOBKM M XpaHEHHs, BKIIOYAs
TpeboBaHUs COOTIOACHMS XOJI0I0BOM LIETH.

BHe 3aBuCHMOCTH OT MOJENH BeJIEHHs OH3Heca, BHIOB H
coctaBa [Ipoaykuuu, Bce YYacTHHKH CTpeMSTCS 00ecneduTh
BHeipeHHe 3 GEKTHBHBIX CHCTEM KOHTPOJS 3a COOJNIIOJCHHEM
3aKOHOAATEbCTBA, BKJIIOYAs AHTUKOPPYILUOHHOE
3aKOHOAATENLCTBO M 3aKOHOAATEIBCTBO 0 3aluTe
KOHKYPEHLIUH, B TOM YHCJE IMyTEM MNPUHATHS KOMMEpYECKOH
MOJUTHUKY YYacTHUKA, YCTAHABIUBAIOLIEH MpaBuiia peaaus3anun
[Mponykuuu Ha poccuiickoM (hapMareBTHIECKOM PhIHKE.

JIaHHBII TyHKT HE SIBIIIETCS OCHOBAaHMEM AT pa3zelia phlHKa MO
TEPPUTOPHUAITEHOMY IPUHINITY WIH YCTAaHOBJICHHS JTFOOBIX MHBIX
JUCKPUMHUHALIMOHHBIX  YCJIIOBHH. IIpu  ocyuecTBieHUH
JESITETPHOCTH B COOTBETCTBHHM C HACTOSAMIMM  ITYHKTOM
YYacTHUKM YYUTHIBAIOT MOJIOKEHUS MyHKTa 4.3.3. HAaCTOSIIEro

3. Parties to the Code

1. A Party to the Code may be any legal entity that (a) is part of
the Manufacturer’s group of entities®, imports Products into the
Russian Federation and puts Products into circulation in the
Russian Federation, or (b) that imports and/or puts Products into
circulation in the Russian Federation under a contract with a
person belonging to the Product Manufacturer’s group of
entities. Organisations become Parties to the Code by signing a
declaration of membership of the Code.

2. The procedure for joining the Code is given in Appendix 1 to
this Code. The declaration of membership of the Code is posted
on the website and is freely available.

3. If one legal entity of a group of entities joins the Code this
means that all the legal entities in this group, conforming to the
criteria of the Party and registered in the Russian Federation,
will endeavour to comply with the provisions of this Code.

The Parties to the Code may use different business models
according to:

e the line of business in the pharmaceutical industry
(production, import, wholesale and/or retail trade in
medicines, etc.);

e the extent and forms of localisation in the Russian
Federation;

e the supply of Products from the Party to Distributors,
State Sector Customers and Pharmacies;

e the minimum Product shipment at any one time (sale of
Product to small-wholesale and/or large-wholesale
customers);

e any other reasonable grounds and criteria.

In addition, the Parties differ in terms of type and composition
of Products (dosage forms, reference drugs, generic drugs,
biosimilars, etc.), requiring different conditions for
transportation and storage, including compliance with cold chain
requirements.

Regardless of the business model, the type and composition of
Products, all Parties shall endeavour to ensure the
implementation of effective systems for monitoring compliance
with legislation, including anti-corruption legislation and the law
on the protection of competition, including through the adoption
by the Party of a commercial policy establishing the rules for the
sale of Products on the Russian market .

This paragraph is not the basis for market sharing on the
territorial principle or the establishment of any other
discriminatory conditions. When carrying out activities in
accordance with this paragraph the Parties take into account the
provisions of paragraph 4.3.3 of this Code.

! 3neck u mamee mo Hactosmemy Kojekcy rpymnma muil MOHHMaeTcst B cMbicie ctathi 9 (demepanbHOro 3akoHa ot 26.07.2006 Ne 135-®3 "O

3alIuTe KOHKYpEeHIH"

2 Hereinafter, in the present Code a group of entities is regarded in the sense of Article 9 of Federal Law No. 135-FZ "On the Protection of

Competition", dated 26/07/2006.



Konekca.

4. JloroBopHble B3aHMOOTHOIIEHHSI YYACTHHKOB C
Hoxynarensamu Ipoayxnun

4.1 Y4acTHUKU MOTYT BCTYHAaTh B JOTOBOPHBIE OTHOILIECHHUS IO
peamm3aru  [Ipogyknmm ¢ JuctpuObtoropamu  (BKITIOYAs
AnTexn) u ¢ ['ocynapcTBeHHBIMH 3aKa34AKaMU.

B pamkax rpynmns! jui IIpon3BoanuTes BpaBe CaMOCTOSTEIBHO
MPUHAMATh PELICHUS O MPOU3BOJACTBEHHO-COBITOBOM IIEMOYKE U
OIPEAEIIATh XO3IHCTBYIOLIETO(UX) cyObekTa(oB),
BXOJs1ero(ux) B rpynmy jaui IpousBoaurens, 1uid BCTyNISHUS
B JIOTOBOpHBIE  B3auMoOoTHomeHus ¢  llokymaremnsaMu
IIponykuuu.

4.1.1. BzaumooTHouenus ¢ ['ocy1apcTBeHHBIMU 3aKa3unKaMH
BzaumoneiictBue ¢ I'ocy1apcTBEHHBIMU 3aKa34MKaMU B CBSI3U C
moctaBkoi IIpomyKimu OCyIIECTBIISIETCSI B COOTBETCTBHH C
3aKOHOAATENbCTBOM  Poccuiickoit @Denepanuu ¢ y4yeToM
NoJIokeHHnH HacTosmero Komekca.

4.1.2. BzaumooTHomenus ¢ JJuctpudbroTopamu

1. YyacTHUKM B COOTBETCTBUU CO CBOHUMM KOMMCPUYCCKUMU

MOJUTHKAMU BIIpaBe CaMOCTOSTEIILHO BBIOMpATH
JucTpubpI0TOPOB, C KOTOPHIMA OHHM BCTYMAIOT B JIOTOBOPHEIE
oTHOmieHus. Ilpu 3ToM TpeOoBaHMS, 3aKPEIUICHHBIC B
KOMMEpYECKHX MOJUTHKAX, JTOJDKHEIL:
e  OKHITH 3KOHOMMYECKHU WU TEXHOJOTHYCCKU
000CHOBaHHBIMU;
®  COOTBETCTBOBATH HAIMOHAIHHOMY 3aKOHOIATEIBECTBY
Poccuiickont ®denepanuy, HaJHALMOHAILHOMY

3akoHonarenbeTBy EADC, MexayHapomHOMY H/WIA
HMHOCTPAaHHOMY 3aKOHOJATENbCTBY (B CllydasiX, €CIH

TaKoe MEXAYHapOHOE H/uau HWHOCTPaHHOE

3aKOHOJATENLCTBO PACHPOCTpaHsETCs Ha YYacTHHKA
Konexca);

®  COOTBETCTBOBATh BBICOKMM CTaHAapTaM BEACHHUS
OusHeca.

2. Kommepdeckass TMONMTHKa Y4YacTHWKAa JOJDKHA OBITh

OCTyNMHA JUII  BCEX MOTEHIMANBbHBIX JIUCTpHOBIOTOPOB

(mampuMmep,  omyOnMKOBaHAa Ha  caliTe  YJYaCTHHKa B

nH(pOpPMAIMOHHO-TEIEKOMMYHHKAIMOHHOH cetn  «HTepHeT»
m00 mpejACTaBlIeHa IMOTEHIMANbHOMY JIMCTPUOBIOTOPY 110
3amnpocy).

3. Ipunmunsl u cuctemMa BbIOOpa IMCTPUOBIOTOPOB, a TaKXKe
KOMMepYecKue yCIIOBHSA B3aMMOOTHOIICHHUH c
JlucTpuObIoTOpaMy 3aKpeIuIIoTCS B KOMMEPUYECKOH IMOJIHMTHKE
VYyacTHHKA.

4.2. llopsinok B3anmoaeiicTeud ¢ Jucrpndbroropamu

IToctaBka Ilpogykumu JWCTpUOBIOTOPY OCYIIECTBIISIETCS Ha
OCHOBaHMHU JIOTOBOPA TIOCTaBKH IIpomyKinw, 3aKIFOUYE€HHOTO
MEXJIy YYacTHUKOM U JucTpuObIoTOpOM.  Y4YacTHHKH
00s3y10TCsl  O0ecreunBaTh HaIW4ME YETKUX, INPO3PAYHBIX W
00BEKTUBHO 000CHOBaHHBIX U3MEPUMBIX u
HEJIMCKPUMUHAMOHHBIX KpuTepHueB 0T0opa AncTprObIoTOpOB.

4.2.1. KomMmepueckas OJIMTHKA YYacTHUKA

4. Contractual relationships between the Parties and
Product Buyers

4.1 Parties may enter into Product sales agreements with
Distributors (including Pharmacies) and State Sector Customers.

As part of a group of entities a Manufacturer is free to take
decisions on the supply chain and to define the business entity
belonging to the group of entities of the Manufacturer used in
order to enter into contractual relationships with Product Buyers.

4.1.1. Relations with State Sector Customers

Cooperation with State Sector Customers to supply Products
shall comply with the legislation of the Russian Federation,
taking into account the provisions of this Code.

4.1.2. Relations with Distributors

1. In accordance with their commercial policy, Parties shall have
the right to select the Distributor with whom they enter into a
contractual relationship. The requirements set forth in the
commercial policy must:

e be economically or technically justified;

e comply with the national legislation of the Russian
Federation, the supranational legislation of the EAEU,
international and/or foreign legislation (in cases where
such international and/or foreign legislation is
applicable to the Party to the Code);

e meet high standards of business conduct.

2. The commercial policy of the Party must be made available to
all potential Distributors (for example, published on the website
or shown to potential Distributors upon request).

3. The Distributor selection principles and the commercial terms
of Distributor relations are established in the commercial policy
of the Party.

4.2. Distributor cooperation procedure

The supply of Products to the Distributor is performed based on
the Product sale agreement entered into by the Party and the
Distributor. The Parties undertake to ensure the availability of
clear, transparent and measurable, objectively justified and non-
discriminatory Distributor selection criteria.

4.2.1. Commercial policy of the Party



1. KaxxnoMmy Y4acTHUKY cleayeT caMOCTOATEIHHO pa3paboTaTh
KOMMEPYECKYIO TOJIUTUKY, PETYIUPYIONIYIO MOPSIOK PabOTHI ¢
[TokynarensiMu, BKIIOYAIOIIHAN:

e  Kkpurepuu BeiOOpa JJucTpuOb0TOPOB;

e MOpANOK U  CPOKM  TIPEACTaBIEHUS  JOKYMEHTOB
JIcTpUOBIOTOPOM JUTS TIPHHATHS PELICHUS O 3aKIII0UYECHUN
Joroopa MO0 00 OTKase B 3aK/IIOYEHHH JIOroBOpa C
MOTeHIUAIBHBIM J[UcTprOBIOTOpPOM;

e TMpOLEAYypY M CPOKHM HPUHATHS pEIIeHHs YYacTHUKOM O
3aKTIOYCHUN JIOTOBOPAa WM OTKa3e OT 3aKIIOYCHUS
JIOTOBOpA C MOTCHIUATBHBIM J{NCTpHOBIOTOPOM;

® THUIOBOM JOrOBOp, BKJIIOYAIOIIMA OCHOBHBIE YCIIOBUS
noctaBku [Ipoaykuuu, B OTHOIIEHMH KOTOPOM Y4YaCTHUK
3aHIMAaeT JOMHHHPYIOIIEE TIOJOXKEHHE Ha TOBapHOM
PBIHKE;

®  [poLeaypy U MEXaHM3M IPeJOCTaBICHUS CKUI0K/OOHYCOB;

e o0mwue ycioBus omatel [Ipoaykimy;

®  TOPSJOK MH)OPMHUPOBAHUS CYLIECTBYIOINX
JIcTprOBIOTOPOB 0 KOMMEPYECKUX YCIIOBUAX U UX
N3MECHCHHSAX.

2. VYyacTHHKaM peKOMEHAyeTcs IyOnmkoBaTh  oOmue
nosoxxeHnss KoMMepueckolt MONMMTHKK Ha opHIMATBLHOM caiite
VYyacTHUKa B WH(OPMANMOHHO-TEIEKOMMYHUKAIMOHHON CceTH
«IHTEpHETY.

3. VYyacTHHKM OO0S3yIOTCS IO 3ampocy HH(GOPMUPOBATH
noTeHuuanbHbIX IlokynaTenel o NEHCTBYIOIUX KOMMEPYECKUX
yCIIOBUsAX B3aumoJeicTus ¢ [lokynarensamu.

4.2.2. Kputepuu Beibopa JIucTprOBI0TOPOB

1. Tlpu mnpuHATHM pelmeHUs YYacTHHUKOM O 3aKITIOYeHHU
noroeopoB ¢ IlokynarensiMu MOTYT YYUTBIBATHCA CIEAYIOLIUE
KpHUTEpHUH (BKJIFOYAs, HO HE OTPaHUIHMBAsCH):

e orcyrcrBue y [lokynaresns 3a10;0KEHHOCTH MO Hajoram
u cbopawm;

e  OTCyTCTBHE BO30OYXXIeHHOI B oTHOIIeHHH [lokymaremns
MIPOLIEYPHI TUKBUIAINH WU OaHKPOTCTBA;

®  OTCYICTBHE
rOCYAapCTBEHHBIX

pelieHuit
OpraHoB O

YIOOJIHOMOYCHHBIX
MPUOCTAHOBJICHUHN
JACATCIbHOCTU HOKyHaTeHﬂ;

e Hammune y [lokymarens HeoOXOAWMBIX JHICH3UH H
(nmm)
TOCY/IapCTBEHHBIX OPraHOB B CIydasx, KOT/a Takas

st

JESITENPHOCTH B PaMKax JOTOBOPHBIX OTHOIICHHH C

YuacTHUKOM;

HHBIX paspelieHui YIIOJHOMOYEHHBIX

JIMLOCH3UA HeoOXouma OCYIIIECTBJICHUA

®  OTCYTCTBHE
pyKOBOISIINE

CYIUMOCTH Y 3aHUMAFOIIIHX
nmowkHocTH  [lokymarens u  (wim)
CrOCOOHBIX ~ OKa3bIBaTh peEIIAlollee BIUSHHE HA
npunsatiHe pemenuid [lokymatenem  (ydpemuTend,
aKIMOHEPHI, TOJDKHOCTHBIE JTUIA | T.J1.);

nuI,

® OTCYTCTBHE CpeIyl JIMIl, 3aHUMAIOIIMX PYKOBOJSIINE
nomwkHoctn  Ilokymatenss u (wim) — criocoOHBIX
OKa3bIBaTh pPellaollee BIUSHUE HAa IPUHSITHE PEIIeHNI

ITokynarenem, a TakXe 4YIEHOB HX CEMEH, Jull,

1. Each Party shall independently develop a document regulating
the procedure for working with Buyers, including:

o the Distributor selection criteria;

e the procedure and timeframes for submitting documents by
the Distributor for awarding or declining to award a contract
with potential Distributors;

e the procedure and timeframes for awarding or declining by
the Party to award a contract with potential Distributors;

e astandard contract that includes the basic delivery terms for
a Product for which the Party holds a dominant position in
the market;

e discount/bonus procedures and mechanisms;

e general payment terms for the Product;
e the procedure for informing existing Distributors of the
commercial terms and any changes.

2. The Parties are encouraged to publish the general provisions
of their commercial policy on their official website.

3. The Parties undertake to inform potential buyers about
existing commercial terms of cooperation with customers upon
request.

4.2.2. Distributor selection criteria

1. When a Party decides to enter into a contract with a Buyer,
the following criteria may be taken into account (including, but
not limited to):

e the Buyer is not in arrears in regards to tax or duties;

e the Buyer is not undergoing liquidation or bankruptcy
proceedings;

e the public authorities have not issued a judgement to
suspend the activities of the Buyer;

e the Buyer has the necessary licenses and/or other
permits from the authorised state bodies in cases where
licenses are required for activities under the contractual
relationship with the Party;

e persons holding senior positions in the Buyer and/or
persons who can have a decisive influence on decisions
taken by the Buyer (founders, shareholders, executives,
etc.) have no previous convictions;

e persons holding senior positions in the Buyer and/or
persons who can have a decisive influence on decisions
taken by the Buyer, as well as their family members, do
not include any persons holding public service posts



3aHIMAIOIUX JOJDKHOCTH TOCYIapCTBEHHOH CITyXOBbI,
Y KOH(JIIUKTE UHTEPECOB C Y YaCTHUKOM;

e OTCYTCTBHE 3a HOCIEIHHE 3 ToJa YCTaHOBJIECHHBIX
BCTYNIUBIIMM B 3aKOHHYIO CHJIy pEIICHHEM Cyza
HapylIeHHi B 00JacTH IIOCTaBOK KOHTpadakTHBIX,
¢banbcuUUUPOBaHHBIX U HENOOPOKAYECTBEHHBIX
JIEKAPCTBEHHBIX IIPENapaToB, COJACPIKAIINX NPHU3HAKA
[PaBOHAPYIICHHUH, IPEIyCMOTPECHHBIX  YTOJOBHBIM
3aKoHoAaTenscTBOM Poccuiickoit @enepanuy;

e OTCYICTBME 3a HOCIeJHHE 3 Trojila YCTaHOBJICHHBIX
BCTYIHMBIINM B 3aKOHHYIO CHIJIy pEIICHHEM cyna
¢axToB yuactus [lokynarens B KapTensix, COAEPKAIINX

[IpU3HAKU NIpaBOHAPYILEHUH, NIPEAYCMOTPEHHBIX
YT'OJIOBHBIM 3aKOHO/IaTEJILCTBOM Poccuiickoit
®denepanny;

® OTCYTCTBHE JOKYMEHTAJbHO YCTaHOBJICHHBIX (HaKTOB
HapymeHus IToxynareneM, ero BiajenbLamMHy, JULAMH,
3aHUMAIOIUMHU pyKOBOAAIINE
HaI[MOHAJIBHOTO u

JIOJKHOCTH,
(mm)

MEXAYHAPOIHOTO/HHOCTPAHHOTO (€CIM  TPUMEHHMO)

3aKOHOJIATEIbCTBA O MPOTUBOACHCTBUU KOPPYIILINH;

e OTCYTCTBHE 3a IocienHue 3 rofa (akToB BKIIOUYCHUS
MOTEHIINATIBHOTO INoxynarens B peecTp
HEI0OOPOCOBECTHBIX ITOCTABIIUKOB, MPEIYCMOTPEHHBIN
cratbeil 104 denepanpHoro 3akona ot 05.04.2013 N
44-®3 «O KOHTPaKTHOW cHcTeMe B cdepe 3aKyIoK
TOBapoB,  paboT, yciayr  aug  oOecredeHHs
TOCY/IapPCTBEHHBIX U MyHUIIMIAIBHBIX HYXKI;

®  TEXHOJIOTMYECKH 0OOCHOBAHHBIC TPEOOBAHHS K MOJIEIH
BE/ICHUS (Hanpumep,
orpeJiesIieHHbIe TPeOOBAHMUS K COOJIOICHUIO XOJI0A0BOM

OusHeca YyacTHHKA

LeN BO BpeMs TPAHCHOPTUPOBKM U XpaHEHHUS
IIpomykiny, rn06anbHBIE NPAKTHKH W TpeOOBaHMSA
TPYIIBI KOMITAHUH Y9acTHUKA, KOTOPBIE TOJDKHBI OBITH
KOHKPETU3UPOBAaHBl YYAaCTHUKOM M JIOBEIEHBI [0

HEOTpeIeJICHHOTO KpyTa JINL);

e O000CHOBaHHbIE  TpeOOBaHHMA K  TEXHHYECKOMY
OCHAIIICHUIO MOMEIICHHH, HCIIOJIB3YEMBIX
JuctpubbtoTopoM mnpu obpameHud I[lponykuuun, wu
KBanupuKanus HepcoHana HuctpubsroTopa
(ynoBnerBopeHre  TpeOOBaHHMSIM  JIMICH3UH  HA
OCYIIECTBIICHHE ONTOBO TOPrOBJIM JIEKAPCTBEHHBIMHU
IpenapaTamu).

2. B memsax mpoBeneHuss oueHku [lokymarenss Ha mpeamer

COOTBECTCTBHA NEPEIYNCIICHHBIM KPUTCPUAM YyacTHHK
AHAJIU3UPYET U YUYUTBIBAET HOPMBI HallMOHAJIbHOT'O u
MEKAYHApOAHOT'O 3aKOHOIATCIbCTBA, BKJIrO4as, HO HEC
OIpaHUYIUBAACH:

e  Kouenmmo OOCP mno 60pnbe ¢ MOAKYIOM JOKHOCTHBIX
JIUI WHOCTPAHHBIX TOCYJAPCTB IPHU MPOBEIACHUU JEIOBBIX
onepauuii (paruduimpoana dDenepalbHBIM 3aKOHOM OT
01.02.2012 1. Ne 3-@3);

e  O@enepanbHblil 3akoH Ne 273—-®3 or 25.12.2008 r. «O
MIPOTHBOACUCTBIH KOPPYITIIHI;

and having a conflict of interest with the Party;

e no violations in the last three years established by court
decision in respect of counterfeit, substandard or
counterfeit medicines that indicate an offense under the
criminal law of the Russian Federation;

e no violations in the last three years established by court
decision in respect of the participation of the Buyer in
cartels that indicate an offense under the criminal law
of the Russian Federation;

e no documented violations on the part of the Buyer, its
owners and persons, holding senior roles, of national
and/or international/foreign (if applicable) legislation
on combating corruption;

e inthe last three years the Buyer has not been entered in
the register of unscrupulous suppliers under article 104
of the Federal Law dated 05.04.2013 N 44-FZ"On the
Contract System for Procurement of Goods, Works and
Services for State and Municipal Needs";

e the Party’s business model requirements which are
technically and economically justified (for example,
increased cold chain requirements during transport and
storage, global practices and requirements of the group
of companies of the Buyer to be concretized and
available to the public, etc.);

e The justified requirements for the premises and
equipment used by the Distributor when handling
Products, and level of expertise of the Distributor's staff
(meeting the requirements of the license for the
wholesale trade of drugs).

2. In order to audit the buyer for compliance with these criteria
the Party analyses and takes into consideration the national and
international statutory provisions, including, but not limited to:

e The OECD Convention on Combating Bribery of Foreign
Public Officials in Business Transactions (ratified by
Federal Law No. 3-FZ, dated 01/02/2012);

e Federal Law No. 273-FZ "On Combating Corruption" dated
25/12/2008;



e @enepanbubiii 3akoH  oT 07.08.2001 N 115-®3 «O
MPOTHBOACUCTBUM JICTATH3AIUU (OTMBIBAHHIO) JOXOJIOB,
MOJYYCHHBIX NPECTYIMHBIM NyTeM, U (UHAHCUPOBAHUS
TEppOpU3Ma» H HMHBIC 3aKOHOJATCIBHBIC AaKThl IO
MPOTHBOJCUCTBUIO KOPPYIILIMU, a TaKXKe METOAMYCCKHEC
PEKOMEHJAIMN  YIIOJHOMOYEHHBIX  TOCYIapCTBEHHBIX
OpTaHoB,

o ®DexepanbHBI 3aKOH Ne61-®3 ot
0OpaIeHn! JIEKapCTBEHHBIX CPEICTBY;

o  ®DepepampHbrii 3ak0H Nel35-03 ot 26.07.2006 «O 3ammure
KOHKYPEHIIAN Y

e depepanpHblit 3akoH oT 05.04.2013 Ne 44-®3 "O
KOHTPAKTHOH cUCTeMe B cdepe 3aKyloK TOBapoB, padorT,
yCayr JUTSt obecrieucHUs rOCyIapCTBEHHBIX u
MYHUILUNAIBHBIX HY X'

e  VYronosHbI# koneke Poccuiickoit @enepanuu ot 13.06.1996
Ne 63-03;

e 3akon CIIA O xoppymmun 3a pyoexom” (Foreign Corrupt
Practices Act, 1977;

e 3akxon Bemmukob6puranun o B3stkax (UK Bribery Act 2010) .

12.04.2010 «O6

3. Y4acTHHK MOXKET CaMOCTOSTEIbHO yCTaHABIUBATh B CBOCH
KomMepueckoil MONUTHKE ONPEIeICHHOE JKOHOMHYCCKH HITH
TEXHOJIOTHYECKH 000CHOBAHHOE KOJIMYECTBO JIHMCTPUOBIOTOPOB,
C KOTOPBIMH IUIAHUPYET BCTYMAaTh B JOTOBOPHBIC OTHOIICHHS,
HCXOJIsl U3 OCOOCHHOCTEH Monenu BeAeHusl OusHeca. B Takom
cinydae YYacTHUK 00s3aH BKJIIOYUTH B CBOKO KOMMEPYECKYIO
MOJIUTAKY HOPMBI, 00€CIICUNBAIOIINE PO3PAUHYIO, TyOITHIHYIO,
HEIMCKPUMHUHAIIMOHHYIO MPOIeaypy BbiOOpa JIucTpHOBIOTOPOB
Ha KOHKYPCHOIT OCHOBE.

4.3. Kommepueckne ycCJIOBUSI H MOCTABOK

npoaykuuu {ucTpudboTopam

yCJI0BUSA

4.3.1. HepmomyiieHue mOpeaOCTaBICHHS HEIOCTOBEPHOW W/MIIH
HETIONTHOM WH(pOPMalMK TPU TOCYNAapCTBEHHON perucTpanuu
neH Ha [Ipoaykuuto

VYyactaukam Kogexca ciemyer npuHHMAaTh BCE BO3MOKHBIE
MepbI 10 HEJOMYIIEHUIO TPEACTaBICHUs HEJOCTOBEPHON W/Min
HETIONTHOM WH(pOpPMalMK TPU TOCYNAapCTBEHHON perucTpanuu
neH Ha Ilpomyknuio, B OTHOIIEHHWH KOTOPOH NpHUMEHSETCS
roCyJapCTBEHHOE PETYIHPOBAHUE LIEH.

4.3.2. HepomymeHne HEOOOCHOBAHHOTO COKpPAIICHHS WIN
npekpanieHus peannsanun [Ipoaykuun

VYyactoukam Kojekca ciemayeT mpuHUMAaTh BCE 3aBHCAIIUE OT
HUX MEpPBI 110 HEIOMYIICHHIO COKPAICHHUS WM MPEKPAIICHUS
peamm3anuu  [Iponyknnu, B OTHONICHHH KOTOPOH YUacTHHK
3aHUMAeT JOMUHHPYIOIIEE IOJI0KEHUE Ha PBIHKE W KOTOpas
UMEeTCs B HaJHYUM W MOXET OBITh pealn30oBaHa IO ICHAM,
KOTOpPBIE COOTBETCTBYIOT TpeboBanusM 1. 4.3.1 Kozmekca.

4.3.3.
YCIIOBUH

HG,HOHyIHCHI/IC MMPUMCHCHUA JAUCKPUMUHAIIMOHHBIX

1. VuacrtHukam Kopgekca, 3aHMMaOIIUM JOMUHHUpYIOLIEE
[0JIO)KEHWE Ha TOBApHOM pbIHKE, 3alpelaeTcsl MpUMEHEHHE
JUCKPUMHUHAIIMOHHBIX ~ YCIOBUM TpU  B3aUMOJEHCTBUU C
IToxynarensmu.

e Federal Law No. 115-FZ "On Countering the Legalisation
(Laundering) of the Proceeds from Crime and Financing of
Terrorism" dated 07/08/2001, and other legislative acts on
anti-corruption, as well as the guidelines of authorised
public authorities;

e Federal Law No. 61-FZ "On the Circulation of Medicines"
dated 12/04/2010;

e Federal Law No. 135-FZ "On the Protection of
Competition" dated 26/07/2006;

e Federal Law No. 44-FZ "On the Contract System for
Procurement of Goods, Works and Services for State and
Municipal Needs" dated 05/04/2013;

e "The Criminal Code of the Russian Federation" No. 63-FZ
dated 13/06/1996;

e The US Foreign Corrupt Practices Act, 1977;

e The UK Bribery Act, 2010.

3. A Party may independently establish in its commercial policy
a certain number of Distributors which is economically or
technologically justified, with which it is planning to enter into
contractual relations on the basis of the specific features of the
business model. In such a case the Party is obliged to include
rules in its commercial policy that ensure the transparent, public
and non-discriminatory selection of Distributors on a
competitive basis.

4.3. Commercial terms and conditions of Product delivery to
Distributors

4.3.1. Prevention of the submission of incorrect information
during the state registration of Product prices

The Parties to the Code should take all possible measures to
prevent the submission of incorrect and/or incomplete
information during the state registration of Product prices in
respect of which state regulation of prices is applicable.

4.3.2. Prevention of the unjustified reduction or

discontinuation of the sale of Products

The Parties to the Code shall take all measures within their
power to prevent the reduction or discontinuation of the sale of
Products in respect of which the Party occupies a dominant
market position and which is available and can be sold at prices
which meet the requirements of para. 4.3.1 of the Code.

4.3.3. Prevention of discriminatory conditions

1. The Parties to the Code occupying a dominant market position
are prohibited from using discriminatory terms and conditions in
interactions with Buyers.



2. He siBiisseTcst TUCKpUMHHALIAEH U IOMTyCKaeTcss 000CHOBAaHHOE
npuMeHenne YuyacTHUKoM Kojekca pasznuuHbBIX — YCIOBHIA
peammuzauuu [Iponykuuu [TokynaTtensm B caeIyIONINX CIydasix:

A) mpu npuobperenuun Iloxymaremsimu ITpogykium,
KOTOpasi 00pamiaeTcsi Ha pa3HbIX TOBAPHBIX PHIHKAX;

b) mpu npmobperenmn Iloxymaremsmu [Ipomykmmy,
KOoTOpasi o0pamiaercss Ha OIHOM TOBApPHOM pBIHKE,
napaMeTpbl  COBEpIIAEMBIX  CAEIOK 10  IPHOOPETEHHUIO
[Mponykuuu SBIAIOTCS HEOKBUBAJICHTHBIMH, B CHIy 4Yero
NPUMEHEHNE DPA3IMYHbIX YCJIOBHHA SBISIETCS 3KOHOMHYECKU
000cHOBaHHBIM (Au((hepeHIanus yCIOBHi).

o878

3. ITlpnmenenmne YwactHukoMm Kopmekca pa3nudHBIX YCIIOBHHA B
norosope ¢ llokymaremssMH  3KOHOMHYECKH OOOCHOBaHO, B
JaCTHOCTH, B CIECAYIOMINX CITydasx:

A) npu OonbmeM oObeme 3akynok [Ipomykuuu B
HaTypaJbHOM BBIpQ)KEHHH IIeHa 3a eAnHUNy [IpoayKiun Moxer
ObITh HIKE IeHbl [IpoAyknuu, 3aKynmaeMod MeEHBIINMHU
NapTUIMHY;

b) mpu pacuerax mo mpemoruiate, neHa I[Ipomykiuu
MOXET OBITh HIDKE IIEHBI MPU MPEJOCTABICHHUH KOMMEPYECKOT0
KpEeauTa;

B) npu 3akynxax IIpogykumm co ckmaga nubo c
HCTEKAIOIUM CPOKOM T'OJIHOCTH 1IEHA MOXKET OBITh CHH)KEHA;

I') npu peanuzanuu YuactHukoM Kogexca Ilponyxiuu
l'ocynapcTBeHHOMY 3aKa3uMKy B MOpsAKe, MPEAyCMOTPEHHOM
denepalbHBIM 05.04.2013 N 44-®3 «O
KOHTPaKTHOH cucTeMe B chepe 3aKylOK TOBapoB, paboT, yciIyr
JUTsl 00ECIICUCHHUS TOCYIapCTBEHHBIX U MYHHUIUITATBHBIX HYXKI»,
nera Ilpomykumm MokeT OBITh HIDKE IIEHBI peann3ayn
Ipoxykuuu uubiM TToKymatensam;® yCIOBHs peaTu3alidd MOTYT

3aKOHOM  OT

oTiIM4aThCcsl  OT  ycinoBui  peanusauuu  IIponykuumum B
KOMMEpPYECKOM CEeTMEHTE MCXOMS U3 TPeOOBaHUI TEXHHUYECKOTO

3alaHuA rOCYZ[apCTBCHHOFO 3aKa34MKa,

n e
npeAbIAYIIETrO OIbITa COTPYAHHUYECCTBA, a TAKXKEC HCIOJIHCHUA
IToxynareneM CBOMX IOTOBOPHBIX 00s3aTENbCTB, (PMHAHCOBOI
cocroarenpHocTH [lokymarensm VYuactHuk Kopekca Moxer
YCTaHABIMBATh pa3iM4HbIE YCIOBHA omIaTel [Ipogykuuu
(mpenocTaBieHHe KOMMEPYECKOTo KpeauTa, TpeboBaHHE 00

3aBHCUMOCTH OT Haiu4usg (OTCYTCTBHSA)

obecreueHnn UCTIOJIHEHUS 00s13aTeNbCTBA 00 oIjIare u Jp.);

>K) CYLIECTBYIOT HMHBIC 3KOHOMHUYCCKU 000CHOBaHHbBIE
MIPUYUHBI.

4.3.4. MuHnmanbHeIi 00bEM €AMHOBPEMEHHOW OTIPY3KH U
MHUHHAMaJIbHBIA 00BEM 3aKyINKH B OTIPEJICNICHHBIN MepHo]

3SICJ'IOBI/ISI 3aKJIHOYCHHUA KOHTPAKTOB,

2. It is not discriminatory, and the reasonable application by the
Party to the Code of various Product delivery terms and
conditions for Buyers is allowed in the following cases:

A) when the Buyers purchase Products that are traded
on different markets;

B) when the Buyers purchase Products that are traded
on one market, if the parameters of the Product purchase
transactions are not of equal value, which makes the application
of a variety of terms and conditions economically justified
(differentiation of terms).

3. The application by a Party to the Code of different terms and
conditions in the contract with the Buyers is economically
justified most notably in the following cases:

A) for large Product purchases in real terms the price
per unit may be lower than the Product price purchased in
smaller batches;

B) when calculating the advance payment, the
Product price may be lower than the price when a commercial
loan is granted,;

C) when purchasing Products from a warehouse or
which are expiring, the price may be reduced;

D) when the Party to the Code sells Products to State
Sector Customers in the manner prescribed by the Federal Law
No. 44-FZ "On the Contract System for Procurement of Goods,
Works and Services for State and Municipal Needs" dated
05/04/2013, the Product price may be lower than the price for
other Buyers, sales terms may differ from sales terms in
commercial sector based on the terms of reference requirements
of the State Sector Customer;*

E) depending on the presence (or absence) of
previous experience in cooperation, and the fulfilment by the
Buyer of its contractual obligations, the financial viability of the
Buyers, the Party to the Code may set different Product payment
terms (commercial loans, demand for security of payment
obligations, etc.);

G) there are other economically justified reasons.

4.3.4. The minimum shipment and minimum
volume in a certain period

purchase

3aKJIIOYAaEMBIX 10 pe3yJibTaTaM TOpProB B mopsanke 3akoHa Ne 44-D3, He3KBUBaJIEHTHBI

YCJIOBUAM KOHTPAKTOB, 3aK/IIFOUYAEMbIX B MHBIX CEIMCHTAX PbIHKA, B CHUJIY Pa3JIMYHOI'O NOPAAKa HeHOOGpaSOBaHI/Iﬂ. TaK, B CCITMCHTC

TOC3aKYIOK IPUMCHACTCA TOCPEryjinpoBaHue L[CHOO6pa3OBaHI/I$I MyTeEM YCTAHOBJICHHUS

HavaJbHON (MaKCHMaNbHOW) IICHBI

KOHTPAKTa, a B UHbIX CEIMCHTAX TAKUE MCXaHNU3Mbl HE IPUMCHAIOTCA.

“The terms of contracts entered into on the basis of tenders as prescribed by Law Ne 44-FZ, are not equivalent to contract terms
entered into in other market segments due to various pricing procedures. For example, in the public procurement segment state
pricing regulation is applicable through the establishment of the initial (maximum) contract price, but in other segments such

mechanisms do not apply.
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Hcxomst u3 5KOHOMHYECKHX M TEXHOJIOTHYECKUX BO3MOXKHOCTEH,
Vyactouk Kopekca BmnpaBe YCTaHOBUTb B KOMMEPYECKOM
MOJIUTHKE MUHUMAJbHBIA O0BEM CIMHOBPEMCHHOU OTIPY3KH
[poxykiu u (MIIM) MEHAMAIIEHBIA 00beM 3aKynku [Ipomykimu
B ONpEACNICHHBIH NEpUol, KaKk B KOJUYECTBEHHOM, TaKk M B
JIGHEKHOM  BBIPAKEHUHU. Konekca Bmpase
pacTOpPrHyTh JOTOBOP U HE 3aKJIIOYATh JOTOBOP Ha CIEMYIOLINI
nepuonl ¢ JUCTpUOBIOTOPOM, B Cilyd4ae, €CIM YKa3aHHBIC B
KOMMEPYECKOH TOJIMTUKE YCIOBUS MHHHAMAIBLHOTO 00BeMa
eMHOBpPEMEHHOM oTrpy3kH [Ipoaykuuu u (Win) MUHUMAILHOTO
obpema 3akynku [IpoayKiwm B onpeaereHHbINH Tepro He ObUTH
BBIMOJTHEHBI TI0 OOCTOSTEIBLCTBAM, HE 3aBUCSAIINM OT YUYaCTHHKA
Konekca u  He OTHOCAIIUMCHI K
HENPEOA0IUMOM CUIIBI

YyacTHUK

00CTOATENBCTBAM

4.3.5. KpeautHble TUMHATHI

B memsx MuHMMU3auMu (UHAHCOBBIX PHCKOB YYaCTHHUK
Konexkca BmopaBe B pamMkax
ycTaHaBIMBaTh Al JAMCTPHOBIOTOPOB KPEIUTHBIE JMMHTHI, B
TOM MIPUBIICYECHUEM B SKCHEPTOB
(Hampumep, KOMITaHUHI
IIyTeM 3aKII0YEHUs] C HHUMH COOTBETCTBYIOIIETO JIOTOBOPA.
Taxue cienyer
HEMCKPIMUHAIMOHHON OCHOBE M, MCXOIS W3 OOBEKTHBHBIX
KpUTepHeB (HampuMep, OOBEM OCYIIECTBICHHBIX 3aKyIOK,
COOTHOWICHHE NONra K OO0meld CyMMe 3aKyIlOK, COOTHOIICHHE
JIoJITa ¥ NMPOCPOYEHHOI0 AoJra U fp.). B ciaydae mpeBbinieHus

CBOMUX JIOKAJIBHBIX aKTOB

qyucie ¢ Ka4ecTBe
CHeUaIN3UPOBAHHBIX CTPaxOBBIX)

JIUMHUTBI pacCUnThIBATH Ha

KpeauTHOro JiumMuTa YuacTHUK Kozmekca BrpaBe MpHOCTaHOBHUTH
noctaBku [Iponykuun J{uctpubpioropy.

4.3.6. DKCKIIFO3UBHOCTE

1. Kommepueckass NOAUTHKA YYaCTHUKA JOJDKHA HE JTOMYCKATh
3aKJIIOUYEHUE HKCKIIIO3UBHBIX COIVIALIEHUN MEXIY YUYaCTHUKOM,
3aHUMAIOIIUM JOMHHHPYIOIIEE MOJIOKEHNE, 1 KOHTPAareHTOM Ha
noctaBky Takoil IIpoaykuuy 3a MCKIFOUEHHEM 3KCKIIFO3UBHBIX
COTJIAIICHHH, COOII0IEHUEM
npeaycMotpeHHblx ®3 Nel35-03 or 26.07.2006 «O 3amure

KOHKYPCHIUN,

3aKJIIOYEHHBIX C YCIJIOBUH,

2. Yuactauk Konekca, He 3aHUMAIONIUN JOMHHHUPYIOIIETO
MIOJIOXKCHUST Ha TOBAPHOM PBIHKE, MOXET BKJIIOYATh B JOTOBOP C
KOHTPAareHTOM IOJIOKCHHSI 00 AIKCKIIFO3UBHOCTH TIPH YCIOBHU
coOnronieHust  TpeOOBaHMIA 3aluTe
KOHKYPCHIIUH.

cratbM 13 3akoHa o0

3. YyacTHHK BIIpaBC 3aKIIOYaTh SKCKIIO3MBHBIC COIJIAILICHUS, B
€CJIn [OCJIBKO 3aKJIIIOYCHHA TaKoIro
CornaiieHus sBIISIETCS JIOKaIM3anus npou3BOJACTBA YuyacTHHKA

TOM 4YHCJIE B CJydac,

B Poccuiickoit ®denepanun, B CBSI3UM C 4eM YYacCTHUK MOXKET
3aKJIF0YaTh:

- JIOTOBODBI
dbopme wWH-OaMK IS MOCIERYIONIETO TPOM3BOICTBA
JIEKapCTBEHHBIX MpemnapaToB Ha
Poccuiickon Denepanuun c MPEAO0CTAaBICHUEM
MPOU3BOJIUTENIO IPaBa HKCIIOJIB30BAHUSA TOBAPHOTO
3HaKa JUI1 WCIOJIb30BaHMs B IPOLECCE MPOU3BOJICTBA
JIEKapCTBEHHBIX MPETApaToB ;

IOCTaBKM JICKAPCTBCHHBLIX CPEACTB B

TEePPUTOPUHU

On the basis of its economic and technological capabilities, a
Party to the Code shall have the right to establish in the
commercial policy the minimum volume of a one-time shipment
of Products and/or the minimum purchase amount of the
Products in a certain period, both in quantitative and monetary
terms. The Party to the Code has the right to terminate the
contract and not to enter into a contract for the next time period
with a Distributor in such a case when the minimum shipment
and minimum purchase volume requirements were not met due
to circumstances not dependant on the Party and not related to
Force Majeure.

4.3.5. Credit limits

In order to minimise financial risks, the Party to the Code shall
have the right, within its by-laws, to establish credit limits for
Distributors, including through the involvement of specialised
(e.g., insurance) companies by entering into an agreement with
them. These limits should be calculated on a non-discriminatory
basis and on the basis of objective criteria (for example, the
purchase volume, the ratio of debt to total purchases, the ratio of
debt to debt in arrears, etc.). In case of the credit limit being
exceeded the Party to the Code shall have the right to suspend
delivery of the Products to the distributor.

4.3.6. Exclusivity

1. The Commercial policy of the Party should avoid exclusive
Product delivery agreements between a Party occupying a
dominant position and a counterparty, except for exclusive
agreements concluded under the conditions stipulated by Federal
Law No. 135-FZ "On the Protection of Competition" dated
26/07/2006.

2. A Party to the Code that does not occupy a dominant position
in the Product market may conclude an agreement with a
counterparty on exclusivity, subject to fulfilling the
requirements of Article 13 of the Law on the Protection of
Competition.

3. The Party may enter into an exclusive agreement, including
the event that the aim of the Agreement is the localisation of the
manufacturing facilities of the Party in the Russian Federation,
in view of which the Party may enter into:

- in-bulk drug supply contracts for subsequent
manufacturing of medicines in the Russian Federation
by giving the manufacturer the right to use the
trademark for use in the manufacture of medicines;
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-IOTOBOPBI Ha BBHINOJHEHHE padOT MO MOAPSAHOMY
nponsBocTBY [Ipomykunu (10roBop TOJUIMHTA).

4.3.7. TIpo3pauHocTh 1 000CHOBAHHOCTH OOHYCHBIX MOJICIICH

VYuactHuk Kopjekca BrhpaBe NpUMEHATh OOHYCHI (BKJIrOYAs
OOHYCBI, KOTOPBIC BBIMIAYUBAIOTCS MO HCTCUYCHUIO OTYCTHOTO
MeproJia TpU JAOCTHKCHUU OTPEIEIICHHBIX MMOKa3aTenei) u/mimum
CKAAKA JJIsI CTUMYJHPOBAHUS WCIIONHEHUSA KOHTPAareHTOM
JIOTOBOPHBIX 00s13aTeNbCcTB. YuacTHHKaM Komekca cremyer
MPUHUAMATh BCE 3aBUCAIIHE OT HHUX MeEpPHl MO 00ECIeUYeHHUIo
MPUMCHECHUST OOHYCOB M CKHAOK Ha HEIMCKPUMHHAIMOHHON
OCHOBE, UCXO[IS N3 OOBCKTUBHBIX KPUTEPHUEB, B YaCTHOCTH:

A) IOCTIKEHHE ONpEACICHHOTO O0bheMa 3aKylloK B
KOJIMYECTBEHHOM HJTH JICHE)KHOM BBIPKCHHUU;

b) 3axmodenme KoHTpakta ¢ [OCymapcTBEeHHBIM
3aKa3yMKOM B MOpAAKe, NpeaycMoTpeHHoM denepaibHbIM
3akoHOM OT 05.04.2013 N 44-®3 «O KOHTpaKTHOW cucTeMe B
chepe 3aKkymok TOBapoB, pabOT, yciayr uis oOecledYeHUs
ToCyJapCTBEHHBIX U MYHUIIUITIAJIbHBIX Hy)KH));

2. OcHOBaHHUS MPEIOCTABICHUS OOHYCOB M CKHMJOK YYacTHHUK
3akperusieT B KoMmepueckoi moauTuke.

4.3.8. YcTaHOBIIEHHE MaKCUMAJIbHOH IIEHBI MIEPEIPOAAKH

VY4acTHUKM BIpaBe YCTaHABIMBATh B JOTOBOPE MAKCUMAJbHYIO
LeHy nepenpojaxu ans Ilpoaykuuu, LieHBl Ha KOTOpPYIO HE
perynupyroTcs rocyJapcTBOM, II0O BCEH JIOTUCTUYECKOU
nenouke ot JlucTpuObroTopa 10 AmnTekw, BO H30ekaHUE
HEOIPaBJaHHOI'O YBEIMYEHUs OTIYCKHON ueHsl [Iponykuuu B
Anrekax A KOHEUHBIX OKyNaTeae.

4.4. KomMmepueckue YCJOBUSI M YCJOBHUSI MOCTaBOK
rocy/JapcTBeHHBIM 3aKa34NKaM

4.4.1. lonrocpoyHbIe KOHTPAKTHI

YYacTHUKM  3aWHTEPECOBaHBl B  3aKIIOYCHWH  MPSIMBIX
JTOIITOCPOYHBIX KOHTPaKTOB HETIOCPECTBEHHO C
locynapcTBeHHBIMH  3aKa3yMKaMHd C IIeJIbI0  O0eCIeUeHUs
CTaOMILHOCTH 3aKyNOK, (UKCUPOBAHMS IIEHBI TOCTAaBKH H
IJTAaHUPOBAHUS 00BEMOB  TPOM3BOJICTBA, TMOCTAaBOK HAa

teppuroputo Poccuiickoit denepauuu 1 npoaax.

4.4.2. Yyactue B 3aKyIKe HalPsIMYIO

VY4acTHUK BIpaBe NMPHUHSATH pelieHre 00 ydacTu B 3aKylke Ha
nocraBky IIpoaykiuu HampsMyo U B TAKOM ClIyyae OTKa3aThb B
3aKIIIOYEHU U JI0rOBOpa u IIOCTaBKeE IIponykuuu
Huctpubsiotopy. [Ipu 3TOM OH He BIpaBe OTKa3aTh B ITOCTABKE
[pomykimu  AucTpuOBIOTOPY,  BBIPAXKAIOMIEMY  JKEJaHWE
MIPHUHATH ydacTHe B JAHHOHW 3aKymKe, MPH YCIOBHUHM HATHYUS Y
VY4yactHuka 00s13aTeNTbCcTBA IIOCTaBUTH IIponyxuuro
JucTpuOBIOTOPY, BO3HHKIIETO 1O MPHHATHS YYaCTHUKOM
pemieHust 00  ywacTMH B 3aKkyIke HaIpsMYIO.

4.5. OcHOBaHHAI JJIsl OTKa3a B COTPYIHHYECTBE WIH JIJs

- tolling agreements.

4.3.7. Transparency and validity of bonus models

A Party to the Code may offer bonuses (including bonuses that
are paid after the reporting period when certain results are
achieved), and/or discounts that provide incentives to the
counterparty to fulfil the contractual obligations. The Party to
the Code shall take all measures within its power to ensure the
application of bonuses and discounts on a non-discriminatory
basis, on the basis of objective criteria, in particular:

A) the achievement of a certain amount of purchases in
quantitative and monetary terms;

B) the conclusion of a contract with State Sector
Customers in the manner prescribed by the Federal Law No. 44-
FZ "On the Contract System for Procurement of Goods, Works
and Services for State and Municipal Needs" dated 05/04/2013;

2. The grounds for granting bonuses and discounts to the Party
are given in the commercial policy.

4.3.8. The establishment of a maximum resale price

The Parties have the right to establish in the contract the
maximum resale price for a Product, the price of which is not
regulated by the state, for the entire supply chain from the
Distributor to the Pharmacy in order to avoid an unwarranted
increase in the retail sale price of the Product in the Pharmacy
for end consumers.

4.4. Commercial terms and shipping terms for state sector
customers

4.4.1. Long-term contracts

Parties are interested in entering into direct long-term contracts
directly with State Sector Customers in order to ensure the
stability of purchasing, to set sale prices and plan production
levels, shipments to the Russian Federation, and sales.

4.4.2. Direct participation in a Tender

A Party has the right to decide to participate directly in a Tender
to supply Products, and in this case not enter into a contract to
supply Products to a Distributor. However, the Party may not
decline to supply the Product to a Distributor that expresses the
desire to participate in this Tender, if the Party has an obligation
to supply its Products to the Distributor that arose prior to the
Party's decision to participate directly in the Tender.

45. Reasons for refusal to cooperate or to suspend
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NPHOCTAHOBJICHHS COTpyAHMYecTBa ¢ lucTpudboTopamMu u
(nam) Anrekamu

4.5.1. OcHoBaHus sl IPEKPALICHHUS COTPYIHIUYECTBA (OTKa3a B
cotpyauudectse) ¢ Jluctpubbroropamu U Anrekamu

1.YyacTHUK  BIOpaBe  NIPEKpPaTUTh
JuctpuOpioTopamMu 1 ATITeKaMH

WIA  OTKa3aTh B  COTPYJHHYECTBE  MOTCHIMAIBHBIM
HuctpubsioTopam u (mnn) Antekam, B TOM 9HCIIE, €CITH

COTPYIHHYIECTBO  C

A) IuctpuObIoTOpHI U (MITH) ANTEKH
HaxOAATCSl B CTaJWM JIMKBHJALWK WJIM B OTHOIICHHH
Hero Bo30y»XJieHa Ipolenypa 0aHKpOTCTBA;

b) y [ducrpubblotopoB W (uiam) ANTeK OTCYTCTBYET
JIULEH3US;

B) mmeercst moAaTBep KISHHBIM (DaKT KOPPYNIHOHHOM
nesITenbHOCTH UCTpHOBIOTOPOB | (VWTH) ATeK

i GakT HApYMIEHUH PYKOBOOIMIUMH ©  (WIIH)
JOJDKHOCTHBIMH JIHLAMH KOHTpareHTa YTOJIOBHOTO
3aKOHO/ATENbCTBA;

I') umeercs 3am0MKEHHOCTh JUCTPUOBIOTOPOB WU(HITH)
AnTek mepen YYaCcTHHKOM IO 3aKIFOUCHHOMY JOTOBOPY, MpHU

9TOM ONpPENENSIOTCS  CIEAYIOUIMe YCIOBHS MNpEeKpalleHHs
COTpYIHHMYECTBA: pa3Mep 3aJ0JDKEHHOCTH JIOJDKEH OBITh
CYIIECTBEHHBIM  (pa3Mep  CYIIECTBEHHOHW  3aJJ0JDKEHHOCTH

JOJDKEH OBITH ONpPEAENICH B JOTOBOPE MEXIY YYaCTHUKOM H
HuctpubstoTopoM  u(wnm) Amnrekoit) u JIuctpuObroTopom
u(mm) AnTekod  JOMYIIEHO BO3HHKHOBCHHUE CYIICCTBEHHOM
3aI0JDKCHHOCTH JIBa M 00Jiee pa3 B TCUCHHE roja

JI) 1o MHBIM  OCHOBaHHSIM,
KOMMEPUYECKOHU IIOJUTUKONW Y YaCTHUKA.

HPEayCMOTPEHHBIM

2. Ilepeuenb OCHOBaHWA MJIs TPEKpPAlICHUS COTPYIHUYECTBA
(otkaza B corpynHuuectBe) ¢ JuctpuObioTopamu u (Win)
AnTekaMH yCTaHAaBIMBAaeTCd YUYaCTHHUKAMH B KOMMEPUECKOH
MIOJIUTUKE.

5. HMHCTpYKUMH 10 MEeMIMHCKOMY NPUMEHEHHIO
JIEKapCTBEHHBIX MPenapaTos

5.1.  IlpemocraBieHne HWHCTPYKLUUH IO
NPUMEHEHMIO JIEKAPCTBEHHOTO IIperapara,
CTpaHe-TPOM3BOIUTEIIC

MEIULTHCKOMY
0/100peHHO B

Ilpu mnopmaue pokymeHTOB i peructpauuu [lpoaykiuwy,
Y4YacTHUK TOMHMO HHBIX JOKYMEHTOB, O0O0s3aTelbHBIX IS
MIPEIOCTABJIEHUSI B paMKaX PETMCTPAlMOHHOIO JOChE, BIpPaBe
MPEeJOCTaBUTh  OJOOPEHHYHO B  CTpaHE-TIPOU3BOAMTEINIE
MHCTPYKLHIO 110 MEIULMUHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOI'O
mpenapara, a TakXe YTBEPXKICHHBI B CTpaHe-IpPOU3BOAUTEIIE
nacnopT JiekapctBeHHoro npenapara  (Certificate of a
pharmaceutical product).

I[Ipu momade MOKYMEHTOB /s peructpamuu llpomykmmy,
Y4acTHHK MIPECTaBISIET MPOEKT WHCTPYKIIUN o
MEIWIIMHCKOMY TIPUMEHEHHUIO JIEKAPCTBEHHOTO TIperapara,
OCHOBAHHBIM Ha WHCTPYKIHHU IO MEIUIIMHCKOMY IPUMEHEHHUIO

JIEKapCTBEHHOT'O  Tpemapara,  OJOOpeHHOW B CTpaHe-
npousBoauteine [Ipogykun.
5.2. lapMoHM3anst  MHCTPYKUMM 1O  MEAMLHMHCKOMY

cooperation with Distributors and (or) Pharmacies

45.1. Reasons for termination of cooperation (refusal of
cooperation) with Distributors and (or) Pharmacies

1. A Party is entitled to terminate cooperation with a Buyer, or
to decline to cooperate with a potential Distributor and (or)
Pharmacy if (including but not limited to)

A) The Distributor and (or) Pharmacy is in the process of
liquidation or bankruptcy;

B) The Distributor and (or) Pharmacy does not have a
license;

C) It has been established that the Distributor and (or)
Pharmacy has been involved in corruption or violations of
criminal law on the part of the management and/or officials of
the counterparty;

D) There are arrears under a contract with the Party, and
the termination conditions are the following: the arrear shall be
sufficient (the sufficient arrear is to be defined in the contract
between the Party and the Distributor and (or) the Pharmacy)
and the Distributor and (or) the Pharmacy happened to have
sufficient arrears two or more times per year.

E) On other grounds according to the Commercial policy
of the Party.

2. The list of grounds for termination of cooperation (refusal of
cooperation) with Distributors and/or Pharmacies is established
by the Parties in their commercial policy.

5. Patient Information Leaflet (PIL)

5.1. Provision of patient information leaflet approved in the

country of origin

When submitting documents for the registration of Products,
besides other documents required as part of the registration
dossier, the Party may provide patient information leaflet
approved in the country of origin, as well as the Certificate of a
pharmaceutical product approved in the country of origin.

When submitting documents for the registration of a Product,
the Party submits draft patient information leaflet based on the
patient information leaflet approved in the country of origin of
the Products.

5.2.  Harmonisation of patient information leaflets between
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NPUMEHEHNIO pEeEepeHTHHIX JICKAPCTBEHHBIX IIPENapaToB H
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IpenapaToB

B memsax rapMoHuzaumu TpeOoBaHMi K 0Oe3omacHocTH U
3¢ PEKTUBHOCTH JICKAPCTBEHHBIX MPENapaToB B HHCTPYKIHUAX MO
MEIUIMHCKOMY TPUMEHEHUIO, YYacTHHKH OyAyT CTPEeMHUTHCS
BBIABIATh PACXOXKIACHUS B MHCTPYKIHUAX 110 HPUMEHEHHUIO
BOCITPOM3BEICHHBIX JEKAPCTBCHHBIX NPENApaToB B CPAaBHEHUH C
HHCTPYKIMAMH pe()EPEHTHBIX JIEKaPCTBEHHBIX IPETIAapaToB.

6. Monurtopunr 6e3onacuoctu Ipoaykuun

VY4YacTHUKM B TOpS/KE, YCTAHOBJIECHHOM YIOJHOMOYCHHBIM
(enepaibHBIM OpPraHOM MCHOJIHUTENBHON BJIACTH, OOS3aHEI
coolmare B  YINOJHOMOYEHHBIH  (enepanbHbIl  OpraH
UCTIONTHUTENIFHOIM BiacTH a Taroke [IpoW3BomuTeNI0O WM €ro
adpUIMPOBAaHHOMY JIUIly, TPEJCTaBUTENI0 Ha TEPPUTOPHU
Poccuiickoit  ®enmepanmy, o0 TMOOOYHBIX  JEHCTBUSX U
HEXKEJAaTeIbHBIX peakIisX Npu npuMeHeHmH IIpomykmmm, o0
WHIWBHAYATBHOM HENIePEHOCUMOCTH, OTCYTCTBUH
spdextuBHOCTH [Ipomykmmm, a Takke 00 HWHBIX (QakTax u
00CTOATENBCTBAX, MPEACTABIAIONINX YIrPO3y JKU3HH  WIH
3MIOPOBBIO  UENOBEKa TIpM TpuUMEHeHWH llpoxykmmm u
BBIIBJICHHBIX Ha BCeXx OdTamax oOpamienus I[Ipoaykiuu B
Poccuiickoit denepanuu.

B cnyyae BBIABICHHS HOBBIX CBEJICHHMH O O€30IaCHOCTH U
spdexTrBHOCTH  peanm3yemoii  [Ipoaykiuu, Y4YacTHHKH,
JIEHCTBYSI B COOTBETCTBUU C 3aKOHOJATEIHCTBOM M JyULITUMH
MpaKkTUKaMu (hapMaKkoHaI30pa, OyAyT BHOCHTh HEOOXOAUMYIO B
TaKHAX CIydasX HHOOPMAIHIO B HHCTPYKIIMH 110 MEAUITTHCKOMY
MIPUMEHEHHUIO JIEKAPCTBEHHBIX NPENapaToB.

7. HeponmyumeHnue HEKOPPEKTHOT0 U KOPPYNIIHOHHOTO
B3aUMO/IeliCTBHS ¢ BpaueGHbIM COOOIECTBOM,
rOCyIapCTBEHHBIMH OPraHAMU, MANMEHTCKUMH H
001IeCTBEHHBIMU OPraHU3alUsIMHU

VYyactauku Konekca sBISIOTCS HEOTHEMIIEMBIMH YYaCTHUKAMU
oTpaciMi M B TIpoOLECCe
B3aUMOJEHCTBYIOT C JPYIMMM YydaCcTHUKamMu oTpaciaud. B
YaCTHOCTH, TAKOE B3aUMOJEICTBUE OCYHIECTBISIETCS B paMKax
IIPOCBETUTENBCKUX COLIMAIBHO
COBMECTHBIX WHHUIIMATUB, 00CYXXAEHHS MOTPEeOHOCTEeH OoTpaciH,
nH(opMHUpOBaHHUs

(dapMareBTHICCKON paboThI

IIPOCKTOB, 3HaAYUMBIX

YYaCTHUKOB ~ OTpacid O  Hay4dHbIX
pa3paboTkax M HOBBIX JIEKAPCTBEHHBIX IIpemapaTax B IEJIAX
obecrieueHHs TOBBINICHUS KadecTBA JKU3HM TMAIHEHTOB U
IIpUMEeHeHHns1 0oJiee COBPEMEHHBIX METO/IOB JICUCHHUS B PaMKax,

JA0IYCTUMBIX COTJIACHO pOCCHﬁCKOMy 3aKOHOAATCIIbCTBY.

VYuactoukun Kogexca OyayTr mnpeanpuHMMaTh — JeHCTBHA,
HamnpaBJCHHbIE HAa  IIPECEUYCHHWE  HENOOPOCOBECTHBIX  H

KOPPYHNIUOHHBIX TIPAKTUK TIPpHU B3aHMOﬂeﬁCTBHH C Apyrumum

YYaCTHHKaMH  OTpacid, TOCYAapCTBEHHBIMH  CITyXKallllMH,
aAMUHUCTpATOpaMHd W CIeNuajucTaMd B objactu
3[IpaBOOXPAHEHHS, B TOM HUHCIIE, IIOCPEICTBOM MPHHITHUS

BHYTPEHHUX KOAEKCOB MOBEACHUS A paOOTHUKOB, TPEHUHTOB
COTPYAHMKOB U  BHEJIPEHUS  CHCTEM  KOHTpPOJI U
JUCLMIUIMHAPHBIX CAHKIMH, HalpaBJICHHBIX HA BBISBICHUE U
MpeceyeHu il HapyleHu .

VaacTHHUKH KOHGKC& CTPEMATCA NOAACPIKUBATL IMTPOI'PECCUBHBIC
MEpbI, HANpaBJICHHBIC Ha obecreueHnue MMpO3pavYHOCTU  BO
B3aUMOOTHOIICHUAX C Bpaqe6HLIM COO6IIICCTBOM,

original medicines and generic medicines

In order to harmonise the requirements for safety and efficacy of
medicines in the patient information leaflets, the Parties will
endeavour to identify differences in the patient information
leaflets of generic medicines compared to the patient
information leaflets for the original medicines.

6. Monitoring the safety of Products

According to the procedure established by the authorised federal
executive body, Parties must report to the authorised federal
executive body and the Manufacturer, or its affiliate and
representative in the Russian Federation about the side effects
and adverse reactions inherent in the use of the Products, of
individual intolerance, lack of effectiveness of the Product, and
other facts and circumstances that pose a threat to human life or
health when using the Product and identified at any stage in the
entire Product life cycle in the Russian Federation.

In the event that new information is revealed about the safety
and efficacy of the Products, the Parties, acting in accordance
with the law and best practices in pharmacovigilance, will add
the necessary information to the patient information leaflets.

7. Preventing inappropriate and corrupt transactions
within the medical community, public authorities,
public organisations and NGOs

The Parties to the Code are integral members of the
pharmaceutical industry in the process of cooperating with other
industry participants. In particular, such cooperation is
implemented via educational projects, socially important joint
initiatives, discussions on industry needs, the provision of
information to the industry on scientific research and new
medicines in order to improve the quality of life of patients and
the use of more modern methods of treatment to the extent
permitted under Russian law.

The Parties to the Code are to take action aimed at preventing
fraud and corrupt practices in cooperation with other industry
participants, government officials, administrators, and health
professionals, including through the adoption of internal codes
of conduct for employees, staff training and implementing
control systems and disciplinary sanctions aimed at the detection
and suppression of violations.

The Parties to the Code shall endeavour to support progressive
measures to ensure transparency in relations with the medical

13



MCOIUOUHCKUMH W CIICOUATIU3WUPOBAHHBIMU OpTraHUu3aluiAMH, H
npeanpmumyT BCC HCO6XOﬂI/IMLIe MEpbI 11O Hy6J'II/I‘IHOMy
PAaCKpPBITUIO I/IH(l)OpMaHI/II/I O BbIIUIaTax B aApeC CHCLUAINUCTOB U
opraﬂmaunﬁ 3ApaBOOXpPAaHCHUA B COOTBCTCTBUU C MPAKTUKAMU

(apmManeBTHYECKOH OTpacid H B pPaMKaX, JOMYCTHMBIX
POCCHICKHM 3aKOHOAATEIHCTBOM.
8.  Anamms NMPAaKTUKH NpPUMeHEeHHUS Koaekca,

paccMOTpeHHe CIIOPOB MeKIY Y4YacTHHKAMH

JleaTenbHOCTE TI0  PacHpOCTPAHEHUIO TPAKTUKH BHEIPEHHS

Komekca, cOopa wuHboOpMAlMK O CHOPHBIX CHUTYalUsX,
oOecrieueHnss ~ mpuMeHeHus ~— Komekca W BBIpaOOTKHU
pexkoMeHaanun ocymecTBisieTcs Ha 0Oa3e Komwurera mo

3npaBooxpaHeHnto u ¢apmanetuke AEB (¢ mpuBiedeHmeMm
VYyactaukoB Konekca, He sBistonuxcs wieHamu AEB).

Komurer mo 3apaBooxpanenuto u ¢dapmanestike AEDB

obecIieunBaer:.

* cojeifcTBue wucnoib3oBaHui0 Konekca Bo B3auMoJedcTBUHU
MEX]ly €ro Y 4aCTHUKaMU;

* aHanu3 3QQPeKTUBHOCTH NpuMeHeHus Kojekca U OTHeNbHBIX
TOJIOKEHUM;

* paccMOTpeHHE CIOpOB Mexay YuacTHukamu Konekca,
BBIHECEHHBIX Ha paccMoTpenue Komurera, W BbIpabOTKa

PEKOMEHIAIHH 10 PEe3yIIbTATAM TaKOTO PACCMOTPCHHS,

* BBIPa0OTKY pEKOMEHIANWH 10 MPUMCHEHUIO M HM3MEHCHHIO
Kopexca,
N3MCHCHUSA KO[[GKC& B CBsA3U C HU3MCHCHUIMU HpaKTI/IKI/I

nHpopMUpOBaHHE YUYAaCTHHKOB O BO3MOXKHOCTH

B3aHMMOOTHOIIIECHU;

* B3aMMOJICUCTBHE C TOCYIaPCTBEHHBIMU OPTaHaMH, CPEJICTBAMU
MaccoBOM MH(POPMAIINH, O0IIECTBEHHBIMH OpTaHU3AI[UAMH.

ITockonbky cormacHo Pasmery 1 Hacrosmero Kopekca
OCHOBHOHM 3amauell Kopekca sBigeTcss caMOperyiupoBaHHE
(dapmaneBTHYeCKOr0 OHM3Heca Ha TeppuTopur Poccuiickoit
denepanyu, B cilydyae BO3HHUKHOBEHHUS! CIOPOB B OTHOIICHHUHU
npuMmenenus Hactosamero Komekca CTopoHBI  00s3yHOTCS
MIPWIOKHUTh MAaKCUMAJIbHBIE YCHIIHUS JUIS MX CaMOCTOSTEIHHOTO
paspemeHnst IMyTeM HpPOBEACHUs IEPEroBOPOB IIPEXae, 4YeM
ooparutbest B DAC Poccnn w/wimu B cy .

VY4YacTHUKM MOTYT TI0 COIJIACOBAaHMIO II€peAaTh  CIop,
BO3HMKIINH B pamKax npuMeHeHust Kojekca, Ha paccMOTpeHHe
B Ap6urpaxusiit cyn AEB.

Jlna aHanW3a M MOHUTOPHWHTA MpakTHKH npuMmeHeHns Komexca
Komurer ¢dopmupyer crnenuanpHylo pabodyo Tpymmy Uit
BCTpEY Ha PEryJIIpHON OCHOBE.

Pabouas rpynma ¢hopMupyercst U3 npeAcTaBUTeNel Y4acTHUKOB
n dDenepanbHON aHTMMOHOIONBHOM CitykObl. Pabowas rpymma
aHanu3upyer nonoxeHus Kopekca, NpUMEHHTENBHO K
BO3HHUKAIOIIMM B Xoae npumeHeHus Kojekca Bompocam H
¢dopmupyer peKOMeHAa Ul JUIs Komurera o
3apaBooxpaHeHuio u papmanestike AED.

Komurer mo 3npaBooxpanenmio u (apmaneBtuke AEDB
BBITTyCKaeT 0000MIAIONTYI0 MPAKTUKY C YY€TOM PEKOMEHIAIHid

community, medical and specialised organisations, and will take
all necessary measures to ensure public disclosure of
information about payments to professionals and health
organisations in accordance with the practices of the
pharmaceutical industry and to the extent permitted under
Russian law.

8. The analysis of the practice in the application of the
Code, dispute settlement

The AEB Health and Pharmaceuticals Committee ( with the
Parties —-Non AEB Members being involved) is to promote the
Code of Practice, collect information about controversial
situations, ensure the application of the Code, and draw up
recommendations for the Parties.

AEB Health and Pharmaceutical Committee ensures:

« promotion of the application of the Code in the work between
the Parties;

» analysis of the effectiveness of the Code and specific
provisions;

« dispute settlement between Parties to the Code, submitted for
consideration of the Committee, and drawing up
recommendations based on the results of such adjudication;

» drawing up recommendations on the application of and
changes to the Code, inform the Parties about the possibility of
changes in the Code in view of changes of business practice;

« liaising with public authorities, the media, and civil society
organisations.

Whereas according to the Section 1 of the Code the main
objective of the Code is self-regulation of the pharmaceutical
industry in the Russian Federation, in case of any disputes arisen
on the application of the Code the Parties are obliged to make
the best efforts to settle such disputes by negotiations before
addressing them to FAS of Russia or/and bringing a court action.
The Parties may agree to settle the dispute on the application of
the Code in the AEB Arbitration Court.

To analyse and monitor the application of the Code the
Committee shall create a special working group that meets on a
regularly basis.

The working group is composed of representatives of Parties to
the Code and the Federal Antimonopoly Service. The working
group examines the provisions of the Code in relation to issues
arising during the application of the Code, and draws up
recommendations for the AEB Health and Pharmaceuticals
Committee.

The AEB Health and Pharmaceuticals Committee shall release a
document with an overview of practice in view of the
14



CHCHI/I&J’[LHOﬁ pa6oqel71 TpyIMiIbl, a TAKXKXEC MOXKCT BBICTYIIATh C
HHHHHaTHBOﬁ 1o BHCCCHHUIO nonpaBokK B KO[[CKC B
COOTBETCTBUU C HOTpCGHOCTﬂMI/I OusHeca yqaCTHI/IKOB,
HU3MCHCHHUEM pOCCHﬁCKOFO n (I/[J'II/I) MCKAYHApPOAHOI'O
3aKOHOAATCIIbCTBA.

[lopsinox mpUHATHS pELIEHUH 10 NPUHATHIO HOBOM peNaKLUU
Konekca Oyner ompenensiTbesi OTACIBHBIM IPUIOKCHHEM K
Kopekcy, xotopoe Oyner mpexycMaTpuBaTbh HH(GOPMHPOBAHUE
®AC Poccun o BHeceHnH nornpaBok B Kozekc.

9. 3aka0YNTEIbHBIE T0JIOKEHHUS

Oco3HaBass HEOOXOIMMOCTH CIIEIOBATh BHIMIE YIOMSHYTHIM
MIPHUHIHIIAM, Konmekca Buusar
BHEJIPUTH B MPAKTUKY paboThl mosokeHust Kogekca ¢ MoMeHTa
pasmenenus nmonHoro tekcra Konekca na caitte ®AC Poccun
www.fas.gov.ru ¥ mpHcOeIMHCHHMS ~— YYaCTHHKA  MyTEM
moxnucanus uM Jlexapanui B cooTBeTCTBUH ¢ [IprioxeHnemM
1 x Hacrosimemy Konekcy

YyacTHUKH BO3MOKHOCTH

Hacrosmuit Konexc paspaboran pabouei rpynmoii moja srunon
Accoranun €BPOIIEHUCKOT0
3IIPaBOOXPAHCHUIO U (papMarieBTHKE.

Komurera OusHeca 1o

Oc¢unmansaeiii TekcT Komekca Ha pyccKOM W aHTIIHHCKOM
s3plKax pasMemaercss Ha uHTepHeT-caiite DAC Poccun

recommendations of the special working groups, and can also
take the initiative to amend the Code in accordance with the
business needs of the Parties or changes in Russian and/or
international law.

The decision-making procedure for adopting a new edition of
the Code will be determined by a separate appendix to the Code,
which will cover provision of information to the FAS of Russia
on amendments to the Code.

9. Final provisions

Being aware of the need to follow the above principles, the
Parties to the Code can put into practice the provisions of the
Code as of the moment of the full Code of Practice text
publication on the webpage of FAS Russia www.fas.gov.ru and
the accession of the Party by signing the Declaration according
to the Annex 1 to the present Code.

This Code was developed by a working group under the
auspices of the Association of European Businesses Health and
Pharmaceuticals Committee

The official text of the Code in the Russian and English
languages is available on the website of FAS of Russia at
www.fas.gov.ru and on the website of the AEB at

www.fas.gov.ru u Ha unTepHeT-caiite AEB www.aebrus.ru.
[Ipouecc mnepenaun DPAC Poccunm [OaHHBIX O KOMIAHUSX,
npucoenuHMUBIIMXC K Konekcy, B mHemsix pa3MemeHus Ha
HHTEpHEeT-caiiTe, ykaszad B [Ipunoxxenuu 1 k Kogekcey.

Cnmcok yYacTHMKOB pa3Mellaercs Ha caidTe AcCOoIMaluu
eBpoIIeiickoro 6uzHeca WwWw.aebrus.ru.

VYuactHukun  Konmexca  HamepeBaloTCs — NpOaHAJIM3HPOBATh
npakTUKy npuMeHeHus Kopgekca mo wuctedenun 1 roma c
MOMCHTa OKOHYaHUA TI€puoaa HJid BHEAPCHUSA B IIPAKTUKY
paboter mosoxkeHust Kopekca. B cmydae addexTHBHOCTH
npumMeHneHnst Kopexca Y4acTHUKM HaAMEpPEeBAIOTCS pacCMOTPETh
BOIIPOC O  BO3MOXHOCTH  CO3JaHUS  CHECLHUAIBEHOTO
KOJUICTHAIIBHOTO ~ OpraHa IO  Pa3pellieHHI0  CIIOPOB  I10
npumMeneHnto Konekca.

www.aebrus.ru. The process of transferring information to FAS
of Russia about companies that have joined the Code so that it
can be made available on the website will be set by the
Committee on Application of the Code.

The list of Parties to the Code is posted on the website of the
Association of European Businesses at www.aebrus.ru.

The Parties to the Code intend to analyse the application of the
Code one year after the end of the period for applying the
provisions of the Code in practice. In the case of the
effectiveness of the application of the Code, the Parties intend to
consider the possibility of creating a special collegial body to
resolve disputes on the application of the Code.
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MNPUJIOKEHHE 1
k Koagekcy 100pocoBecTHBIX
¢papmaneBTHUYECKOH OTpacIu

NPaKTUK B

NEKJAPAIMS O IPMCOEINHEHUH'

Ha 6nauxe Yuacmuuxa

Hacrosimmum ~ (fopuaudeckoe  JIUIIO)
3asBISIET O  TPUCOCAMHEHUH K
JOOPOCOBECTHBIX TMPAKTHK B (hapMarieBTHIEeCKOH
oTpacnu (pegakuusi _ OT 2016r.).

O0s13y10Ch BHEAPUTH B MPAKTUKY PAOOTHI MOTOKEHHUS
Konekca He mo3gHee 201 r.

HacrosimuMm moxarBepkaaro, 4YTo 00JIaal0 BCEMHU
MIOJIHOMOYUSIMU JUISE MOJMUCAHUS JAaHHOU
Jlexmapanuu o MPUCOCTUHEHUH K KOJICKCY, a TaKKe
YTO TIOJY4YeHbl BCE HEOOXOAMMBIE O0J00peHus
OpraHoOB ympaBlieHUsl _ (IOPUIUYECKOE JINIIO)  JJIA
noanucanusi Jlekmapanuy O TNPUCOCTUHEHHH K
Konekcy.

Hara

HOJ’I)KHOCTB, uMiA noAInrncCaHTa, noAInmuch

Konekcy

ANNEX 1

to the Code of Good Practice of the
Pharmaceutical Industry

ACCESSION DECLARATION®

On the form of the Party

We (legal entity) hereby accede to the Code of

Good Practice of the Pharmaceutical Industry (
edition 2016)

We undertake to implement the provisions of the
Code not later than 201

We hereby confirm that we are fully eligible to sign
the Accession Declaration and that we did receive all
necessary approvals of the management bodies of

(legal entity) for signing of the Accession

Declaration.

Date

Title, Name. Signature

' Opurunan nojanucanHol Jleknapauu o npucoeauHenuu k Kojekcy HanpapiseTcs YUYacTHUKOM B ACCOLMALMIO €BPONEHCKOro
OW3Heca W JICTIOHHpPYETCS CeKpeTapuaToM. YUYacTHHK pa3mMeriaer kommio [lexmapanmu o mpucoenuHeHnn K Komexcy Ha caiite
VYyactHuka B cetd VHTEepHET B CBOOOJHOM It O3HAKOMIIGHHS JOCTYNE€ B JIeHb NoAmucanusa Jlexmapanuu. AcCOLHaIys
eBpoIieiickoro Gi3Heca pa3MernaeT HHHOPMAIIHUIO O HOBOM YUYaCTHHKE, TPUCOCIMHUBIIEMCS K KOJEKCY, Ha caiite Www.aebrus.ru ue
no3gHee 3(Tpex) AHEW C MOMEHTa TMOoJlydeHus opuruHana Jlekmapamum o mnpucoenuHeHnn K Komekcy. OmHOBpeMEHHO ¢
pasmelieHreM MH(pOpMaLMKH 0 HOBOM YuacTHuke Kojekca Ha caiite Acconuanuu eBporneickoro OusHeca Takash MHpOpMAIMs
Hanpasisercss B ®AC Poccun uis nocnenyromiero pasmenienus Ha caiite @AC Poccun.

® The original of the executed Accession Declaration is to be sent to AEB and to be deposited by secretary. The Party provides the copy of the
Accession Declaration on its website on the date of signing. AEB provides the information of the new Party on its website www.aebrus.ru not
later than after 3 (three) days as of date of receiving the original of the Accession Declaration. At the same time this information is to be sent to
Federal Antimonopoly Service of Russia for later publication on its website.
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