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BBEOEHUNE
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KomnaHum — yneHbl Accoumaunm MexayHapoaHbixX hapMaleBTUHeCKNX MPOU3BOAM-
Tenen (manee — AM®I) 0CcO3HaT CBOK BbICOKYHO COLMabHYIO OTBETCTBEHHOCTb Nnepes,
obuecTBoM. Vicxoas n3 aToro, oHV NPUHMMAIOT U 06A3YIOTCS BbINOHATL TpeboBaHns Ko-
pekca npaktukn AMOIT (manee — Kogekc), a Takxxe cnenoBaTb He TONIbKO ero OykBe, HO 1

Lyxy.

KomnaHum — uneHsl AM®I1 0653ytoTcst cobnopath npasuia JO6POCOBECTHON KOHKY-
PEHUMM NPU OCYLLECTBIEHNIN CBOEN AESTENbHOCTMN U HE NPUYNHATL YLLEeP6 UMUIKY 1 9KO-
HOMMWYECKMM MHTEPECAM KOHKYPEHTOB 3a CHET HEHAA1eXKaLLero NoBeAeHs, B TOM Y1Cne
3a CYeT HeHafnexallel peknambl U UHbIX HELOOPOCOBECTHBIX METOLOB MPOABVKEHWS
JIEKAPCTBEHHbIX CPEACTB.

KomnaHum — yneHel AM®I npunaratoT Heob6xoamMble yeunusa gns NnpoasuxkeHns Ko-
JeKca C Lesbio ero rnpasusibHOro NOHUMaHNUS 1 MPYIMEHEHNS Kak cpean CBOUX COTPYAHM-
KOB, TaK 1 cpeau gpyrux npegcrasmTenen apmalesTnyeckoro coobuectsa Pecnybnvkum
Benapycs.

KomnaHun — yneHsl AM®I cTpemMaTcs K ganbHenwemMy passutuio HopM Kopekca, B
TOM YMCIIe BHOCAT NPEeASIOKEHNS MO ero akTyannsauum, AornoNHEHNIO Y U3MEHEHNIO COOT-
BETCTBYOLLUX TpeboBaHWA.

Mpwn BbisBNEHUN hakToOB HapyLleHuss Kogekca KoMnaHusi, MHTEPEeChbl KOTOPOW 3aTpo-
HYTbl, BNpaBe HEMELIEHHO NMPUOErHyTb K NpoLeaype pacCMOTPEHUSA CMOPOB U HapyLue-
HWUIA, yCTaHOBNEHHON HacTosAwmM Kogekcom (Mpunoxkenune 1). Mpu atom AMOIT npuseT-
CTBYET CJ/ly4an cCaMOCTOSATESNIbHOIO YPEryMpoBaHUs CropOB MEXAY KOMMaHUSMMU.

Kopekc cocTaBeH Ha pyCCKOM U aHIMNCKOM sidblkax. B cnyyae BO3HMKHOBEHUS Cro-
POB O TOJIKOBaHU MOSIOXXeHMiA Kogekca NpenmyLLecTBo MEET TEKCT Ha PYCCKOM SI3bIKE.

B crnyyae BbISIBfIeHUs] MPOTMBOPEYMiA MeXy MONOXeHrsIM1 HacTosilero Kopekca u
HOpMaMu OelicTBytoLLEero 3akoHodatenbctea Pecnybnvku Benapycb 0OMKHbI NPUMEHSTL-
Csl HOPMbI AENCTBYIOLLEro 3akoHopaTtenbcTea Pecny6nuku benapyceb.

Mpv NpoBedeHN NOBbLIX MPOrPaMM 1 MePONPUATUI hapMaLeBTUYECKE KOMMaHUK
0653aHbl 06€CMneYnTb X COOTBETCTBIE HOPMAaM OEeCTBYIOLLEro 3aKOHOAATENbCTBA, B TOM
yumcne aHTVMOHONMOMBLHOrO 3aKOHOAATENIbCTBA, 3aKOHOAATENbCTBA O peKrame, O 3alyTe
NepCoHasbHbIX AaHHbIX.

HacToswwas pegakumsa Kogekca BCTynaeT B Cuily C MOMeHTa ero yteepxxaeHus O6-
wym cobparHnem AM®IT.

KomnaHum — uneHbl AM®I 06583aHbl NPUBECTU CBOKO AEATENBHOCTb, B TOM YMC/E pe-
KJlamy U VHble METOAbI MPOABVKEHNS JIEKaPCTBEHHbIX CPEACTB, B COOTBETCTBME C TPebo-
BaHMsIMN HOBOW pepakummn Kogekca He no3gHee 31 nekabps 2018 roga.

3asBneHns o HapyLeHnn Kogekca B OTHOLLEHUN BHOBb BBELEHHbIX IGO0 N3MEHEHHbIX
B HOBOW pepakuumn Kogekca TpeboBaHuii npuHumatotes ¢ 1 sHBaps 2019 roga.

NMPEAMBVYJIA

OTnyeckoe NPOoABMKEHME PELIENTYPHbIX MpenapaToB SABASETCS HeOOXOAMMbIM ane-
MEHTOM Muccun hapMaLeBTUHECKON NMPOMBILLIEHHOCTY, 6arogaps KOTOPOMY MauveH-
TaMm OKa3bIBAETCH MOMOLLb NMyTEM OOHapPY>XeHWs1, Ppa3paboTKn 1 NPOLBVKEHNS HOBbIX J1e-
kapcTBeHHbIX cpeacTs (J1C). MpopgswxkeHne JIC, oTnyckaemblx Mo peLenTy, rapaHTupyeT
paboTHMKam cdepbl 30paBOOXPaHEHUSA MO BCEMY MUPY JOCTYN K HY>KHOM UHopmaumu, a
naumeHTam — K Hy>kHbiM UM J1C, a Takke 10, 4To J1C HasHa4arTCs 1 UCMONb3YIOTCA Taknm
006pas3om, KOTOpbI 06ecnevmBaeT MakCMabHYO MELULMHCKYIO NOb3y A5 NaLMEHTOB.

AMOI1 ABNseTCS HEKOMMEPHECKON, HEroCyaapCTBEHHOW opraHn3aumneii. B Hee Bxo-
OAT B TOM yncne rmobasbHble hapmauleBTu4eckme KoOMnaHnm, 3aHUMaoLLMeCcs HayYHbIMM
nccnegosaHmsaMu. Komnanmuu, a Takxe noboe auLo, BbICTynaroLee oT Ux nMeHu, cobnio-
Oal0T 3TNYeCKme CTaHaapTbl, N3N0XKEHHbIE B HacToswem Kogekce.

Kogekc AM®I1 Bknto4vaeT B cebst cCTaHAapThbl MO 3TMHECKOMY MPOABUMXXEHNIO hapma-
LEBTUYECKMX NPOJYKTOB paboTHWKaM B cepe 30paBOOXPaHEHUs 1 NMO3BONSET rapaH-
TMpOBaTb Haanexailee B3aVMOAENCTBUE KOMMNaHWA-y4acTHUL, ¢ paboTHKamu B cdepe
30paBOOXPaHEHUS N NHBIMU 3aNHTEPECOBaHHLIMY TULAMW, HAMPUMEP MEAULIMHCKUMU YY-
pexXAeHNsaMU 1 opraHsaumamMmn nauveHToB, ABASETCA HagexalimM 1 BOCNPUHUMAaETCA
Kak TakoBoe.

TpebosaHnem yyactns B AM®PI sensetca npuHaTue ycnosuin Kogekca AM®IT kom-
NaHnaMK 1 NOLIMK NULAMMN, OENCTBYIOLMMI OT UX UMEHW, a TakXe, KOAEKCOB, KOTopble
COOTBETCTBYIOT MECTHbIM TPEOOBaHUSAM U ABASIOTCS TaKMMU >Ke BCEOOBEMOLLIMMU, KaK
n Kogekc AMOIT.




LIENTb N OBJIACTb NMPUMEHEHUA

1. LENb W OBNIACTb NPUMEHEHUS
1.1. LENb

Llenbto HacTosiwero Kopekca siIBNSIETCS yCTaHOBMIEHNE MUHMMasbHbIX TpeboBaHui,
KOTOPbIM JOMKHbI ClefoBaTtb apmMaueBTuiecKmne KomnaHum — YneHsl AM®I npu ocy-
LLLECTBNIEHUN MapPKETUHIOBOW, Hay4HO-UCCle[oBaTesibCKol, obpa3oBaTesibHOW, UHDOP-
MaLVOHHOW 1 61aroTBOPUTENIbHON AeATENbHOCTM Ha TeppuTopun Pecnybnvkn Benapychb.

1. 2. OCHOBHBbIE NOHATUA

[ns uenen HacToswero Kogekca ncnonb3yoTes CnenyoLe OCHOBHbIE MOHATUSA:

NleKapCTBEHHOe CPeAcTBO — BELLEeCTBO (UM KOMOMHALUMS HECKOJIbKMX BELLECTB)
NPUPOAHOr0, CUHTETUYECKOIO NN BUOTEXHONOMMYECKOrO NPONCXOXAEHUS, obnafatoLLee
hapmMakonorn4eckon aKTMBHOCTLIO 1 B OMpefdesieHHON TeKapCTBEHHOW hopMe npegHa-
3HA4YeHHOe ONs NPOUIAKTMKA U ANArHOCTUKK 3ab0neBaHui, 1eHEHNA N MEeAULIMHCKOM
peabunuTauMy nNauneHToB, NpenoTBpalleHns 6epemMeHHOCTU MyTeM BHYTPEHHEro unv
BHelUHero npumeHeHns (BakoH Pecnybnukun Benapycb «O nekapCTBEHHbIX CPEeACcTBax»).
Mo TekcTy Kogekca Hapsigy € MOHATUEM «1eKapCTBEHHOE CPEACTBO» B KAYECTBE ero cu-
HOHUMa MOXKET 1CMOMNb30BaTLCH CIOBOCOYETaHNE «(hapMaLeBTUHECKNIA NPOOYKT»;

NpoABMKEHNE — OeATENbHOCTb, KOTOPas OCYLLECTBNAETCH, OPraHN3yeTCs U CMOH-
cupyeTcsa hapMaueBTNYeCKON KOMNaHmel B niobon hopme C MCNonb30BaHNEM Pa3HOO-
6pasHbIX KaHanoB KOMMyHMKauuy (BKYasi CeTb VIHTEPHET, HO HE OrpaHN4MBasiCb €r0) U
MUMEET Lienbio Cnocob6CTBOBAaTL NPUBMIEYEHUIO BHUMAaHWSA, (hOPMUPOBaHMIO UM NOAAEP-
>KaHW cnpoca, peKoMeHaaunsM, noctaBkam, OTMyCKY, MPUMEHEHNIO, HA3HAYEHNIO /K
NoTPeBAEHNIO NEKAPCTBEHHBIX CPEACTB AaHHOW KOMMaHNW;

cneuManucTbl 34paBoOXPaHEHUs — PabOTHVKN 30PaBOOXPaHEHNS, MEOULIMHCKIE ©
hapmaveBTU4eCKME PabOTHUKK, KOTOpPbIE B MpoLecce CBOel npodeccrnoHanbHon aes-
TENBHOCTU VIMEKOT MpaBo Ha3HavaTb, PEKOMEHAOBATb, NpnobpeTaTb, NOCTaBNATb W/ unm
NPUMEHATb NIEKAPCTBEHHbIE CPELCTBA;

opraHu3saums 3paBoOXpPaHeHns — PUANYECKOE N0, OCHOBHbLIM BUOOM AeATeNb-
HOCTV KOTOPOIro ABASAETCS OCYLLECTBEHNE MEOULMHCKOW 1 (M) hapmaLeBTUYECKON ae-
ATENbHOCTY;

o6LecTBeHHOEe 06 beAUHEHNE NALMEHTOB — HEKOMMepPYeckasi 06LLeCTBEHHas opra-
HU3auus, 3aperucTprupoBaHHas B yCTaHOBIEHHOM nopsake B Pecnybnvke Benapyce, nep-
BVYHOW LiENbo AesiTENbHOCTN KOTOPOW SBSIIETCS NpeACcTaBeHne HTEPECOB 1 NOTPEOHO-
CTeli NaUNEeHTOB, UX CEMEN 1 L, OCYLLECTBIISIOLLMX YXOF, 32 HUMMU;

3KCMEPTHbIA COBET — rpynna BHELLHNX SKCNEepPTOB (Hanprmep, CneuuanicTos 3gpa-
BOOXPaHEeHWs W/nnn npegcraButenein 0oLwecTBeHHbIX OO beaUHEHNI NALMEHTOB), KOMMe-
TEHTHbIX B COOTBETCTBYIOLLEN 06/1aCTN 3HaHNI, COBMECTHOE 3acefaHne KOTOPbIX OpraHu-
3yeTcsa hapMaueBTUHeCKON KOMMNaHNeNn B Lenax npoBedeHnss 06Cy>KAeHN 1 NoyYeHns
KOHCynbTauWin no 3apaHee onpeeneHHbIM TeMaMm Uy BOMpocam, KacalonMCs KIMHN-
YeCKMX UM Hay4YHbIX acnekToB, a TakXke Mo Bonpocam JOCTyna MaumMeHTOB K MHHOBA-
LMOHHBIM METOAAM Tepanun, KOTOPble HEBO3MOXKHO PacCMOTPETb O/MKHbIM 06pa3om C
NCMOSIb30BaHNEM TOJIbKO BHYTPEHHUX PECYPCOB KOMMaHNW;

nocTperncTpaynoHHoe KJIMHU4ecKoe (MHTepBEeHUMOHHOE) uccnegoBaHue — 1c-
crnepfoBaHne IEKapCTBEHHOMO cpefacTsa, nposogumoe B Pecnybnuke benapycbh, B ToM
ynucne C NPUBMEYEHNEM KOHTPaKTHOW UCCnenoBaTeNibCKOW opraHu3aumun, B Lensx no-
NOSIHUTENBHOrO cbopa AaHHbIX O ero apdekTMBHOCTH, 6€30MaCHOCTY 1 NePEHOCUMOCTH,
NPOBOAUMOE NOC/E roCyAapCTBEHHON perncTpaumm COOTBETCTBYHIOLLEro IeKapCTBEHHOrO
CcpencTBa, B KOTOPOM Mccnegyembll hapmMaLleBTUYECKUN NPOLYKT Ha3Ha4yaeTcs B COOT-
BETCTBUM C YCNOBMAMY PEMMCTPaLMX B CTPaHe, a cneumduryeckas tepanus, ouarHoctunye-
CKIE 1 MOHUTOPUHIOBbIE NPOLEeAYPbl MPOBOOATCS B CTPOrOM COOTBETCTBUM C MPOTOKOSIOM
VCCNefoBaHNns;

nocTperucTpaunoHHoe Hab6mopatenbHoe (HEMHTEPBEHUVOHHOE) uccnepoBaHue —
3TO MOCTPErNCTPaUMoOHHOE UCCnefoBaHNe NIeKapCTBEHHOrO CPefcTBa, MPOBOAUMOE B
Pecnybnuke Benapycb, B TOM 4YiCle C NPUBNEYEHEM KOHTPaKTHON UCCNenoBaTenbCKol
opraHusauumn, B KOTOpoM hapmMaueBTUYeCKn NPOJYKT W/nnn cneynduyeckas tepanms
Ha3Ha4aeTcda nauneHTy B pamMkKax 00ObIYHOW KJTMHUYECKOMN NMPaKTNKN B COOTBETCTBUN C
YCNOBUSAMW PErnucTpauum COOTBETCTBYIOLLIErO NeKapCTBEHHONoO cpeacTsa B CTpaHe, pe-
LLEeHVEe O Ha3Ha4YeHN NeKapCTBEHHOro CpeacTBa OTAENIEHO OT PELUEHUs O BKJTHYEHUN na-
UMneHTa B nccrsiegosaHune, nauneHTam He npoBogATCcA OONONHUTENbHbIE AnarHOCTU4YeCcKune,
neyebHble UM MOHUTOPUHIOBBIE MPOLLEAYPbI, BbIXOOALLME 32 Npeaesbl 06bIHHOW KMHNYe-
ckom MNPaKTUKN neveHnsa CoOOTBETCTBYIOLLIEro SaGOJ'IeBaHVIH;

anuaeMunosiornyeckoe UCCNefoBaHWe — UCCNeOoBaHNe pPacrnpoOCTPaHEHHOCTH,
BCTPEYAEMOCTN 1 BbIP2XXEHHOCTMW PasnnyHbix 3a60eBaHnii, 4acToTbl JIEKAPCTBEHHbIX Ha-
3HaYeHU UM MegUUMHCKUX rokasaTesieil COCTOSHUIA 300POBbst B LESISAX OnpeneneHus
MPVYUH NX Pa3BuTUsl, (hakTOPOB PUCKa U B3aUMOBIIMSIHAS Y Pa3fIyHbIX Py HaceneHus;

MapKeTUHroBOE UCCliefoBaHune — ICCrefoBaHie, HanpasneHHoe Ha c6op, 06paboT-
Ky 1 aHanm3 MapKeTUHIroBOW MHopMaLmn C LEMbo N3yYeHUst TEKYLLMX Npobnem Ha To-
BapPHOM PbIHKE OJ151 MPUHATUSE HEOOXOAUMbIX MAapPKETUHIOBbIX PELLEHNIA;




LIESIb N OBJIACTb NPUMEHEHUA

MeAMLMHCKWIA npeacTaBuTesNb hapMaLeBTUHECKON KOMMaHUM — COTPYAHUK dap-
MaLeBTUYECKON KOMMaHUM, VUMEILMIA CeLnasnbHyt0 MOATOTOBKY W HEMOCPeACTBEHHO
B3aMMOLENCTBYIOLLMIA CO CreuvanmcTaMmmn 3apaBooXpaHeHns Mo BoNpocam KIIMHUYECKOro
NPUMEHEHNs1 NeKapCTBEHHbIX CPEACTB;

MEepOnNpPUATUS — BCTPEYN, KOHIPECCHI, KOH(epeHLun, CMMNO3nyMbl 1 apyrue gop-
Mbl B3aVMOAENCTBUIN MapKETMHIOBOro, Hay4YHOro MM nNpogeCcCnOHanbLHOro xapakrepa
(BKJIIOY4AS, KPOME MPOYeEro, NoceLLeHnss HayYHO-NCCNenoBaTebCKUX LIEHTPOB 1 NPou3-
BOACTBEHHbIX MJOLWAA0K, BU3WUTbl MEOQULMHCKNX NpegcTaBuTeneil K paboTHUKam 3gpa-
BOOXPaAHEHNS U B MEOULIMHCKNE YYPEXOEHUS, @ TakKe TPEHVHIM, OPraHn3auoHHbIE CO-
BELLaHMs MO MJaHMPOBAHUIO UMM COBELLAHUS MccnegoBaTtenenl B 06nactu npoBeaeHUs
KIMHUYECKNX N HEMHTEPBEHLUMOHHBIX NCCNEA0BaHNIN), OPraHn30BaHHbIe AN hrHaHCKUPY-
emble hapMaLeBTU4ECKON KOMMaHNen nn OT ee UMEHW.

1. 3. OBJIACTb MPUMEHEHWUSA

Hacrosiwymin Kogekc pacnpocrpaHsieTcs Ha:
®  pekJiamy JIeKapCTBEHHbIX CPEACTB, aApPeCOBaHHY HACENIEHNIO;

®  peknamy nekapcTBeHHbIX CPeAcTB, aApecoBaHHylo creuuanicTaMm 3apaso-
OXPaHEeHWs;

®  [esTeNbHOCTb MeAULMHCKIMX NpeacTaBuTenel apmaueBTUYeCKNX KOMMaHuii;
®  B3aMOAENCTBME CO CrneumanucTamm 34paBooXpaHeHNs;
e  B3aMMoOAencTBME C 0OLECTBEHHbIMI 0O beAMHEHUAMM MNaLMEHTOB;

®  MOCTPErNCTPaLMNOHHbIE KITMHUYECKME (MHTEPBEHLMOHHbIE), HabntoaaTesbHble
(HEVHTEPBEHLMOHHbBIE) 1 3NNOEMUNONIOTNYECKNE NCCNEOBaHUS;

° MapKeTUHroBble NCcnenoBaHns;

e pacnpocTpaHeHne hapmMaLeBTUHECKUMIN KOMMAHUSMU WU OpraHnM3auusimu,
NPEACTaBNSOWMNMY X UHTEPECHI, HAYYHOW MHGOPMaLUN, NMEIOLLIe OTHOLLe-
HIEe K 300pPO0BbI0 1K 3a60NeBaHNSIM YENOBEKA,;

e OCYLLEeCTBEHNE 6E3BO3ME3OHOM CMIOHCOPCKOW MOMOLLY;

*  MOAAEPKKY HEMPEPBIBHOIO MEOMLIMHCKOrO 06pa3oBaHus;

e paboTy C 3anpocamMu OT NauyeHTOB 1 CNeLmnancToB 34paBOOXPaHEHNIS;

®  MeponpuATUSA MO MNPOOBUKEHWIO NIeKaPCTBEHHbIX CPEACTB OJ1A CreumanncTos
3[paBOOXPaHeHNs;

° CroHCnpoBaHne Hay4HbIX “ FlpOCbeCCVIOHaJ'IbeIX MepOﬂpMﬂTl/lVl, B KOTOpPbIX
NPUHNMaKoT yHacTtue cneunanncTbl 30paBOOXPaHEHNS;

° ncnosib3oBaHmne cetn MHTepHeT n ppyrnx LJ,VI(prBbIX KaHanoB CBA3U OnsA npo-
OBVDKEeHUA NeKapCTBEHHbIX CPENCTB;

®  UHble METOAbI MPOABVIKEHNS NEKAPCTBEHHbIX CPEOCTB.
Hactoswumin Kogekc He pacnpocTpaHsieTcs Ha:

®  MapKMPOBKY JIEKAPCTBEHHbLIX CPEACTB, UHCTPYKLUM MO MPUMEHEHNIO U VHYIO
nHopMaLMio, pa3MeLLiaeMyto Ha TOBape UMM ero YNakoBKE;

° CpaKTI/I‘-IeCKI/Ie n I/IH(bOpMaLI,I/IOHHbIe 3aaBJieHnA N CCbIIKK, Hanpumep, B OTHO-
LUEeHNN N3MEeHEHNA YyNaKOBKU, npe,u,ynpe>Kp,eHvu7| O HeXenaTesibHbIX peakuynsax
Kak 4acTu obLmx Mep No MOHUTOPUHIY 6esonacHocTy;

e cry4an YCTaHOBJIEHUS LiEH U NHbIX KOMMEPYECKMX YCIOBUI NMOCTaBKU fekap-
CTBEHHbIX CPEACTB, BKJIOYAs TOProBble KaTanorn 1 npanc-nMcTbl Npu ycno-
BUW, YTO B HUX HE CcoAep>KaTCA KOHKPETHbIE YTBePXXOEeHNA PEKNAMHOIo Xapak-
Tepa o hapMaLeBTUHECKOM NPOJYKTE;

° npenperncTpauroHHble N perncTpauoHHble KNMHNYeCcKne nccnegoBaHuns.




OBLUME MOJIOXKEHUA NMPOABUXXEHUA
JIEKAPCTBEHHbIX CPEACTB

2. OBLLUUE NOJTOXXEHUA NPOABUXXEHUA
JIEKAPCTBEHHbIX CPEACTB

2. 3. CTAHAAPTbI PEKIIAMHOW UH®OPMALIMU

2. 1. OCHOBHbIE NPUHUUINbI NPOABMXXEHUA

OTKPbITOCTb NMPOABUXEHNS.

MpopBviXXeHne [OMKHO CoCO6CTBOBATL HaANeXalLleMy NPYMEHEHIIO NIEKAPCTBEHHO-
ro CPencTBa nyTeM OGbeKTVBHOMO MPEACTaBNEHUs AaHHbIX O HEM.

Peknama nekapCTBeHHbIX CPeACTB JOKHA OblTb COCTaBfieHa Tak, YToObl TOBap ACHO
NOeHTUULMPOBANCS Kak NekapCcTBEHHOe CpeacTBo.

CnoHcunpyemble hapmaLeBTUHECKOW KOMMaHKen MaTepuasbl ¢ nHdopmalmer o dap-
MaLEeBTUHECKUX MPOAYKTAX 1 NX MCMONb30BaHUN HE3ABNCUMO OT TOFO, HOCAT OHU PeKam-
HbIl XapakTep VAN HET, AO/MKHbI COAepXXaTb YETKOE yYKasaHne Ha peknamogarens/ucroy-
HUK MHopMaunn.

He ponyckaetcsi Ucnonb3oBaHUE TOPsSHMX JIMHUIA ONsi PeKfambl JIeKapCTBEHHbIX
CPEefcTB, OTMNyCKaeMbIX Mo peuenTy.

Ecnun paboTHUKKN hapmaLeBTUYEeCKON KOMMaHUM OeNaloT Ha MeponpusiTUn NpeseH-
Tauuio ANs CreuuanvicToB 30paBOOXPaHEHUS U SABNAIOTCA aBTopamy NyGnvKaumm, oHv
[OJSIKHbI BbITb HYETKO MAEHTUMMLMPOBaHb! Kak paboTHUKI COOTBETCTBYHOLLEN hapMmaLes-
TUYECKOI KOMMaHWM.

2. 2. PETUCTPALIMOHHbIN CTATYC

MpoaBmxeHnto Ha Tepputopumn Pecnybnukn Benapycb nognexar TONbkO 3aperu-
CTPUPOBaHHbIE IEKAPCTBEHHbIE CPEACTBA B pamMKax 3aperucTpupoBaHHbIX NMOKa3aHUn K
NPUMEHEHMIO, YKa3aHHbIX B MHCTPYKLMM K MPOOYKTY W/ WU B KIIMHUYECKMX NPOTOKONax 1
WHbIX HOPMaTUBHO-MPAaBOBbIX akTaX, YTBEPXXAEHHbIX MUHUCTEPCTBOM 34paBOOXPaHEHNSA
Pecnybnukun Benapychb.

[aHHOe yCcrnoBue He HanaraeT OrpaHUYeHnin Ha PackpbIThe nHhopMaLun no nobdomy
JIEKAPCTBEHHOMY CPELCTBY C LieNblo JOHECEHUSI €€ 3aUHTEPECOBAHHON CTOPOHE, KOTOPOIA
aTa nHhopmMaums gomkHa bbiTb NpegocTaB/ieHa B COOTBETCTBUMN C TpeboBaHUAMN 3aK0o-
HogaTenbcTBa. OHO TakXXe He nNpegnonaraeT HapyLleHns NpaB Hay4YHOro coobLecTsa Ha
06MeH Hay4HOI MHopMaLen, OTHOCALLENCA K He3aperncTpupoBaHHbIM hapmMaLleBTu-
YeCKUM NpogdyKTaMm, Npu yCnoBuu, YTO NPeoCcTaBlieHNe Takol MHpopMaLn He ABNSETCA
CNoco60oM NPOABMKEHNS IEKaPCTBEHHOIO CPEeACcTBa.

Peknama nekapCTBEHHbIX CPEACTB AOMMKHA OTBeYaTb TpeGoBaHUSIM OEeiCTBYOLLEro
6enopyCCKOro 3aKOHOAATENBCTBA O PEKIIAME 1 KOHKYPEHLIN.

Peknama nekapCTBeHHbIX CPEACTB LO/MKHA COfep)KaTb 06 bEKTUBHYIO, LOCTOBEPHY!HO,
MOJSIHYIO U aKTyasbHY0 MH(OPMaLWo, OCHOBaHHYIO Ha YTBEPXXOEHHON B YCTAHOBJIEHHOM
nopsaKe NHhopMaLMy O NIeKapCTBEHHOM CPEACTBE — UHCTPYKLUMN MO MEAULMHCKOMY Npu-
MEHEHWI0, KJIMHUYECKMX MPOTOKOMaxX U MapKMPOBKE, a TakKe HOPMAaTMBHbIX MPaBoOBbIX
akTax MuHucTepcTBa 3apaBooxpaHeHust Pecny6nvikn Benapych, perympyrowmx ee.

[MpounssognTenn OOMKHbI CTPEMUTBLCH K Hanbonee NONHOMY OTPa’>KeHUO B pekamMme
NeKapCTBEHHbIX CPeaAcTB OCHOBHbIX XapaKTepPUCTUK, KacatoLLXca 6e30MacHOCTU Nx npu-
MEHEeHUNA.

PeknamHas nHdopmaumsa gonkHa 6biTb SCHOW, TOYHON, B3BELLEHHON, YECTHON, 06b-
€KTVBHOWN 1 AOCTaTO4HO MOJSIHOW, OCHOBAHHONM Ha COBPEMEHHON OLEHKE BCEX 3HAYMMbIX
(haKTOB 1 HETKOM MX U3NOXKEHNM, YTOObI Y NOTPebrTens peknambl MO0 6biTb CHOPMUPO-
BaHO OOBHEKTMBHOE MHEHME O TepaneBTNYECKON LLIEHHOCTI PEKTaMPYEMOro JIEKapCTBEH-
HOro cpefcTBa.

PeknamHasi uHgopmaumsi He JOSKHa BBOOWTb B 3abny>KAeHWE MyTeM UCKaXKEHUs,
npeyBenn4eHns, yMOosyYaHusl CyLLecTBEHHON uHhopMmauum. Heobxognmo undberatb ee
[BYCMbICITIEHHOCTV.

YTBEpKAeHMS O nevYebHoM addekTe He [OMKHbI MPEBOCXOANTb AaHHblE, copepXKa-
LLUMECH B MHCTPYKLMM MO NPYMEHEHMIO IEKAPCTBEHHOIO CPeacTBa.

PeknamHasi nHgopmaLysi 0 NIeKapCTBEHHOM CPeACTBE [AO/KHA NMOATBEPXKAATLCS CO-
OTBETCTBYIOLLMMMN Hay4YHLIMU AaHHbIMU. Takue CBUOETENbCTBA OO/MKHbI MPEaOCTaBNATLCS
Mo 3anpocam 3aVHTEPECOBaHHbIX NnL. KoMnaHum 0omKHbl 406POCOBECTHO OTHOCUTLCS K
TakuM 3anpocam 1 NPefoCTaBsaTb 0ObEKTUBHbIE AaHHbIE, COOTBETCTBYHOLLE MOyHeHHO-
My 3anpocy.

[MpuBeneHne cpaBHUTENBHON MHOPMaLM O NTEKAPCTBEHHbBIX CPeacTBax AoMnyCTMMO
TONBKO Ha OCHOBaHWM NCCNENOBaHUN 1 MaTepuanos, COCTaBEHHbIX TPETbEN, HE3aBUCH-
MOW CTOPOHOM.

K neyatHbIM pekfiamHbIM MaTepuanam NpUMEHSOTCS TPebOBaHNSA, YCTaHOBMIEHHbIE B
nyHkTax 3.2 n 4.2 Hactosiwero Kogekca. K aygno- v BrgeomaTepuanam npuMeHsoTcA
TpeboBaHns OeNCTBYIOLLEro 6e10pyCCKOro 3aKOHOAATENLCTBA O PeKame.




OBLUME MOJIOXKEHUA NMPOABUXXEHUA

JIEKAPCTBEHHbIX CPEACTB

2. 4. NCNOJIb3OBAHUE 3KCIMEPTHbIX
3AKJIFOYEHUW, CCbIJIOK HA PE3YJIBTATI

UCCNEAOBAHUN U LTAT

Mpun “cnonb3oBaHUM B PeKJTaMHbIX MaTepuanax aKCrepTHbIX 3aKMOHYEHU U CCbINOK
Ha pesynbTaTbl CcnenoBaHNii/HabNogeHN crenyeT yKasblBaTb NCTOYHUK TaKuX OaHHbIX
N JaTy ux nony4eHus.

Mpn ncnonb3oBaHUM B pPekamHbIX MaTepuanax ans crneuvanMcToB 34paBoOXpaHe-
HWUS UMTaT U3 MEANLMHCKON NN HAyYHON NTEPATYPbl UAN YbUX-TO BbICTYMNIEHUA HEOBOXO-
OMMO yKasblBaTb UCTOYHMK LUTMPOBaHMS (MM aBTopa, AaTy U MecTo nybnvkauumn/BbiCTy-
NAeHNs).

2.5. NPOABUXXEHUE B CETU UHTEPHET

[MponBmKeHne NekapCTBEHHbIX CPEACTB B CeTU VIHTEPHET, B TOM YKCe NOCPENCTBOM
pasmeLleHns 6aHHepPOB, aKTMBHbIX CCbINIOK, MHPOpMaLmmn Ha Beb-cawnTtax, B 6norax, coum-
anbHbIX CETHAX, HA hopymax, KOHDEPEHUMSX U OPYrMX SNIEKTPOHHBIX pecypcax, AOMKHO
COOTBETCTBOBATb O6LLUMM TPeboBaHNSAM K pekname 1 cneuvanbHbiM TpeboBaHNsaM K pe-
KJlame NeKapCTBEHHbIX CPEACTB, YCTaHOBMEHHbIM 3akoHopartenscTtBoMm Pecnybnuvkn Be-
napycb.

B yacTHOCTW, Mpy NCNONb30BaHUN MHTEPHET-CATOB, CBSA3AHHbIX C IEKAPCTBEHHBLIMM
cpencTBamu, OMKHO ObiTb O4EBUAHO, OT KakoW hapMaLeBTUHECKON KOMMaHU NCXOQUT
MHopmaLms 1 KOMy OHa afpecoBaHa, a ee CoOep)XaHne OOSKHO COOTBETCTBOBATb
aygutopumn-agpecary.

Peknama NeKapCTBEeHHbIX CpeacTB, OTMNyCKaeMblX No peuenTy Bpa4a, B CETU V|HTep-
HET HE OO0NYyCKaeTCH.

JonyckaeTcs npegocTasnerHve nHopmMaLmmn 0 NeKapCcTBEHHbIX CPeacTBax, OTnycKa-
eMbIX N0 peLenTy Bpaya, B paMKax OHNanH-mMeponpusaTuin (8ebuHapos) ANs CneumanmcTos
34paBOOXPAHEHNS, a TaKXKe B pasfgenax MHTEPHET-PECYPCOB, AOCTYMN K KOTOPbIM OTKPbLIT
NCKIKOYNTENBHO AN CNELNanucToB 34PaBOOXPaHEHMS.

MpuBnedveHne hapmaLEeBTNHECKON KOMMNAHNEN PEKNAaMHbIX areHTCTB, a TakXe WHbIX
ML, ONns NPOABVKEHNS NEeKapCTBEHHbIX CPEACTB B ceT VIHTepHET He cHumaeT ¢ dap-
MaLEeBTU4ECKON KOMMaHWN OTBETCTBEHHOCTW 3a HapyLUeHWe MOMIOXEHUA HacTosLero
Kopekca.

Dencteue HacTodAwero Kogekca pacnpoCcTpaHseTcs Ha NPOOBVKEHNE NEKAPCTBEH-
HbIX cpeacTs Ha TeppuTopun Pecnybnukn Benapyck Ha nobbix Beb-canTax, He3aBMCUMO

OT MeCTa OCYLUEeCTBJIeHNA yCnyr XOCTUHIra n 30Hbl AOMEHHOIo0 MMEHW, a TakXXe MeCTOHa-
XOXXAEeHUA N BHYTPEHHUX NMOJINTUK qDapMaLLeBTMHeCKOVI KOMMaHuu, I'IpO,D,BI/IFaIOLLI,eI7| nekap-
CTBEHHbIe cpefacTBa.

2. 6. MH®OOPMALIUSA, UMEIOLLIAS1 OTHOLLEHUE

K 3A40POBbIO NN SABOJIEBAHUAM HEJIOBEKA

dapmaLeBTNYECKNE KOMMaHUM BrpaBe MPenoCTaBfsTb LUMPOKON OBLLECTBEHHOCTHU
MHbopMaumio 0 3abonieBaHNsX, X NPoUIaKTUKe N fedeHnn, cobnogas crnegyolme
npaewna:

® [aHHas OeATeNlbHOCTb HE JOSKHA COCTaBSATb NPEAMET JIMLEH3MPYEMOW MEONLIMHCKON
OeATeNbHOCTY;

e npuBoaMMas MHgopmauns A0/mMKHA ObITb LOCTOBEPHONW, 4OOPOCOBECTHOM, STUYHOWM,
MOJSTHON, @ TakXKe He JOoSHKHA MOOMEHATb KOHCYNBTALMIO Bpaya Unm nNpuabiBaTb K camo-
JIEYEHNIO;

® [OaHHas MHpopMaums JOMKHA COopepKaTb ykasdaHue Ha apmaueBTUHECKYHO Komna-
HUWIO, OT KOTOPOW UCXoouT NHopmauus;

® 3Ta MHpOPMaLMSA He OOKHA COAep>XaTb Ha3BaHNI IEKAPCTBEHHbIX CPEACTB, OTNyCcKa-
€MbIX MO peuenTy, a PaBHO N300paXXeHU yNakoBKU Takmx hapMaueBTUYecKmx npena-
paToB WM ee 3NEMEHTOB, UM UHbIM 06pPa3oM ObiTb HAMPaBNEHHON Ha NPOABMKEHNE
JIEKapCTBEHHOMO CpeacTBa, OTMYCKaeMoro no peLenTy;

® fOaHHaa nHhopMauuMsa OOMKHA codepXaTb ykasaHne Ha HeoOXOAMMOCTb MOsyyYeHUs
KOHCynbTauuy cneunanncTa 3apaBooxXpaHeHmst.

3. OCOBEHHOCTU B3AUMOAENCTBUSA
CO CMNELMANIMCTAMU 3JPABOOXPAHEHMUS,
A TAK)KE VHBIE METOAbl MPOABWMXEHUSA
®APMALIEBTUMECKOW NMPOAYKLIMU

3. 1. OBLLME NPUHLUMbI BSAMMOAENCTBUS
CO CMELMANIMCTAMU 30PABOOXPAHEHUS

B3anmopencteue hapmaLeBTUHECKNX KOMMaHWi CO CreumnanucTaMmm 3gpaBooxpaHe-
HUS JOJKHO BbITb HaNpPaBNeHO Ha MPUHECEHME MOJb3bI NMauyeHTam U COBEPLLUEHCTBOBaHME
MEOULUMHCKOW NpakTuku. Llensto Takoro B3aMMopencTBus JO/KHO GbiTb NPenocTaBeHne
cneumannucTamM 30paBOOXPaHEHMS CBEOEHNI O NTEKAPCTBEHHbIX CpeacTBax, obecneyeHne
nX UHOPMaLMen Hay4HOro 1N 06pa3oBaTeNbHOMO Xapakrepa.




OCOBEHHOCTU BSAMUMOLENCTBUS CO CNELMANTMCTAMU
3APABOOXPAHEHUSA. UHbIE METO/[bl MPOABMXEHUA

®APMALIEBTUMECKOW MPOAYKLIMK

B3anmopencTteue hapmaueBTUHECKNX KOMM@HWI 1 KOMAaHWU — Npon3soguTenen me-
OVLIMHCKOW TEXHUKM CO crieuuanicTaMmi 30paBOOXPaHEeHNs NMogpas3yMeBaET HenpepbiB-
Hoe npoceccuoHanbHoe pa3BuUTUE CNeuvannucToB — HeNpPepPbIBHbIA 06pa3oBaTesbHbIN
npoLecc, Kpome opMasibHOro QUMNJIOMHOMO 1 MOCTAUMIOMHOIO 06pa3oBaHns, KOTOPbIN
OaeT BO3MOXXHOCTb CreumnanmcTaM 30paBooXpaHeHns Mogoep K1uBaTth U yny4dllaTb X pe-
3yNbTaThbl BO BCEX 06/1aCTAX CBOEN NPaKTUYECKOW OeATENIbHOCTN NOCPeaCTBOM yriybne-
HUS 3HAHWIA, HaBbIKOB, 03HAKOMJIEHMST C MHHOBALMOHHBIMU NTEKAPCTBEHHBIMI CPeacTBamMu
N METOOUKaMM JIeHeHNsi. DTO COOTBETCTBYET BCEM 06pa3oBaTefibHbIM aKTVBHOCTAM, Kak
dhopmanbHbIM, Tak 1 HecbopMasbHbIM.

Vnqueﬂme KayecTBa meguLnHCKOro o6y-|eHm| 3aK/r4aeTca B cnucremMatn4eckmnx
[OJTTOCPOYHbIX OencTBusX, KOTOpPbIE NPUBOOAT K UBMEPUMbIM YNyHLLEHNAM B OKa3aHun
MEOMLMHCKOW MOMOLL 1 COCTOSAHNS 300P0BbA onpeaeNnieHHbIX rpynn nauneHToB.

HezaBucumoe mepuumHckoe oGyyeHne MOXET ObITb OpraHn3oBaHO Npu UHaHCOo-
BOW nogaepXxke apmaueBTUYeCKon UHOYCTPUN, HO ero Hay4Has nporpamma u cogep-
>KaHne Bcerga COCTaBMSATCS HE3aBMCKMMO OT MHAYCTPUU. AYyAuTOpus Oonpenensiercs u
npurnawaeTcs opraHnsaTopamMmu, HO He hapmaueBTu4eckon komnaduen. Ponb hapma-
LeBTUYECKON KOMMaHNM LOSKHA ObITb 3afeKnaprpoBaHa B COOTBETCTBUM C NMPUHLMNaMu
Npo3pavyHoCTL.

CoTpygHn4ecTBO hapMaLeBTUHECKNX KOMMaHUIA CO CneumanucTaMm 30paBooxpaHe-
HUSA HE OO/HKHO MPUBOOUTbE K KOHMIMKTY UHTEPECOB, B YACTHOCTU MEXAY WCMOJIHEHUEM
npodeccrnoHanbHbIX 00s13aHHOCTEN crneumanucTaMmi 3paBooXpPaHeHnst U X NINYHON 3a-
WHTEPECOBAHHOCTBLIO. B TOM Yncne Tako KOH(IVKT HE [OMKEH BO3HMKATL NPU Ha3Haye-
HUN NEKAPCTBEHHOMO CPeacTBa MEQUUMHCKNM PabOTHUKOM, a TakKe Npu pekoMeHaaumm
N NPOLaXKe NIEKapCTBEHHOIO CpeacTBa hapMaLeBTUYECKM PAOOTHUKOM.

He ponyckaeTtca npegnarate, obellaTb, NpedocTaBnsaTe UM nepejasaTtb crneuma-
McTam 34paBOOXPaHEHUst BO3HarpaxkaeHve B Noboi opme 3a Ha3HayeHne unm peko-
MeHOaumMio naumeHTam onpeaesieHHoro IeKapCTBEHHOrO CPeACTBa, a Takxke 3aknto4aTb
C HUMK COrfalleHnNs O Ha3Ha4YeHUN UM pekoMeHaumnmy naumeHTaMm Kakoro-nmbo nekap-
CTBEHHOrO CPeAcTBa (3a NCKII0YEHEM [OrOBOPOB O NPOBEAEHUN KIIMHUYECKNX NCCNER0-
BaHWI NEKAPCTBEHHbIX CPEACTB).

lMepcoHanbHble OaHHble CreunanicToB 34paBOOXPaHEHUs] MOMYT BHOCUTLCS B 6asbl
[OaHHbIX UCKITIOYUTENIBHO NP HaNMynM UX cornacust B Hagnexxatuei hopme 1 cobnoaeHns
UHbIX TPpeBoBaHMiA 3aKoHOOATENLCTBA B cthepe 3alLUThl MEePCOHaNbHbIX AaHHbIX.

3.2. NPUHUUMNbI MEAULIMHCKOIO OBYYEHUSA

MepnunHckoe o6yyeHne OOMKHO ObiTb HANPaBIEHO Ha NPEeACTaBfeHNE JOCTVKEHNI
B MeAuLMHE 1 rapaHTUpOBaTh, YTO CNEeUNanncTbl 30PaBOOXPaHEHNS MOYYa0T HOBENLLIYHO
MHopMaLMIO 1 pa3BMBatoT CBOW HaBbIKM 15 MOBbILLEHWS YPOBHS OKa3aHUsA MeANLIMHCKIMX
ycnyr HaceneHuo. dapmareBTnyeckne KomnaHu 06nagarT 3HaYUTENbHbIMI pecypcamMm

bona npegocTtaBfieHnAa MeanumMHCKOro O6y‘-IeHI/I9| cneunanncTtamMm 3apaBoOOXpaHEHUA. |_|O,IJ,—
Oep>xka KoMmnaHnamMm meguumHCKOro O6yLIeHVI$| OO/MKHA COOTBETCTBOBATb TpGﬁOBaHVIFlM
Ko,u.eKca NPaKTUKN N HaunoHaJIbHOro 3aKoHoaaTesibCTBa N HMKOrga He CtaBUTb NPUOpU-
TETHOIN LeNnblo yBenmn4deHmne Ha3Ha4YeHnn nnn npoaaxx yiekapCTBEHHbIX CcpencTs nnn meaun-
LIMHCKOro o6opynoBaHus.

dapmaueBTMHECKME KOMMaHN MOTYT OKa3sblBaTb NMOAAEPXKKY MEAULMHCKOro oby4ye-
HUS PasnNYHbIMK criocobammn. ATO MOXKET ObITb HeNMpepbiBHOE NpodeccroHanbHoe pas-
BUTWE, NPEAOCTaBNEHHOE O4HOW NN HECKONTbKUMI HE3aBUCUMbIMU OpraHu3aumusiMu.

HeszaBncrMoe MeduumMHCKOoe 0By4eHne MOXET NoAaepXK1BaTbCs (hapmaLeBTNYEeCcKON
KOMMaHueli, HO Hay4Has nporpamMma, IeKTOpbl U coaep>KaHne Bcerga onpenensoTcs He-
3aBMCMMO OT hapmMaLeBTUHECKO KomnaHuu. CnylaTeny onpeaenstoTca 1 npurnawaioT-
csl opraHu3aTopoM. Ponb hapmaueBTiyeckoin KOMMaH yCTaHOB/IeHa B COOTBETCTBUN C
TpeboBaHuAMI Kogekca NpakTyKu.

MepguumHckoe 06y4eHne NocpPeacTBOM COTPYAHUYECTBA/MapPTHEPCTBA OPraHn3yeTcs
OLHOW NI HECKONBbKUMM (hapMaLeBTUHECKMI KOMMaHUAMY U APYrMMN 3auHTepecoBaH-
HbIMU CTOPOHaMU NS OOCTVXKEHUSI B3aVMOBbIFOAHBLIX LENeil MeOULMHCKOro o6y4eHus
B pamMKax COTpyOHMYecTBa. Takme B3aVMOOTHOLLEHUS OOSKHbI GblTb (hOopMan3oBaHsbl
MMCbMEHHBIM cornatleHvieM, a aheKTVBHOCTb COTPYAHUYECTBA 1 NapTHepPCTBa A0MKHA
COOTBETCTBOBATL CeAyOLLUM XapaKTepUCTKaM:

HYeTKne HamepeHunda 1 uenn nporpamMmmbl MeguumMHCKOro O6y‘-IeHI/IF|, onpeneneHHble n3-
Ha4aJibHO 1 corflacoBaHHblIe CTOPOHaMU;

YeTKO onpeneneHHble cdepbl OTBETCTBEHHOCTM U KOHEYHbIE Pe3ynbTaThbl OJ1S KaXKaow
CTOPOHBI;

NMPO3pPayYHOCTb N pacKpbITE (PUHAHCOBOW NOOLAEPIKKM.

MeponpuaTna no MeguUMHCKOMY OOYyYeHUt0 Mo uHMumatmee  apmaLeBTUHECKON
KOMMaHun MOryT 6bITb OpraHM30BaHbl MO TEMATUKE OMNPEAENIEHHON HO30/10rUN, Tepanes-
TUYEeCKon 06nacTv uW/nnu onpeneneHHon ne4ebHom TexHonornm. HecmoTps Ha To, 4TO 3Tu
MEepPONPUATUS NHULMMPYIOTCA 1 NPOBOAATCA (hapMaueBTUHECKON KOMMNaHUEN, K HUM MO-
ryT Tak>Ke NMpUBMEKaTbCs Hay4Hble OpraHn3aLmmn U NpogeccroHanbHbIe accoumauuin.

KayecTBo 1 aTuyeckue npunHUnnbl B MeOULNHCKOM o6y'-|eH|/|v| AOJDKHbI ObITb KHOYEBbI-
MU npuoputTeTaMmi gna BCcex, KTo nNpenocTaBndeT MeanunHCcKoe o6yL|eH|/|e.

[omkHbl BbITb COBNOAEHBI CNeayoLLIe MUHUMASIbHbIE TPEOOBaHWSA:

nporpamMmmMa gojmokHa UMEeTb HYeTKne o6pasoBaTeanb|e uenn ona noBblilWeHnA KadecTBa
OKa3aHusa NomMoLLn nauneHTam;

cofep>xaHue JOMKHO ObiTb cO6anaHCpPOBaHHbIM, [OCTOBEPHbLIM, 3TUYHBIM 11 COBpe-
MEHHbIM.




OCOBEHHOCTU BSAMUMOLENCTBUS CO CNELMANTMCTAMU
3APABOOXPAHEHUSA. UHbIE METO/[bl MPOABMXEHUA

®APMALIEBTUMECKOW MPOAYKLIMK

Ponu 1 oTBETCTBEHHOCTL CTOPOH A0/MKHbI BbITb COrNacoBaHbl, 3aA0KYMEHTUPOBaHbI 1
YeTKO [oBefeHbl 10 CBeOEHNS1 KaXKOoW CTOPOHbI.

[MoCTOSAAHHBIN aHann3 JoMmkeH ObITb HEeOTbEMSIEMON 4acTbio nporpammel. Lienesas
ayamTopus [OMKHA NMETb BO3MOXHOCTb AOCTYMa K nporpaMmMam.

®duHaHcoBasi nogaep)kka, okasbiBaemasi hapmaueBTU4ECKON KOMMaHWen, OOomKHa
ObITb Pa3yMHOW, COOTBETCTBYHOLLE OOOCHOBAHHOWN PbIHOYHON CTOUMOCTU U OTKPbLITOW B
COOTBETCTBUN C NMpUHUMNamMn 1 TpeboBaHnsaMy NPO3pavyHOCTH.

3. 3. NEYATHbIE PEKJIAMHbIE MATEPUAIJIbI

[MeyaTHble peknamMHble matepuasbl, 38 UCKMIOYEHNEM OMUCaHHbIX B NOAMNYHKTE 4.2.2,
OOMKHbI COAepP>KaTb CneayoLwmin MUHUMYM NHOopMaLK:

® Ha3BaHWe NIeKapCTBEHHOro cpeacTaa (06bIYHO TOProBOE Ha3BaHNE);

® O6LLENPUHATbIE HAUMEHOBAHUS aKTUBHbLIX BELLECTB (ECNN NleKapCTBEHHOE CPEeACcTBO
coaep>XXuT He 6ornee Tpex akTUBHbIX BELLECTB);

® HavmeHoBaHMWe 1 agpec hapMaLeBTUHECKO KOMMaHUN-NMPON3BOANTENS, @ TaKXKe opra-
HM3aumu, NPeAcTaBnsAoLLENn ee MHTEPeChl Ha Tepputopun Pecnybnukn Benapyce;

® [aTy cCO3[aHus peknambi;

® COKpPALLEHHYIO UHCTPYKLMIO MO NPUMEHEHNIO, BKITIOHAIOLLIYIO YTBEPXKOAEHHbIE MOKa3aHNs
K MPUMEHEHNIO, NPY He0BXO0AMMOCTU B COYETAHUN C [O3NPOBKOW 1 CNOCOBOM npume-
HEeHUsl, KpaTkoe U3foXeHe NPOTUBOMOKa3aHuin, Mep NPegoCTOPOXXHOCTY U Hexxena-
TenbHbIX 3 HEKTOB;

® yKasaHue Lenesol ayauTtopun, A5 KOTOPOW npefHasHayeH AaHHbI peKknamHbIn ma-
Tepuan.

3. 4. MEPOMPUATUA

B 3.4.1.

Llenbto BCex MeponpusTyi, B TOM HY/CIE BU3UTOB MEANLMHCKUX NpeacTaBnTenei K pa-
6O0THVMKaM 3[0paBOOXPaHEHUS U B MEOMLMHCKME YHPEeXOeHNs, Ao KeH ObiTb COOP AaHHbIX
0 NOBO0YHbIX AENCTBUAX IEKAPCTBEHHBLIX CPEACTB, MH(POPMMPOBaHME CNELMANNCTOB 3apa-
BOOXPaHEHUs1 O NIEKAPCTBEHHbIX CPeacTeax u/unu obecneyeHne nx nHpopmaumen Hay4-
HOro nnn obpasoBaTeNlbHOro Xxapakrepa B cpepe 34paBoOXpaHeHns unv apmaueBTUKN.

KomMnaHum He [OoSKHblI OPraHU30BbIBATb MEPOMNPUSTUS, KOTOpble MPOBOAATCS BHE
CTpaHbl OCYLLECTBEHMSI NPOgEeCCOHaNbHOWM AEATENBHOCTM CreuyanucToB 3apaBooxpa-
HEHVs, eCN TONbKO YMECTHOCTb 3TOr0 He onpaBaaHa C TOYKM 3PeHUst TOMUCTUKKN 1 6e30-

NnacHOCTW. Me>K,quapo,qu|e Hay4Hbl€ KOHIpeccCbl N CUMMNO3NYMbl, co6|/|parou.|,|/|e ydacTHN-
KOB N3 MHOIMX CTpaH, ABNAKTCA C 3TO TOYKM 3peHnd onpasaaHHbIMU N pa3peLleHHbIMIA.

VHbopmauus, pacnpocTpaHsiemasi cpedn YYaCcTHUKOB MeXOyHapOOHbIX Hay4HbIX
KOHIPECCOB WM CUMIMO3MYMOB, MOXET KacaTbCsl JIEKAPCTBEHHbIX CPeAcTB, He 3aperu-
CTPVPOBaHHbIX B CTpaHe, rae NpoBOAWTCS MepOonpusiTue, UK 3apermcTpupoBaHHbIX Ha
UHbIX YCIIOBUSIX, ECN COGJIIOAAOTCSA CreaytoLyie TpeGoBaHus:

® pacnpocTpaHeHne Takoi MHdopMaLmMy OOMYCKaeTCs OeVCTBYIOLWWM 3aKOHOAATE b-
CTBOM CTpaHbl NMPOBeAeHUs MepOonpuATUS;

* MeponpusTre LOSKHO ObiTb AENCTBUTENBHO MEXAYHAPOAHbIM Hay4YHbIM MEPONpPUaTI-
€M, B KOTOPOM Yy4aCTBYET (B Ka4€CTBE BbICTYNAIOLMX UM CyLLaTenell) 3HaunTeIbHOe
4MCO CNeunanncToB 30pPaBOOXPAHEHNS N3 APYrUX CTPaH;

* MaTepuanbl MO JIEKAPCTBEHHOMY CPeACTBY, HE 3apernucTpupoBaHHOMY B CTpaHe, rae
NPOBOANTCS MEepPONPUSITAE, OOMKHbI COMPOBOXAATLCS COOTBETCTBYHOLLIMM SICHbIM YKa-
3aHMeM Ha TOo, YTO B [JaHHOI CTpaHe 3TO JIeKapCTBEHHOE CPELCTBO He 3aperncTpupo-
BaHO;

® Mmatepuasbl, cogepxxalime nHpopmaLmio No NPMMEHEHNIO (MoKasaHns, npegynpexae-
HUS 1 T. A.), KOTOpas yTBepXXgeHa B Apyron cTpaHe/cTpaHax, rae aHHOe IeKapCTBEeH-
HOe CpefcTBO 3apervcTPUMpPOBaHO, AOMKHBI CONMPOBOXAATLCS 3asBEHEM O TOM, YTO
YCNOBUS PErNCTPALMN B CTPAHAX OT/IMHAIOTCS.

MeponpusTie OOMKHO NPOBOAUTLCS B MECTE U YCIIOBUSIX, CMOCOOCTBYHOLLIMX AOCTU-
XKEHMIO Hay4HbIX 1 06pasoBaTefbHbIX LieNelt [aHHOro MeponpusATUS, KOMNaHUU AOSKHbI
n3beratb UCMONb30BaHNS N3BECTHbIX UM MPETEHUMO3HbIX MECT.

3ar|pe|.u,aeTCH 1crnonb3oBaTb 06bEKTDI, KOTOpPbIE B Masax 006LLIECTBEHHOCTM accounn-
PYHOTCA C pasBneyveHnsaMN, POCKOLLBbHO NN SKCKJTKO3MBHOCTbLIO, HE3aBUCMO OT X KJlacca.

PekomeHOyeTcsi OpraH30BbIBaTb MEPONPUATUS B BU3HEC-LIeHTpaXx, Y4eOHbIX 3aBee-
HUSAX, OTENIAX U APYrMX MecTax, NpedHasHa4eHHbIX /st MPOBedeHVsl OenoBbiX 1 06paso-
BaTesSIbHbIX MEPONPUSTUIA.

[poBeneHne KOMMaHner MeponpuATS B MECTE OBOLLIECTBEHHOIO AOCTyrNa BO3MOXHO
TOMBKO B YCNOBUAX M30NNPOBAHHOIO NMOMELLEHNSA MO0 3aKPbITUS MecTa 06LLECTBEHHOIO
[0CTyna Ha BpeMsi NPOBEAEHUS MEPOMNPUSATUSI.

3anpeLlaeTcs UCnosib30BaHe passiekaTesibHbIX U CMOPTUBHbLIX MEPONPUATUIA Ans
NPUBMEYEHNs CNeuyanicToB 30PaBOOXPAHEHUS] K MPOMOLIMOHHbBIM 1 Hay4YHbIM Meponpu-
ATUAM.
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[onyckaeTtcs NpenocTaBneHne KaHLeNsapcKux NpuHaaiexXHocTel (py4YKku, G110KHOTHI,
KapaHgaLLmn) He3Ha4YNTeNIbHON CTOMMOCTY Ha OpraHu3yeMoM MEePONPUATUN C Lienbio Bege-
HUS 3anuncei N KOHCMNEKTOB; Ha KaHLENAPCKNX MPUHAANEXXHOCTAX HE 0MKHO ObiTh Ha3Ba-
HUIA NOBbIX NEKapPCTBEHHbIX CPEACTB, HO paspeLlaeTcsi HanmcaHue Ha3BaHUs KOMMaHu,
NpenoCTaBstoLLEN KAaHLENAPCKUE NPUHALNEXHOCTM.

JonyckaeTcsi CONpOBOXAEHNE MEPOMPUATUS NOJaYvert NpoXnaguTenbHbIX HANUTKOB,
Yyas/kode, 3aKyCoK 1/unm ropsymx 6ntog npw yCroBmm, YTo 3TO OnpaBAaHHO C TOYKU 3pe-
HUS OAMTENBHOCTU MEPONpUATUS, ABASETCA OOAHO3HA4YHO BTOPOCTEMNEHHbIM MO OTHOLUE-
HMIO K Lenn MeponpusaTus 1 NPegocTaBseTCcs TONbKO yYaCTHUKAM MEPOMNPUSATUS, HO He
COMPOBOXAAKLMM VX 1LaM, 1 B pa3yMHbIX Npegenax. Kak npaensno, npegensl pagyLwms
[OOJKHBI OrpaHnYMBaTbCs CYMMOM, KOTOPYI Y4aCTHUKM Npu HeobxoauMOoCT MOMn Obl
ynnatuTb 3a cebs camu.

dDapmau,eBqueCKme KOMMaHNN He OpPraHn3yrT 1 He onJjladmnBaroT Kakune-nmbo Kynb-
TYPHO-pasBfiekaTe/bHbl€ NporpamMmmbl NN NHblE COUMANIbHO-KYJIBTYPHbIE MEPONPUATUA.

BN 3.4.2. [MpoBeneHvie BUPTYasibHbIX MeXAYHaPOAHbIX MeAULIMHCKNX

KOHrpeccoB B nepuog, nangemun COVID-19

HacTosime npaBuna oTHOCSTCS KO BCEM MeXAYHapPOAHbIM KOHIpeccam, OpraHuay-
€eMbIM MeOULMHCKUMI accoumaunsMmn/coobLLecTBamMmn ¢ y4acTmeM MeduuMHCKUX paboT-
HMKOB M3 pasHblX CTPaH, a TakXKe K MepornpusTisM, OpraHM30BaHHbIM KOMMaHVSMI Ha
TaKUX KOHrpeccax (Hanpumep, BbICTaBOYHblE CTEHApI, CATENIUTHbIE CUMMNO3UYMbI, CTEH-
[0Bble OOKNaabl), KOTOPble MPOBOASATCS UCKITIOYUTENIBHO B BUPTYabHON hopMme.

KpaTkocpouHbliii nepuog, (no 31 aekabpsa 2020 r.)

Meponpuatus, opraHudyemble KomnaHuer (Hanpumep, BbICTaBOYHbIE CTEHAbI, caTen-
JINTHbIE CUMMO3UYMbI, CTEHAOBbIE AOKNaAbl), CBS3aHHble C NpoBefdeHreM BupTtyanbHoro
MeXAyHapoaHOr0 MEeAULIMHCKOro KOHrpecca, [[O/MKHblI COOTBETCTBOBaTb CredyloLymM
TpeboBaHUAM:

e YuutbiBasa rnobanbHyo chepy npumMeHeHnst kogekca IFPMA, oxnpgaetcs, 4To Komna-
HUM ByoyT ncnonb3oBaTtb kKogekc IFPMA B kavecTBe HavanbHOro ctaHgapTa. Kogekchl
EFPIA n PhRMA oTtpaxkatoT npuHumnel 1 npasuna kogekca IFPMA 1 gomxHbl paccma-
TpuBaTbcs BMecTe ¢ Kogekcom IFPMA, Korga BcTpeya npoBoauTCs B €BPONENCKON Ui
aMepurKaHCKOM MegULMHCKON accoumnaumm.

e KomnaHuny SOmKHbI y4nTbiBaTb Tpe6OBaHMH KOoOeKca pernoHa, n3 KoOToporo oxxmnaoaert-

cs NpubbiTe HanbonbLIEro KonMyecTsa Aeneratos, UCXOAA U3 NpoLwsioro onbita. Ha
TaKOWN KOHKPETHBIN KOJEKC MOXET OblTb AaHa CCblnKa Npu NPUHATAN PELLEHNI, TaKXe
MOXXHO CCbINTaTbCS Ha KOAEKChbl CTPaH OTAENbHbIX OEeneratoB 13 KOTOPbIX NMPUHAMAaOT
y4acTue otgenbHble generatbl. [Mpu obcyxaeHun Bonpoca O pacnpoCTPaHeHUn uim
OEMOHCTpaunn peKknaMHbIX MaTepranos Ha MeXAYHapOAHbIX KOHIpeccax 1 ¢ y4eToM
npeanonoXeHns, YTo BONBLLUMHCTBO AeneratoB JofKHbl NpubsiTe n3 CLLA nnn EBpo-
MNbl, KOMNAHUSAM-41IEHaM CedyeT PacCMOTPETb aMEPUKAHCKYHO U EBPOMENCKY MapKmn-
POBKU ON151 peKNamMmpyemon NpogyKLun.

KomMnaHum [omKHbI YETKO yKasbiBaTb MapKMPOBKY, Ha OCHOBE KOTOPOW Obiin pas-
paboTaHbl pekiaMHble MaTepurasbl, YTOObI N36exxaTb BOSMOXKHOW NyTaHuLpbl. PeknamHbin
Marepuan gOSKEH CONPOBOXAATLCS 3asiB/IEHVEM C YKa3aHUEM CTpaH, B KOTOPbIX Jiekap-
CTBEHHbI NpenapaTt 3aperncTpupoBaH, a TakXke NMOSICHEHNSIMM O TOM, YTO YCJIOBUS pe-
rMCTPauun OTIMYAKOTCS OT MEXAyHapoaHbIX. Kpome Toro, Matepuarnbl, Coagep>kaLmnecs B
3asBNEHUsIX, LOKHbI ObITb MPOAEMOHCTPPOBaHbI COOTBETCTBYIOLLMM 06pasomM (Hanpu-
Mep, Yepes BCMJbIBAOLLIEE OKHO WX Ha OOMONHUTENBHOM Aaucnnee). BHumanve pgenera-
TOB OOJMPKHO ObITb O6palleHO Ha MHgopMaumio, COLepXKaLllyto HOPMbl CTPaH LeneraTos,
MOCKOJIbKY MHOPMaLMs MOXET OT/IMYATBCS ANS KaXOOoW CTpaHbl (CM. MNMosicHUTENbHbIE
3aaBeHUs/NpuMepbI 3asiBNeHNn 06 OTKade OT OTBETCTBEHHOCTM).

KomnaHum gosmkHbl 06ecneynTb Hannyne npoLecca noaTBepXXaeHrs ctaTyca yyvacT-
HUKOB — KaK MeaNLIMHCKNX PabOTHUKOB, TaK 1 CneuuanucToB cdep, He CBA3aHHbIX C Meaun-
LIMHON (24BOKaTbl MAUMEHTOB, XXYPHANNCTbI, NPEAcTaBuTenn otpacnu u T. g.). Oxngaercs,
YTO y4acTHUKM ByayT B3aMMOLENCTBOBaTb C MEAMLMHCKON accoumaumeit, Takum o6pasom
6ypeT obecneyeHa Knaccudurkaums y4acTHMKOB Ha BMPTYallbHbIX NaTtdopmax KoHrpec-
ca. Bsanmopencteue ¢ MegUUMHCKOM accoumaumein/coobLLecTBoM (OpraHn3aTtopoM KOH-
rpecca) No3BONUT OrpaHNYMTb OOCTYM K PEKNAMHbIM MaTepuanam TONbKO MeaNLIMHCKMUN
paboTHMKamu, rge aToro TpebytoT NPYMEHVIMbIE HOPMbI 1 MOJIOXKEHUS 3aKOHOAATENbCTBA.
Ecnn nnatdopma MegnumHCKOM accoumaunm He MMEET BO3MOXKHOCTU 06ecneyunTb KaTe-
ropvsaunio generaToB, KOMMaHUM OOSKHbI PACCMOTPETb anbTEPHATUBHbLIE MeXaHU3Mbl,
no3BossoLMe KnaccuduumpoBaTtb Y4aCTHUKOB 018 MPOBEAEHNSI COOTBETCTBYIOLLMX pe-
KJTaMHbIX MEPOMNPUATUN.

® YYaCTHVKM KOHrpecca [O/mKHbl nognucarb UMdpoBoe corfnacue, noaTsepkpatoLlee
X OCBEOOMIEHHOCTL/MPU3HAHNE YCIOBUM N MOMIOXKEHWIN NPOBEAEHNS BUPTYanbHOrO
KOHrpecca, Takux Kak creuuansHoe paspeLleHre Ha JOCTYN K PasfiuyHbiM BUPTyanb-
HbIM 06/1aCTAM (NeKUMr, KOMMEPYECKNE IKCMO3nLun, CanTbl COLMAnsLHOro B3aumogen-
CTBMS, OCHOBbI Pa3paboTKy peknamMHbIx Marepuanos u T. A4.). Ecnv B gaHHOM acnekTe
OTBETCTBEHHOCTb BO3/10)KEHA HA MEAULIMHCKYKO accoumaumio/coobLLecTBo, KOMNaHum
OOMKHbI ObITb OCBEAOMIIEHBI O COAEP>KAHNM TaKNX BUAOB NOSICHUTENBbHbIX 3asBAeHNN/
3asBneHnin 06 oTKase OT OTBETCTBEHHOCTN.
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CpepHecpo4HbIi U [ONIFOCPO4HbIA nepuoabl (nNo ncredeHumn 2020 r.)

KomnaHum gomkHbl 3y4nTb BO3SMOXHOCTb BHEAPEHNS CUCTEM Haanexallero pearu-
pPOBaHUs Ha CUTyauuu, KOrga MeguUMHCKMe paboTHUKM U3y4atoT MaTepuansl U3 gpyrux
cTpaH. Ocoboe BHUMaHne HeobxoaMMo yaensTb NOTeHUManbHON peknamMe, HanpasneHHON
Ha Nofdei, He MEeKoLLIMX MpaBa Ha MoJlyYeHne Takoro KOHTEHTa, a TakKe pekname Hesa-
PErMCTPUPOBaHHbIX TEKAPCTBEHHBIX NPENapaToB W/Nan HE3apPEernCTPUPOBaHHbLIX NoKasa-
HUI. KoMnaHnm JOMmKHbI y4TbIBaTb OMbIT, MPUOBPETEHHBIN 3a NEPUOL C NN No Aekabpb
2020 roga, ons pa3paboTky crnocoboB nNparMaTU4ecKoro peLueHus npobnem CoBMECTHO
C MeguUMHCKNMIK accoumaumamu/coobliectsamu. Komnanms, CNoHCUPYOLWLAs/CoTpYAHN-
yarowiaa co CTeHAOM B BMPTYaslbHOW BbICTABOYHOW 30HE, AO/KHA MMETb BO3MOXKHOCTb
naeHTUULMPOBaTL TEX, KTO »XeflaeT MPOCMOTPETb NPEeACcTaBfieHHble HAa CTEHAE MaTepu-
anbl (MegMuuHCcKme paboTHUKU 1 cneumanncTbl cep, He CBA3aHHbIX C MEeQULMHON), U,
cneposartefibHO, OnpefennTb, Kakas nHpopmMaums 6yaeTt ymectHon. KomnaHnsam n megm-
LIMHCKUM accoumaumsim/coobliectsam (opraHn3aTopamMm KOHMPeCcCcoB) HAaCTOATENbHO PeKo-
MEHOYETCH OpraHM30BaTb COBMECTHYHO PaboTy, YTOObI AeNNTLCS OMNbITOM U, FAe 3TO BO3-
MO>XXHO, pa3pabaTbiBaTb CTaHAAPTbI, KOTOPbIM OO/MKHbI CNEAOBATb BCE YHACTHUKM TaknX
MEpPONPUATUN.

MosicHuTenbHble 3asiBNneHus/
3anaBJieHNs 006 OTKase OT OTBETCTBEHHOCTU

Kak ykazaHo BbllLe, KOMMNaHUN AOMKHbI MPEAOCTaBNATL 3asBleHne, pasbsCHsOLLEe
Jeneratam rnpasuna npu BXoae Ha BUPTyasbHbIi CTEH/BbICTABKY, Tak/e 3asiBeHns npu-
3BaHbl MOMOYb [enierataM MOHsITb KOHTEKCT, B KOTOPOM 6bi1 paspaboTaH martepuarn, u
06paTUTb X BHUMaHKE Ha TO, YTO KOHTEHT MOXET ObITb HEMPUMEHUM K X CTPaHe.

OnpepenexHusa

e MexxayHapoaHbIn (MEAULIMHCKM) KOHMPECC — 3TO Hay4Has BCTpeYa, OopraHn3oBaHHas
MEOULMHCKOW accoumaumen/coobLLecTBoOM a1 CBOUX YJIEHOB, C BO3MOXXHOCTBIO y4a-
CTVSA NpeacTasuTeneit MHAYCTPUM B (hOPME BbICTaBOK (MEAULIMHCKUX Y KOMMEPYECKMX),
caTeNIMTHbIX CMMMO3MYMOB 1 T. A. MeaunumHckas accoumaums/coobLecTBo ABAseTCS
YCTPOUTENIEM KOHIpecca M OTBeYaeT 3a OpraHu3auuio OeneraToB, NpefocTaBfieHne
[OCTyna, BbINOMHAET APYyrne COOTBETCTBYIOLME PYHKUMM, HANPUMepP OnpenenseT Ha-
YUHYIO MOBECTKY AHSA. KOHrpecc cobupaeT MHOrOHaLUMOHabHYO rpynny MeauumMHCKNX
9KCMEPTOB 1 CNELMANICTOB C LieSbio PaCLUMPEHS 3HAHWI 1 MPOBEQEHNS SKCNEPTU3bI B
OTHOLLEHNWN COCTOSIHUS 1 NleYeHnst 3aboneBaHns, CogencTByeT 06MeHy onbiToM. Obbly-

HO B COCTaB fenerauuii BXOAAT paboTHUKK cepbl 34paBooXpaHeHunsl, McCcreaosatenm
1 gpyrue nuua, paboTatoLme B cchepe 30paBooXpaHeHst U/vnm NCCnefoBaHuii.

e BupTyanbHbiil MeXXayHapoaHbIl (MEeOVLMHCKNN) KOHFPEeCC — 3TO MeXXAYHapOAHbIN
KOHrpecc, rge Bce BuAbl AEATENbHOCTU SABNSIOTCA BUPTYanbHbIMW/LUMGPOoBbIMUM, 6e3
npoBedeHns MeponpuaTui, TPebyrowmx NMYHOro npucyTcTens. Komnanum umeroT
BO3MOXXHOCTb y4acTBOBaTb B TaKMX KOHIpPeccax NyTem OpraHn3aumn BUpTyanbHbIX Bbl-
CTaBO4YHbIX CTEHOOB, a TaKXXe BUPTYaslbHbIX CaTENIUTHLIX CUMMO3UYMOB.

e BbicTaBOYHblE CTEHAbI — 3TO 30HbI B KOHTEKCTE MEXOYHAPOLHOIrO KOHrpecca, Ha KOoTo-
pbix hapMaueBTMHECKE KOMMaHUN (M Apyrue opraHu3auumn) MoryT AEMOHCTPUPOBaTh
CBOU Martepuasnbl O NPOAYKTax Aeneratam Ha CTEeHAE, a TakXKe Hay4Hble matepuasbl B
MeONLIMHCKOW BbICTaBOYHOW 30HE.

o CaTteyITHbIV CUMMO3MYM — 3TO AeATENIbHOCTb KOMMaHNN, KOTopast UMEeT MecTO Hero-
CpefCTBEHHO [0, BO BPEMSI 1/ Cpagdy NMocsie OCHOBHO Hay4HOI NMporpaMMbl B KOHTEK-
CTe MeXOyHapOOHOro KOHrpecca.

e MegnumHcknii paboTHUK — No6ON NpeacTaBmTeNlb MEONLIMHCKOW, CTOMATONIOrMYECKON,
hapmaueBTNHecKor cdepbl nn cdepbl Mo YXOay 3a naumeHTamu, a Takke noboe gpy-
roe 1Lo, KOTOPOE B XOAE CBOEN NPodecCcoHanbHon AeATENBHOCTU MOXKET Ha3HavaThb,
peKOMeHZOBaTb, MOKyMaTb, NOCTaBNATb, MPOAABATbL UM NPUMEHATb (hapmaLleBTuye-
CKUI NPOAYKT.

3.5. TOCTU

KomMnaHuy He JOMmKHbI OnadvBaTb pacxodbl Ha ML, COMPOBOXAAKLMX Npurna-
LUEHHbIX Ha MeponpusATME CreuyanMcToB 34PaBOOXPAHEHNS, 3a UCKIIIOYEHEM ClyYaeB
MeOVLMHCKOM HEOBXOANUMOCTH.

3. 6. CMMTIOHCOPCTBO

KomMnaHum-y4acTHMLbI MOTYyT (hHaHCUPOBATb y4acTUe CrneunanMcToB 30paBooxpa-
HEHUs B MEPOMPUATMAX NPY YCNOBUW, YTO (PMHAHCPOBaHME TaKoro poga yooBneTBOpsieT
cnegyoLwmmM TpeboBaHNsM:

® MeponpuaTne CoOoTBETCTBYET Tpe6OBaHVIF|M, yCTaHOBJIEHHbIM HaCTOALLNM Kopekcowm;

¢ (uHaHCUpPOBaHME CMELManMCTOB 30PaBOOXPaHEHUs] OrPaHNYBAETCS OMNJIaTON TPaHC-
MOPTHbIX PACXOA0B, MMTAHUS, NPOXNBAHWS U YNATOW PerncTpaLoHHbIX B3HOCOB;
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® He NPOU3BOAUTCS HUKAKMX BbIMaaT, KOMMNEHCUPYIOLWMX crielmanicTaM 34paBooxXpaHe-
HUs1 3aTpaThl BPEMEHH, CBsI3aHHbIE C NPebbiBaHMEM Ha MepoNnpusTUM; (KPOMe npuBIe-
YeHUs CneumanicToB 30paBoOXpPaHeHst Ans NPencTaBieHnst Hay4YHoM HopMaumn);

® (hmHaHCcoBas NMOMOLLb He JOSKHA MPEfoCTaBNATLCS Mo YCNoBMe B3ATUA Cneuuani-
CTOM 3[4paBoOXpaHeHns1 0653aTeNbCTB N0 HAa3HAYEeHU0, PEKOMEHAALIMN UK NPOABU-
>KEHMIO Kakoro-nmbo hapmaueBTM4eCcKoro NpoayKra.

3. 7. NPUBJIEMEHUE CMNEUWANINCTOB

SAPABOOXPAHEHUSA AJ11 OKASAHUSA YCIYT

dapMaLeBTUYECKI e KOMMaHNM Brpase NpuBiekaThb CreLyanicToB 34paBooXpPaHeHs
C LeSiblo OKasaHusi YCnyr Hay4HOro 1 MH(hOPMaLMOHHOIO XapakTepa, Co3aaHns 06bEeKTOB
aBTOPCKOrO MpaBsa, a TakXXe Mpy NPOBEAEHNN KIMHUYECKNX NCCNeoBaHnin IeKapcTBeH-
HbIX CPEACTB 1 BbiMaynBaTth UM BO3HArpaxneHne 3a npenocTasieHmne QaHHbIX YCyr.

Mpy npuBneyYeHMn cCneumanMcToB 30PaBOOXPAHEHNS OJ1S1 OKa3aHWs YCnyr OOSKHbI
ObITb COBMIOAEHBI CnegyoLLve TPeboBaHNs:

® Hanunyne Jorosopa B NMUCbMEHHOW opmMme. MMCbMEeHHbI JOroBop (MM cornalleHune)
JOmKeH OblTb corflacoBaH A0 Havyana okasaHus ycnyr. B Hem ykasbiBaeTcsa xapakrep
0OKasblBaeMbIX YCIyr, a TaKXXe OCHOBaHWe s Onnatbl Takux yCnyr;

* BO3HarpaxaeHue 3a okasaHHble YCyr JOMKHO 6biTb padyMHbIM U COOTBETCTBOBaTb
CYLLIECTBYIOLLEN PbIHOYHOW CTOMMOCTU, MOXKET BKJIHOHATb BO3MELLEHNE Pa3yMHbIX pac-
XO[0B, BKJloYas Npoe3f, NUTaHne 1 NPOXXMBaHUE;

® Hannyne o60CHOBaHHOW HEOOXOOUMOCTU B YCIYTH;

® KpUTEPUN OTOOPA KOHCYNETAHTOB OKHbLI OTHOCUTLCS HEMOCPEACTBEHHO K NaeHTUhU-
LMPOBaHHO He0BX0AMMOCTU, & KOHCY/LTaHTbl [OMKHbI UIMETb SKCMEPTHbIV NoTeHuvan
LSt OKa3aHusl yCnyr;

® COOTBETCTBME KONMYECTBA MPUBMEYEHHbIX CMEeLManicToB 30paBoOOXPaHEeHUs Konuye-
CTBY, OeCTBUTENIbHO HEOBX0OAMMOMY AJ1S1 HOCTUXKEHWS MOCTaB/IEHHON Lienu;

° (baKT 3aKJllo4YeHnA 0oroBopa okKasaHua ycnyr He goJpkKeH npsamMo nnm KoOCBeHHO Hana-
raTb ob6s13aTenbCTBA Ha cneunanncTa 3gpaBooxpaHeHnsA, CBA3aHHble C pekoMeHaauuna-
MU N Ha3Ha4YeHneM NeKapCTBEHHbIX CPencTB.

,D,OFIyCKaeTCﬂ onjiata nan Bo3MeLleHne pacxoaos cneunanncToB 34paBOOXpPaHEHNHS,
HenocpencTBeHHO OTHOCALMXCA K OKa3biBaeMbIiM ycnyram, B TOM 4Yucnie pacxogos, CBA-
3aHHbIX C MPOoe3aoM creunanncToB 300aBOOXPaHEHUA K MeCTY OKa3aHusa yCnyr, NpoXXu-
BaHMEM N NUTaHNEM;

|_|pl/| onnarte nnn BoO3MeLLEHNN pacxogos Npu NCnonHeHnn OoroBopoB HCeayeT npu-
OepXXnBaTbCA HUXKenepeyncneHHbIX yCJ'IOBVII7IZ

3anpeLllaeTcsd NcnoJib3oBaTb NMOCTUHULLI NN 06BLEKTHI, KOTOpPbIe B Ma3ax obLecTBeH-
HOCTN aCCOLMNPYHOTCA C POCKOLLBbHO NN 3KCKITIO3NBHOCTbLIO, HE3aBUCMMO OT UX KNnacca,

nnTaHre OonyckKaeTcsA B pa3yMHbIX npepenax;

npun noe3gkax cneunasincToB 34paBO0OXpPaHeHns, He npeBblllaolLnX YeTblipex YacoB B
[OHEBHOE BPEMA, cnenyert np|/|o6peTaTb aBnabuneTbl 9KOHOMKIACCa;

He [onyCcKaeTca BO3MeLleHne Kaknx-nnobo pacxogosB conpoBoXaakwLmx nnd,.

3. 8. NMOAAPKU

B0O3MOXXHOCTb 1 MNOPAOOK NPefocTaB/ieHnsi NOAapPKOB crieunanicTam 3apaBooxpaHe-
HVs (B TOM YKChne NpegMeToB MeaULIMHCKOro U 06pa3oBaTesibHOro HasHavyeHus) cnegyeT
onpepnensiTe B COOTBETCTBUY C TPeGOBaHUAMMN GENOPYCCKOro 3aKkoHoAaTebCTaa.

I 3.8.1. MOAAPKU U PEKJIAMHbIE CPEACTBA

3.8.1.1. 3anpeT Ha npenogHeceHne NoaapKoB

3anpeLyatoTcs nogapku, B TOM 4ucCne A8 NMYHON BbIrodbl (Hanpumep, Gunetbl Ha
CMNOPTMBHbIE NN pa3BfiekaTe/lbHble MEPONPUATUS, MPegMETbI SNEKTPOHNKM, MOAAPKN Ans
6naroTBOPUTENBHOCTY U T. A.) PabOoTHNKaM 34paBooOXpaHeHus (MMbo Hanpsmyto, nnmbo Ye-
pes3 KNMHUKN 1 yuYpexxaenust). MNpegocTtaBnenne nnv NpeanoXxxeHme eHEXHbIX CPeacTs, X
9KBVBASIEHTOB UM JINYHbIX YCYT TakxXe 3anpeLeHo. JIndHble yecnyrn 3gecb — 370 nobble
BUAbI YCNYT, HE CBA3aHHbIe C Npodeccreil paboTHIKa 3APaBOOXPaHEHNs 1 garoLume nep-
COHasbHYI0 BbIrogy paboTHVKY 34paBOOXPaHEHNS

3.8.1.2. PeknamHble cpencrBa

PeknamHoe CpencTBO — 3TO HeAeHEXHbI NpedMeT, NpefoCTaBeHHbIN ANs pekiam-
Hol uenu. Vx nepegada nnu npepyioxkeHne paboTHKaM 34paBOOXpPaHEHVs! Anst MPOABU-
YKEHUS IEKAPCTB, OTMYCKAEMbIX MO PELIENTY, 3anpeLLeHo.

PeknamHble cpencTea MUHUMASbHON LLEHHOCTM 1 KONIMYECTBA MOTYT NPefoCTaBnAaTb-
Cs U NpepfaraTbCsi OpraHM3aLysaM 3apaBoOOXPaHEHNS UCKOYNTENIBHO A5 NPOOBUXKe-
HIs1 IeKapCTB, OTNyCcKaeMblx 6e3 peLenTa, eci 3TO UMEET OTHOLLEHME K NPaKTUKe opra-
HM3aLun 30PaBOOXPAHEHNSI.
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BN 3.8.2. NHdopmaunoHHble unn obpasoBaTtesibHble NpeamMeTbl, KO-

TOopble yNy4llalT yxon 3a nayueHTamm

MHdbopmaLmoHHble unn obpasoBaTesibHble NPEAMEThI, NMPeaHa3HayYeHHbIE opraHm3a-
LMsiM 30paBOOXPAHEHNS 415 X 06pa3oBaHns nnn gist 06y4eHus naumeHToB ¢ 601e3HAMN
N NX NeYeHnsi, MOryT npeafiaraTbCs KOMMaHUsMU-4ieHaMu npu YCroBumu, YTO NpeaMeThbl
npenocTaBfieHbl B OCHOBHOM [/ 00pa3oBaTefibHbIX LeNen U HE MMEKT He3aBMCUMON
LleHHOCTW.

VIHcbopmaLmoHHble 1 obpa3oBaTesibHble MPEAMETbI, NPefHasHa4YeHHble opraHu3aLm-
AIM 30PaBOOXPaHeHVst O4JiS UCMOMb30BaHUS NauueHTamu, MOryT BKloYaTb HauMeHOoBaHne
KOMMaHuM1, HO He OOJIKHbI UMETb YKa3aHWsl Ha TOBapPHbIA 3HaK, eCNi HaUMeHOBaHMe Npo-
[yKTa, COBMaatoLLEero ¢ TOBapHbIM 3HAKOM He SIBNSIETCS CYLLECTBEHHbIM OJ151 MPaBUSIbHO-
ro 1Crosb30BaHUs NpeameTa nauneHTOM.

CTOVMOCTb KHUT 1 MOAMNMCKN [OMKHA BbITb padyMHol. [pyriue nHhopMaLioHHbIe 1in
obpasoBaTesibHble MPEAMETbI OOMMKHbI IMETb YMEPEHHYH CTOMMOCTb.

BN 3.8.3. PykoBogsume yKa3aHusi Mo CTOMMOCTH

KOMI'IaHI/IVI-y“IaCTHI/ILI,bI cornacoBblBalOT PyKOBOAsALNE YKa3aHNA C MUCNONb30BaHNEM
MECTHOI BatoTbl NO npuemMnemMmbiM EeHEXXHbIM CyMMaM [OJi1A cnenytolero:

® «MUHMManbHasa CTOMMOCTb» ONA PeKNlaMHbIX CPEACTB;

® «yMepeHHasi CTOMMOCTb» AJ151 MPEAMETOB MEeANLMHCKOro HadHa4YeH1s 1 MHOPMaLIMOH-
HO-06pasoBaTefibHbIX MPEegMETOB, BPyYaeMbIxX Npu NpoBedeHnn oduumansHbiXx Mepo-
npusTuia, He npesbiwaeT BYN 145;

® «padymHas LeHHOCTb» A1 HaY4YHbIX KHUT 1 MOAMWUCKN Ha XXYpHasbl, He NpeBbIlaeT
BYN 145.

3.9. OCHOBHbIE NMPABUJIA N HOPMbI
AEATEJIBHOCTU MEANLIMHCKUX

NPEACTABUTEJIEU

Llenbto gesTenbHOCTVM MeOouUMHCKUX NpeactaBuTeneil hapmaueBTUHeCcKuUX Komna-
HUN OOJHKHO ObITb MOBbILLIEHVE NPOECCUOHANBHOMO YPOBHS CNELManMCcToB 34P0aB0OOX-
paHeHns 1 BbINONHEHNE 00A3aHHOCTM (hapMaLeBTUYECKON KOMMaHUN MO MOHUTOPUHTY
6e30nacHOCTY NIEKAPCTBEHHbIX CPEACTB.

MepuunHcKne npeacTaBUTENM BrpaBe y4acTBOBaTb B KOHrpeccax, CUMMo3uymax,
KOH(hepeHLMsX, NPe3eHTaunsaX, COOPaHNSX N MHbIX MEPONMPUSATUAX OJsi CheunanncTos
30paBOOXPaHEHNS B MEAVLIMHCKIMX OpraHM3aumusx, BKIto4as BU3UTbl, B MOPSAKE, YCTaHOB-
JIEHHOM [OAaHHOW MEAVLIMHCKON OpraHu3auunen.

B pamkax ykasaHHbIX JaHHbIX MEepPOMnpUATUA MeOULVHCKME NpencTaBuTeNy BripaBe
NpefocTaBnATb creyuanmcTam 34paBooXpaHeHnsi MPOMOLVIOHHbIE NeYaTHble MaTepualibl,
a Takke NH(OoPMaLMOHHbIE MaTepurarbl, Take Kak YacTYHbIe PENPUHTLI OTAENbHBIX [aB
1 pasfenoB cneumanMa3nupoBaHHbIX N3[aHnii, HayYHbIX MOHOrpaduii 1 CNPaBOYHNKOB, Ha-
YYHbIE CTaTbW U TEKCTbl JOKNAA0B 1 MHbIE MevaTHble MaTepuasbl 4SS MOBbILUEHNsS Mpo-
heccuoHanbHOMo YPOBHS CNeLmMancToB 34paBOOXPaHEHNS.

[onyckaeTtcsa npefocTaseHne BbilleykasaHHo nHgopmaummn Ha CD-guckax n kap-
Tax namsiTv, He NpegHasHayYeHHbIX ANs IMYHOro 1Cnosib3oBaHus. Mpu aTom nobble Ma-
Tepuasbl, BKJOYasi MPOMOLVOHHbIE, OO/MKHbI MOBbLILWATL MPO(ECCUOHaNbHbBIN YPOBEHb
CreLuan1McToB 34paBOOXPaHEHUs 1 HE MPECNenoBaTh NCKIOUUTENbHO PEKSIAMHbIE LEeNn.

MenuvurHcKue npefacTaBmTeni hapMaueBTUHECKNX KOMMAHWA OOSMKHbI UMETb foCTa-
TOYHYIO NMOAIrOTOBKY U 06nafaTb HeOGXOAUMbIMU 3HAHUAMY, YTOObI NPEOOCTaBNSATh CreLu-
anucTam 34paBoOXPaHEHUst MOJTHYH, OOBEKTUBHYHO, JOCTOBEPHYIO 1 aKTyasnbHY NHhopP-
Mauuio o hapMaLeBTUYECKMX NPOOYKTaX.

OTBeTCTBEHHOCTb 3a cofepykaHue 1 opMy npefocTaBneHnst MHgopmaumu, nepena-
BaeMol MEOULIMHCKMI NPEACTaBUTENSIMI CrieLanicTaM 3apaBooxXpaHeHisi, HeceT hap-
MaueBTUYeckasi KOMNaHuisl.

MepuunHcknii npegcTaBuTenb 06513aH MO 3anpocy creuvanucTa 3apaBoOXpaHeHns
NpPenocTaBnTb MHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHNIO KaXKOO0ro JIEKApCTBEHHOIO
cpencTBa, O KOTOPOM OH MHOPMUPYET, a TakKe CBedeHUs 00 ycnoBusix oTnycka (oTHe-
CEHWe K KaTeropum oTrnyckaemMbIx Mo peLenTty nnbo 6e3 peLienTa Bpaya, OTnyCcKaeMbIX Ans
JIbFOTHbIX KaTeropuin rpaxkaaH 1 np.) NeEKapCTBEHHOIO CPEACTBA 1 er0 HaNIMYMK B anTekax.

MenvumHcKuii NpeacTaBnTeNb 06s3aH cobnodaTb NPoheccoHanbHy 3TUKY Mo OT-
HOLLIEHMIO K MOTPEBUTENsM, CreLyanicTam 34paBooOXpaHeHns, KOMMNaHu1, UHTEPECh! KO-
TOPbIX OH(Q) MPEACTaBSET, a TakKXXe K NPefcTaBUTENSIM KOHKYPVIPYIOLLMX KOMMaHWIA.

MenovuyHcKe npepcTaBuTenn 06s3aHbl JOBOAUTL [0 PYKOBOQUTENS COOTBETCTBY-
toLLero noppasfeneHnsl CBoen KoMnaHuy NHOpPMaLMo O MPakTUYECKOM MPUMEHEHNM
JIEKaPCTBEHHbIX CPEACTB KOMMaHMW, B TOM YUCIIe O HEeXenaTeslbHbIX PeakLsiX, MoyyeH-
HYIO OT CMeLuanMcToB 34PaBOOXPaHEHUSI.
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3. 10. OBPA3LIbl

dapmaLeBTYecKie KOMMNaHUn He BrpaBe NpenoCcTaBsTe HEMOCPEACTBEHHO crneuu-
anucTam 3OpaBoOXpaHeHus 06pasubl IEKAPCTBEHHbIX CPEACTB Kak Ans rnocnemytoLlei
nepenayn nauveHTam, Tak 1 Onas NMYHOro MnoJfib3oBaHus (B TOM Yncne obpasubl ons ne-
MOHCTpauum (demo packs) 1 NycTyto BTOPUYHYIO 1 MEPBUYHYIO YMAKOBKY).

3. 11. AKCMNEPTHbIE COBETbI

Llenbto OKcnepTHOro coseTa SIBASIETCA OOCYX[AEHME U MONlyYeHUe KOHCY/bTauunii
BHELLHVX 3KCMEepTOB MO 3apaHee onpefeneHHOMY Hay4HOMY BOMPOCY, OJiS PeLUeHns KO-
TOPOro HEQOCTATOYHO SKCMEPTU3bI UK OMbITa BHYTPU KOMMAHUM U MPU HEBO3MOXHOCTU
BbISICHEHUs1 3TOrO BOMNPOCca APYrMMy METOLAMMU.

OKCnepTHbIe COBETbI HE MOTYT MCMOMNb30BaTbCA B Ka4eCcTBE MHCTPYMEHTa pacnpo-
CTpaHeHus uHdopmaumn nnm ons NPOABMXKEHNS NEKAPCTBEHHbIX CPeACTB, B TO BPems
Kak nHhopmaLus, NonyyeHHas Ha SKCNepTHOM COBETE, MOXET ObITb UCMOMb30BaHa As
peLleHnsl MapKeTVHIOBbIX BOMPOCOB (HanpuMep, 4151 BHECEHNSA B MapKETUHIOBbIE MiaHbl
N peknamHble cobpanHus).

®dapmaueBTNHeCKe KOMMaHWM Brpase BbinayyBaTb 3KCMepTaMm — crneuuanmcram
30paBoOOXPaHEHNs BO3HarpaxkaeHue 3a nx paboTty B OKCMepTHOM COBETE (B TOM 4yucne
KOMMEHCUPOBATb X PACXOfbl, CBA3aHHbIE C y4acTeM B DKCNEPTHOM COBETE) TOSILKO Npu
YCNOBUN, YTO AEATENbHOCTb TaKUX 3KCMEPTOB B pamkax IKCMNEPTHOrO0 COBETA HOCUT Ha-
Y4HbIN XxapakTtep. [1pn BO3MeLLEeH PacxogoB AOMKHbI COONAaTbCs TPe60BaHNS NyHKTa
3.4 HacTosiwero Kogekca.

OpraHusaums OKcnepTHOro CoBeTa BO3MOXKHA TOJIbKO MPU Hanmymm o60CHOBaHHOM
Hay4HOW HEeOBXOAMMOCTM U He [OMKHA UMETb LeNblo UHaHCMpoBaHNe MeponpusTui
nNpPogeCCnoHanbHbIX COOOLLECTB.

BbiGOp 4NeHOB IKCMEpPTHOrO COBETA OO/MKEH OCHOBBLIBATLCS VCKIIIOYMTENIbHO Ha UX
npoceccrnoHanbHOM KOMMNETEHLMN U KBaUMKaUMn U He OOMKEH ObiTb KakUM-1n6o o6-
pasoM CBsi3aH C MPOLUMbIMU, TEKYLLMMY UM BO3MOXXHBIMU BYAYLLMMU HA3HAYEHUAMU U
PEKOMEHIALUMSMY NTEKAPCTBEHHbIX CPEACTB KOMMaHU. PaboTHUKN KOMMEPHYECKMX OTae-
JIOB He [OJIKHbI UMETb BANSHMS Ha BbIGOP 9KCNEPTOB 1 paboTy DKCMNepTHOro coBeTa.

Konunyectso npuBneYvYeHHbIX crneunasincToB 34paBooxXpaHeHnsa JO/IKHO COOTBETCTBO-
BaTb KONNYECTBY, 0encTBUTENBHO HeOGXOJJ,I/IMOMy ONS DOCTUXKEHUS NOCTaB/IEHHOM LiENu.

O6Lee 4ncno paboTHMKOB KOMMaHMK, MOCELLaloLLIMX cobpaHne DKCNepTHOro COBETa,
He [O/MKHO MPEBbIWAaTb OOHY YETBEPTb OT YMCla HE3ABUCUMBLIX CTOPOHHMX SKCMEepTOoB,
yyacTByloLMX B 3acefaHun. [py 3TOM COTPYAHVKM He BripaBe MCMosib30BaTh yvacTue B
paboTe DKCNepTHOro coBeTa AJisi MPOABUXEHUSI NEKAPCTBEHHbIX CPEOCTB KOMMaHUN.

3. 12. PABOTA C 3ANMPOCAMU

MEOVULIMHCKOW MH®OPMALMN

3anpocbl MEANLIMHCKON MH(opMaLuy MOryT 6bITb MNOMYy4YeHbl OT CreuvannucToB 3apa-
BOOXpPaHEHMUs 1 NauneHToB. KoMMnaHnsa 4o/mKHA BHUMATENBHO OTHOCUTBLCS K KabKAoMY 3a-
npocy. Kaxpplin 3anpoc foSKeH ObiTb 3aperncTpupoBaH B NOPsiAKe, YCTaHOBIIEHHOM 3a-
KOHOOATENbCTBOM 06 06paLleHUsiX rpaxkaaH 1 lopuanyecKnx inL, 1 Ha Hero Heo6XxoauMo
JaTb OTBET.

NHdopmauws, npegocTaensiemMasi cneLmanictam 30paBoOXpPaHEHNst B OTBET Ha 3a-
npoc, JoSKHa COOTBETCTBOBATb 6EMOPYCCKOMY 3akoHOOaTeNbCTBY U HacTosiemy Ko-
JEKCy, a TakxXe YUYNTbIBaTb MONIOXKEHVS YTBEPXKAEHHON MHCTPYKLMN MO NMPUMEHEHUIO Nie-
KapCTBEHHOIrO CpPeacTBa.

OTBET Ha 3anpoc crneuuanicTa 3apaBoOXPaHEHNs He JOMKEH CNY>XWUTb LENsiM Mpo-
OBWKEHUS nekapcTBeHHOro cpenctea. OH JO/MKEH OrpaHMYMBaTbCsl TONIbKO OTBETOM Ha
HemnocpencTBEHHO 3afaHHbIN BOMPOC.

VHdopmMaums 0 nekapCTBEHHbIX CPeacTBax OPYrMX KOMMaHU OoSKHA ObiTb 06beK-
TUBHOW.

Bce oTtBeTbl cnegyeT npepocTaenaTb B AOCTYMHON 1 3TndHON hopme. COTpyaHVKK
hapmaLeBTNHECKON KOMNaHNM He Bnpase MHULMMPOBaTbL 06CYXXAeHNe Co cneuynanicra-
MU 34PaBOOXPaHEHNS N MHBbIMW TPETBUMW NNLAMIN HE32PErMCTPUPOBAaHHbIX JIEKAPCTBEH-
HbIX CPEACTB U/MN HE3aPErNCTPUPOBAHHbIX MOKa3aHW K X MPUMEHEHNIO.

VHdopmaumsi 0 He3aperncTpupoBaHHbIX IEKAPCTBEHHbIX CPeacTBax nu/unv Hesaperu-
CTPVPOBaHHbIX NMOKa3aHUsAX NPEfoOCTaBNAAETCS TOMbKO creypanicTaMm 34paBoOXpaHeHus
VCKJIIOUUTENBHO MO 3anpocy, HanpasfieHHOMY B (hapMaLeBTUHECKYH KOMMAaHWIO.

OTBeTbl Ha BCe 3anpocbl OT CMeLManMCcToB 3[pPaBOOXPaHEeHUs NPEefoCTaBNsSOTCH
CNy>X60l MEAULMHCKON MHopMaLmn 1 niobbiM APYrMM YIONHOMOYEHHBIM MEPCOHANIoM
MEAULIMHCKOro/perynaTopHoOro otaena ans obecnevyeHns Hagnexallero kadectsa n 06b-
€KTUBHOCTY UHOopMaLmK.

Bce TenedoHHble 3BOHKY NPUHUMAKOTCS U PEMMCTPUPYIOTCS NEPCOHANoOM C nocneny-
foLLen nepegaden nHgopmauum 0 3anpocax B MeQULIMHCKUIA/PErynaTopHbIA OTAeN.

PaboTHVKM OTOENIOB MpodaXk M MapKeTuHra MOryT OTBe4YaTb TOSIbKO Ha BOMPOCHI,
nosyYeHHble B XOOe B3aMOZENCTBYS CO CreumanictaMn 34paBooXpaHeHuns, B pamkax
YTBEPXXAEHHOW UHCTPYKLMM MO MPUMEHEHUIO NIeKapCTBEHHOTO cpeacTsa. MNpuHaTbie BO-
MPOChI, BbIXOZSLLME 32 PAMKU YTBEPXOEHHON B YCTAHOBNIEHHOM MOPsiAKe UHdopMaLmm o
JIeKapCTBEHHOM CpefacTBe, PabOTHUKM OTAENOB MPOAaXK U MaPKETUHra OO/MKHbI NepeHa-
NnpaBnsTb 418 0TBETA B MEAVLIMHCKUIA/PErynsaTOpHbIA OTAEN.
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Ans HACEJNEHUA

B oTBeTe cneumanucty 34paBoOXpaHeHns HeobXoAMMO NPefocTaBUTb NCYepnbiBa-
IOLLYHO Hay4YHO 060CHOBaHHYO MHMOPMaLMIO MO 3agaHHOMY BOMPOCY.

B nrcbMeHHbIX OTBeTax BCe 3asiBNeHWst 1 hakTbl JOMKHbI OblTb NMOAKPENSEHbl COOT-
BETCTBYIOLLMMMN CCbISIKAMU C YKa3aHWEeM UMEHV aBTopa, MOJSIHOrO HasBaHWs CTaTbu Uv
MoHorpadun, Mecta nybamkaumn (paspeLuarTcs TpaauunoHHblie abbpeBnaTypsbl), roga
n3paHnsi, HoMepa ToMa, BbiNycka 1 CTPaHULbI.

MepcoHanbHble AaHHbIE CMeunanMcToB 34PaBOOXPaHEHNS 1 NHBIX NL, OTCYTCTBYOLLME
B OTKPbITOM [JOCTYMNe, MOryT BHOCUTBCS B 6a3bl AaHHbIX (hapMaLeBTUHECKNX KOMNaHWi nc-
KIOYUTENIBHO MPUY HANMMYM X COrflacusi B YCTaHOBMEHHON 3aKOHOM hopme 1 cobnogeHnm
NHbIX TPEBOBaHNI 3aKOHOAATENLCTBA B Chepe 3alyTbl NEPCOHASNbHbIX AaHHbIX.

4. OCOBEHHOCTU PEKJTIAMbI 1 MHbIX METO1OB
NMPOABVXXEHUA NEKAPCTBEHHbIX CPEACTB

Ansd HACEJIEHUA

4.1. OBLWME TPEBOBAHUA

He [onyckaeTca peknama ans HaceneHusa JNieKapCTBeHHbIX CPencTB, OTHECEHHbIX K
KaTeropumm otTnyckaemMblxX No peuenTy Bpaya.

B pekname Ofisi HaceneHns 3anpeLuaeTcs yroMuHaHne o akte BKIIHOYEHNST pekra-
MUPYEMOrO JIeKapCTBEHHOIO CPEeACcTBa B JIOOOW 13 CMNCKOB JIeKAPCTBEHHbLIX CPEACTB,
npefHa3HavYeHHbIX OJ18 OnpeneneHHbIX KaTeropuii rpaxkaaH, pacxodbl Ha KOTopble BO3Me-
LLAKOTCS UM OOTUPYIOTCS rOCYAapPCTBOM.

B pekname nekapCTBEHHbIX CPEACTB A5l HACENEHNs peKoMeHayeTcs nsberatb crewm-
aNbHbIX MEOULIMHCKNX TEPMUHOB, KOTOPbIE MOTYT ObITb HEMPaBUILHO MOHATbLI UM BBECTU
B 326Ny>XOeHNe NoTpebuTenein peknambl.

4. 2. NEYATHbIE PEKJIAMHbBIE MATEPWUAJIbI

BN 4.2.1. Bce ne4aTHble peKNnamHble MaTepuanbl, BKJlO4as

peKnamHblie ObsiBJIeHUS
Bce nevaTHble peKnamMHblie mMaTtepuanbl, OTNINYHbIE OT ONMUCaHHbLIX HV>XEe B M. 4.2.2,
DOJKHbI coflep>kaTb B cebe crnepytoLLyto nHhopMaumio:

* HasBaHWe hapMaLeBTUYECKOro MpoaykTa (06blYHO — TOProBOe Has3BaHWE), a Takxe
MeXXyHapOoOHOe HernaTeHTOBaHHOE HauMeHOBaHWe, eCni MPOAYKT COOEPXXUT TOSbKO
OfHO aKTVBHOE BELLECTBO;

® yTBep>XOeHHble HaMMeHOBaHNA aKTUBHbIX BELWECTB Npu HaJIN4Ynn TaKOoBbIX;

® [aTy BbiMycka peKsiambl;

® COKpALLEHHYIO UHCTPYKLMIO MO MEQULMHCKOMY MPUMEHEHIIO NpenapaTta, BKIKYaOLLYHO
B cebs yTBEP>KAEHHbIE MOKa3aHUs K MPUMEHEHIIO, NMPU HEOOBXOAUMOCTW HapsiAy CO Crno-
CO6OM NPUMEHEHNS 1 03bl, @ TAKXKE KPaTKOE N3NI0XKEHNE NPOTMBOMNOKa3aHni, Mep npe-
OOCTOPOXKHOCTM U HeXXenaTesnbHbIX 9hdEKTOB;

® HaumeHoBaHue 1 agpec hapmaueBTUYECKON KOMMaHn Uiy opraHu3auui, npeacras-
NALWeNn ee MHTEPeChl Ha Tepputopun Pecnybnuku Benapyce;

* MpenynpeXXmaeHne 0 HanMyny NPOTUBOMOKA3aHWUI K MPUMEHEHUIO 1 NCTIONb30BaHWIo fe-
KapCTBEHHOro CPEencTBa, HeOGXOANMOCTY O3HAKOMIIEHUSI C UHCTPYKLMEN Mo npumeHe-
HUKO UMW MOJTyHEeHNst KOHCYMBTaLUUN CreuyanyicTos.

BN 4.2.2. HanomuHawwme peknamHble coooLeHns

«HanomuHatolee peknamHoe coobLueHne» NoapasyMeBaeT KpaTkoe 00bsiBNeHNE, KO-
TOpPOE COAEPXUT TONBKO HasBaHve NMPOoAyKTa 1 KpaTKylo MH(OPMAaLWio Mo NMoKasaHuisim
L4ns 0603HaYEeHUs TepaneBTUHECKOl KaTeropun NpogyKTa.

[nst HanoMMHAOLLMX PeKIaMHbIX COOBLLEHNI ykadaHHast Bbilwe B M. 4.2.1 cokpalleH-
Hasi MHCTPYKLMS MO MeaLIMHCKOMY NMPUMEHEHMIO NMpenaparta MOXET ObiTb OnyLLeHa.

MUHUMYM ONsi HANOMUHAOLLIE PeKiambl JO/MKEH BKOYaTb:
® HavMeHOoBaHMWe NeKapCTBEHHOMO CPeacTBa;
* npepynpexneHrie 0 HaMMYMn NPOTUBOMOKAa3aHWUI K ero NMPYIMEHEHIO 1 NCMOSIb30BaHUIO;

* HeO6XO,D,I/IMOCTb O3HaKOMJEHUA C I/IHCprKLLI/IeI7I Nno NPMMEHEHNIO NN NoNy4YeHNsA KOH-
Cynbrauun cneynanmncTos.

EEN 4.2.3. OneKTpOoHHble MmaTepuarnbl,

BKJ/IlOYada aygnoBudyaljibHble cpeacTea

K aneKTpoHHbIM peknaMHbIM MaTepriasiaMm NpUMEHSIIOTCS Te Ke TpeboBaHus, YTo U
K me4aTtHbiM. B 4acTHOCTU, Mpu UCMOMb30BaHUM BE6G-CaToB, CBA3aHHbLIX C (hapmales-
TUYECKMMU NPOAYKTaMU:

® [O/MKHO ObITb OYEBMAHO, OT KaKoM (hapMaueBTUYECKON KOMMAHUN UCXOANT NHpOopP-
Mauus 1 KOMy OHa agpecoBaHa;

® cofep)kaHue OOSIXKHO COOTBETCTBOBATbL LIENEBOI ayaMTopun;

® npepgcTaBneHre nHhopmaLmun (cogepxxaHme, CCblkn, 1 T. 4.) BOMKHO ObITb NpuBeae-
HO B COOTBETCTBME C YPOBHEM LIENEBON ayauTopumn 1 BbITb MOHSATHBIM ANS HEE;

* VHdopMaLus B 3aBMCUMOCTU OT CTpaHbl 4O/KHA COOTBETCTBOBATbL MECTHOMY 3aKO-
HOOATeNbCTBY M HOPMATUBHBLIM TPeboBaHNSIM.




OCOBEHHOCTMU PEKJ1IAMbI K UHbIX METOZ1OB
NnPOABUXXEHUA NEKAPCTBEHHbIX CPELACTB

Ans HACEJNEHUA

4. 3. OTPAHUYEHUS NO COOAEPXAHUIO

PEKJIAMHbIX MATEPUANOB AJ11 HACEJIEHUSA

Peknama NeKapCTBEeHHbIX CPencTB ANid HaceneHns He OoJiKHa:
co3faBatb BrieYaTtnieHne OTCyTCTBUA HeobXoaMMOoCTH o6pau.|,eH|/|;| K Bpayy;

copepxxaTb MHOPMaLMIO, HE COOTBETCTBYHOLLYIO MHCTPYKLMM MO MEOMLMHCKOMY Mpu-
MEHEHWIO;

rapaHTUpoBaTb MOJIOXKUTENBbHOE AelcTBMe, 3DdeKTUBHOCTb N 6e30MacHOCTL Niekap-
CTBEHHOI0 CPeACTBa MO0 OTCYTCTBUE HEXeNaTenbHbIX 3 (EKTOB;

copep>KaTb CCbINTIKM Ha KOHKPETHbIE Cly4dan nane4veHuns ot 3aboneBaHuiA, yny4LleHuna co-
CTOAHNA 300P0Bb4A B pe3ynbrate NnprMeHeHna nekapCcTtBeHHOro CpeacTea;

copep>xaTb BblpaykeHne 6narogapHoOCTU (husnyeckuMy uLaMmn B CBSI3U C UCMONb30Ba-
HVEM NeKapCTBEHHOrO CPeACTBa;

o6pau.|,aTbc;| K HECOBEPLUEHHONETHNM;

co3aBaTb NPeAcTaB/ieHre O NPENMYLLECTBAX IEKAPCTBEHHOIO CPeACcTBa NyTeM CCbLIKM
Ha (hakT NpOoBeaeHNs CCNEAOBaHWIA 1 NCMbITaHUA, 06513aTeNbHbIX O FOCYAapPCTBEHHON
perucTpauuu;

co3pfasaTtb BrievatiieHne HeobXoaMMOCTH npuMeHeHna NeKkapCcTBeHHOro cpenctea 300-
PoBbIM  NKOObMU, 3@ WCKNKOYEHNEM peKaMbl I'IpOCbI/IJ'IaKTI/ILIeCKVIX NeKapCTBEeHHbIX
CcpencTs,;

copepXkaTb YTBEPXKAEHVS NV NPELNOSIOKEHNS O TOM, YTO 6e30macHOCTb nnn addek-
TUBHOCTb JIEKAPCTBEHHOIO CPEACTBa 00YCNOBMEHbI €r0 HATyPasTbHbIM MPOVICXOXKAEHUEM;

npencTaBNATb IeKapCTBEHHOE CPenCcTBO B Ka4eCTBe O1OIOrNYecKn aKTUBHOM ,D,OGaBKI/I,
KOCMETUNYECKOro nnn gpyroro toBapa, He sABJIALLEerocs ekapCTBeHHbIM CPeOCTBOM;

cofepXaTb On1caHus, N306PaKeHNs KapTuHbI GOMesHN, KOTopble MOryT CrpOBOLPO-
BaTb CaMOCTOSITENIbHYO MOCTAHOBKY OLLMGOYHOro AvarHosa;

cofep>kaTb YyTBEPKAEHUS U NPELANONOXEHUS O HANMYMK Y NOTPeGUTENel peknambl Tex
U UHBIX COCTOSIHWN, KOTOPbIE TPEOYIOT NMPUMEHEHNS! TEKAPCTBEHHOIO CPEACTBa, NGO
YTBEPXXIEHNS, CO3Aa0LLME Y 300POBOrO YeIOBEKA BreyaT/ieHne 0 Heo6X0OMMOCTY ero
NPUMEHEHVS;

yKa3aHusi Ha BO3MOXHOCTb UCMOJIb30BaHUs o6bIX (POPM MaTepranbHOrO NOOLLPEHNS B
cnyyae NpuobpeTeHNst NEKapCTBEHHOIO CPEACTBa;

coaepxartb 06pa3b| 1 BblCKa3blBaHNA MEONUNHCKNX N CDapMaLI,EBTVI‘-IeCKVIX pa6OTHI/IKOB;

copep>xaTb PEKOMEHOALMN YHEHbIX, MEOULIMHCKIX, (hapMaLeBTUHECKUX PaOOTHIKOB W
JINLL, KOTOPbIE HE OTHOCATCA K 3TUM KaTeropusiM, HO B CBSI3U C UX U3BECTHOCTLIO MOMyT
MOOLLPUTb MPVIMEHEHVE NTEKAPCTBEHHOMO CPEACTBa;

® copepxxaTb PEKOMeHaALMY roCyAaPCTBEHHbBIX OPraHOB 1 MHbIX OpraHn3auuii, UCNosb3y-
€MbIX B LIENsX YCUIEHNS PEKNaMHOro adhdeKTa;

® copepXaTb HeyMeCTHblIe, Bbi3bIBaOLLE TPEBOry U BBOASALLME B 3a0NyXXAeHVe TepMu-
Hbl, >KMBOMNCHbIE N300PaXKEHNS N3MEHEHU B YEIOBEYECKOM OpPraHn3Me, Bbl3BaHHbIE
3aboneBaHneM, TPaBMOIN NN OeCTBUEM (hapMaLEeBTUHECKOrO NPOAyKTa Ha OpraHuam
YyenoseKa UM 4acTun Tena;

e cofepXaTb WHYK MHMOPMaUWIo, 3anpeLLeHHy0 OeACTBYIOLMM 3aKOHOLATENbCTBOM
Pecnybnuku Benapyce.

4. 4. UHbIE METOAbI NPOABMXXEHUSA

JIEKAPCTBEHHbIX CPEACTB AJ11 HACEJIEHUA

He ponyckaeTtcsi NpoaBVXKeHVE NNEKAPCTBEHHbIX CPEACTB MNOCPEACTBOM Tenemarasm-
HOB, a TaK>xe Npofaka NekapCTBEHHbIX CPEACTB C NCMONb30BaHNeM CeTu VIHTEpHET.

He ponyckaeTcs ncnosnb3oBaHNe IEKAPCTBEHHbIX CPEeACTB B Ka4eCcTBe Npu3oB 1 MNo-
OLLPEHMUIA.

He ponyckaeTcsi pacnpocTpaHeHue B pekaMHbIX Lensx 6ecniatHbix o6pasLoB fe-
KapCTBEHHbIX CPELCTB HaceNeHnto, B TOM Y1Ce NPOBEAEHNE AerycTaumin n npob nexkap-
CTBEHHbIX CPefCTB.

4.5. PABOTA C 3ANPOCAMU O MEAULMHCKOW

NHO®OPMALIUAN OT NALWMEHTOB

Mpwv o6palleHnn nauyeHTa B hapMaLeBTUYECKY0 KOMMaHUo 3a UHdopmMaLmeii He-
06XOAMMO YOOBMNETBOPSATL TaKMe 3arnpochl.

[aHHoe B3aMOAEeNCTBINE He [OMKHO MCMONb30BaThCS B LIENSIX peknamMbl 1 NpoaBu-
YKEHWSI TIEKAPCTBEHHOMO CPELCTBA, B TOM YUCIE MOCE Ero OCYLLECTBEHNS, B YaCTHOCTH,
nyTem Ny6ankKaumm Nepenmnuckn B CpeacTBax MaccoBOi MHopMaLmn.

NHbopmauws, npegocTaBneHHas nalueHTy B OTBET Ha 3anpoc, AOSKHA MOJIHOCTHIO
COOTBETCTBOBATL YTBEPXKAEHHON WMHCTPYKLMM MO MPUMEHEHWIO NIEKAPCTBEHHOIO Cpef-
ctBa. OTBET [OMKEH ObITb TOYHbLIM, KOPPEKTHLIM 11 He BBOASALLYMM B 32651y KAeHME.

B cnyyae BO3HMKHOBEHUSI BOMPOCOB, CBSI3aHHbIX, HANPUMEpP, C NMOCTAHOBKOWN Ana-
rHO3a, TaKTUKOWN BEAeHUs Un neveHns 3abonesaHus, nioboi NpeacTaBuTe/lb KOMMNaHum
(B TOM ymcne COTpyaHK MEOULIMHCKOro oTAena) 06sa3aH pekoMeHOoBaTh NaumeHTy obpa-
TUTBCS K MEOULIMHCKOMY CreuuanucTy (Bpady) unm B Cny>xby npefoCcTaBfieHns1 HEOTIOXK-
HOWM MEeANLMHCKOM MOMOLLM.




NCCJNIEQOBAHUSA NEKAPCTBEHHbBIX CPEACTB

5. UICCNEAOBAHUS JIEKAPCTBEHHbBIX CPEACTB
5. 1. NIOCTPErMCTPALIMOHHbIE NCCJIEAOBAHUA

nOCTpeFI/ICTpaLLI/IOHHbIe KJIMHUYECKUE WUCCNEOOBaHUSA/UCMbITAaHUA U 3NUOEMUONOr-
HYeckune nccnegoBaHns (B JanbHenwemM — NoCTPerncTpaurioHHbIe VICCJ'leﬂ,OBaHVIFl) LOOJDKHbI
COOTBETCTBOBATb Tpe6OBaHI/IﬂM 3aKoHoOaTeNnbCTBa PeCI'Iy6J'II/IKVI Benapychb, a Takxe nono-
XXKeHunsMm, yCTaHOBJIEHHbIM HAaCTOALLM Kopekcom.

nOCTpeI'VICTpaLI,VIOHHbIe NCCneaoBaHnsa OO/MKHbI MMETb OOOCHOBaHME 1 Hay4HYyto
uens/uenm, OTpa)keHHble B MPOTOKOJ1IEe nccnegoBaHns.

KoHTponb npoBeAeHns NOCTPErncTpPaLMoHHbIX NCCNeAoBaHNn OCYLLIECTBASETCS U Ha-
X0AmnTCH B chepe OTBETCTBEHHOCTU MEQULIMHCKOrO OTAeNa Ui COOTBETCTBYHIOLLEro Meamn-
LMHCKOrO OYHKLIMOHaNBHOrO NoAapasaeneHns/paboTHUKOB (hapmMaLeBTNHeCKONn KOMMaHun.

Bbi6op nccnegoBatenen OOMKEH OCHOBbLIBATLCA UCKIIKOYMTENBHO Ha MX NPOgeccro-
HanbHOW KBanMpuKaLmm n KIMHAYECKOM OMbITe.

[aHHble, nonyyeHHble B xoAe NMOCTPErmcTpaumoHHbIX NCCNeoBaHni, [OMKHbI ObiTb
CTaTUCTMHECKN 06paboTaHbl 1 NPoaHanM3npoBaHbl. Pe3ynsraTtel Takmx nccnegoBaHunii no
Bonpocam apheKTUBHOCTN 1 6e30MNaCHOCTY NEKapPCTBEHHbIX CPeACTB OOMKHbI ObiTb JO-
CTYMNHbI cReumanncTam 34paBoOXpPaHeHUS.

Mpn npoBefeHn NOCTPErNCTPALMOHHBIX NCCNeAoBaHNA [OMKHbI 6biTb COBMOAEHDI
3aKOHbl, Npasusa 1 TPeboBaHNsA B OTHOLLEHNN KOH(MDUAEHUMANbHOCTY NEPCOHASIbHBIX OaH-
HbIX (BKJIHO4as c6op, 06pPabOTKy 1 NCMONB30BaHNE NePCOHANbHbIX AaHHbIX).

[MpoTOKON MOCTPErMCTPALMOHHOIO NCCNEe0BaHNS AOMKEH ObITb 0O00OPEH B MEONLINH-
CKOM OTAesie M0 OTBETCTBEHHBLIMU MEQULIMHCKUMUN (DYHKLMOHANBbHBIMY NoApasaeneHns-
Mu/paboTHuKamn. MegmumHCKniA oTaen (COOTBETCTBYOLLME MEONLMHCKNE (DYHKLMOHAMb-
Hble MnoapasfaeneHus/paboTHIKY) OOMHKEH KOHTPONMPOBATh XOL, MOCTPErncTPaLyOHHbIX
ncecnegoBaHum.

[OKyMeHTaLuMsi NOCTPErncTPaLMOHHBbIX UCCNefoBaHWiA (MPOTOKON, MHAOVBMAYabHas
perucTpaLuoHHas kapTa, MHhOPMaLVOHHBI JIMCTOK NMauyeHTa v ap.) OMKHa NPOonNT 065-
3aTesIbHYI0 3TUHECKYIO SKCMEPTU3Y.

B Tex cnyvasix, korga aTo JOnyCcTuMO, PaboTHUKK OPYrMX OTLEN0B KOMMAaHUN MOryT
y4acTBOBaTb B pPELLEeHMN agMUHUCTPATMBHbIX 3afad (B 4aCTHOCTUW, B nepejade AOKYMeEH-
Tauumn NOCTPErMCTPaLMOHHbIX NCCNe[OBaHNin OT MEQULMHCKOrO OTAEeNa B UCCenoBaTeb-
CKUIN LeHTp/ncenenoBarensam n obpartHo).

DTO yvacTne OO/MKHO OCYLLECTBNATLCS Mof, KOHTPONIEM MEOMLVHCKOro OTAeNa, KoTo-
pbIil Npr3BaH 06ecrnevnTb HaaeXXallyto NOAroTOBKY COTPYOHMKOB ApYrixX otaenos dap-
MaLIeBTUYECKOM KOMMaHUN.

YyacTtue cneumnanicTa 30paBoOXpPaHeHst B MOCTPErMCTPaLMOHHOM UCCNeaoBaHn He
OOJDKHO ObITb NOGYXAaLWMM (hakTOPOM K peEKOMEHAALMN/HA3HAYEHMIO, MPUOBPETEHMIO,
npopaxke 1U/vnmn Ncrosib30BaHMI0 Kakoro-nmbo KOHKPETHOro NIeKapCTBEHHOIO cpeacTsa.

MpepocTaBnsieMoe 3a NOCTPErycTpauyioHHbIe NCCNefoBaHNs BO3HarpavKaeHvie ynna-
YMBaeTCs Ha OCHOBE OMKMLMANBLHOO AOrOBOPa C NeHe6HO-NPOMUNAKTUHECKUM YYpeXXae-
HMeM, Ha 6a3e KOTOPOro MPOBOAMTCS UCCNEe[oBaHNe, OHO OOMKHO 6bITb Pa3yMHbIM 1 OTpa-
»KaTb CYLLECTBYOLLYIO PbIHOYHYHO CTOVIMOCTb BbINOSHEHHOW PatoThbl.

3anpelleHo NpoBOoAUTb MOCTPErMcTpaLnoHHbIe UCCNeqoBaHns Nnoa BUOOM MapKe-
TUHrOBbIX MCCNeaoBaHuii. Ecnn pasnuyns mexay MapKeTVHIoBbIMY UCCEA0BaHVAMI 1
MOCTPErncTpaLoHHbIMIU NCCNEedOBaHNSMI HE YeTKME, TO LIeNN MapKETUHIOBbIX 1CCeno-
BaHWUIA Nognexart NpoBepKe MedVLMHCKMYK cneuuanuctTami dapmaLeBTU4ecKor Komna-
HUW.

5.2. MAPKETUHIOBbIE UCCJIEQOBAHWUSA

MapKeTVHroBble UccnenoBaHusl, MPOBOAUMbIE HEMOCPEACTBEHHO (hapMaLeBTNYECKI-
MU KOMMaHusaMn Nnbo hapmMaueBTUHECKIMM KOMMAaHUSIMU C NPUBEYEHNEM MapKEeTUHIO-
BbIX areHTCTB, BO3MOXKHbI JINLLb MPU YCNOBUU cobnoaeHnsa TpeboBaHnin OECTBYOLLErO
3aKoHoJaTeNbcTaa.

Mpu 3TOM hapMaLeBTUHECKIE KOMMAaHUM /U NMPUBEYEHHbIE areHTCTBa He Brpase
BbINJAYMBaTh CreypanucTam 30paBoOXpPaHEHNs1 BO3HarpaxieHue 3a ux yyactie B Map-
KETUHIOBOM MccnefoBaHu. VIckio4eHre MoryT COCTaBSIsATb Cllyqan NPoBEAeHNs MapKe-
TUHIOBbLIX VMCCNENOBaHNNA, TPEOYIOLWMNX CreumanbHbIX HayYHbIX 3HAHWUA U 3HAYUTENbHbIX
TpyZo3aTpaT Co CTOPOHbI CrieLuan1cTa 30paBooxXpaHeHiis, Mpu yCIoBum, YTo:

® MapKeTUHIoBble NCCJieqoBaHnsA NPOBOOATCA C npuBnevYeHnemM He3aBUCMbIX areHTCTB;

* creuvanncTy 34paBOOXPaHEeHUst He COOBLLAETCs U U3 MaTepuanos UCCNenoBaHns He
O4YEBUOHO, Kakas (apMaLeBTUHecKass KOMMaHusa SIBASIETCS 3aKas4KOM/CrIOHCOPOM
nccneaoBaHus;

° anpMaLl,eBTVI‘-IeCKaﬂ KOMMaHnA He y4acCTBYET B 0T60pe n He nMeeT OocTtyna K noeHTun-
Ct)I/IKaLLVIOHHbIM OaHHbIM cneunanncToB 30paBOOXpPaHeHsd, NpuHMMarLwnmM y4yacTtmne B
MapKeTHroBomM mnccriegosaHnn.

He [onyckaeTcs Ucrosib3oBaHNe MapKeTUHroBbIX NCCNenoBaHWiA:

® C LieNbo NPOABMKEHUS W MPOAAXK JIEKAPCTBEHHOMO CPEACTBa UK OIS yrpasieHus
MHEHVEM NGO NOBEeOEeHNEM YHaCTHKOB UCCnenoBaHust. 1o aToi npuyrHe crieqyer ns-
6eraTb YNoMVHaHUA TOProBOro HAMMEHOBaHUSA IEKapCTBEHHOro CPeacTsa, eCnv Tofb-
KO 3TOr0 He TPebytoT Lenn CCnenoBaHuns;




OCOBEHHOCTU BSAUMOAENCTBUSI
C PUAUYECKUMU JINLLAMW.

BNNArOTBOPUTEJIbHASA OEATENIbHOCTb

e ans cbopa nepcoHasbHbIX AaHHbIX NaLVEeHTOB;

* B UeNax fanbHeiwero uccnefoBaHust addeKTMBHOCTY M 6e30MacHOCTU nekap-
CTBEHHOIO CPeACTBa;

* [ NPefperycTPaLoOHHOMO NMPOOBUKEHNS NTEKAPCTBEHHOMO CPEACTBA UM MOKa3aHN
LNsi ero NPYMEHEHNs, NOANeXaLluyx perncTpaumu;

® [N NonyYeHnst KoHUAeHLManbHoM nHopmaLu 0 KOMMaHUSX-KOHKYPEHTax;

® C uesibio gnckpennTaumm nekapCTtBeHHbIX CpencTs KOMFIaHVIVI-KOHKypeHTOB.

6. OCOBEHHOCTU B3AMMOAENCTBUSA
C OPUANYECKUMM JIMLAMMW.

BJIATOTBOPUTEJIbHASA OAEATEJIbHOCTb

6. 1. BBAMMOOEWUCTBUE

C HEKOMMEPYECKUMW OPTAHU3ALIAMUA

dapmMaLeBTUHECKIE KOMMAHNMN BrpaBe OCYLLECTBNSATL 6€3BO3ME3[HYI0 CMOHCOPCKYHO
NMOMOLLb HEKOMMEPYECKUM OpraHn3aumsaM B OOLECTBEHHO MOME3HbIX LeNsiX B COOTBET-
CTBUM C HopMamy 6enopPyCCKOro 3aKOHOAATENLCTBA.

B Tom uucne 6e3Bo3mesgHasi CMOHCOPCKas MOMOLLb MOXET OCYLLECTBNATLCS OIS
noaaep XK MeguuMHCKOro o6pasoBaHusi, PasBuUTUsS Hay4HON OesTeNbHOCTW B 30paBo-
OXpaHeHUW, NPU3BaHHbIX B KOHEYHOM UTOre MOBbICUTb KA4eCTBO MEAULIVHCKON MOMOLLN
nauveHTam.

5nar0TBop|/|Teana;| OEeATEeNIbHOCTb HU MPU KakKUX YCJIOBUAX HE MOXXET ObITb npsamMo
NN KOCBEHHO NnocTaB/ieHa B 3aBUCMMOCTb OT Ha3Ha4YeHua unn npmo6peTeH|/|;| nekap-
CTBEHHbIX CpeacTB KOMNaHnn.

3anpeu.|,aeTc;1 npenocrtasnieHne 6e3B03Me3nHOM CMOHCOPCKOWN MOMOLLY B BUAE Ha-
NINYHbIX OEeHEeXHbIX CPeACTB.

[onyckaeTcsi NpeaocTaBieHne ekapCTBEHHbIX CPEACTB B KayecTBe 6e3B0O3ME3AHOI
CMOHCOPCKOI MOMOLLM OpraHn3aLusiM 30paBoOOXPaHeHNst Mpu yCoBUW, YTO Takasi mo-
MOLLb He npecrefyeT KOMMepPYeckmx Lieneii. KomnaHms obsi3aHa nHopMmrpoBaTs nony-
yaTesisi MoOMOLLM 06 OCTaTOYHOM CPOKE MOAHOCTY IEKAPCTBEHHOMO CPeaCcTBa.

BesBo3mesgHas CMOHCOpPCKas NMOMOLLb MOXET NpefoCcTaBATbCA TO/IbKO Ha OCHOBa-
HUN NMNCbMEHHOIo 3anpoca HeKommepquKon opraHmsaumm n nnCbMeHHOro goroeopa o
npenocTaBneHnn 6e3B0O3Me3HOM CMOHCOPCKOWN NOMOLLA.

6. 2. BSAMMOAEWUCTBUE C OBLLECTBEHHbIMU

OB bEAVHEHUSMU NALUMUEHTOB

Bce B3avMopeincTBusi ¢ opraHmM3auusiMi NaumMeHToB AO/MKHbl HOCUTb 3TUYECKMA Xa-
pakTep. Heobxoanmo cobnoaartb He3aBUCMMOCTb OpraHn3aUmin NauueHToB.

Jonyckaetcsi B3aMmMogencTBne (apmMaLeBTUHECKUX KOMMAHWA C OBLLECTBEHHbIMM
06beanHEHNSMY NALUVEHTOB 01 PELLEHNSA CleayroLWmnx 3aaaqy:

® 13y4eHne MHeHa nauneHToB O BJINAHUN 3ab0neBaHnsA Ha Ka4eCTBO XKN3HW NaLeHTOB
N MHEHNA nui, OCYLUEeCTBAALWNX yXoO 3a HMU, C Uenblo onTuMmnaalnn nporpamMmmbl
KIIMHUYECKNX NCCneoBaHnin NneKapCTBeHHbIX CPpencTB N yCKOpPeHusa pa3pa60TKv| TeX,
KOTOpble Hanbonee BCEro oTee4varoT I'IOTpe6HOCT9|M NnauneHTOB;

® OCyLEeCTBNeHNe HMOPMALMOHHON NOAAEPXKKN 06 bEeANHEHNIT NALMEHTOB NyTeM OTBe-
TOB Ha 3anpochl MO npasuiam, NPeayCMOTPEHHbIM MYyHKTOM 4.5 HacTosLero Koaekca;

® Co3[aHVe PeecTpoB MauVeHTOB MPU YCMOBUM CTPOroro cobnofeHns 3akoHodaTe lb-
CTBa O 3aLMTe NepCoHabHbIX AaHHbIX 1 BpavyebHOW TaiHbI;

* MpoBefeHne KamnaHum no UHPOPMUPOBAHWIO LIMPOKON OBLLECTBEHHOCTU O 3abose-
BaHUI;

® COTPYOHMYECTBO MO OpraHM3auuy NpeaoCTaBeHnsi B MEAULIMHCKME YYPeXXaeHs Heaa-
PErncTPUPOBaHHOMO NIEKAPCTBEHHOIO CPEACTBa AN OKa3aHUst MEeANLIVIHCKON NMOMOLL
KOHKPETHBIM MaLMeHTam Mo >XXU3HEHHbIM MOKa3aHNAM;

e OKasaHue 6e3B03Me3nHON CMOHCOPCKOWN NOMOLLY;

® UHble cny4an, He npoTmMeopevallme 3akoHo4aTenbCTBY.

HN 6.2.1. 3agBneHne o BoOBNe4YeHUn

|_|pl/| pa60Te C opraHndaunamn nauneHToB KoOMnaHmm OOJIXXKHbI rapaHTnpoBaTb, YTO
BOBJiIe4HEeHe KOMMaHnn 1N XapakKTep Takoro BoBe4eHNA ABNAETCA o4eBNgHbIM C CaMOro
Havana. Hn ogHa KOMNaHus He MOXXeT Tpe6OBaTb TOro, 4To6bl OHa ABASNACh €OUHONY-
HbIM CMOHCOPOM OopraHn3aunn naumeHTos nnmn kakon-nmbo ee nporpamMmmbl.

EE 6.2.2. [lncbmeHHasa AOKYMeHTauus

KomnaHuy, okasbiBaiowye (GUHaHCOBYIO MOOAEPXKKY WIIM UMYLLECTBEHHbIN BKIaL B
opraHy3aLun NauneHToB, OOMKHbI UMETb NMMCbMEHHYHO JOKYMEHTALMIO, B KOTOPOW yKa3aH
XapakTep NOAAEPXKKY, BKIOYas Lesb Nto6ol AesTeNlbHOCTU 1 ee (puHaHCUMpoBaHme.




OCOBEHHOCTU BSAUMOAENCTBUSI
C PUAUYECKUMU JINLLAMW.

BNNArOTBOPUTEJIbHASA OEATENIbHOCTb

dapmaleBTU4ECKas KOMMaHUS HE MOXET SIBASTbCS €OUMHCTBEHHOW hapmaleBTnye-
CKOW KOMMaHWEeN — y4peguTenem opraHn3auny nauneHToBs.

Mpn coTpyoHnyecTBe hapmaLeBTUHECKON KOMMaHUN C 0OLLECTBEHHbLIM OObeOUHEHM-
€M naumeHToB (haKT 1 XxapakTep Takoro COTPyAHNYECTBA AOMKHbI ObITb YETKO PACKPbITHI
hapmaLeBTUYECKOI KOMMaHNeN B JOCTYMHbIX UCTOYHMKaX. [py aToM hapmMavneBTnyecKkas
KOMMaHMs MOXKET SBAATLCA €AMHCTBEHHBIM NCTOYHUKOM (hprHaAHCMpPOBaHNs 6naroTBopu-
TENbHOro W/UNM CoLManbHOro NpoekTa OOLLECTBEHHOIO OObeAVHEHMS NaLMEHTOB Mpu
NoJTly4eHU COOTBETCTBYIOLLENO NMUCbMEHHOMO 3anpoca OT OOLEeCTBEHHOro 06beanHEHNS
naumMeHToB AN peanu3auun nNporpaMm Takol opraHm3auun, HanpaBieHHbIX Ha nNpodgu-
JNIAKTUKY U OXpaHy 340PO0BbSA rpakhaH, npornaraHgy 30opoBOro obpasa »KM3Hu, MoMOLLb
coupmanbHO He3alMLLEHHbIM CIOSIM HAaceNeHnsl, eCn Takoe (hrHaHCPOBaHNe He Hanpas-
JIEHO MPSIMO UM KOCBEHHO Ha CTUMYMPOBaHWE MPUHATUSA O6LLIECTBEHHBIM OObeOUHEHM-
€M MauMeHTOB KakuxX-nnbo peLueHnin B NpoLecce OCYLLECTBNIEHNS ee YCTaBHON AesATe b-
HOCTIM B Nosb3y hapMaueBTUHECKOM KOMMaHUA UK ee NMPOAYKLUN.

B ntobom cnyyae Takas hapmaueBTMHecKas KOMMaHWs He OOfKHa OrpaHu4vBaThb
npasa VHbIX hapMaueBTNYECKMX KOMMaHNA Ha (UHAHCUPOBAaHME TakmX >Ke MPOeKToB 00-
LLIECTBEHHOrO OObEANHEHNSA NaLNEHTOB MPU X XKeNaHnu.

Jto6ble B3aMOOTHOLLEHNS (hapMaLEBTUYECKMX KOMMaHWI C 06LLEeCTBEHHbIM 00beam-
HEHMEM MauneHTOB AOMKHbI 6blTb YETKO JOKYMEHTMPOBAaHbI.

dapmaleBTU4ECKME KOMMaHUN MOTYT NPeaocTaBsaTb 6€3BO3ME3AHY0 CIOHCOPCKYO
NOMOLLb ANs NPOBELAEHUS MEPOMPUATUA OBLLECTBEHHbIX OOBbEOAVHEHUA MALMEHTOB Npu
YCNOBUK, YTO NEPBUYHASA LieSlb MEPOMNPUATUS HOCUT 06pasoBaTeNibHbIA UM HaYYHbIA Xa-
pakTep, 1 ANnst UHbIX OBLLENONE3HbIX Lenei, CnocobCTBYOLMX BbIMOHEHNIO MUCCUX Ta-
Ko opraHusauuu. Korga KoMnaHuym npegocTaBnsioT (UHAHCMPOBaHE O MPOBEOEeHS
MeponpUATAS OBOLLECTBEHHbIX 0ObeANHEHWIA MaLMEHTOB, OHM 0053aHbl YyOeauTbCs, YTO
MECTO 1 YCNOBUS NMPOBEOEHNS MEPOMNPUATUS COOTBETCTBYIOT TpeboBaHVAM K npegenam
panyLns, yCTaHOBEHHbIM B NyHKTe 3.3 HacTosLwero Kogekca.

6. 3. BBAMMOAEUCTBUE C ANTEKAMU

MegmvuvHcKue npeacTaBuTenn apmMaleBTUHeCKX KOMMaHuii Brpase nocewatb arn-
TEYHbIE OpraHn3aLMn C Uesblo MHPOPMUPOBaHUS hapMaLeBTUYECKX PaGOTHIKOB 1 py-
KOBOZMTENEN anTeYHbIX OpraHn3auuii O NPOU3BOAUMBIX UM pPeann3yembliX JIEKaPCTBEH-
HbIX CpPeACcTBax, a Takxe Ans c6opa nHpopmaLn 0 No60YHbIX [ENCTBUSIX JIEKAPCTBEHHbIX
CPencTB.

dapMaLeBTUHECKIE KOMMAHNN HE BNPaBe OPraHn30BbIBaTb MPOrpaMMbl, B COOTBET-
CTBUM C KOTOPbLIMU MPEfoCTaBNSOTCS UMYLLECTBEHHbIE MPU3bl (hapMaLeBTUYECKM pa-
GOTHVKaM, PYKOBOAWTENAM anTevHbIX OpraHu3aLuii 1 anTeqHbIM OpraH1u3auysM 3a oCTu-
YKEHVE OMnpefeneHHbIX Pe3yNbTaToB Mo peanv3auyn IEKaPCTBEHHbIX CPELCTB.

B3anmopencTteue ¢ antekamm OCyLLECTBASETCH C cobntogeHnem nopsigka u ycnosum
VIHCbOpMVIpOBaHVIH O NIeKapCTBEHHbIX cpeacTBax, yCTaHOBJIEHHOIoO 3aKOHOOAATE/IbCTBOM.

7. NMPOLEAYPbI U OTBETCTBEHHOCTDb

®APMALEEBTUMECKUX KOMMNAHUIA

7. 1. YNOJIHOMOYEHHOE JINLLO KOMIMAHUA

KomnaHun JomKHbl yCTaHaBnMBaTth 1 Nogaep kusaTb NOpsaok paboTsl, obecnevm-
BatoLLMIi COOTBETCTBME AEATENbHOCTM KOMMNaHnM 3akoHodatenbctey Pecnybnvkn Bena-
pycb 1 HacToswemMy Kogekcy. B 4yacTHOCTW, KOMMaHWM JOMKHbI Ha MOCTOSIHHOW OCHOBE
OCYLLIECTBNATE MOHUTOPVIHI 1 @aHann3 COOCTBEHHON [EATENbHOCTMN MO MPOABVKEHWIO fe-
KapCTBEHHbIX CPeACTB 1 PacnpoCTPaHsAeMbIX B CBA3M C 3TUM MaTepranos.

Bce peknamHble mMaTepuanbl OOMKHbI NMPOXOAUTL NPOLEAypYy NpeaBapuTesisHoOro
0po6peHNsT YNOMHOMOYEHHBIM COTPYOHWKOM KOMMaHUW, VMMEKLLMM COOTBETCTBYHOLLMIA
YyPOBEeHb 06pasoBaHns 1 Haanexxallyo Ksannukaumio (Hay4Hyo niav MeGULIMHCKYHO).

7. 2. NIPOrPAMMbI U OKYMEHTALNSA MEPOMPUATUNA

MeponpusTrsi N0 NPOABVKEHWIO JIEKAPCTBEHHbIX CPEOCTB, CTUMYMPOBAHUIO MPO-
JaX 1 T. N. JOMKHbI MPOBOANTBECS B COOTBETCTBUN C YTBEPXXAEHHBIMY YNONHOMOYEHHbIM
JIMLIOM KOMMaHUy NporpamMmami, B MpoLecce 1x NnpoBeeHnst foSHKHa BECTUCh OTpaKa-
toLLas Xxon MepOnpPUATUA JOKYMEHTALUS.

7. 3. XPAHEHUE AOKYMEHTALMNA

Mporpammbl MeponpuaT (akumi), OOKYMEHTauMs no MX NpOoBedeHuto, obpasubl
peKknamHbIX MaTepranoB JOMKHbLI XPaHUTECA B YMOSHOMOYEHHOM MOAPasfaeneHut nam y
YNOMHOMOYEHHOMO LA KOMAaHUM MUHUMYM 6 MeCsALEB MOCIEe 3aBepLUeHns Meponpus-
TVS, aKuM1 Ny peknamMHon KkamnaHum, ecnu 6onee QAnNTeNbHbIM CPOK HE NPEedyCMOTPEH
[OeCTBYIOLLMM 3aKOHOAATENBCTBOM.

Mporpammbl 1 AOKYMEHTaLMS [OMKHbI NMPEACTaBAATLCH KOHTPOMMPYIOLWLMM OpraHam
B COOTBETCTBUM C OENCTBYIOLMM PEKNAMHbIM 3aKOHOOATENLCTBOM, a TaKXe B Cly4ae
pacCMOTPEHNsI CIOPOB YiieHamn cneumanbHO co3gaHHon rpynnsl AM®IT.




NOAAEP>XXAHUE N PASBUTUE KOOEKCA

7. 4. NOBbILWUEHUE KBAJIMOUKALIMUN COTPYAHWUKOB

B uensax noagepxxaHusi BbICOKMX CTaHOAPTOB MPU OCYLLECTBEHUM MapPKETUHIOBO
[OEATEeNbHOCTU KOMMaHUV OOHKHbI NMPUAEPXKMBATLCS MPUHLMMNG HEMNPEPbIBHOrO MOBbILLIE-
HUS1 KBanMrikaummy CBOMX COTPYAHUKOB B 3Tol cdepe.

8. NOAAEP>XXAHUE N PASBUTUE KOOEKCA

8. 1. HEOBXOAMMOCTb NOCTOAHHOIO

NoAAEPXAHUA N PASBUTUA KOOEKCA

PaclunpeHne apceHana MeTogoB 1 CPEACTB NPaKTUKMA KoMnaHui — yneHos AMO®IT B
YCNOBUSIX pasBumBatoLLerocsi hapmMaueBTMHeckoro pbiHka Pecnybnukn benapycb 1 mex-
OYyHapOoOHbIX 3KOHOMUYECKNX OTHOLLEHWI 0BYCNOBAMBAKOT HEOOXOAMMOCTb NMOCTOSAHHOIO
nogaep>xaHus 1 pasBuTust cogepxanns Kogekca, 4Ttobbl OH COOTBETCTBOBAs TpeboBa-
HUSIM BPEMEHMU, C LIENbIO PErYNNPOBaHNS PeKSTaMHbIX U MHbIX METOO0B NPOOBVKEHUS Ne-
KapCTBEHHbIX CPeOCTB ANs obecrneveHns HaceneHnsa aPPeKTUBHBIMI, KAYECTBEHHBIMA U
6e30onacHbIMI NTEKapPCTBEHHBIMU CpeacTBaMMU.

8. 2. AHAJIN3 NPAKTUKN ®APMALIEBTUYHECKUX

KOMMNAHUW U AKTYANTU3ALIUA KOAEKCA

C uenbto obecneveHust akTyanbHocT Kofekca 1 ero NpuioXeHnii, CBoeBpeMeHHOro
BbISIBNIEHUS] HEOBXOAVMOCTIN BHECEHUSI U3MEHEHWIN 1 JoMnonHeHnin HabnogaTtenbHbIM co-
BETOM MPUHMMAETCS PELLEHVE O ero akTyanisaumni.

N TPUJIOXKEHME 1

K KOOAEKCY NMPAKTUKU AM®I1

1. Cny4awu HapyweHun Kogekca

1.1. B cnyyae BO3HWKHOBEHMWSI cUTyaLymn Mo BOMpocam HecobntofeHns YneHamu Ac-
coumaumn 3TMYECKNX HOPM 1 NpaBui HacTosiLero Kogekca 3anHTepecoBaHHble CTOPOHBI
NPEenPVHMMAIOT NOMbITKN PaspeLleHrsi BO3HVKLLIMX NPO6IeM OpY>KECTBEHHbIM MyTEM.

1.2. Ecnn onncaHHbie Bbile OENCTBUS HE MPUBENN K PELLEHNIO, YOOBIETBOPSOLLE-
My CropsiLLe CTOPOHbI, KOMMaHUs-3asBuTeNb BNpase Nofath 3assneHne B Cekperapuar
AMO®I1 ¢ uenbo pacCcMOTPEHVSA Aena n NPUHATUS PELUEHNS.

1.3. BasaBneHune o HapywweHun Kogekca komnaHven — 4yneHom AM®I MoxeT ObITb Mo-
JaHo Kak yneHoM AM®ITT (nanee — CekpeTapuart), Tak 1 Nto6bIM NHbIM 3aUHTEPECOBaHHbIM
JIMLIOM.

2. TMpouenypa pa3speLlueHus CnopoBs

2.1. 3asBneHne HanpasnseTcs B NucbMeHHOM Bugae B CekpetapuaT Ha ums Vcrnon-
HuUTenbHoro gupektopa AM®I1 ¢ noapobHbLIM ONMcaHnemM 06CTOATENLCTB, NMOCAY>KMUBLLMX
NPUYNHON »anobbl.

2.2. 3asBneHue JOMKHO CcopepXXathb:

e CBefleHUs 0 3asiBuTENe (UMs1 Anst pUusan4ecKoro nuua uim HarMeHoBaHve s lopu-
ONYEeCKOro nuua).

e AOpec Ansi KOPPECMOHOEHLMN 1 KOHTAKTHOE N0 AJ1S CBSA3W.

* HanmeHoBaHue KOMMNaHM", B OTHOLLEHNN KOTOpOI7| MME0TCH NoOAO03PEHNA B HapyLle-
Hun Kopekca.

e HanmeHoBaHMe(s)) nekapcTBeHHOro(biX) cpencTBa(B), B OTHOLLEHUN MPOOBUXEHUS
KOTOpOro(blX) UMEtTCS NOA03PEHMS B HapyLleHun Kopekca.

° ,D,OKyMeHTbI n martepuanbl, CBNOETENbCTBYOLWME O npegnonaraeMomM HapyLlueHun,
HanpuMmep peknamMmHble MaTepualbl.

e CBefeHus 0 TOM, KOrga umMesio MecTo npegnonaraeMmoe HapyLleHune.

e KpaTkoe onucaHne cyTu npeanonaraemMoro HapyLLIEH s, BKOYas CCbIIKN Ha COOT-
BeTCTBYytOLLMEe NyHKTbI Kogekca.

2.3. MNMocne nonyyeHns 3assneHns CekpeTtapraT yooOCTOBEPSETCHA B HANNHYUN HEOOXO-
OVIMbIX JOKYMEHTOB 11 MaTepuasnoB Ha NpegMeT HapyLleHus nonoxeHuin Kogekca.




NMPUNOXXEHUE K KOOEKCY NMPAKTUKU AM®T1

2.4. Matepuasbl, OTHOCSILLMECS K 3asiBNeHno (MaTepriasibl Aena), SBAstoTCs KOHbU-
LeHUManbHbIMM.

2.5. Npoeepue cobnopeHne obs3aTensHbix ycnosuin, CekpetapuaT B Te4eHne AByX
paboynx AHen Co OHA MOMyYeHUs 3asBneHns NOATBEPXKAAET 3asBUTENIO, YTO ero 3asBs-
JIEHVe NPUHSTO K PaCCMOTPEHNIO, a TakXe B TeveHne ABYX pabo4mx gHen uHhopmupyeT
KOMMaHWIO, B OTHOLLEHUN KOTOPOW MPUHATO 3asiBfieHne, O MOCTYNMBLUEM 3asiBNeHM, J0-
KyMeHTax 1 matepuanax.

2.6. KomnaHusi, B OTHOLLEHU KOTOPOW NogaHo 3asiBneHune, oomkHa B TedeHune 10 pa-
604X OHen OTBETUTb Ha MOCTYNUBLLEE 3asBeHME. Hayano gaHHoro cpoka McHMCnsieTcs
C MOMEHTa 13BeLLeHUsA KoMmnaHum CekpeTapnaTom.

2.7. OTtBeT nogaetcs B NncbMeHHoN hopme B CekpeTapmat Ha nms IcnonHWTensHoro
onpektopa AMOIT.

2.7.1. OTBET QOMKEH coAepXKaThb:

e [Npu3HaHune akTa HapyLLeHnsa 1 MHPOPMaLMIO O NPeaNPUHATBIX Warax no ucnpas-
JIEHNIO CUTYaLMN.

e OTKkas B NMPU3HaHNN HapyLlleHns, a TakXXe YeTKO CCpOpMyJ'II/IpOBaHHbIe N B COOTBET-
CTBYHOLMX cny4asdx noarsep>XAeHHble OOKYMeHTaJIbHO OCHOBaHWUA ONiA Takoro oT-
Kasa.

2.8. Mony4us oteeT, CekpeTapmaT OOMKEH B TeHEHMEe OBYX paboynx OHEN HanpaBuTb
ero 3aasutento. B TedeHne naty pabounx gHen 3asBuTeNb AO/KEH PACCMOTPETL MNOyYeH-
HbI OTBET 1 nnpouHdopmuposaTe CekpeTapmar O TOM, CHATAET OH MOJSyYEHHbI OTBET
YOOBNETBOPUTENBHLIM UAN HET.

2.9. B cny4ae ecnu oTBET yooBneTBopsieT 3assutensi, Cekperapuar NnMcbMeHHO huK-
cupyeT hakT yperynmpoBaHnsi criopa 1 Aeno CHMTAETCs 3aKpbITbIM.

2.10. B cny4ae oTkasda KOMMaHumM Npu3HaTh GakT HapyLLEeHWs NOSIOXKEHNN HACTOSLLe-
ro Kogekca Bonpoc paccmarpusaetcs HabnogarensHeiM coseTom AM®IT ¢ npurnatueHun-
€M CTOPOH crnopa.

2.11. YneHbl HabntogatensHOro coBeta 3HaKOMSITCS CO BCEMW MaTepuanamu, Kaca-
IOLLIMMNCSI PACCMaTPUBaEMOro Clly4asi, U MPUHUMAKOT PELLEHNE, MMENO MECTO HapyLueHne
Kogekca vnn HeT. PelueHne BbiIHOCUTCS B (DOpMe MpU3HaHWsa 1Mbo HeNpu3HaHns daxTa
HapyLueHns. BO3MOXXHO TakxKe BbIHECEHVE PEKOMEHAaLMA MO YCTPaHEHWIO HeraTuBHbIX
NOCNEACTBUMA MMEBLLENO MECTO HAPYLLEHNS.

2.12. B cnyyae ecnu HabniopartenbHbIi COBET NMPUHUMAET PELLEHNE O HEBO3MOXXHO-
CTV paccMOTpeHus gena 6e3 3anpoca [OMNOMHUTENbHBIX MaTepuanos OT CTOPOH Cropa,
CekpeTapuar B Te4eHne AByx pabounx gHel HanpaBiseT COOTBETCTBYOLWLMIA 3anpoc. CTo-

POHbI 06513aHbl MPELCTaBUTb LOMONHUTENbHBIE MaTepuasbl B TEHEHNE NATU pabo4mx OHEN
C patbl nonyveHus 3anpoca. [locne aToro Ha3Ha4aeTca NOBTOPHOE 3acefaHne Habnoga-
TeNbHOro coBeTa B TedeHne gecsATn pabounx gHel. PeweHne HabntopgatensHoro coseta
[OBOAMTCS [0 CTOPOH B 06bIYHOM MopsiaKe.

2.13. HabntopgatenbHblli coBeT Accoumaummn peLlaeT, MOXET KOHMINKT CUYUTaTbCS
YPErynMpoBaHHbIM U AOMKHbI ObITb MPEANPUHATLI LOMONHUTENbHBIE OENCTBUSA.

2.14. [leno MoXeT BbITb 3aKPbITO TaKXXe B Cny4ae, ecnv HabnogarenbHbli COBET CHK-
TaeT Nosny4eHHbIN OTBET YAOBNETBOPUTENBHbLIM, & 3a8BUTENb HE BblPasuns CBOEro OTHOLLE-
HWNS K HEMY B Te€YEHNe NPefoCTaBNeHHOro A1 3TOro BbILLEYKa3aHHOMo CpoKa.

2.15. BbIHeCEHHOE peLleHne HabntogaTensHoro coBeTa B TeHeHNE ABYX pabounx oHEN
posoauntcs CekpeTtapraTom 0O CMOPSALLMX CTOPOH B MMCbMEHHOM BUAE.

3. CaHkuun 3a HapyweHust Kogekca

B cnyyae korga HapyLeHve Kogekca komnaHuei — YneHom Accouvauumn ycTaHoBIe-
HO pelueHnem HabntogatenbHOro coBeTa, NpenycMaTpuBaeTCs HaoXXeHNe CrenyroLmnx
CaHKLUMIA:

3.1. O6s3aTb KOMMNaHNIO-HaPYLUUTENSA NPONTY OHMANH-TPEHNHT No Kogekcy.

3.2. O6HapopoBaTb HapyLleHue, BKK0Yash HAMMEHOBAHNE KOMMAHUN HapyLUUTens,
B Clly4ae Cepbe3HOro uam noBTOPHOrO HapyLleHus Ha cante Accounaummn. JaHHas vuH-
hopmaumsa pasmeLLaeTcs Ha canTe Ha nepuoa Tpu Mecsaua.

3.3. VIndhopmurpoBaTh 0 HapyLLeHUN WTab-KBapTUpy KOMMaHUN-HapyLINTENS.

3.4. PekomeHpgoBaTtb O6Lemy cobpannio AM®IT ncknio4mMTb KOMNaHIO-HapyLLnTe-
N5 n3 yneHos AM®IT.

3.5. JTiob6asi KomBUHaLKMs BbllLeyKa3aHHbIX CaHKLNNA.

PeLueHus, BbiHeceHHble HabnogaTenbHbIM COBETOM MO KXXOOMY KOHKPETHOMY Cro-
py, nognexar onybnukosaHuio Ha Beb-camTe Accoumaumn. HanmeHoBaHWe COOTBET-
CTBYIOLLMX KOMMAHWIA He MOANEXUT OnyOnNmnMKoBaHWIO, 3a UCKIIKOYEHNEM Cly4YaeB, ecnn
obHapopoBaHWe HanMEHOBaHUSA KOMMaHUM-HapYLUUTENS NPegyCMOTPEHO B KayvecTse
caHKumK 3a HapyLlweHne Kopekca, kak onncaHo BhbiLLE.

Ha kaxxgom obuem cobpanun AM®IT CekpeTtapuaT NpeacTaBnseT OTHET, B KOTOPOM
YKa3bIBAETCS KOMMYECTBO CMOPOB, PACCMOTPEHHbIX 3a Mepuod, npoLuelnii obLiero
cobpaHus, nx o6LLMI XapaKTep 1 NPUHATbIE PeLLeHnsi. B yka3zaHHOM OTYeTe OTpakaroT-
CSl HAUMEHOBaHWSI KOMMaHWIA, B OTHOLLEHUN KOTOPbIX YCTaHOB/EHbI ClyYan HapyLLEHWIA
Kopekca AM®TT.
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Having considered the appeal of the Association of International
Pharma-ceutical Manufacturers (AIPM), the Ministry of Health of the
Republic of Belarus reports that it generally approves Provisions of the
Code of Marketing Practices developed and approved by the members of
the Association.

At the same time, the Ministry of Health of the Republic of Belarus
offers all the representative offices and representatives of foreign
pharmaceutical companies, business entities licensed to perform medical
or pharmaceutical activities to also comply with this Code until a state
regulation in this area is developed and approved.

From a letter
of the Ministry of Health
of the Republic of Belarus
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@) AIPM

The member companies of the Association of International Pharmaceutical
Manufacturers (hereinafter — AIPM) understand their high social responsibility to the
community. On this basis, they accept and undertake to observe the Code of Practice of
AIPM (hereinafter — Code) as well as to adhere to it spirit as well as its letter.

The member companies of AIPM shall follow the rules of fair competition in
implementation of their activity and shall not cause damage to the image and economic
interests of competitors through misconduct, including misleading advertising and other
unfair methods of promotion of medicinal preparations.

The member companies of AIPM expend necessary efforts for promotion of the Code for
the purpose of its correct understanding and implementation both among their employees,
and among other representatives of pharmaceutical community of the Republic of Belarus.

The member companies of AIPM strive for further development of the Code, which
includes making suggestions for its update and amendment of relevant requirements.

If the Code violations are identified, the company whose interests are affect- ed shall
be entitled to immediately resort to the procedure for dispute reso- lution and violation
handling established herein (Appendix 1). Herewith AIPM welcomes independent dispute
resolution between the companies.

The code is drawn up in Russian and English languages. In case of disputes on
interpretation of provisions hereof, Russian text shall prevail.

Where provisions of the Code are inconsistent with the norms of current leg- islation
of the Republic of Belarus, the norms of the current legislation of the Republic of Belarus
shall be applied.

When carrying out any programs and events, pharmaceutical companies shall ensure
their compliance with the current legislation, including the anti- trust law, advertising law
and laws on protection of personal data.

The present edition of the Code shall become effective upon approval by the General
Meeting of AIPM.

The member companies of AIPM must bring their activities, including adver- tising and
other methods of promotion of medicinal preparations, in line with the new edition of the
Code no later than by December 31, 2018.

Complaints concerning the infringements of newly applied or amended re- quirements
shall be accepted after January 1, 2019.

PREAMBLE

The ethical promotion of prescription medicines is vital to the pharmaceutical industry’s
mission of helping patients by discovering, developing and promoting new medicines.
Ethical promotion helps to ensure that HCPs globally have access to information they need,
that patients have access to the medi- cines they need and that medicines are prescribed
and used in a manner that provides the maximum healthcare benefit to patients.

The AIPM is a non-profit, non-governmental organization. Member companies of the
AIPM include global study-based pharmaceutical companies. Companies and anyone
acting on their behalf are committed to the ethical standards set out in this Code.

The AIPM Code includes standards for the ethical promotion of pharmaceutical
products to HCPs and helps ensure that member companies’ interactions with HCPs and
other stakeholders, such as medical institutions and patient or- ganizations, are appropriate
and perceived as such.

It is a requirement of AIPM membership that member companies and anyone acting
on their behalf accept the conditions of the AIPM Code and, subject to local laws and
regulations, adopt codes that meet local requirements but are consistent with, and as
comprehensive as, the AIPM Code
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1. PURPOSE AND SCOPE
1. 1. PURPOSE

The purpose of this Code is to establish the minimal requirements to be fol- lowed by
the member companies of AIPM when carrying out marketing, re- search, educational,
information and charitable activities in the territory of the Republic of Belarus.

1. 2. DEFINITIONS

For the purpose of this Code, the following definitions are used:

medicinal preparation — a substance or a combination of substances of natural,
synthetic or biotechnological origin that exhibit pharmacological ac- tion and are used in
a certain pharmaceutical form for prevention and diagno- sis of diseases, treatment and
medical rehabilitation of patients or pregnancy prevention through internal or external use
(The law of the Republic of Belarus «On Medicinal Preparations»), as mentioned in the text
of the Code, a word combination «pharmaceutical product» may be used together with the
medici- nal product, as its synonym.

promotion — an activity carried out, organized or sponsored by pharma- ceutical
company in any form with use of various channels of communication (including the
Internet) to draw attention, create or maintain the demand and to promote prescription,
recommendation, supply, dispensing, administration and/or consumption of medicinal
preparations of this company;

healthcare professionals — healthcare providers, medical and pharmaceu- tical
practitioners entitled to prescribe, recommend, purchase, supply and/or administer
medicinal preparations in their professional activities.

healthcare organization — a legal entity that mainly performs medical and (or)
pharmaceutical activities;

patient organization — a non-profit public organization properly registered in the
Republic of Belarus, which primarily represents the interests and needs of patients, their
families and caregivers;

expert council — a group of external experts (e.g., healthcare professionals and/or
representatives of patient organizations) competent in the respective field of knowledge,
whose joint meeting is organized by a pharmaceutical company to discuss and be
consulted on the pre-determined matters concerning clinical or scientific aspects, as well

as the issues of patients’ access to inno vative therapies that can’t be properly considered
using only internal resources of the company;

post-marketing clinical (interventional) study — a study of medicinal preparation
conducted in the Republic of Belarus, including with involvement of a contract research
organization, for the purpose of further efficacy, safety and the tolerability data collection,
which is carried out after the state registration of the respective medicinal preparation
and where the pharmaceutical product under study is administrated according to national
registration conditions, and specific therapy, diagnostic and monitoring procedures are
carried out in strict accordance with the study protocol;

post-marketing observational (non-interventional) study is a post-mar- keting
study of medicinal preparations conducted in the Republic of Belarus, including with
involvement of a contract research organization where a pharmaceutical product and/or
a specific therapy is administrated to the patient in normal clinical setting according to
the national registration conditions for respective medicinal preparation, the decision on
prescription of medicinal preparation is separated from the decision on patient enroliment,
and no ad- ditional diagnostic, medical or monitoring procedures are carried out beyond
normal clinical practice of treatment of the respective disease;

epidemiological survey — a study of prevalence, occurrence and severity of various
diseases, frequency of prescriptions or health outcomes for identification of the reasons for
their development, risk factors and interactions in various populations;

marketing study - a study aimed at collecting, processing and analysis of marketing
information for the purpose of studying of current product market to adopt the necessary
marketing decisions;

medical representative of a pharmaceutical company - an employee of a
pharmaceutical company who has special training and directly interacts with healthcare
professionals on the matters concerning clinical use of medicinal preparations;

events — meetings, congresses, conferences, symposiums, and other forms of
interaction of marketing, scientific or professional nature (including, but not limited to visiting
research and development centers and manufacturing sites, medical representatives visiting
healthcare professionals and medical institutions as well as trainings, inception meetings
for planning or meetings of researchers concerning clinical and non-interventional studies
conduct) organized or financed by pharmaceutical company or on its behalf.
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1. 3. SCOPE

This Code shall cover:

medicinal preparation advertising addressed to the general public;
medicinal preparation advertising addressed to healthcare professionals;
activities of pharmaceutical companies’ medical representatives;
interaction with healthcare professionals;

interaction with patient organizations;

post-marketing clinical (interventional), post-marketing observational (non- interventional)
studies and epidemiological surveys;

marketing studies;

distribution of scientific information concerning human health or diseases by
pharmaceutical companies or organizations representing their interests;

provision of gratis sponsor support;

support of continuous medical education;

handling inquiries from patients and healthcare professionals;

events for promotion of medicinal preparations to healthcare professionals;
sponsorship of scientific and professional events involving healthcare professionals;

use of the Internet and other digital communication channels for promotion of medicinal
preparations;

other methods of promoting medicinal preparations.
The present Code does not include:

labeling of medicinal preparations, prescribing information and other data given on the
product or its packaging;

claims, representations or references, e.g., in regard to packaging change, warnings
about adverse reactions as a part of general measures on safety monitoring;

cases of price formation or establishing other commercial terms for supply, including
trade catalogues and price-lists provided that they contain no specific advertising
statements regarding the pharmaceutical product;

egistration clinical studies.

2. GENERAL PROVISIONS ON PROMOTION
OF MEDICINAL PREPARATIONS

2. 1. BASIC PRINCIPLES OF PROMOTION

Transparency of Promotion
Promotion shall favor proper use of medicinal preparations by fair data rep- resentation.

Advertising of medicinal preparation shall be conducted in a manner clearly identifying
the product as a medicinal preparation.

Materials sponsored by pharmaceutical company that contain information about
pharmaceutical products and their use, regardless of their advertising nature, shall provide
a clear reference to advertiser/data source.

Use of «hot lines» for advertising of medicinal preparation issued on prescrip- tion is
not allowed.

If during the event employees of pharmaceutical company make a presen- tation for
healthcare professionals or they are authors of publication, they shall be clearly identified
as employees of the relevant pharmaceutical company.

2. 2. MARKETING AUTHORIZATION STATUS

In the territory of the Republic of Belarus, only authorized medicinal prepa- rations
are subject to promotion within their registered therapeutic indications as specified in the
prescribing information and/or clinical protocols and other regulations approved by the
Ministry of Health of the Republic of Belarus.

This provision is not intended to restrict disclosure of information regarding any
medicinal preparation to stakeholders as required by legislation. It also does not intend
violate the right of scientific community for exchange of sci- entific information concerning
unauthorized pharmaceutical products provid- ed that disclosing such information does
not serve to promote the medicinal preparation.

2. 3. STANDARDS OF PROMOTIONAL INFORMATION

Promotion of medicinal preparation shall comply with applicable Belarusian legislation
on promotion and competition.
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Promotion of medicinal preparation shall contain the true, reliable, full and up-to-date
information based on properly approved product information, i.e. prescribing information,
clinical protocols and labeling, as well as applicable regulations of the Ministry of Health of
the Republic of Belarus.

Manufacturers shall seek to fully reflect product safety data in promotion of medicinal
preparation.

Promotional information shall be clear, accurate, balanced, true, objective and
sufficient. It shall be based on up-to-date evaluation of all relevant evidence and its accurate
reflection as to enable the recipient to form an objective opinion on the therapeutic value
of the medicinal preparation promoted.

Promotional information shall not mislead by distortion, exaggeration or omission of
significant information. Ambiguity should be avoided.

Statements on therapeutic effect shall not exaggerate the data shown in pre- scribing
information of the medicinal preparation.

Promotional information concerning medicinal preparation should be supported by
relevant scientific evidence. Such evidence should be made available to stakeholders upon
inquiry. The companies shall handle such inquiries in good faith and provide the true data
according to the inquiry.

Comparative information on medicinal preparations may only be provided on the basis
of the studies and materials prepared by a third independent party.

The requirements established in articles 3.2 and 4.2 hereof shall be applied to the
printed promotional materials. The current Belarusian legislation on promotion shall be
applied to audiovisual materials.

2. 4. USE OF EXPERT OPINIONS, REFERENCES
TO STUDY RESULTS AND QUOTATIONS
When using expert opinions and references to study/observational data in promotional
materials, a source of such data and date of its receipt should be specified.

When using quotations from medical or scientific literature or someone’s speeches
in promotional materials for healthcare professionals, a source a quotation/name of the
author, date and place of publication/speech should be specified.

2. 5. PROMOTION ON THE INTERNET

Promotion of medicinal preparations on the Internet, including through ban- ners, active
links, information on websites, in blogs, social networks, forums, conferences and other

electronic resources, shall comply with general requirements for advertising and special
requirements for advertising of medicinal preparations established by the legislation of the
Republic of Belarus.

More specifically, when using the web-sites related to medicinal preparations, it
should be clear which pharmaceutical company provides the information and to whom it is
addressed, and its contents should comply with the audience addressed.

Advertising of prescription medicines on the Internet is forbidden. Information on
prescription medicines may be provided at online events (webinars) for healthcare
professionals as well as in restricted sections of Internetresources open for healthcare
professionals only.

Engaging advertising agencies as well as other persons for promotion of medicinal
preparations on the Internet shall not indemnify the pharmaceutical company against
liability for violation of provisions hereof.

This Code shall apply to promotion of medicinal preparations in the territory of the
Republic of Belarus on any websites, regardless of the hosting and domain as well as
location and domestic policies of pharmaceutical company that promotes medicinal
preparations.

2. 6. INFORMATION RELATING
TO HUMAN HEALTH AND DISEASES

Pharmaceutical companies shall be entitled to provide to general public the information
on diseases, their prevention and treatment when observing the following rules:

e Such activity shall not be the subject of the licensed medical activity;

e The information provided shall be reliable, conscientious, ethical, full, and it shall not
substitute medical consultation or encourage self-treatment;

e such information shall include a reference to the pharmaceutical company providing the
same;

¢ such information shall not contain names of prescription medicines as well as images
of packaging of such pharmaceutical products or its details or to otherwise promote
prescription medicines;

e such information shall contain the advise medical supervision.
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3. FEATURES OF INTERACTION WITH HEALTHCARE
PROFESSIONALS AS WELL AS OTHER METHODS OF
PROMOTING MEDICINAL PREPARATIONS

3. 1. GENERAL PRINCIPLES OF INTERACTION
WITH HEALTHCARE PROFESSIONALS

Interaction of pharmaceutical companies with healthcare professionals shall be aimed
to benefit the patients and improve the medical practice. This interaction shall provide
healthcare professionals with data on medicinal preparations, scientific and educational
information.

Interaction of pharmaceutical and medical equipment companies with healthcare
professionals intends Continued Professional Development (CPD). CPD is a continuing
learning process, outside formal undergraduate and postgradu- ate training, which enables
doctors to maintain and improve their performance across all areas of their practice through
the development of knowledge, skills, attitudes and behaviours. It covers all learning
activities, both formal and informal, by which doctors keep up to date.

Quality Improvement (Ql) relevant to ME. QI relevant to ME consists of systematic and
continuous actions that lead to measurable improvement in healthcare services and the
health status of targeted patient groups

Independent medical education (IME/CME), which could be funded by indus- try but its
scientific programme and content are always decided independently from the industry. The
audience is identified and invited by the organizer and not the pharmaceutical company.
Cooperation of pharmaceutical companies with healthcare professionals should not lead to
a conflict of interests, in particular, between professional duties of healthcare professionals
and their personal in- terest. Among other things, such conflict should not arise upon
prescription of medicinal preparations by a medical practitioner as well as in case of
recommendation and sale of medicinal preparations by pharmaceutical practitioners.

Healthcare professionals should not be offered, promised, provided or given
remuneration in any form for prescription or recommendation of a certain medic-
inal preparation to patients as well as enter agreements regarding prescription or
recommendation of any medicinal preparation to patients (except for contracts on clinical
studies of medicinal preparations).

Personal information of healthcare professionals may be entered in databases only
upon their proper consent and in compliance with the legislation on protection of personal
data.

3. 2. MEDICAL EDUCATION APPROACHES

Me must keep pace with changes in medicine and ensure that healthcare professionals
stay up to date and develop their skills to ensure high quality patient care. Pharmaceutical
companies have a significant role to play in the provision of ME. Their involvement with
ME must meet the relevant requirements of local codes and national laws, and must never
have the primary aim of increasing prescriptions or sales.

Pharmaceutical companies may assist with the provision of ME in a variety of ways. It
may be CME-accredited by one or more independent bodies.

1. Independent medical education (IME/CME), which could be funded by a
pharmaceutical company but its scientific programme, speakers and content are always
decided independently from the pharmaceutical company. The audience is identified and
invited by the organizer and not the pharmaceutical company. The role of the pharmaceutical
company must be declared as re- quired by the Code.

2. Medical Education through collaboration / Partnership, which is provided by one
or more pharmaceutical company and other key stakeholders, working together towards
mutually established ME goals in a collaborative setting. Such arrangements should be
formalized by a written agreement, and effective collaborations and partnerships should
have the following characteristics:

Clear intent and objectives of the ME programme, defined at the beginning and agreed
by the parties;

Clearly defined areas of responsibility and deliverables for each party; Transparency
and disclosure of financial support.

3. Pharmaceutical Industry Led Medical Education activities which may address
specific disease-related topics and/or product-specific topics. Although these activities
are initiated and provided by the pharmaceutical industry, disease-related educational
activities might also involve scientific organizations or professional associations.

Quality and Ethics in Medical Education: Both quality and an ethical approach to ME
must be the key priorities for all continuing medical education providers.

ME providers should consider the following criteria as a minimum:
Programme should have clear educational objectives to support high-quality patient care.
Content should be balanced, fair, ethical, and up-to-date.

Roles and responsibilities of the parties should be agreed, documented, and clearly
communicated.
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Ongoing evaluation should be an integral component of the programme. The ability of
the intended audience to access programmes.

Funding by pharmaceutical companies should be reasonable and appropriate (fair-
market value) and disclosed according to transparency principles and requirements.

3. 3. PRINTED PROMOTIONAL MATERIALS

Printed promotional materials, except for those described in the subpara- graph 4.2.2.,
shall contain the following minimal information:

e Name of a medicinal preparation (usually trade name);

e common names of active substances (where the medicinal preparation contains no
more than three active substances);

e name and address of pharmaceutical manufacturing companies as well as their
representative in the territory of the Republic of Belarus;

e date of advertisement production;

e «abbreviated prescribing information» including approved indications together with the
dosage and method of administration, summary of contraindications, precautions and
side-effects.

¢ indication of target audience, for which this promotional material is intended.

3. 4. EVENTS

BN 3.4.1

The aim of all the events, including meeting of medical representatives with healthcare
professionals and visits to medical institutions, shall be collection of data on side effects,
provision of information to healthcare professionals on medicinal preparations and/or
scientific or educational information in health- care or pharmaceutics.

Companies shall not organize events that take place outside the HCP’s country of
practice unless it is justified by logistics and safety. International scientific congresses
and symposiums that gather partici- pants from many countries are therefore justified and
permitted.

Information distributed among the participants of international scientific congresses or
symposiums may concern the medicinal preparations that are not authorized in the country

where the event is held or registered under other conditions provided that the following
requirements are met:

e distribution of such information is permitted by the current legislation of the host country;

e the event should be truly an international scientific event with a large number of
healthcare professionals from other countries (as speakers or attendees);

e materials on medicinal preparation that is not authorized in the host country shall be
accompanied by a suitable statement that such product is not authorized in this country;

e materials that refer to prescribing information (indications, warnings, etc.) approved
in other country/countries where this medicinal preparation is authorized should be
accompanied by a statement that registration conditions differ internationally.

The event shall be held in an appropriate venue and under conditions promoting
achievement of scientific and educational purposes of this event. Companies must avoid
using renowned or extravagant venues.

No venues generally associated with entertainment, luxury or exclusivity should be
used, irrespective of their class.

It is recommended to organize events at business centers, educational institutions,
hotels and other venues intended for business and educational events.

The event may only be held at a public venue if the room is isolated or public access
is restricted during the event.

No leisure and sports events should be used to attract healthcare professionals to
promotional and scientific events.

Stationery (pens, notebooks, pencils) of minimal value may be provided to HCPs at the
events for taking notes; they should not bear the name of any medicinal preparations but
may bear the name of the company providing them.

Refreshments, tea/coffee, snacks and/or hot dishes may be providedif it is justified by
the event duration, it is clearly secondary to the main purpose of the event, and they are
reasonable and provided exclusively to participants of the event, but not the accompanying
individuals. As a general rule, the hospitality provided must not exceed what participants
would normally be prepared to pay for themselves.

No entertainment or other leisure or social activities should be provided or paid for by
member companies.
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BN 3.4.2. JOINT GUIDANCE ON VIRTUAL INTERNATIONAL

MEDICAL CONGRESSES IMPACTED BY COVID19

Scope of the Guidance

This guidance applies to all International Congresses organized by medical
associations/societies involving HCPs from multiple countries, and activities organized
by Companies at these congresses (e.g. exhibition stands, satellite symposia, poster
sessions) that have been moved to a purely virtual format, and that are taking place
between July 1 and Dec 31, 2020. The document additionally provides considerations for
International Congresses scheduled after December 31, 2020. Specifically, this guidance
sets out factors IFPMA/EFPIA/PhRMA member companies and nonmember companies
who are signatories to the PhRMA, IFPMA, or EFPIA Codes (collectively, «Companies»)
should consider when determining which code and/or label to use as reference for the
Company activities at such Virtual International Congresses. All other congresses, such
as national congresses organized by medical associations/societies in one country with
a focus on HCPs from that country, company organized meetings, etc. are excluded from
the scope of this guidance.

Short-term (until December 31, 2020)

Activities organized by a Company (e.g. exhibition stands, satellite symposia, poster
sessions) associated with a Virtual International Medical Congress should comply with
the following requirements:

Given the global scope of the IFPMA Code, Companies are expected to use the IFPMA
Code as the minimum standard. The EFPIA and PhRMA Codes reflect the principles and
rules of the IFPMA Code and should be considered in conjunction with the IFPMA Code
when the meeting is hosted by a European or American medical association.

Companies should consider the code from the region from which the majority of
delegates would be expected to come based on past experience. When there is no
regional code, the IFPMA code applies. This particular code may be referred to for
adjudication purposes, as may the code from where the individual attendees come from.
When considering the distribution or display of promotional material at International
Congresses and assuming the majority of delegates are expected to be from the US or
Europe, Member Companies should consider the US and European label for the products
being promoted.

Companies should ensure that a process is in place to confirm participants’ status
as HCPs/NonHCPs (patient advocates, journalists, industry representatives, etc.). It is
expected that they will work with the medical association to ensure that the congress’
virtual platforms allow for participant categorization, and to work with the medical
association/society (congress owner) to make reasonable efforts to restrict access to
promotional material to HCPs only, where required by applicable rules and regulations.
Where the medical association’s platform does not have a categorization capability,
Companies should consider alternative mechanisms to enable attendee classification for
their promotional events.

Congress attendees should sign a digital consent indicating awareness/
acknowledging Virtual Congress terms and conditions, such as specific permission to
access different virtual areas (lectures, commercial expositions, social engagement sites,
the basis of promotional material development, etc.). Even if this is the responsibility of
the medical association/society, Companies need to be aware of the content of these
kinds of Explanatory Statements/ Disclaimers.

Mid to long-term (post 2020)

Companies should explore putting in place systems to appropriately address the
situation where HCPs view materials from countries other than their own. Of particular
concern is potential promotion directed to people not qualified to receive such content
and promotion of unlicensed medicines and/or indications. Companies should use the
lessons learned from the July to December 2020 period to develop ways to address
the concerns in a pragmatic manner together with medical associations/ societies. A
Company sponsoring/collaborating with a booth at the virtual exhibition area should be
able to identify those wishing to view its booth (HCP or NonHCP) and therefore determine
what information will be appropriate. Companies and medical associations/ societies
(congress owners) are strongly encouraged to work together to share experiences and
where possible jointly develop standards for all to follow.

Explanatory statements/Disclaimers

As stated above, Companies should include a statement explaining to delegates
when entering their virtual booth/exhibition to help them understand the context by
which the material was developed and to highlight that the content may not be applicable
to their country.
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Definitions

¢ International (Medical) Congress is a scientific meeting organized by a medical

association/society etc. for their members with the opportunity for industry to
participate in the form of exhibition (medical and commercial), satellite symposia etc.
The medical association/ society is the owner of the congress and responsible for
attendee management, access, and other relevant criteria, e.g. the scientific agenda.
The Congress gathers a multinational group of medical experts and professionals
with the objective to increase the knowledge about and expertise in a disease state
and treatment, to facilitate exchange and ultimately to advance patient care. The
delegates usually comprise of HCPs, researchers and other individuals who work in
the healthcare and/or research environment.

A Virtual International (Medical) Congress is an International Congress where all
activities are virtual/digital without an in person event linked to it. Companies have
the opportunity to participate in the form of virtual exhibition stands as well as virtual
satellite symposia.

Exhibition Stands are areas in the context of an International Congress where
pharmaceutical companies (and other organizations) can display their product material
to delegates in the commercial booth and their scientific material in the medical
exhibition area.

A Satellite symposium is a Company activity which occurs immediately prior, during
or immediately after the main scientific program in the context of an International
Congress.

A Healthcare Professional (HCP) means any member of the medical, dental,
pharmacy or nursing professions or any other person who in the course of his or her
professional activities may prescribe, recommend, purchase, supply, sell or administer
a pharmaceutical product.

3.5. GUESTS

Companies must not pay any costs associated with individuals accompany- ing

invited HCPs, except in cases of medical necessity.

3. 6. SPONSORSHIP

Member companies may sponsor HCPs to attend events provided such sponsorship
is in accordance with the following requirements:

e The Event complies with the requirements in this Code;

e Sponsorship to HCPs is limited to the payment of travel, meals, accommodation and
registration fees;

e No payments are made to compensate HCPs for time spent in attending the event
unless inviting of HCPs for delivery of scientific information;

e Any sponsorship provided to individual HCPs must not be conditional upon an obligation
to prescribe, recommend, purchase, supply, administer or promote any pharmaceutical
product.

3. 7. ENGAGING OF HEALTHCARE
PROFESSIONALS FOR RENDERING SERVICES
Pharmaceutical companies shall be entitled to engage healthcare profes- sionals for
rendering scientific and information services, creation of objects of copyright and also for

clinical trials of medicinal preparations and to pay them remuneration for rendering these
services.

While engaging healthcare professionals for rendering services the following
requirements shall be observed:

e a written contract. A written contract or agreement must be agreed in advance of the
commencement of the services which specifies the nature of the services to be provided
and the basis for payment of those services;

e remuneration for the rendered services must be reasonable and reflect the market
value; it may include reimbursement of reasonable expenses including travel, meals and
accommodation;

® areasonable need for services;

¢ the criteria for selecting consultants must be directly related to the identified need and
the consultants must have the expertise necessary to provide the service;

e the number of healthcare professionals involved must match the number reasonably
necessary to achieve the goal,
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e the conclusion of service contract shall not, directly or indirectly, put healthcare
professional under obligation to recommend and prescribe medicinal preparations.

Payment or reimbursement for healthcare professionals directly related to rendered
services, including the travel, catering and accommodation cost, is permitted.

Payment or reimbursement provided in execution of contracts should meet the
following requirements:

* ino hotels or venues publicly associated with luxury or exclusivity should be used,
irrespective of their class;

e reasonable meals shall be permitted;

e in case of daytime travel that does not exceed four hours, economy class tickets are
recommended;

* no reimbursement of any costs of accompanying individuals shall be permitted.

3. 8. GIFTS

The possibility of and procedure for granting gifts to healthcare professionals (including
medical and educational items) shall be established according to the Belarusian legislation.

3.8.1. GIFTS AND PROMOTIONAL AIDS
3.8.1.1. Prohibition of gifts

Gifts including for the personal benefit (such as sporting or entertainment tickets,
electronics items, social courtesy gifts, etc.) of HCPs (either directly or through clinics
and institutions) are prohibited. Providing or offering cash, cash equivalents or personal
services is also prohibited. For these purposes, personal services are any type of service
unrelated to the HCP’s profession and that confer a personal benefit to the HCP.

I 3.8.1.2. Promotional aids

Promotional aids of minimal value and quantity may be provided or offered to HCPs
if relevant to the practice of the HCP. A promotional aid is a non-monetary item given for
a promotional purpose. Providing or offering them to HCPs in relation to the promotion of
prescription-only medicines is prohibited.

Promotional aids of minimal value and quantity may be provided or offered to healthcare
organizations solely for the promotion of over-the-counter med- icines if relevant to the
practice of the HCP.

BN 3.8.2. INFORMATIONAL OR EDUCATIONAL ITEMS

THAT ENHANCE PATIENT CARE

Informational or educational items provided to healthcare organizations for their
education or for the education of patients on disease and its treatments may be offered by
member companies provided that the items are primarily for educational purposes and do
not have independent value.

Informational and educational items provided to healthcare organizations for patient
use may include the name of a company but they must have no indi- cation of a trade mark
if the name of a product, which is identical to the trade mark, is of no relevance for the
correct use of a product by the patient.

The value of books and subscriptions must be reasonable. Other informa- tional or
educational items must be of modest value.

I 3.8.3. GUIDANCE ON VALUES

Member companies correlate guidance using local currency, on acceptable monetary
amounts for the following:

e «minimal value» for promotional aid items;

e «modest value» for items of medical utility and informational & educational items
awarded during official events does not exceed 145 BYN.

e «reasonable value» for scientific books & journal subscriptions does not exceed 145 BYN.

3. 9. BASIC RULES AND STANDARDS OF
MEDICAL REPRESENTATIVES’ ACTIVITIES

The purpose of activities of medical representatives of pharmaceutical com- panies
shall be to Increase the professional level of healthcare professionals and to implement
the obligation of the pharmaceutical company to monitor safety of medicinal preparations.

Medical representatives shall be entitled to participate in congresses, sym- posiums,
conferences, presentations, meetings and other events for health- care professionals in
medical organizations, including visits, in the manner established by the said medical
organization.

During these events, medical representatives shall be entitled to provide healthcare
professionals with printed promotional materials and information- al materials, such as
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partial reprints of certain chapters and sections of specialized publications, scientific
monographs and reference books, scientific articles, reports and other printed materials to
increase of professional level of healthcare professionals.

The above information may be provided on CDs and memory cards which are not
intended for personal use is allowed. However any materials, including promotional
materials, should raise the professional level of healthcare profes- sionals and avoid
pursuing exclusively advertising goals.

Medical representatives of pharmaceutical companies shall have appropriate training
and knowledge to provide healthcare professionals with full, true, reliable and up-to-date
information about pharmaceutical products.

Pharmaceutical company shall be responsible for contents and form of infor- mation
provided by medical representatives to healthcare professionals.

Upon the healthcare professional’s request, medical representatives must provide the
prescribing information for each medicinal preparation which he informs about as well
as prescription status (i.e. over-the-counter or prescription only medicine, subsidized
medicine) of the medicinal preparation and its availability in pharmacies.

Medical representative must observe professional ethics in interactions with consumers,
healthcare professionals and the company whose interests he (she) represents as well as
with representatives of the competing companies.

Medical representatives must inform the head of the relevant division of the company
about the practical use of the company’s medicinal preparations, in- cluding adverse
reactions, as reported by healthcare professionals.

3. 10. SAMPLES

Pharmaceutical companies shall not be entitled to supply samples of medici- nal
preparations directly healthcare professionals both for subsequent transfer to patients, and
for personal use (including samples for demonstration (demo packs) and empty secondary
and primary packing).

3. 11. EXPERT COUNCIL

The objective of Expert Council is to discuss and providing external advice regarding
the pre-determined scientific issue where the company lacks expertise or experience to
resolve it and the issue cannot be resolved otherwise.

Expert Councils cannot be used as a means for distribution of information or promotion
of medicinal preparations while the information obtained by the Ex- pert Council may be
used for resolution of marketing issues (e.g., information to be included in marketing plans
or advertising meetings).

Pharmaceutical companies shall be entitled to pay the experts (healthcare professionals)
a remuneration for their work at Expert Council (including com- pensation of expenses
related to participation in Expert Council) only provided that activity of such experts within
Expert Council has scientific character. While reimbursement the requirements of the article
3.4 of the present Code shall be observed.

Organization of Expert Council is possible only with reasonable scientific need and
shall not be aimed at financing of actions of professional communities.

The choice of members of Expert Council shall be based only on their professional
competence and qualification and shall not be somehow connected with last, current
or possible future appointments or recommendations of medicinal preparations of the
company. Workers of the sales departments shall not have influence on a choice of experts
and work of Expert Council.

The number of healthcare professionals involved shall correspond to the quantity
which is really needed for achievement of the goal.

The total number of employees of the company visiting the meeting of Expert Council
shall not exceed one quarter of number of the independent third-party experts participating
in meeting. However employees have no right to use participation in work of Expert Council
for promotion of medicinal preparations of the company.

3. 12. HANDLING MEDICAL INQUIRIES

Medical inquiries may be received from healthcare professionals and pa- tients. The
company shall show consideration for each request. Each request shall be registered in the
manner established by the legislation on the appeals from citizens and legal entities, and
the response shall be provided.

The information provided to healthcare professionals upon the inquiry shall comply with
the Belarusian legislation and provisions hereof with due consid- eration of the approved
prescribing information.

A response to the request of healthcare professional shall not serve the pro- motion of
a medicinal preparation. It shall be limited to answering the question itself.

Product information of other companies must be unbiased. The response shall be
given in legible and ethical format.
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The pharmaceutical company’s personnel shall not be entitled to initiate dis- cussion
with healthcare professionals and other third parties regarding unau- thorized medicinal
preparations and/or unauthorized indications.

Information regarding unauthorized medicinal preparations and/or unautho- rized
indications shall only be provided to healthcare professionals exclusively upon the inquiry
sent to the pharmaceutical company.

Responses to all inquiries from healthcare professionals shall be provided by the
medical information service or any other authorized personnel of a Medical/Regulatory
Affairs Department to ensure the appropriate quality and unbi- ased nature of information.

All phone calls shall be received and registered by the personnel with the inquiry data
being further sent to the Medical/Regulatory Affairs Department.

Sales and marketing employees may only answer the questions asked in in- teractions
with healthcare professionals within the approved prescribing infor- mation. Sales and
marketing employees have to redirect the questions beyond the scope of the properly
approved prescribing information to Medical/Regu- latory Affairs Department.

The response to a healthcare professional shall provide comprehensive scientifically
evidenced information regarding the inquiry.

All statements and facts In written responses must be supported by suitable references
indicating the name of the author, the full name of the article or monograph, the publication
place (traditional abbreviations are allowed), year of the publication, the number of volume,
issue and page.

Personal information of healthcare professionals and other individuals that is not
otherwise provided in open access may be entered into databases of pharmaceutical
companies upon the consent in a proper legal form and in compliance with other legislation
on protection of personal data.

4. FEATURES OF ADVERTIZING AND OTHER

METHODS OF PROMOTION OF MEDICINAL
PREPARATIONS TO POPULATION

4. 1. GENERAL REQUIREMENTS

Public advertising of prescription only medicines shall not be permitted.

The advertised medicinal preparation being intended for certain categories of
population, subsidized or refunded by the state shall no be mentioned in public advertising.

It is recommended to avoid in public advertising of medicinal preparations special
medical terms which can be misunderstood by or mislead consumers of advertising.

4. 2. PRINTED PROMOTIONAL MATERIALS

EEN 4.2.1. ALL PRINTED PROMOTIONAL MATERIALS
All printed promotional materials, other than those covered below in sub- paragraph
4.2.2., must include:

e the name of the product (usually trade name), as well as international non- proprietary
name, of the product contains only one active agent;

e the active ingredients, using approved names where they exist;
e date of production of the advertisement;

e «abbreviated prescribing information» which should include approved indications
together with the dosage and method of administration, where necessary; and a succinct
statement of the contraindications, precautions, and side-effects;

e the name and the address of pharmaceutical company or its representative in the
territory of the Republic of Belarus.

EEEEN 4.2.2. REMINDER ADVERTISEMENTS

A «reminder» advertisement is defined as a short advertisement containing no
more than the name of the product and a simple statement of indications to designate
the therapeutic category of the product. For «reminder» adver- tisements, «abbreviated
prescribing information» referred to in subparagraph 4.2.1. above may be omitted.

Minimal reminder advertisement shall include:
e name of the product;
e warning about contraindications for use;
* need to refer to prescribing information or professional advice.

mmmmm 4.2.3. ELECTRONIC MATERIALS, INCLUDING AUDIOVISUALS
The same requirements shall apply to electronic promotional materials as apply to
printed materials. Specifically, in the case of pharmaceutical product related websites:

e the identity of the pharmaceutical company and of the intended audience should be
readily apparent;

e the content should be appropriate for the intended audience;

e he presentation (content, links, etc.) should be appropriate and apparent to the intended
audience; and

e country-specific information should comply with local laws and regulations.
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4. 3. RESTRICTIONS ON PROMOTIONAL who do not fall into these categories but can encourage the use of medicinal preparation
- to thei larity;
MATERIALS FOR POPULATION due totheir popularity;

e contain recommendations of the government bodies and other organizations used to

Advertisement of medicinal preparation for population shall not: enhance advertising effect;

e contain inappropriate, alerting or misleading terms, vivid depictions of changes in
human body caused by a disease, injury or effect of pharmaceutical product on a human
body or body parts;

e create the impression of irrelevance of medical advice;

e contain information which does not comply with prescribing information;

« claim the positive effect, efficacy or safety of medicinal preparation or the absence of e contain other information forbidden by the current legislation of the Republic of Belarus.

adverse effects;

e reference specific cases of recovery or improvement of health resulting from the use of 4. 4. OTHER METHODS OF PROMOTION OF
medicinal preparation; MEDICINAL PREPARATIONS TO POPULATION

e contain expressions of gratitude by individuals in connection with the use of medicinal

preparation: Promotion of medicinal preparations through Tv shops as well as the sale of medicinal

preparations on the Internet shall not be permitted.
e address the minor individuals;
Use of medicinal products as prizes or incentives shall not be permitted. Distribution
e establish an idea of medicinal preparation’s benefits of by referencing the studies and of free samples of medicinal preparations to the population, in-cluding conducting tasting
the tests required for state registration; and testing sessions in advertising purposes shall not be permitted.

e create the impression of need for medicinal preparation in healthy people, except for
advertising of preventive medicinal preparations; 4.5. HANDLING MEDICAL
: . , - : . INQUIRIES FROM PATIENTS
e contain statements or assumptions of safety or efficacy of medicinal preparation being

caused by its natural origin;

o . . . When patients apply to pharmaceutical company for information, their inqui- ries
¢ show medicinal preparation as a dietary supplement, cosmetic or other products that should be properly handled.

are not medicinal preparations;

Such interactions shall not be used for advertising and promotion of medic- inal
preparations, including after the interaction (e.g., by publication of corre- spondence in
mass media).

e contain descriptions or depictions of the disease that can provoke wrong self-diagnosis;

e contain statements or assumptions of consumers of advertising having any conditions
that would necessitate the use of medicinal preparation, or a statement creating the

impression of the need for administration in a healthy person; Information provided to the patient in response to inquiry shall fully comply with the

approved prescribing information. The response shall be accurate, civil and not misleading.
¢ indicate possible use of any forms of financial compensation in case of purchase of

medicinal preparation; Should the questions related to diagnosis, management or treatment of a disease arise,
any representative of the company (including an employee of the Medical Department)
e contain images and statements of medical and pharmaceutical practitioners; must recommend to seek medical advice or emer- gency medical care.

e contain recommendations of scientific, medical, pharmaceutical practitioners or persons
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5. STUDIES OF MEDICINAL PREPARATIONS
5.1. POST-MARKETING STUDIES

Post-marketing clinical studies/testing and epidemiological surveys (herein- after —
post-marketing studies) shall comply with the legislation of the Republic of Belarus as well
as the provisions established herein.

Post-marketing studies shall have a justification and scientific objective/ob- jectives
reflected in the study protocol.

Post-marketing studies are monitored and under the responsibility of Medi- cal
Department or an appropriate medical division/employees of pharmaceu- tical company.

Selection of investigators shall be based exclusively on their professional qualification
and clinical experience.

The data obtained during post-marketing studies shall be statistically pro- cessed
and analyzed. Efficacy and safety data of such studies shall be avail- able to healthcare
professionals.

When carrying out post-marketing studies, the laws, rules and requirements for
confidentiality of personal data (including collecting, processing and use of personal data)
shall be observed.

The protocol of post-marketing study shall be must be approved by the Med- ical
Department or responsible medical divisions/employees. The Medical De- partment
(appropriate medical divisions/employees) shall control the course of post-marketing
studies.

Documentation of post-marketing studies (protocol, individual registration card, patient
information sheet, etc.) shall pass mandatory ethical expert ex- amination.

To the extent that it is permitted, employees of other departments of the company may
participate in implementing administrative tasks (in particular, delivery of post-marketing
study documentation from the Medical Department to study centers/investigators and
back to the company).

Such participation shall be carried out under supervision of the Medical de- partment
which shall provide appropriate training to the employees of other departments of
pharmaceutical company.

Participation of a healthcare professional in post-marketing study shall not be an

inducement to recommendation/prescription, purchase, sale and/or administration of any
medicinal preparation.

Remuneration provided for post-marketing studies shall be paid under an official
contract with medical and preventive institution where the study is conducted, and it shall
be reasonable and reflect the fair market value of the works performed.

No post-marketing studies shall be disguised as marketing studies. Where distinctions
between marketing studies and post-marketing studies are not clear, the objectives of
marketing studies shall be subject to review by medical specialists of the pharmaceutical
company.

5.2. MARKETING STUDIES

Marketing studies conducted by pharmaceutical companies themselves or with
involvement of marketing agencies, shall only be permitted in compliance with the current
legislation.

Herewith pharmaceutical companies and/or agencies engaged shall not be entitled to
pay remuneration to healthcare professionals for their participation in a marketing study.
Marketing studies requiring special scientific knowledge and considerable level of effort
from a healthcare professional may be deemed an exception provided that:

e Marketing studies are held with involvement of independent agencies;

* healthcare professional is not informed, and it is not evident from study materials which
pharmaceutical company is the customer/sponsor of the study;

e pharmaceutical company does not participate in selection and has no access to
identification data of healthcare professionals that participate in a marketing study.

e Marketing studies shall not be used:

e to promote or sale a medicinal preparation or to manage the opinion or behavior of study
subjects. Therefore any mentions of the medicinal preparation’s trade name should be
avoided unless required by the study objective;

e to collect personal data of patients;
e to further study the efficacy or safety of medicinal preparation;

e for pre-authorization promotion of the medicinal preparation or therapeutic indications
subject to registration;

e to collect confidential information about competitors;

¢ to discredit medicinal preparations of competitors.
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6. FEATURES OF INTERACTIONS WITH LEGAL
LEGAL ENTITIES. CHARITABLE ACTIVITIES
6. 1. INTERACTIONS WITH
NON-PROFIT ORGANIZATIONS

Pharmaceutical companies shall be entitled to provide gratis sponsor aid to non-profit
organizations with socially useful objectives in compliance with the Belarusian legislation.

Among other things, gratis sponsor aid may be provided for support of med- ical
education, development of scientific activities in healthcare aimed to in- crease the quality
of medical care.

Charitable activities shall under no circumstances be directly or indirect- ly dependent
on administration or purchase of medicinal preparations of the company.

Gratis sponsor aid shall not be provided in cash.

Medicinal preparations may be provided to healthcare organizations as gra- tis sponsor
aid is provided that such aid does not pursue commercial objec- tives. The company must
inform the recipient of the remaining shelf life of the medicinal preparation.

Gratis sponsor aid may only be provided on the basis of the written request from non-
profit organization and the written contract on provision of gratis sponsor aid

6. 2. INTERACTIONS WITH
PATIENT ORGANIZATIONS

All interactions with patient organizations shall be ethical. The independence of patient
organizations must be respected.

Pharmaceutical companies may interact with patient organizations to imple- ment the
following tasks:

e studying patients’ opinion on the impact of disease on quality of patients’ lives and
opinions of their caregivers to improve the clinical study programs and accelerate the
development of those better meeting the needs of patients;

e providing informational support to patient associations by responding the inquiries in
the manner established by article 4.5 hereof for handling patients’ inquiries;

e creation of patient registers provided that the legislation on protection of personal data
and patient confidentiality is strictly adhered to;

e conducting of a campaign to inform general public about the disease;
e cooperation in organization of named-patient use;
e providing gratis sponsor aid;

e other legal cases.

EEEEN 6.2.1. DECLARATION OF INVOLVEMENT

When working with patient organizations, companies must ensure that the involvement
of the company and the nature of that involvement is clear from the outset. No company
may require that it be the sole funder of the patient organization or any of its programs

BN 6.2.2. WRITTEN DOCUMENTATION

Companies that provide financial support or in-kind contribution to patient organizations
must have in place written documentation setting out the nature of support, including the
purpose of any activity and its funding.

No pharmaceutical company may be the only the founder of the patient organization.

When working with patient organizations, companies must ensure that the fact and
the nature of such cooperation are clearly mentioned by the pharmaceutical company in
open access sources. However the pharmaceutical company may be the only funder of
the charitable and/or social project of patient organization upon receiving an appropriate
written request from a patient organization for implementation of the programs of such
organization aimed at prevention and protection of public health, promotion of healthy
lifestyle, pro- vision of assistance to socially vulnerable groups unless such funding is
aimed, directly or indirectly, at promotion of any decisions that are favorable for phar-
maceutical company or its products and taken by the patient organization in carrying out
its statutory activities.

In any case, such pharmaceutical company shall not limit the rights of oth- er
pharmaceutical companies to fund similar projects of patient organization upon their
discretion.

Any interactions of pharmaceutical companies with patient organizations shall be
clearly documented.

Pharmaceutical companies may provide gratis sponsor aid for the events held by
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patient organizations provided that the primary purpose of such an event is educational
or scientific in nature or otherwise supports the mission of such organization. When
companies fund the events of patient organizations, they must ensure that the venue and
location comply with the limits of hospitality established in article 3.3 hereof.

6. 3. INTERACTIONS WITH PHARMACIES

Medical representatives of pharmaceutical companies shall be entitled to visit
pharmacies to inform pharmaceutical practitioners and managers of pharmacies of the
medicinal preparations manufactured or marketed, as well as to collect the data on adverse
effect.

Pharmaceutical companies shall not be entitled to organize programs where material
prizes are offered to pharmaceutical practitioners, managers of pharmacies and pharmacies
themselves for achievement of certain results in marketing of the medicinal preparation.

Interaction with pharmacies is subject to the procedure and terms and conditions of
information provision in respect of medicinal products established by the law

7. PROCEDURES AND RESPONSIBILITY
OF PHARMACEUTICAL COMPANIES

7.1. AUTHORIZED PERSON

Companies shall establish and maintain the appropriate operating procedure to ensure
compliance with the legislation of the Republic of Belarus and this Code. In particular, the
companies shall continuously monitor and analyze their own activities for promotion of
medicinal preparations and the materials distributed in this regard.

All the advertising materials shall be initially approved by an authorized person having
an appropriate level of education and qualifications (scientific or medical).

7.2. EVENT PROGRAMS AND DOCUMENTATION

The promotional events shall be held according to the programs approved by the
authorized person; appropriate documentation reflecting the proceed- ings shall be
prepared.

7. 3. RECORD RETENTION

Programs and documentation of events (actions) as well as samples of pro- motional
materials shall be filed in an authorized division or by an authorized person for at least 6
months after the event, action or an advertising campaign unless a longer term is specified
by the current legislation.

Programs and documentation shall be shown to the controlling bodies ac- cording to
the current advertising legislation, as well as in case of consideration of disputes by the
members of specially created AIPM group.

7. 4. EMPLOYEE TRAINING AND EDUCATION

To maintain the high standards in implementation of marketing activities, the companies
shall follow the principle of continuous advanced training of the employees in this regard

8. MAINTENANCE AND
DEVELOPMENT OF THE CODE

8. 1. THE NEED FOR CONTINOUS MAINTENANCE
AND DEVELOPMENT OF THE CODE

Extension of the range of methods and means of practice of AIPM member companiesin
the setting of developing pharmaceutical market of the Republic of Belarus and international
economic relations justify the need for continuous maintenance and development of the
Code as to comply with modern requirements for regulation of advertising and other
methods of promotion of medicinal preparations in order to provide the population with
effective, high-quality and safe medicinal preparations.

8. 2. ANALYSIS OF PRACTICE OF PHARMACEUTICAL
COMPANIES AND CODE UPDATING

For the purpose of ensuring the up-to-date nature of the Code and appendices hereto
as well as timely detection of the need for amendment, the Supervi- sory Council shall
make a decision on updating.
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BN APPENDIX 1

TO THE CODE OF PRACTICE OF AIPM

1. Cases of code violation

1.1. Should the issue of non-compliance by the members of Association with ethical
standards and rules hereof arise, the stakeholders shall attempt to set- tle it amicably.

1.2. Should the actions described above not lead to a decision satisfying the parties to
dispute, the applicant company shall be entitled to submit the issue to be considered and
resolved to the Front Office of AIPM.

1.3. A complaint on the Code violation by the AIPM member company may be
submitted both by any AIPM member and other stakeholders.

2. Procedure of dispute resolution

2.1. A written complaint shall be sent to the Front Office of AIPM (hereinafter —
Front Office) in the name of the Chief Executive Officer of AIPM and contain a detailed
description of the circumstances, which served as the reason for complaint.

2.2. The complaint shall contain:

e Complainant’s details (the name);

® The correspondence address and contact person;

e The name of the company alleged to be in breach of the Code;

e The name(s) of medicinal product(s) involved in alleged breach of the Code;

e The documents and materials supporting the alleged breach, e.g., advertising
materials;

¢ The information on the period of alleged breach;

e A brief description of the alleged breach, including references to the specific articles
of the Code.

2.3. Upon the receipt of complaint, the Front Office ensures the availability of the
necessary documents and materials regarding the breach of the Code.

2.4. The materials related to the complaint (case records) shall be confidential.

2.5. Upon validation, the Front Office shall inform the complainant that the complaint
is accepted for consideration within two working days from the date of receipt as well as
shall inform the respondent company of the complaint, documents and materials received.

2.6. The respondent company shall respond to the complaint received within 10
working days . this period begins from the moment of notification by the Front Office.

2.7. The response in writing shall be sent to the Front Office in the name of the Chief
Executive Officer of AIPM.

2.7.1. The response shall contain:

e Acknowledgement of a breach and information on the measures taken to rectify the
situation;

¢ Refusal to acknowledge the breach as well as clearly phrased and, where appropriate,
documented basis for such refusal.

2.8. Upon the receipt of the response, the Front Office shall send it to the complainant
within two working days. Within five working days, the complainant shall consider the
response and inform the Front Office whether the response is deemed satisfactory or not.

2.9. If the response is deemed satisfactory, the Front Office shall register the fact of
dispute resolution in writing, and the case shall be considered closed.

2.10. Should the respondent company refuse to acknowledge the breach of the Code,
the matter shall be considered by the Supervisory Council of AIPM with invitation of the
parties of the dispute.

2.11. The members of the Supervisory Council get acquainted with all the case materials
and make the decision on whether the breach took place or not. The decision is executed
in the form of admission or non-admission of the fact of the breach. Recommendations on
elimination of negative consequences of the breach may also be given.

2.12. Should the Supervisory Council make a decision on impossibility of resolution
without additional materials from the parties of dispute, the Front Office shall send an
appropriate request within two working days. The parties must submit additional materials
within five working days from the date of re- quest receipt.
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After that, a second meeting of the Supervisory Council shall be held within ten working FOR NOTES
days. The decision of the Supervisory Council shall be notified to the parties in the regular
mannet.

2.18. The Supervisory Council of Association shall decide whether the conflict can be
considered settled or additional actions must be taken.

2.14. The case shall also be closed should the Supervisory Council consider the
received response satisfactory and the complainant express no opinion on it during the
abovementioned period provided.

2.15. The decision made by the Supervisory Council shall be redirected by the Front
Office to the parties of dispute in writing within two working days.

3. Sanctions for code violation

Where Code breach by the member company is established by the decision of
Supervisory Council, the sanctions are as follows:

3.1. The company in breach must undergo online-training on the Code;

3.2. Details of the case, including the name of the company in breach, shall be published
on the Association’s site in case of serious or repeated violation. This information shall be
posted on the website for three months.

3.3. To inform the headquarters of the company in breach about violation;

3.4. To recommend the General Meeting of AIPM to exclude the company in breach
from the members of AIPM.

3.5. Any combination of abovementioned sanctions.

The decisions made by the Supervisory Council on each specific dispute shall be
published on the website of the Association. The name of the compa- nies concerned shall
not be subject to publication, except when the name of the company in breach should be
published as a sanction for violation of the Code as herein above described.

At each General Meeting of AIPM, the Front Office shall submit a report indi- cating a
number of disputes settled after the previous General Meeting, their general nature and the
decisions made. This report contains the names of the companies in regard to which the
breach of the Code of AIPM is established.
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