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PA3JIEJ 1.
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1.2
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OBINHE IMOJIOXEHUS
NPEAMBYJIA

O6iecteo ¢ orpandyeHHoil orBercTBeHHOCTHIO «MIICEH WIICEH KOHCBIOMEP
XEJICKEA» (manee — «OOwecTtBo») BXOAMT B  MEKAYHApPOAHYIO TrpyMiy
6uorexHonornyeckux komnanuid IPSEN (nanee — «IPSEN»), cneunanusupyromxcs Ha
CO31aHHH HHHOBALIMOHHBIX MIPENaparoB 14 JiedeHUs LeneBbiX 0one3Hel, BbI3bIBalomHX
NoTepPIO TPYA0CIIOCOOHOCTH.

Baxueliuum npuoputerom IPSEN spnsiercs 3a6ota 0 310poBbe NALMEHTOB, [103TOMY
IPSEN crpemuTtcs obecrnieduTs Bbicoyaiililee KauecTBO U OE30MacHOCTs pealii3yeMBblX
JIEKapCTBEHHLIX [MpernapaToB Ha JTane WX MPOU3BOJACTBA, MPU HX Mocneaylolei
TPaHCMOPTHPOBKE W XpaHEHHH M BO BpeMs MX HENOCPEACTBEHHOrO MPHMEHEHHS B
MeauLuHCKOoM npakTuke. Yacts peanuzyemoii O6wwectsomM Ipoaykuuu IPSEN asnserca
TepMonaOMNBLHOH, MO3ITOMY COXpaHEHHE ee BBICOKOro KadecTBa W 0Oe30MacHOCTH
BO3MOXKHO TIPH YCJIOBMM Haaiexaliero cobmoaeHus ocoOblX YC/IOBMI XpaHeHUs W
TPaHCTIOPTHPOBKH He TONbKO caMuM OOuiecTBOM, HO M BCEMH €ro Jejl0BbIMH
napTHepamH, Yepe3 KoTopbiX npoxoaut asuxenue [Iponykuuu IPSEN no Koneunoro
norpeduTens.

[lockoneky 3HauutenbHas uvactTbh peanuszyemol OOwecteom Ilponykuun IPSEN
OTHOCHTCS K BBHICOKOTOKCHYHBIM CMELMAIM3MPOBAHHBIM JIEKaPCTBEHHBIM Ipenaparam,
Ne4eHHe KOTOPbIMM, COIJIaCHO MHCTPYKUMH 10 MPUMEHEHHIO, MOKET MPOBOIMTCH
TOJNBKO CNELUATUCTaMH, MPOLUELIMMH MOArOTOBKY MO JIEYEHHIO TAKUMHU NpenapaTtamH
M UMEIOLLIMMH OMBIT paboThl B IEYEHHH HEBPOJIOTMYECKUX 3a00NeBaHNit U NPUMEHEHHH
MX B 3CTETHMYECKOH MeJHlMHE, TO OECKOHTPOIBHOE pacnpocTpaHEHHEe U NPUMEHEHHE
TaKWX MpenaparoB Cpeau N1l He 0b1afarolMX CNELHaIbHBIMU 3HAHUAMH U HABbIKAMH,
MOET HAHECTH CYLIECTBEHHBIH Bpe/] 30POBbIO NALMEHTOB U HEraTUBHO OTPAa3HUThCs Ha
nenoBoi penytauuu IPSEN.

[lopnepxxanue penyrauuu IPSEN B kadecTBe mNpoM3BOAUTENIE WHHOBALMOHHBIX,
Oe3zomacHeIX W BBICOKOKAYECTBCHHBIX JICKAPCTBCHHLIX IIpE€NapaTtoB, a TakKKe
obecnevenue OecriepeGOiHBIX W HANEKHBLIX TOCTABOK JIEKAPCTBEHHbLIX MNpernapaToB
KoneunbiM mnotpebutensm SBISAIOTCH KIIOYEBbIMM  LENIAMH, KoTopble OOuiecTBO
CTPEMUTCS AOCTHYb B CBOCH HErocpeacTBEeHHOH KOMMepUecKoi AedTeNsHOCTH. 3aboTa
0 310poBbE NaUWeHTOB AHKTYeT OOiiecTBy HeOoOXOAMMOCTh HE TONBKO OTOMpaTh
AENOBLIX MAapTHEPOB ¢ 0co0OH TIATENBHOCTBIO, HO M ODecrnevHBaTh MpOBEAECHHE
KOHTPOJIBHBIX MEPONPHATHI 110 OTCIEKNBAHUIO IBUKEHHUS JIEKAPCTBEHHOI O Ipenapara
ot Obulectea k Koneunomy norpeburesnto, 4Todbl MCKJIIOUHTE PUCK MCMOJBL30BaHUSA
HenoOpOKayecTBEHHOH MNpOJYKUMH B TOH Mepe, HACKOJIbKO 3TO MAaKCHMAallbHO
BO3MOJXKHO. B CBA3M ¢ 3TUM, BLIOMpPas KOHTPAreHTOB M JIeJIOBbIX NapTHepoB, O61iecTBo
3aUHTEPECOBAHO B YCTAHOBJIEHHMM [EJIOBbIX OTHOLUEHHWH ¢ TeMH, KTO pasfenser ero
LIEHHOCTH, ITHYECKHE NMPHUHLMUIEI U YPOBEHb COLMANLHON OTBETCTBEHHOCTH, @ TaKKe
obecrieunBaer  cobniofieHWE  NPUMEHUMBIX  POCCHHCKMX,  HMHOCTPAaHHBIX M
MeXyHapoaHbix TpeboBaHMi K BeaeHHIO Ou3Heca B LENOM W K peanu3aluu
JIEKapCTBEHHBIX CPEACTR B YACTHOCTH.
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1.5 Jlna npeaynpexIeHHs BO3ZMOXHBIX HEMpPaBOMEpPHBIX NeHCTBUI W (Mnu) GesneiicTeui
JUCTPUOBIOTOPOR M HHBLIX AeNOBLIX napTHepoB OOuiecTBa, KOTOpbBIE MOTYT HMMEThb
HEraTUBHbIC IOPUAMYECKHE, PeNyTaUHOHHbIe W (MIH) (PMHAHCOBBIE MOCNEACTBHA I
IPSEN, OGuuecteo paspabotano nactosulyto Kommepyeckylo MONMTHKY (Janee mno
TekeTy Takke — «[lonuTHkar).

1.6 Hacroswas ITonutuka npuHsTa B cootBeTcTBUH ¢ Kopekcom nenoBoi aTHku IPSEN,
Koaekcom aenoBoii atuku uist naprHepoB IPSEN, a takxe MexayHapoAHON NONTUTHKOH
IPSEN npoTHB KOppYILHH, ¢ y4eToM TpeOOBaHMA pOCCUICKOro IpakJaHCKOro,
aHTHMOHOMOJILHOTO W @aHTUKOPPYNLIMOHHOIO 3aKOHOAATENLCTRA.

1.7 Tlockoneky OO6GILECTBO BXOAUT B MeXIyHapoHyto rpynny xkomnanuid IPSEN, na ero
JEeATeNbHOCTh TaKKe pacnpoctpaHsercs jedcreue 3axkona CLUIA o koppynuuu 3a
py6exom (Foreign Corrupt Practices Act, 1977 (FCPA)), 3akona Benukobpuranuu o
B3aTkax (UK Bribery Act 2010 (UBA)) u Kousenuun ODCP no 6opube ¢ noaxynom
HHOCTPAHHBIX JOJIKHOCTHBIX JIML npH OCYLIECTBJICHUH MEXKAYHAPOOHBIX
kommepueckux caenok (OECD Convention on Combating Bribery of Foreign Public
Officials in International Business Transactions). B cBszu ¢ 3Tum, npu paspabotke
ykazaHHo#i [lonutukn OOwecTBOM ObUIM  YYTEHbl INOJIOXKEHHS BbILICYKa3aHHOTO
MHOCTPaHHOTO W MEXAYHapOJHOr0 3aKOHOJATE/NLCTBA B YacTH, HE NPOTHBOpeYallei
POCCHHCKOMY 3aKOHOJATENLCTBY.

1.8 TloauTuKa mnpH3BaHa  perjiaMeHTHPOBaTh  MOPSAOK  BbIOOpa  MOTEHUMAILHBIX
JAUCTPUOBIOTOPOB M B3aMMOJEHCTBHA €  CYLUECTBYIOIMMH  JAMCTPHOLIOTOpPaMH
O6ulecTea, co3aaBas MpoO3payHblii, HEIMCKPUMUHALWOHHBIA M ClipaBe/UIHBbIH
MEXaHH3M COTPYJHHMYECTBA, NPHUMEHAEMbId €JMHO00pa3HO Ha BCEH TEPPUTOPHH
Poccuiickoin Menepauuu.

1.9 TlonutHka B JelicTBytouied peaakuMd nyOIMKyeTcss B OTKPBITOM JIOCTYIE Ha
opuunansHoM Caiite OO1iecTBa 18 CBEICHUA BCEX 3aMHTEPECOBAHHBIX JIMLL.

2. TEPMMHMHBLI 4 OIIPEAEJEHHA
2.1. B Hacrtosueii [TonMTuke MCNONB3YIOTCA CleAYIOUE TEPMHUHbBI U ONIPEACIIEHHUS

Heiicreyromuii  Jucrpubbiorop, ducrpubbloTop —  HOpUAMYECKOE MO  MIH
WHJMBUIYANIbHBIH NPEANPUHUMATEb, OCYLLECTBIISIOIME ONTOBYI0 M(HIH) PO3ZHHUYHYIO
TOPrOBJIKO JIEKAPCTBEHHBIMM CPEACTBAMM B COOTBETCTBUM ¢ TpeboaHuamH PelepanbHOro
3akoHa oT 12.04.2010 Ne 61-®3 «O6 obOpauieHnu JeKapcTBEHHBIX CPEJCTB», YCTAHOBUBIIINE
npsMble 10roBOpHbIe oTHOIEHHs ¢ ObuiecTBoM 454 Leneil npuobperenus [poaykunn IPSEN
W ee Noc/eAYIOIIel pealn3aliy, BKIYas Nepenpoaaky.

JenoBble maprHepbl, J[lenopoii mnaptHep — JleiictBytommit  [uctpubbiotop H
[MoTeHuManbHbIH JIHCTPHOBIOTOP COBMECTHO U JIHOOOH M3 HUX NO OTAEIBHOCTH.

JIncTpuGbLI0TOPCKOE coryiallenne — paMOYHbIH JOroBop, 3akiovaemblid Mexay O6iecTBoM
¥ JIMcTpUOBIOTOPOM, COTNacHo yclnoBuAM  kKotoporo Jluctpubbiotop npuobperaer
[Mponykuuio IPSEN B nensax ee naneHeHLlel peanusanuu.
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3aaska /lenosoro napraepa — 3aseka [lenoBoro naptHepa, BeipaXkawollas ero HaMmepeHue
BCTYIIUTb B 1OrOBOPHbIE OTHOLIEHUA ¢ OOLecTBOM nmyTeM 3akioueHus JJucTpuOproTopeKkoro
COrjlalleHusi MJIM MpOAJEHHs cpoka JelcTBua aeHcTByrouiero JIMCTpHOBIOTOPCKOTO
corigawenus ¢ OOGwectBom, no ¢opme, yTBepxaeHHoW B [lpunoxenun 3 k Hactosiiei
ITonuruke.

Kpanudukannonnas on-naiin ¢popma Q2 — yreepxkaeHHas OOLIECTBOM OH-NalH aHKeTa,
Hanpaeniemas OOuwecTBoM JlenoBbIM mnapTHepaM TMOCPEICTBOM HWHTEPHET-CChUIKH U
3anojlHAeMas HWMH B ClelualbHOM oOHMaliH cucteMe OOlecTBa B pamMKax IpOBEICHHS
KomnnekcHoit npoBepku. CniMcok BONPOCOB, cofepkaluxcs B KBannpukalmoHHOM OH-aiH
dbopme Q2, npuseneH B [lpunoxenuu 4 x Hactosiuiel [ToMMTHKE WCKITIOUMTENBEHO B LIENAX
NpeaBapUTENLHOrO O3HAaKOMJIeHUs JlenoBoro napTHepa.

Kommepuecknit CermeHT — HampaBneHue OusHeca OOIiiecTBa, OTBETCTBEHHOE 3a
avetpubyuuto [Npoaykuuu IPSEN B cermeHTe KOMMEPUYECKHMX MOCTABOK.

Kommepueckuii coper O6mecTBa — kosnnerHanbHbiii opran OOuiecTBa, COCTOAIIMN W3
PYKOBOJAIIMX COTpYAHHKOB OOllecTBa, YNOJIHOMOYEHHBIH MNPUHUMATL pELIeHUs o
COTpyAHHYECTBE M 00 OTKase OT COTPYIAHHYECTBA MO pe3yibTaTaM MpoBepok JlenoBbix
NapTHEPOB.

KomniekcHas npoBepka — KOMMJEKC ONMMcaHHbIX B [lonuTuke mpoueayp no rnposepke
Henoerix napTHepos Ha cooTBeTcTBHE KpHTepHam BbiOOpa, KoTopbie npoBoasTcs OOLiecTBOM
C UEJIbIO BBIABJIEHHS MPABOBBIX U KOMMEPYECKHX PHCKOB, KOTOPbIE MOTYT BO3HMKHYTb /s
O6uecTBa B cnyyae coTpy/iHU4ecTRa ¢ JIeNOBBIMH NMapTHEPaMH.

KoneuHnble noTpeGuTeIH — crielHanu3MpPOBaHHbIE MEIMUIMHCKHE OpraHM3allkM, jJedeGHO-
npopuiakTHYECKME  YYpEeXKIEHHWs W anTe4yHble OpPraHu3alM¥  paslIiuHbBIX  GOopM
cOOCTBEHHOCTH, a TaKKe Bpauu-crieuuanuctsl, npuodperaowme [ponykuuo IPSEN nns ee
HEMOCPEJCTBEHHOr0 MNPUMEHEHHA B MEIMUMHCKOH MNpaKTHKe, BKIJIOYAs HCNOJb30BaHUE
ITponyxkuun IPSEN B pamkax amOynaTopHOro M CTaLlMOHAPHOTO JIeYeHH MallMeHTOoB, a TaKKe
peanuzanuio [Tpoaykiyu IPSEN nauuenTam s nNpoBeeHUs TaKoro jeyeHus (Mpu HaJlM4yuu
Ha 3TO HeOOXOAMMBIX JMIIEH3HIT U MHOH pa3peIUTeNbHON JOKYMEHTALMH ).

Kputepun BbiGopa — TpeGoBaHus, npeabspiaseMble K JlenoBbiM napTHepam, cobntoaeHue
KOTOPBIX ABJSAETCSA 00s13aTENBLHBIM TIOOBIM W KaXIBIM COTpYIHHKOM OO6lecTBa, BXOAALIHM B
Kommepueckuii coeer OOmiecTBa, NpH NPUHATHM MMM pElIEHHS O 3aKIIOYEHHH
Jucrpubetoropckoro  cornaweHus ¢ [loteHumansHbeiM - JlucTpuOblOTOPOM  HIM O
NPOJOJIKEHHH COTPYJHHYECTBA MYyTEM NPOAJIEHUs cpoka AeicTBUA JlMCcTpHOBIOTOPCKOTO
cornawenus ¢ eicteyrommm JuctpubsroTopom.

O6wecrBo - OOwecTteo ¢ orpaHuveHHoi oteetcTBeHHOCTRIO «MITCEH KOHCBIOMEP
XEJICKEA», mecto HaxoxaeHus: Poccus, 109147, r. Mockea, BH. Tep. I'. MyHHLHNANbHbBIH
okpyr, Taranckuii, ya. Taranckas, a. 17-23, nomemt. I, kom. 7; OI'PH: 1217700210200 MHH:
9709071431.

IMoanTHka — Hactodwas Kommepueckas nonutvka OOLUecTBa cO BCEMH MPHIOKEHUAMH M
JOMNOJIHCHUSIMH K HEeHl.
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Morenuuaabubiii  JHcTpuObLIOTOpP — IOPUAMYECKOE JMLUO HWIM  MHAWBHYaJlbHbIN
MpeAnpUHUMATENb, OCYIUECTBIAIOLIHE ONTOBYIO M (MJM) PO3HHYHYIO  TOPTOBIIKO
JIeKapCTBEHHBIMH CPECTBAMH B COOTBETCTBHH ¢ TpeboBaHMAMU PenepanbHOro 3aKoHa OT
12.04.2010 r. Ne 61-@3 «O06 o0pallleHUH JIeKapCTBEHHBIX CPEICTB», HMEIOLIHE HaMEpEeHHe
BCTYNUThL B MNpsAMblE JOrOBOpHbIE OTHOIeHHs ¢ ObuiecTBoM and Leneid npuobpereHus
[Mpoaykuun IPSEN 1 ee nocnenyiouliel peainzaluu, BKIOYAs NEPenpoiaxy.

IIpoaykuns IPSEN — nekapcTBeHHbIe€ npenapartbl H MEJHLUUHCKHE U3JIETINS, Pealli3yeMbIe Ha
Tepputopun Poccuiickoii ®enepauny, nepeurcienubie B [Ipunokenusx 1 K Hacrosuien
[MonuTuke.

CaliT — COBOKYITHOCTH 3JI€KTPOHHBIX cTpaHul OOliecTBa B CETH WHTEPHET Moj OOIUM
afapecoM: www.ipsen.ru.

CnenunaausupoBannbiii (broxxkernniii) Cerment — Hanpasienue OusHeca OOlecTsa,
oTeeTcTReHHoe 3a aucTpubyuuio [lpoaykumu IPSEN B cermeHTe rocyAapCTBEHHBIX H
MYHMUHNANBLHBIX 3aKYTOK' .

3. IEJHUHU OBJACTb NIPUMEHEHMWA
3.1 Hacrosamasa Kommepieckas [lonutuka pazpaborana B Leasx:

e cosnaHus W obecnieueHus Ha Tepputopuu Poccuiickod ®enepauuu >¢dexTnBHOM
cucTeMbl UCTpUOYLMK, obecneunBatolleil KOHKYpeHTocnocobHocTs Tlpoaykium
IPSEN, 6ecnepeboiinbie W cBoeBpemeHHble nocTaBkd [lpoaykumn IPSEN wu
MAKCMMAa/ILHBIMH  OXBAT  LENeBOM  ayAMTOpuM  (MEIUUMHCKUX  OpraHu3almi,
MEIMIIMHCKMX pabOTHUKOB W MAaUUEHTOB) A3 YIOBJIECTBOPEHMS MX MOTPEOHOCTH B
Ipoaykumu IPSEN;

e o0ecrneyeHuss rapaHTHM HadM4yus Ha pbiHKe opuruHaibHOl [lpoaykumu IPSEN,
orBeyaiolleii  TpeOOBaHWAM  HajJiexallero  Kayectea, 0Oe3onacHOCTH W
3(pHeKTUBHOCTH TEpaneBTHYECKOTO AEHCTBHA;

® CTaH/apTH3allik M pETyIMpOBaHHMs KOMMepyeckoH jesaresnbHocTH OO6wecta no
BbiGOpY JlenOBBIX MapTHEPOB, KOTOpble crnocoOHbl pacnpoctpansaTe [lpoaykuuio
IPSEN noGpocoBecTHO, npodiecCHOHANBHO, ¢ MPUMEHEHHEM BBICOKHX JTHYECKHMX
MPUHLIMIIOB W CTAaH/IapTOB BeleHHs OH3HECa M HEYKOCHMTENbHbIM cobJiojeHreM
TpeGOBaHWI  POCCMHCKOTO  3aKOHOAATENbCTBA, A TaKKe MHOCTPAHHOrO H
MEXYHAPOJAHOrO  3aKOHOAATeNbCTBA O  NPOTHBOACHCTBUM  KOPPYILMH,
nepeurciieHHoro B 1. 1.7 Hacrosuweid [TonuTHKM, B 4acTH, HE NMPOTHBOpeYallEi
POCCUHCKOMY 3aKOHOJATE/ILCTBY,

e obecneyeHus €AUHOro, Npo3pavyHoro, 0OLEKTUBHOTO MW CNpPaBEIIMBOrO MOAX0Aa K
B3aumoneiicteuio OOuiectBa co BcemMd JIeMOBBIMHM - MapTHepamHM, a Takike
HENIONYILEHHs IUCKPUMHUHALMK B Mpollecce HX oTOopa;

!Mepepanbhblil 3akon o1 05.04.2013 Ne 44-03 «O koHTpakTHO# cucTeme B cdepe 3aKynok Topapos, paboT, ycayr ans obecneueHus
rocy1apCTBEHHBIX M MYHHUMNANBHBIX Hyx», Denepaubkblii 3akon or 18.07.2011 Ne 223-®3 «O 3akynkax Tosapos, pabot, yciayr
OTHENBHBIMH BHIAMH IOPHAHYECKHX JIHLD.
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® samuThl (JUHAHCOBBLIX, MPABOBBIX W MHBIX MHTepecoB OOlLecTBa M noaaepxKaHus
nesioBoi penytauuu Od1iecTsa.

Hacroswas TlonuwtHka #ABASETCA JOKaTbHBIM HOpMaTUBHbIM akrtoM OOwecTsa,
00a3aTeNbHBIM 78 nojpasfenedui U corpyaHukoB OOulecTBa, 3a/eifiCTBOBAHHBIX B
YCTAHOBJIEHHH W MPOJJIEHHH AOTOBOPHBIX OTHOLUEHWH Mexay OOlmecTBoM W ero
JlenoBbIMM MapTHEPaMH, a TAKXKe B NPEKPALLEHUH TAKMX JOTOBOPHBIX OTHOLIEHHH.

Hactosimas [lonMTHKa ycTaHaBnMBaeT KpuTepud otOopa JlenoBeIX mapTHEPOB,
perjiamMeHTHpyeT MOpAAOK NPOBEPOK M MPOLEAYPY NPHHATHS pEIIEHHs O Havaie
cotpyaHudectea ¢ [loreHunanbHbiMH  JIMCTPUOBIOTOpPaMH,  TPOAOKEHHH
corpyauuuectea ¢ JeiicrByomumu luctpubbloTopamu, a Takke obliue ycnoBus
B3aumoseicteus ¢ Jeictyomwmnmu Iuctpudbstotropamu ObiecTsa.

Hacrosmas [lonutuka npumeHseTcs B OTHOWEHHW peanusaunu Ilpoxykuun IPSEN
BCEMH CMNELMANM3MPOBaHHBIMH  noapasaenenuamu  Obmecta (Kommepueckuii
Cerment, CneumanusupoBaHubiii (bromkerHbii) Cerment). Ilpu sTOM HacTosmas
[MonuTHKa TNpPUMEHsAETCs B OTHOWIEHMHM peanusauuu Ilpoaykuumu mnojpasneneHus
Oe3pelienTypHBIX NPenapaToR.

Bcee INpunoxenus u JlononHeHus K HacToswweH [TonuTHke SBIAIOTCSA €€ HEOTheMIIEMOM
YacThHO.

PA3IEJ II.
BbIBOP JTUCTPHUBBIOTOPA

KPUTEPMM  BBIBOPA  JMICTPUBBIOTOPOB /  IPOJJIEHHS
COTPYIHUYECTBA C TUCTPUBBIOTOPAMH

BuiGop  JlucTpubbloTOpa/mpo/uieHHe  coTpyAHuudectBa ¢ JIACTpUOBIOTOpOM
npoussoauTcs OBLIeCTBOM HAa OCHOBAaHHH Tpoueaypbl KoMIiekcHO#H npoBepkH.

[pu anamuze [loteHumanbHbiXx JIMCTPHOBLIOTOPOB Ha MpPEAMET  BO3MOXKHOIO
COTpY/HHUECTBA, a TakKe npu aHanuse JeicTBytomux JIucTpubpioTopos Ha npeamer
NPOAOIKEHHS COTPYJHUYECTBA M0 NpHOOPETeHHI0 M pacnpocTpaHeHuio [lpoaykuuu
IPSEN O01ecTBo UccaeayeT CleayoLUe Ipynnkl BONPOCOB:

(i) IlpaBocnocobHocTs [lenoBoro napTHepa;
(i) @UHAHCOBYIO COCTOATENLHOCTL JlenoBoro napTHepa;
(ii1) JlenoByto penytauuto lenosoro naptHepa.

VkazaHHble Bbille TPyMIbl BOMNPOCOB aHanusupyiotes OOwmectBoM no Kputepusam
BbIOOpa, HCUEPNBIBAIOWMHA MepevyeHb KOTOpHIX  YycTaHaBaueaetcs [lonuTHKOM.
[pumenenne k J[lenopomy mnaptHepy moObIX napyrux Kpurtepues Beibopa, He
npeaycMOTpeHHBbIX HacTosweH [TonuTHKO#M, ABNAETCS HENOMYCTUMBIM.

Bce n0oKyMeHTbl, 3anpawivpaembie y JlenoBoro napTHepa s Lesied  OLIEHKH
coorBeTcTBUs Kpurepusm BbiOOpa, MpefoCcTaBisAOTCA B OpPMIMHalax, HOTapHalbHO
3aBEPEHHBIX  KOMHMAX WJIW  KOMHAX, 3aBEPEHHBIX TMOJMNMCHIO  €IWHOIMYHOrO
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UCIMONTHUTEJIEHOIO OpraHa HCJ’IOBOFO napTHepa c ne4yarbro HGHOBOFO napTHepa, €CJIH HE
YKaszaHO HHOE.

Kpurtepuu, ucnons3yemelie /Ui OLIEHKH NpaBocnocodHocTH Jlenosoro naptHepa:

a)

b)

€)

Hanuuue ﬂeﬁCTBleU.{eﬁ perucTpaui B Ka4eCTBE HPUIHYECKOro JiHLA HIIH
WHIOHBUYAJBLHOI'O NpEANpUHUMATENA;

Hanuuue pelicTByromMx JUUEH3HH, HeoOXOIUMBIX [Uld NpUHOOpETEHHs U
peanuzauuu [Mpoaykuuu IPSEN (B ToM umcie, aMueH3un Ha apMaleBTUHECKYIO
JeATeNLHOCTE) U HHbIX HEOOXOAMMBIX JIMLIEH3HH W pazpelleHiii;

Hanu4yue nonHoMouuid nyua, NPeACTABJIAOLIETO HHTEPECHI J]enosoro napTHepa,

OTcyTcTBME NMpOLEAYPbl JHUKBUAALMU HIM OaHKPOTCTBa B OTHOLIEHWH [lenoBoro
napTHepa;

OTCYTCTBME pELICHUI  KOHTpOAMpYIOWMX W (MAM) cyaeOHBIX OpraHoB o
MPHOCTAHOBJICHHH AesATENbHOCTH JlesIoBOrO naprHepa.

B npouecce nporepky cooTReTCTRHA JleIOBOro NapTHepa KPUTEPHUIO MPaBOCNOCOOHOCTH
OO0uecTBO 3anpalluBacT cleaytolue Ao0KyMeHThl (ecnu JlenoBoil napTHep sBasercs
WHAMBUIYATLHBIM NpEeANpUHUMATENEeM, OH MPEJOCTaBisSeT JOKYMEHTbI MO CIHCKY B
YacTH, NPUMEHUMOMH K HEMY):

a)

b)

d)

g)

3anonnennas 3asska Jlenosoro napruepa (no opme, npuseaeHHoil B [Ipunoxenun
3 k INonuTuke);

Beinucka u3 Eaunoro rocyaapcrBenHoro peectpa topuandeckux auu (EIPHOJT)/
BhinMcka W3  EAMHOrO  rocynapcTBeHHOro  peectpa  MHIMBUAYaIbHBIX
npennpunumareneit  (EI'PHIT), Bwigannas HWOHC (eoinucka gomkHa  OBITH
npeaocTaBiieHa /1o MCTedeHus 1 Mecsla co AHs ee Bblaavu);

CeUOeTeNbCTBO O perucTpaury wpuandeckoro nuua (OI'PH) / CeuaerenscTeo 0
rocylapcTBEHHOM perucTpald GU3MUYECKOro JiMlia B KaYeCTBE MHAWBUAYAJILHOIO
npeanpuiumarens (OI'PHUAIT);

CBHJETENILCTBO O MOCTAHOBKE HA yueT B HasoroBom oprane (MHH) / ceuaerenscTro
O TOCTaHOBKE Ha Yy4YeT B HAIOrOBOM oOpraHe (pM3M4ecKoro JHua Mo MecTy
YCUTENbCTBA HAa TeppUTOpHK PD;

VYerae JlenoBoro naptHepa B 1eiCTBYIOLLEH pelakLiu;

[ToaTBepiKaeHHE MOJHOMOYHI WCIONHUTENILHOIO OpraHa IOpHAMYecKoro Juua
(pelleHe © Ha3HAYEHUW TIEHEPalIbHOrO JUPEKTOpa WIH WHOH JOKYMEHT,
npelycMOTPEHHbBIH YCTaBOM);

rHOBCpGHHO(}Tb Ha JIMLO, NOoANHCLIBAKOLICE ﬂHCTpHGL}OTOpCKOG COrJiali€HUE, B
ciy4yae, ¢€C/ii OHO TMOAMNWUCLIBAECTCA HE pPYKOBOIHUTEIIEM / HHJIHBHYaJ1bHBIM
npeanpuHUMaTesieM, a HHbIM YIIOJIHOMOYEHHBIM JIHLIOM ,HGJ'IOBOTO napTHepa,



4.7.

, IPSEN

h)

),

k)

)

Innovation for patient care

Konus mnacnopra (MHOro HOKYMEHTa, YAOCTOBEPSAIOIIEr0 JIMYHOCTH) JIMLA,
noanHceiBaoero JuctpudpoTopcKoe cornaiieHue;

3asBneHus o cornacku Ha oOpaboOTKY NepCOHaNBLHBIX JAaHHBIX OT JIML, YbH KOTIHH
nacnopToB (WM WHBIX JOKYMEHTOB, YIOCTOBEPAIOLIMX JHYHOCTH) MEpeAaoTes
Obwectry (ITpunoxenue 6 Kk Hacrosiei IonuTtrke);

Konus GankoBckoH Kaproukd, B KOTOpOil TnpuBeneH oOpasell NOAMMCH
pykosouTens JlenoBoro naptHepa;

Konun nuuensnit ¥ (M1M) MHBIX pa3pellMTENBHBIX JAOKYMEHTOB Ha MpaBo
ocywecTBieHns JIeNoBbIM NApTHEPOM COOTBETCTBYIOIIEH [EATENBHOCTH MO
JUCTpUOLIOTOPCKOMY COTNALICHHIO;

Konus nacnopTta HHAWBHAYaJlbHOIO MpeaAnpyHHHUMATENA;

CeupetenbctBo 0 BHeceHun B EIPUIT 3anmcu 06 H3MEHEHHMAX, BHOCHMBIX B
cBeZleHHs 00 MHAMBHMYallbHOM TpeANpHHUMATENE,

Kputepuu, ucnone3yembie Uis OLEHKH (PMHAHCOBOH COCTOSITEILHOCTH JIeNOROTO
napTHepa:

a)

b)

d)

Hapnexammii  yuer JlenoBoro naprHepa B HAJIOrOBOM OpraHe B KayecTBe
HAJIOTrOIIaTeNbIIHKa,;

Cobmonenue JlenoBsiM napTHepoM TpeGOBaHMIA POCCHIICKOro 3aKOHOAATENBCTBA O
npeaocTaBlIeHHH OyXrajTepcKoi U HAJIOTOBOM OTYETHOCTH;

OrcyrcTeue y JlenoBoro napriepa 3aI0/KEHHOCTH 110 HAYMC/IEHHBIM HAJIOTaM,
cbopaM M WHBIM 00fA3aTeNbHBIM MNAAaTEXaM B GHODKETHl JHOOOr0 YpPOBHA HIH
roCyAapCTBEHHBIE BHEOIOKeTHbIe (DOHABI 3a MpPOIIENUIMH KalleHaapHbIH o,
pa3Mep KOTOpo# mpesbiliaeT 25% ot GanaHcOBOH CTOMMOCTH akTHBOB JlenoBoro
napTHepa no JaHHBIM OYXrajlTepckOH OTYETHOCTH 3a MOCNEIHHI 3aBepLIeHHBbI
OTYeTHbIH nepuoa (B caydae, ecau JlenoBol napTHep He MpH3HaeT W oGxanyeT B
YCTAHOBJICHHOM 3aKOHOM MoOpsAKe CBOM oDsA3aTenbcTBa MO yhjaTe Kakux-iubo
M1aTexen, yKasaHHbIX B HacTosAlleM nNyHkTe [loNMTHKH, TakHe NIATEXKH He
BKIIOYAKOTCA Ui Lenedl OLEHKH (HHAHCOBOH COCTOATENBHOCTH [0 MOMEHTA
NPHHATHS PEILIEHUS M0 TaKOH xanobe B yCTaHOBIICHHOM 3aKOHOM NOps/Ke);

OTCyTCTBHE HCTIONHUTENBHBIX IPOM3BOACTB, CYAEOHBIX eI, 0 KOTOphiM JlenoBoii
napTHep #ABJSETCS OTBETYMKOM, TI/i€ pasMep TNpeIbABICHHBIX TpeboBaHuii
(cymmapHo no BceM cy/eOHBIM Jiesiam) npeBslinaet 25% 6anaHcoBoil CTOMMOCTH
aKTHBOB JlenoBOro naprHepa B COOTBETCTBHM ¢ MOCHEAHeN Oyxrairepckoi
OTYETHOCTBIO;

OrtcyTcTBHME 10KYMEHTANIBHO NMOATBEPKICHHOM 3a10/)KeHHOCTH nepe OB11ecTBOM
1o onJjare
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- Tlpoaykuuu noapaszaencHus Oe3peuenTypHbIX [PENapaToB ¢ OJHOKPATHOM
npocpoukoi orarbl Oonee, uem Ha 90 nHeH ¢ MOMEHTa HAaCTYIUICHHS CPOKOB
onnatel no JqucTpubpOTOPCKOMY COrNallieHHIO;

JlanHOoe TNONOXEeHWe TMpuMeHsieTcs Ha Oyayluuid nepuoa (A1 HOBBIX W
JIeHCTBYIOILHX MapTHEPOB).

4.8. B npouecce npoBepku cooTBercTBUs J[eNOBOro napTHepa KpUTepuIo (MHAHCOBOH
cocrosiTenbHOcTH OOIIeCTBO 3anpaliMBaeT caeayrole AokyMeHTsl (ecan JlenoBoi
napTHep ABJISETCS WHAMBHAYAIbHLIM  NpEANpHHUMATENeM, OH MpeaoCTaBiAeT
JIOKYMEHTBI T10 CITMCKY B 4acTH, IPUMEHUMO# K HEMY):

a)

b)

VBeIOMJIEHHE O  BO3MOJKHOCTH  TNPUMEHEHHS  YNPOIUEHHOM  CHCTEMBI
HAJIOrOO0NOKEHH, CBUJETENLCTBO O IEPEXOJe Ha YNPOWECHHYIO CHCTeMY
HaIOrooba0KeHU (B cllyyae HCnoNb30BaHHUs yIpoleHHOH cuctembl) / Jleknapauus
HJIC 3a oTueTHbIH Mepro, NpeliecTBYIOIUNA AaTe NPeaoCTaBICHHs IOKYMEHTOB
(IMnarexnoe nopydenue no ynnare HJIC unu Hoareepxnenne sosmewenns HJIC
— Konus TOKyMeHTa HaJloroBoil MHCIEKLUH (C OTMETKOIH HaNoroBOH MHCIEKLMH),
saepeHHas [lenoBsIM napTHEPOM);

Byxraitepckue GanaHchl 1 OTUETHI O MpHOBIIAX M YOBITKAax 3a rOJ W 3a KBapTan,
NpeUIecTBYIOIME JaTe IPEOCTaBAeH!a JIOKYMEHTOB (KONHMH € OTMETKOH
HAJIOTOBOM MHCMEKILMHK, 3aBEPEeHHBbIC OpraHuzalMeil Hauexawum obpasom (B
cllyyae 3JEKTPOHHOro MOATBEPIKAEHUS HANOTOBOH WHCMEKUMM — YKasaTbh KO/
MOATBEPsKIEHHs)) / KHMra ydera JOXOJA0B W pPacxolloB (KOMHA € OTMETKOH
HAJIOrOBOI MHCMEKLMH, 3aBepeHHas J[enoBbIM NapTHEpOM) 3a OTYETHBIA NMepUo,
NpeAlecTBYOUMHI JaTe oJa4 J0KYMEHTOB;

Cnpaska 00 OTCYTCTBMM 3aj0JuKeHHOCTH neped Giomkerom (Cnpaeka 00
MCNOJIHEHMH 00S3aHHOCTH N0 YIUIATE HAJIOrOB, COOPOB, NeHel, WTpadoB, OpUrHHan
M3 HAJIOrOBOW MHCMEKLMHM, NOJYYSHHbIH He paHee, 4eM Noc/e/HAs OTYeTHAas /1aTa).

4.9. KpuTepuu, HCITOIb3yeMBIe U1 OLEHKH 1e/I0BOH penyTauum Jle0BOro naprHepa:

»  HCXOOd U3 9THUYECKOH COCTAaBISIOLIEH

a)

b)

[IpenocTaBneHye MOJHBIX U JOCTOBEPHBIX CBEAECHWH M MH(OpMaLWH, COrnacHo
TpeboBaHuaM Hactosweh [TonuTHky;

Cornacue cobmonars M cobmonenne [leqoBbIM NapTHEPOM M €ro paboTHUKaMH
tpeGopanuii  [0GanbHOl  aHTMKOPPYNUMOHHOH nonuTHkk  (ITpunoxenne 7
nacrosweii ITonutuku) u Kopekca nenopodt »tuku ans napthepop IPSEN
(Ipunoxenue 8 Hacroswed [lonUTHKM) B 4¥acTW, He MOPOTHUBOpEYALIEH
POCCHIICKOMY 3aKOHOJATENbCTBY;

[Tucemennoe cornacue JlenoBoro mnaprHepa Ha TPOXOXKIEHWE WHCTPYKTaxa
O6uwecTBa NO BOMpocaM JEJ0BOM 3THKHM WM Halliuue CBUIETENbCTBA O
MPOXOKIEHUM Takoro uHcTpykraxa OOwmectBa 12 (aBeHajuath) WM MeHee
MECSLEB Ha3al;
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» HCXOJs M3 IOPHINYECKOM cocTaBnsolei (1e-1ope):

d)

g)

Orcyrerue JlenoBoro napTHepa, JHL, 3aHMMAIOIIHUX PYKOBOAALIME JOMKHOCTH
Jlenosoro mnaprtHepa M (MaM) cnocoOHBIX OKasbiBaTh pELUAIOIlEE BAMAHHME Ha
NpHHATHE pelleHui JlenoBbIM napTHepoM (Y4peauTeNH, aKLHOHEPEI), B JHOOOM M3
CHIEYIOLIMX CITHCKOB:

e Peectp HenoOpocoBecTHBIX nocrapuiukor denepanbHOH aHTHMOHONOILHOM
cnyxbel PO, pasmemeHHbii B cetm  MHTepHeT no  ampecy:
https://zakupki.gov.ru/epz/dishonestsupplier/quicksearch/search.html;

e [lepe4eHs opranM3aumii ¥ GU3MUECKUX JIML, B OTHOLIEHHH KOTOPLIX UMEIOTCH
cBelleHUust 00 MX TMpPHYaCTHOCTH K ODKCTPEMMCTCKOH JeATeNbHOCTH HIIH
Teppopusmy DenepanbHoli ciyxObl 1o (GuHaHCOBOMY MOHMTOpMHIY P®,
pa3MeLleHHBbII B ceTH HutepHer no aapecy
http://www.fedstm.ru/documents/terrorists-catalog-portal-act;

e  Peectp nuckBannbuuupoBaHHbIX nul PenepanbHON HANOroBoH ciyx0Obl PO,
pa3MelleHHbIH B CeTH HHuTepHer no azpecy:
https://service.nalog.ru/disqualified.do.

OTcyTCTBHE CYyMMOCTH W YrOJIOBHOIO MpECIeNOBaHWs 3a COBEpIUEHHE
NpecTynieHui B cdepe 3KOHOMUKH, NMOATBEPHIEHHBIX aKTAMH KOMIIETEHTHBIX
rOCYJIapCTBEHHBIX OPraHoB, Y JIML, 3aHHMAlOUMX PYKOBOJAALIME JOJKHOCTH
Henosoro nmaptHepa W (MiM) crnOcoOHBIX OKa3blBaTH pPEHIAIOLIEE BJMAHME HA
NPUHATHE pelleHni JIe0BbIM NAapTHEPOM (YUpEeAHTENH, aKLIHOHEPHI);

OtcyTcTBHe (PakTOB KOPPYNLUMOHHBIX NMpaBOHapyleHWH ¢ yuyactem JlenoBoro
napTHepa, JIMl, 3aHUMAalOLMX PyKOBOJALIME A0KHOCTH [lesioBoro maptHepa u
(nnn) cnocoGHBIX OKa3bIBaTh peILAlOLLEe BIMSIHHE HA IPUHATHE pelleHuii JlenoBbim
MapTHEPOM (yupeaurtenu, aKLMOHEPkI), MOATBEPKASHHBIX aKTaMmH
YNOJIHOMOUYEHHBIX FOCYAapCTBeHHbIX opraHoB Poccuiickoii Menepauunu. B ciyuae
CyLLeCTBOBAHHUSA TaKWX 3asBJAeHHH OOLLECTBO BIpaBe MPHOCTAHOBHTD MPOBEJEHHE
KomnnekcHol npoBepkH M He NPUHUMATh PELUEHHE O 3aKIIOYEHWH/TPOAJIEHHH
AeHCTBUA JIMCTPHOBIOTOPCKOrO COMIALLEHHUS, @ TAKKE MPHOCTAHOBUTE HCIIONIHEHHE
AEHCTBYIOWETO  JIMCTPHOBLIOTOPCKOrO cornalleHus ¢ yKaszaHHbiM  JleloBbIM
NapTHEPOM [0 MOMEHTA MPUHATHA OKOHYATENIbHOrO PELIEHHS] COOTBETCTRYIOIIMM
YTOJIHOMOYEHHBIM OPraHOM.

OrtcyTeTBue 3a nocnenHue 3 (TpH) roja YCTaHOB/ICHHBIX BCTYMHUBIIMM B 3aKOHHYIO
CHy pewieHHeM cyaa ¢akToB yyacTMs JlesioBOro maprHepa B KapTensx,
coaepKaliuX MPH3HAKH COCTABOB NPECTYMACHHH, NpeayCcMOTpeHHbIX cT. 178 YK
P®. B ciyuae cyulecTBOBaHHA TakuX 3asBneHuii O6IIECTBO BIpaBe NPHOCTAHOBHTE
npoeneHne  KomnnekcHod mnpoBepkM M HE NPUHUMATh  pEIIEHHE O
3aKJIIOYEHUH/TIPOANCHHH AeHCTBUA J[MCTpUOBIOTOPCKOrO COIJIALIEHHA, a TakKxkKe
NMPHOCTAHOBUTE UCMONHEHHE AelcTRytoero JIMcTpHOBIOTOPCKOrO COrnatieHts ¢
yKa3aHHbIM JIeJI0BbLIM IapTHEPOM 110 MOMEHTA MPHHATHS OKOHYATENILHOFO PELLIEHHS
COOTBETCTBYIOUIUM YIOJIHOMOYEHHBIM OPraHoM.
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h) Otcyrcteue odHUMANBLHBIX 3aABNEHUHA  YNOAHOMOYEHHBIX TOCYIapPCTBEHHBIX

OpraHoB Wi COOOLUEHMH O TEKYWMX paccieoBaHHAX  OTHOCHTENILHO
MPUYACTHOCTH K KOPPYMLIMOHHBIM NpaBoHapywieHusm JlenoBoro naptHepa, Jul,
3aHUMAIOLIMX PYKOBOJISIIME JOKHOCTH [leoBOro napTHepa u (MiM) CrnocodHbIX
OKa3plBaTh pEllAlollee BIMSHWE Ha NPUHATHE pelleHuit JlenosbiM MapTHepoM
(y4peauTesii, aKuMoHepbl), OnyOJMKOBAHHBIX Ha OQMUMAILHOM caiiTe 9TOro
rOCYJapCTBEHHOTO OpraHa WiM B WHOM O(HLMalbHOM HcTouHMke. B ciyuqae
CyLIECTBOBAHUA TaKuX 3asiBiieHHi OOLIECTBO BNpase NPUOCTAHOBHTL MPOBE/ICHHUE
KOMIUIEKCHO# NPOBEPKH M HE TPUHMMATh PelleHHE O 3aKI0YeHHH/TIPOLICHNH
neiictBus JIMcTpUOBIOTOPCKOrO COTNAlEHHs, @ TAKKE NPHOCTAHOBUTH HCIIOJIHEHHE
aeiicTBytomero  JIMCTpUGLIOTOPCKOrO  COrJIalieHHs € yKasaHHbIM  JleNloBbIM
NapTHEPOM 10 MOMEHTA IPHHATHA OKOHYATE/ILHOIO PeLIeHUs COOTBETCTBYIOLINM
YIOJIHOMOYEHHBIM OPraHoM.

Mpu eeisienesud OOiecTBOM MHPOPMALIMKM O BO3MOXHBIX KOPPYMIMOHHBIX
NpPaBOHAPYLIEHUSAX C YUaCTHEM YKa3aHHbIX JIH1L, KOTOPbIE €lue He ObLTH NpeIMeToM
paccMOTPEHHs YNOJHOMOYEHHBIX FOCYJapCTBEHHbIX opraHos, OOuiecTBo Bripase
3aABUThH  YMOJTHOMOYEHHBIM OpraHaM O HaJM4MH Takoh wuHpopMauuM W
MHULMHMpPOBaTh TPOBEpKY M (Mau) cynebuoe pasOuparenscrso. Ilpun Hauane
YKa3aHHOW MPOBEPKM  YMNOJHOMOYEHHbLIM —OpraHoM M (umm) cyaebHoro
pas6upatensctea  OOliecTBO MnpHOCTaHapMBaeT npoeejenue  KomniekcHo#
MPOBEPKHM M HE [MPUHUMACT pEIIEHHE O 3aKIIOYEHHH/IPOICHHH [CHCTBUSA
JIMCTPUOBIOTOPCKOrO  COTNAllIeHHA, a TaKKe NPHOCTAHABIMBACT HWCNOHEHHE
neiicTeytomiero  JIMCTpUOLIOTOPCKOro  COrjalieHus ¢ yKazaHHbiM - JleoBbIM
MApTHEPOM HA BECb MEPHOJ MPOBEPKM M (MiM) cynebHOro pasduparesCTBa 110
MOMEHTA BBIHECEHMs pelleHHs [0 pe3yabTaTaM TMpPOBEPKH W (MJIM) MPHHATHSA
COOTBETCTBYIOLIMM YMOJHOMOYEHHBIM OPraHOM aKTa, [OATBEPKAAIOIEro Wi
ornposeprawouiero Gakt HapyueHus,

OTCYTCTBME YCTAHOBIEHHBIX YMOJIHOMOYEHHBIMH IOCYAapCTBEHHBIMH OpraHamu
daktoB  HapyweHuii JlenoBbIM  NapTHEPOM  NOJOKEHWH  JEHCTBYIOLIETO
3aKOHOJATENLCTRA B 06/1aCTH 0OpaLIeH s IEKapCTBEHHBIX CPECTB B KonuuecTse 10
(necatn) pas 3a 10 ser: pacnpocTpaHeHHMs  JleJOBBIM - MapTHEpPOM
¢danbcubuLMpPOBaHHBIX, KOHTpadakTHBIX JeKapCTBEHHbIX [PENapaTos, nmbo
NEKApCTBEHHBIX TpEenapaToB HEHa/JIeXkKalllero KayecTsa, ¢ HCTEKIHMM CPOKOM
roJIHOCTH MJIH C HapyLueHHeM TpeOyeMoro nopajaka XxpaHeHHs, TPaHCTIOPTHPOBKH H
peanu3aluM, HanpuMep, B Cjyyae HeCOOMOAEHHS «XOJIOJIOBOH Lenu» Ui
TEPMOCEHCUTHBHBIX JIEKAPCTBEHHBIX MNPENaparoB, Kak M0J TOProBbIM 3HAKOM
IPSEN, Tak ¥ noj TOProBeIMKM 3HAKaMH APYrHX NPOU3BOHTENEH.

B cayuae BbisBieHus OOLIECTBOM BblllieyKa3aHHbIX (aKTOB B OTHOLICHHH
[Mpoaykuun IPSEN, OO6uiecteo Bnpase 3afBHTh YMOJIHOMOYCHHBIM OpraHam
(Bkmouas DexepanbHylo ciyxOy no Hamsopy B chepe 31paBOOXPAaHEHHMA
(Poc3apaBHaa30p)) 0 HaMMYKMK TakoH WHGOPMALMM ¥ MHHLMHPOBATE NPOBEPKY H
(nnu) cynebHoe pazbuparenbctBo. [lpy  Hayane yKazaHHbBIX TPOBEPKH
YMONHOMOYEHHBIM OpraHoM M (win) cynebHoro pasdupareibcrsa OOuiecTBo
NpUOCTaHaBINnBaeT nMposeaeHHe KOMIIEKCHOM MPOBEPKH H HE IPHHUMAET PELIEHUE
0 3AKJIOYEHHH/NIPOJIEHHH AeiicTBUA JIMCTpHOBIOTOPCKOrO COrJIalleHHs, a TaloKe
NPHOCTAHABIMBACT HCMOMHEHHE JieicTRYOIIero JIucTpHOBIOTOPCKOro CornaeH s
¢ ykasaHHbIM JIeIOBBIM MapTHEPOM Ha BECh MEPHO/ NPOBEPKH M (MnK) cynebHOro
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pasOHpaTe/bCTBA 10 MOMEHTA BBIHECEHHA PElEeHHs MO pe3y/ibTaTaM MPOBEPKH H
(MM)  NPUHATHA  COOTBETCTBYIOIIMM  YTIOJHOMOUYEHHBIM — OpraHOM  aKTa,
NOATBEPAJAIOLIEro MK ONpPOBEprawIero JaHHbii haKT;

1) OrcyrctBue (akToB ocyuliecTBAeHHs JleOBbIM MapTHEpPOM HeA0GPOCOBECTHOM
KOHKYPEHLMH, a TaKXe paclnpocTpaHeHHs MHGOpMalMH, nopoualleil JeOBYIO
penyTtaguio OOiiecTBa, KOMIIaHUM MexayHapoaHoi rpynnel IPSEN, a Takke ee
COTPYJHHMKOB, MOATBEPKAECHHBIX aKTaMH CyJOB 3a NOCeAHHe TpH roja. B cinyuae
CYLIECTBOBaHHS TakKHX 3asBJeHHI OOLLECTBO BIIPaBe NPHOCTAHOBUTH MPOBEICHHE
KoMmniekcHOH npoBepkH M He MPHHMMAaTh pElICHHE O 3aKIKOYEHHH/TIPOANIEHHH
AercTBUA JMCTpHOBIOTOPCKOrO CornamieHus, a TakyKe NPUOCTAHOBUTE HCIIOJIHEHHE
Jeicteyromero JIMCcTpUOBIOTOPCKOrO COMNalleHUss ¢  YKasaHHbIM  J]enoBeIM
NapTHEPOM 10 MOMEHTa NMPHHATHS OKOHYATEeJIbHOIO PELIEHHA COOTBETCTBYHOLIUM
YINOJHOMOYEHHBIM OPraHoOM;

»  HCXO0/s U3 TEXHHYECKOH COCTaBAIOIEH (BO3MOKHOCTH 0becrieueH s U noaaepKaHus

4.10.

4.11.

4.12.

HeTpepbIBHBIX MOCTABOK):

k) Cosokynueiii TOBapooGopoT He Mmenee 5000000 000 (munnuapaor) py6ieii
cornacHo (PMHaHCOBOI OTYETHOCTH 3a NpeblIyIUHi KaleHAapHbIH roJ.

B npouecce mnpoBepkH cOOTBeTCTBUS [le/IOBOro mnapTHepa KpPUTEPHIO JEJI0BON
penytauuu O6wecTBO 3anpalluBaeT CAeayIOUIHE JOKYMEHTI:

a) Ilucemo-3aBepeHHeE O COrNacHH OCYIIECTBHTH ACHCTBHA, MPENYCMOTPEHHBIE M. a-C
n. 4.9 nacrosmei [Tonutuku;

b) Ilucbmo-3aBepeHne 00 OTCYTCTBHM OOCTOSTENBCTB, yKasaHHbIX B mn. d-k n. 4.9
HacTtosue [TonuTHkH;

c) duHaHCOBas OTYETHOCTH 3a MOCIEAHHH KaleHJapHbiii roa Ha aaty obpaiueHus o
COTpPY/AHUYECTBE.

JlenoBoit napTHep TakiKe 3anojHAET B CHEUMalbHOH HHTEpHET-CHCTeMe OO0lecTBa
Ksanudukauronnywo ounait-dpopmy Q2 no cceinke, HampabisemMoi OGLIECTBOM.
Cnucok BONpoCoB, noiexalliux 3anoiHenuio B KeanudpukauuonHoii oH-naitn-popme
Q2, npuBeneH a1 o3HakomieHus B [Ipunokennu 4 k [NonuTuke.

Ouenka cootBerctBus JlenoBoro naptHepa KpuTepusm BeIGOpa OCyLIECTBISETCS
OOmecTBOM Ha ocHOBaHWH MHGOpPMaLMK, yKazaHHOH JIeNOoBbIM MapTHepoM B 3asBke
Henosoro naptHepa (Ilpunoxenue 3 Kk Hactosined [ToNUTHKE), [NOKYMEHTOB,
npenocTaB/leHHBIX Jle/I0BbIM NapTHEPOM B COOTBETCTBUH ¢ TpeOoBaHuAMH [TonuTHky, a
TaKke Ha OCHOBAaHMM MHQPOpPMaUMH, MOMYYEHHOH H3 OQDHUMATBHBIX HCTOYHHKOB,
BKJIIOYasi, HO HE OrpaHWYHBasACh O5TUM, O(HUHANbHBIE CcalTbhl YMOTHOMOYEHHBIX
POCCHHCKHX TOCYJapCcTBEHHbIX opraHoB. Mudopmauus, pasmeuieHHas B OTKPBITOM
nocryne B cetH «MHTepHer», He Ha oQuUMaNbHBIX caiiTax yNOJIHOMOYEHHBIX
rOCyJJapCTBEHHBIX OPraHOB HM MpPU KaKUX OOCTOSTENILCTBAX HE MOXET SABIASATHCH
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OCHOBAHHEM JUI BLIHECEHMS pellieHHs 0 HecooTBeTCTBUH JlenoBoro napTHepa Kakum-
nubo u3 Kpurepues BeiGopa v 0TKa3a B COTPYAHHYECTBE JIO TEX 110, [10Ka OHA He OyneT
MOJTBEPXK/AEHA BbIHECEHHBIM B YCTAHOBJIEHHOM NOPAJKE aKTOM TOCYIapCTBEHHOrO
oprasa.

JlenoBoii mapTHep BnpaBe no COOCTBEHHOH MHHULIMATHBE MPEJOCTaBUTL HHbBIC
JIOKYMEHTBI, KOTOpbIE SBJIAIOTCS HEOOXOMMMBIMU C TOYKM 3peHus AanHoro [lenooro
napTHepa s ero OueHkd Ha cooTtBercTBMe Kpurtepuam BeiGopa. Takune
NOMONHHUTENBHLIE JOKYMEHTbl NpHHHMatoTcs OOLIECTBOM K CBEAEHMIO, OJHAKO
OTCYTCTBHE JOMONHHTENILHBIX JOKYMEHTOB HE MOXKET CIYIKHTh OCHOBAHHEM U1 OTKa3a
JlenoBoMy napTHepy B COTPYAHUYECTBE.

Hecootsercteue Jlenosoro naprHepa modomy vz Kputepuer BblOOpa, yKasaHHbIX B
nyHkrax 4.5 — 4.9 nacrosieit [Tonuthku sSBAsETCS OCHOBaHMeM s oTkasza ObuiecTsa
OT BCTYIUIEHHSI B J0roBOpHbIe OTHOWeHUs ¢ [loTeHunanbHbiM JucTpubbiotopomM, a
TaKoKe I PacTOPIKEHMs JOrOBOPHBIX oTHOWEeHHH ¢ JleficTBytomum JIucTpuGpioTopoM.

MPOLEAYPA U CPOKH NMPOBEJAEHHMSI KOMILIEKCHOW NMPOBEPKH
JAEJJOBOI'O TITIAPTHEPA I 3AKJIHOYEHHSI HWIHW TIPOJJIEHUA
JAUCTPUBIOTOPCKOI'O COI'JIAINEHUSA

Pewenne o 3akmouyeHun Jlpctpubbstotopckoro cornaweHus ¢ lloTeHumanbHbIM
JIMCTPUOBLIOTOPOM MJIH O TIPOTIEHHH AeHcTRYOLEro JIMcTpuOLIOTOPCKOro corialueHus
npunumaetcs OGLIECTBOM TOJBKO MOCIIE MPOBEEHH COOTBETCTBYIOIIEH KoMIIeKCHOM
npoeepku JIenoBOro napTHepa, KoTopas BKJIHoUaeT B ceds cieyIome IeHCTBHS:

O6pamenne JdeIoBOro napTHepa ¢ NnpellozkeHHeM 0 COTpY/IHHYecTBe (NPOAJIeHHH
COTpYAHHYECTBA) H mnojy4Yenue HHGopManuu H JAoKymentoB oT /[lesoBoro
napTHepa

5.2.1.TMorenuuanbueid  JUCTpUOBIOTOP,  3aMHTEPECOBAHHBLIE B 3aKJIKOUEHWUH
Juctpubsrotopekoro cornamenns ¢ O6wectroM, Hanpasiser B O611eCTBO 3anpoc
B Gopme 3assku JlenoBoro mapTHepa (MpeuloKeHHE O Hauyale COTPYAHHYECTBA)
(Mpunoxenue 3 HacTosmeHd [TOMUTHKH), NOANMHCAHHON YIIOJITHOMOYEHHBIM JIMLIOM H
zapepeHHol nevarbio [NoteHunansHoro JucrpubeioTopa (NpH HATHYKK).

5.2.2. leiictByIowinii JINCTpUOBIOTOP, 3aUHTEPECOBAHHBIH B MPOJUICHWH CPOKa AeiCTBHS
JucTpubLIOTOPCKOro cornaiieHusi, Harpapiser B OOuiectso 3anpoc B (opme
3aseku JlenoBoro mnapTHepa (Npe/UIOKEHHE O TMPOATIEHMH CpOKa JCHCTBHS
Huctpubbrotopekoro cornamenus) (Ilpunoxenne 3 wactoswedt IlonnuThkn),
NOANMCAHHOH YNOJHOMOUYEHHBIM JIMIIOM WM 3aBepeHHoil nedatbio JlelicTByouiero
Jluctpubeiotopa (npu  Haduuuu). 3asBKa Ha MNPOAJEHHE CpoKa JCHCTBHA
JIMCTPUOBIOTOPCKOro  corjallieHus JofkHa OwiTe HanpasineHa JledCTBYIOUIMM
Jluctpubsiotopom B ajapec OOliecTBa He Mo3JHEE, 4eM 3a 4 (YeThipe) Mecsua ao
NaThl HMCTEYEHMs CpoKa JeHCTBHS cooTBeTcTBYMoWero JucTtpubbioTopekoro
cornalleHMs.

5.2.3.3aaBka J[enoBoro napTHepa HanpaernseTcs KypbepoM ¢ YBEIOMIIEHHEM O BPYUEHHH
MM Mo noyre (3aKasHbIM MHCbMOM) C YBEJOMJIGHHEM O BPYUYEHHMH MO aJpecy:
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109147, r.Mocksa, yn.Taranckas, 17-23, nu6o no 31eKTPOHHOI MouTe Ha azgpec:
ipsen.moscow(@ipsen.com.

5.2.4.B rteuenue 5 (naTh) paboynx JHeH ¢ MOMEHTa noiyyeHus ot J[eloBoro napTHepa
3askn O6L1eCTBO NOATBEPIHKAAET MMCHMOM - 3aKA3HBIM 110 M10YTE MO0 KYphepCKOii
cnyxO0l WM MO 3NEKTPOHHOH mouTe ee moidyveHue, coobuiaer JlenoBoMmy
napTHepy 0 HeoOXOAMMOCTH npoBeaeHHs KOoMMIeKCHOi NpoBepKH W Hampasiser
HenosoMy napTHepy clenyouiee:

e Cnucok MHOPMAUMM W JIOKYMEHTOB, KOTOpbie [lesioBoii mapTHep JojxkeH
npenoctapuTh OO6LLecTBY B COOTBETCTBHM ¢ [lpuiioskeHneM 5 K HacTosLLEH
ITonuTtHKe;

5.2.5. [lenosoit naptHep npeaoctasiser OGLIECTBY COOTBETCTBYIONIYIO HH(OPMALIHIO H
nokymeHTbl B TeveHwe 30 (Tpuauarv) JaHeidl ¢ MOMEHTAa [OJy4YEHHs
COOTBETCTBYIOLIETO 3anpoca ot OblecTsa.

5.2.6.06wecTBO MPOBOJUT NPEABAPUTELHYIO MPOBEPKY MNMPEJOCTABIEHHBIX J[e0BBIM
MapTHepoM HHPOPMAMM M [JOKYMEHTOB Ha TpeIMET MX KOMIUIEKTHOCTH H
Haanexawled ¢opmel, nNoATBEpKIAaET mnomydeHue oT JlenoBoro mapTHepa
COOTBETCTBYIOIEH HH(OPMALIMM W JOKYMEHTOB W cooOwaer emy o6
MHULMHPOBAHWH npoueypbl KoMnuiekcHo# mpoeepku B TeueHue 30 (mpuoyamu)
KaJleHJapHbIX JHEH ¢ MOMEHTa Moj1ly4eHHsa oT JlenoBoro napTHepa 3anpoiieHHoi
uH(OpMaLnK 1 JoKyMeHTOB. 1o dhakTy HHHUKMKHpPOBaHUs npoueaypsl KommnekcHoi
npoBepkd OOwecTBo Hanpapnser JlenoBoMy napTHepy CChUIKY Ha 3aNolHeHHe
KeanndukaumonHoi ounaitn Qopmbl Q2 B crneyuanbHON MHTEPHET CHCTeMe
O6umecTra.

5.27.B cnyyae He TMpeNOCTaBNCHWS WJIH HENOJHOTO MpeAocTaBieHus J[enoBbIM
napTHEpOM Beel MHGOPMaLMK U JOKYMEHTOB, 3anpolueHHbIX OBIIeCTBOM, B CPOK,
yKazaHHeiii B m. 5.2.5 Hactosiwei [lonutuku, OBGuiecTBo u3Bewaer o6 3Tom
HenoBoro napTHepa v npejjaraeT emMy NpefocTaBUTh HEAOCTAIOIKE HHAOPMALIMIO
M [JOKYMEHTbl B TeueHHMe 14 (YeTblpHaauaTH) KaleHJapHbIX JHEH ¢ MOMEHTa
nojy4eHus JIeNoBbIM NapTHEPOM YKa3aHHOIO YBEAOMIIEHMS, JHOO MOATBEPAMTS
CBOM OTKa3 oT y4acTus B KoMniekcHo# npoBepke.

5.3. Ilposenenne KomnuekcHoii npomepku coorsercrBusi JleoBoro mnapTHepa
neodxoaumeiM Kpurepusim BoiGopa

5.3.1. Tlocne monyuenus ot JlenoBoro nmaprHepa BCeX 3ampoOIIEHHBIX JIOKYMEHTOB H
uHhopmauuu, Kommepueckuii coBer OOuiecTBa npou3soauT KommiekcHyio
npoBepKy cooTBeTcTBHA Jlenosoro naprHepa Kputepusam BeiGopa.

5.3.2. Kaxnplii uwien Kommepueckoro coBera OOLiecTBa NPOBOANT OLEHKY COOTBETCTBHSA
Henororo napruepa Kpurepusm BeiGopa, onpejiesieHHbIM HacToawmel TTonMTHKOM
B KQU€CTBE 30HbI X OTBETCTBEHHOCTH, H MPHHUMAET 10 HUM peLeHHE COTrJIACHO
CHENYOILEMY CIIUCKY:
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e 3a nposepky Kpurepuer npasocrnocodHocTn oteeyaet [pencragutens IPSEN
Tuxomuposa Jlnana OpbeBHa;

e 3a npoepky Kpurtepuer (QHHAHCOBOM  COCTOATENILHOCTH  OTBEYaeT
dunancosslii aupektop, Poccus u CHI;

e 3anposepky Kpurepues nenosoii penyrauuu oteeyaioT [pencrasutens IPSEN
Jposnoe Slpocnas Anapeesuy, a Takxke Ilpeacragutens IPSEN Tuxomuposa
Jnana lOpbeBHa;

e 3anpoBepKy 3anonHenHoH KsanudukauuonHoi on-naiH gopmsl Q2 oTevator
(nocnenoartensHo): Meneakep no paboTe ¢ KIMEHTaMM, OTBEualOlIMii 3a
JlenoBoro mapTHepa, KOTOpbI MuiaHWpyeT 3akynath npoaykuuio IPSEN, a
taoke [peacrasuresns IPSEN Jlposnos Slpocnas Anjapeesny;

e 3a odopmiieHHe pelleHus 1o pe3ynbTatam KoMnnekCHoH NpoBepKH oTBevyaer
PykoBoauTtens cootercTBytowlero Orzena, OTBeHaAlOWIMA 3a peanu3aluio
IMpoaykuuu IPSEN, kotopyto njaanupyer 3akynars JlenoBoi napThep.

KomnuiekcHas npoBepka BkJiodaet B ceds nposepky Beex JlenoBeiX napTHepor Ha
coorBercTBue KpuTepusm BpiGopa, ykazaHHbiM B 1. 4.5 — 4.9 nacrosiiei
[TonuTHKH.

MakcumanbHbIi cpok nposeaeHus KoMnieKcHOH NpoBepKH ¥ NPHHATHA pelueHUs
o coortBercTBuu Jlenosoro mnapthepa Kputepusm BbiOOpa, YCTaHOBIEHHBIM
nactosiied [loauTukoit, cocrapnsier 120 (cmo dsaoyams) KajaeHIapHbIX JHEH ¢
MOMeHTa noJjiydeHuss OOLIECTBOM BCeX 3anpalliMBacMblX B COOTBETCTBHH C
HacToswei [lonMTHKOR 1OKYMEHTOB.

B pamkax npoeeaenuss KommexcHoii npoeepku Jlenosoro naptuepa OOiectBo
Bripage obpamarscs K JlenoBoMy napTHepy 3a yTOUYHEHWSIMH U PasbsCHEHWUAMH,
KaK B YCTHOM, Tak ¥ B nucbMeHHo# dopme. Ecau cpok oTeeTa JleoBOro napTHepa
Ha sanpoc OGuiecTBa O MNPENOCTaBNEHHH YTOYHEHMIH M (M/IM) pasbACHEHHH
npepblaer 5 (maTh) paGouux gHel, To obwmit cpok nposeneHus ObliecTBOM
KoMniekcHo# npoeepku, ykasaHHblH B myHkTe 5.3.4 nacrosuiei Iloanthky,
aBTOMATHYECKH MPOJJIEBAETCA HA MEPHO/ npefocTapieHus JlenoBbM NapTHEpoOM
COOTBETCTBYIOLIMX YTOUHEHHUH H (UJIH) pasbiACHEHHH.

[Mpoenenne KoMnnekcHOW NpOBEPKH MOXKET ObiTh [PHOCTAHOBJIEHO MO
OCHOBaHMSAM, NPEAYCMOTPEHHbIM B moanyHkTax h), i) nyukra 4.9 nacrosiueH
[MonutHkK.

Ilopsidok u cpoxu nposedenus Komnnexcrnou nposepru

OGLIEeCTBO  OCYILECTBJIET [POBEPKY cooTBeTcTBUA Jlenosoro mnaprHepa
Kputepusm BbIOOpa, yKasaHHbIM B 1.1 4.5 — 4.9 nacroswei [TonnTuku.

Ecau no pesynsraram KomiiekcHoii npoepku O611eCTBO NPUHUMAET pellieHHE O
cootBetcTeuu Jlenoporo napraepa Kputepusim BbiGOpa, yKasanHbeIM B 0. 4.5-4.9
Hacrtosiieit  [Tonutuky, OOWECTBO  BBIHOCMT — PELICHHE O  COrNacHu

16



IPSEN

Innovation for patient care

3aKIIOYMTL/MPONTHTL  JIMCTPUOBIOTOPCKOE  COrJlallleHHe B COOTBETCTBHM ¢
NpaBUJIAMH, YCTAHOBJICHHbIMH B M.1. 5.4.2 — 5.4.5 1 B cpoK, yKazaHHbli B 1. 5.4.1
Hacroswel TTonuTHky.

Ecnu no pesynerartam Komnnekcroii npoBepku OB1IeCTBO IPUHUMAET PelLIEHHE O
HecooTBeTcTBHM Jlenosoro naptHepa mobomy u3 Kputepues BeiGopa, yKazaHHbIX
B n.n. 4.5 - 4.9 nacroswei IToantukn, OOulecTBO 3aBepluaeT npoBeleHHE
KomMnnekcHoii nposepku v Hanpaeiser [lenoBoMy napTHepy peleHHe 06 3ToM ¢
YKa3aHHEM OCHOBAHMH OTKa3a OT 3aKJo4eHHus/npoaneHus JucTpubeioTopckoro
COrjialleHus B COOTBETCTBHH C MPaBHJIaMH, YCTAHOBIIEHHBIMU B 1. 5.4.6 — 5.4.9,
B CPOK, YKa3aHHbIH B 1. 5.4.1 HacTosuel [ToanTHku.

5.4. TlpuusTHe pemieHHs N0 pe3ybTaTaM nposeenns KomnaekcHoii npoBepkn

54.1.

5.4.2.

5.43.

Kommepueckuii coBer O6liecTBa B TeueHwe 5 (MATM) KaleHIApHbIX AHEH C
MOMEHTa 3aBepllieHHs KoMniekcHol npoBepKky NPUHUMAET OJTHO U3 CIIEAYIONIMX
peLIeHH:

e O sakmouenuu/mponneHun JuctpubbioTopcKoro corjamenus ¢ JIenoBbiM
MapTHEPOM;

¢ O6 oTkaze B 3aKIHOYEHHH/TIpoAeHHH JIHCTPUOBIOTOPCKOrO COrNaLIEHHs ¢
HenoBbiM napTHepoMm.

Pemenune o saxarouenun/nponiennn {McTpHOLIOTOPCKOrO COrJIAIICHHS
Je/10BLIM NAPTHEPOM NPHHUMAETCS B TOM CIIy4ae, eClld 110 HTOraM NpoBeAeHHO
[Iposepku JlenoBoro naprHepa OyAeT YCTAHOBJEHO, YTO OH OTBEYaeT BCEM
Kputepusim BbiGopa, ykasanHbiM B m.n. 4.5 — 4.9 Hactosweil Kommepueckoii
MNOJIMTHKH.

YBellOM/IeHHE O NPHHATOM MOJIOXKHTEIBHOM PelleHHH Hanpasnsetcs JlenoBomy
napTHepy B TedeHHe 5 (nATH) pabouux AHeH CO OHA NPUHATHA pELlEeHHs O
3aKmoYeHun/npoanenun  Jluctpubbiotopckoro  cornamiedus ¢ J{enOBbIM
napTHEPOM.

B cay4ae npUHATHSA NON0KHTENBHOIO PEIUEeHHsE MPOeKT JUCTpHOBIOTOPCKOro
cornawenus  (Ilpunoxenne 9 k  Hacrosweil  [lonuThke) ymbo
JIONOJHMTENLHOTO COIJIAIIEHHS O €ro MpPOUIEHHH, a TaKKe CBEACHMS O
BO3MOJKHBIX MPEMHSX W YCJIOBHAX PAacCPoOvKH ruiatexa (mpd 3anpoce oT
Henosoro naptHepa) B otHomenun Ipoaykunu IPSEN, kotopyio Jlenosoii
mapTHep ykaszan B 3asBke JleoBoro napTHepa B KauyeCcTBE NpPOAYKLMH,
KOTOPYIO OH IJIaHHPYET NpHOOpeTaTh (NpH HATMYHK MPEMHUI W/UK ycnoBuii
paccpouKH Niiarexa), nepenaoTcs Ha paccMoTpeHue JlenoBoro naprtHepa B
teueHne 10 (aecatu) paboumx aHek co aHsA npuHATHs OGLIECTBOM peLieHHs
0 3aK/IOveHHH/npoieHun JlnctpubbioTopekoro cornamenus ¢ JIenoBbim
napTHEPOM.
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poekT JIMcTpUOBLIOTOPCKOTO cornatenus jinbo JIonoaHUTeNbHOro cornameHus
0 €ro Npo/JIEHHH ABJISETCS CTAHAAPTHBIM U COAEPIKHUT YCIIOBHS, ABJIAIOWMECS 1TTs
HEro cyllecTBeHHbIMH. Bepcus JIucTpuOblOTOPCKOro — cornaienus —Janbo
JIOTOTHUTENBHOTO COrJIalIeH s O ero NpoieHHH, noanuceiBaemas OGecTBOM 1
JIenoBbLIM NApTHEPOM, MOXKET TAK)Ke COJIepiKaTh U WHBIC YCIIOBHS, COTJIaCOBaHHBIE
MEKJY CTOpPOHam# (NP YCJIOBHMH, YTO OHM HE BJEKYT AMCKPHMHHALMH HHbIX
JIUcTprOBIOTOPOB).

JIOMONHUTENbHbIE  YCIOBHSA, TMOArOTOBJICHHbIE JIeNOBBIM — mapTHepoM 1o
pe3y/bTaTaM paccMOTpeHHs MpoekTa JIUCTpHOBLIOTOPCKOro coriaueHus JInbo
JIOMONHUTENBHOTO COTJIAllIEH s O ero MpoJIeHHH, paccmaTtprBaioTes OOiecTBOM
B CPOK, He mpesblwalomii 1 (0aHOro) Mecsua, B 3aBUCMMOCTH OT 00beMa
npennoxenuit Jlenosoro naprHepa, nocne yero Obuiecteo coodbwaer JlenoBomy
napTHepY O COTJIACHM ¢ HUMH MO0 MpeoCTaB/IseT CBOM 3aMe4aHus M POTOKOI
pasHOrnacuii K NPeIIOKeHHAM MO BKJIIOYEHHIO JIOTIONHUTENBHBIX YCIOBHi B
Jluctpubbrotopckoe cornaieHue aubo B JlonosHuTENbHOE COrNIALIEHUE O €ro
MPOANIEHUH.

B cnyuae cornacus OfuectBa ¢ npeanoxenuamu Jlesosoro naptHepa mno
BKJIOUEHUIO JOTIOTHUTENBHBIX YCIOBHI B JIMCTpHOBIOTOPCKOE cornaiieHue nubo
B JlononHuTenbHOE corsiaieHue o ero npoaieHnu, Oduiectso u [lenoBoi napthep
sakmodalor  Jluctpubeiotopekoe  cornamenve  (ana  ToTreHuuanbHbIX
Jlnctpubbiotopos) unu JlononHurenbhoe cornaienue K JucTpudbioTopckomy
cornawenuio (s JleiictByrommx Jlucrpudsiotopo) B Teuenue 30 (Tpuauath)
pabounx auel ¢ MoMeHTa HanpasieHus OOuectBom JleoBoMy napTHepy CBOEro
COTJIacHs.

B cnyuae uecornacus OOwmectsa ¢ npemiokeHusMu JleqoBoro maptHepa no
BKIIOUEHHIO JIONOMHUTENbHBIX YcnoBui B JIMCTpUOBIOTOPCKOE COrylailieHue/s
JlonoNHUTeAbHOE COTJIAIIEHHE O ero NpoAJTeHHH, B TedeHuwe 20 (mBanuarh)
pabounx aHell ¢ MomeHTa MX HanpapieHus OOuecrBo M JlenoBOH napTHep
MPOBOJIAT MEPErOBOPHI € LETBIO 00CYIKAEHUS 3aMEUaHHi U COCTABIIAIOT MPOTOKOJ
pazHOIJIaCHH.

B cnyuae, ecnn OOmectBo M /[lenoBoi mnaptHep He MNpUAYT K COIacHio
OTHOCHTENBLHO BCEX YCIOBUH HuctpubstoTopekoro
cornaweHus/JIoNnoJHUTENBHOIO  COrJalleHlss O €ro MNpoJJIeHHH B CPOKH,
yKazaHHble B HacTosiuem nyHkre, O6wectso u JlenoBod mapTHep BrpaBe He
3aKo4aTh/He npoesats ucTpubeproTopekoe cornaiueHue.

Pemenne 06 oTkaze oT 3akiawdeHus/mpoanenus JlucrpudbioTopckoro
coraamenns ¢ Jle10BbIM NapTHEPOM NNPUHUMAETCS B CIEAYIOIIHX CIly4asnx:

1) JlenoBoii napTHEp He COOTBETCTBYET XOTA Obl 0iHOMY M3 Kputepues Bhibopa,
yKa3aHHbIX B IL11. 4.5 — 4.9 HacToawe# [TonnTHKH.

2) O6uecTBoM ObIIM BbISBIEHBl HHbIC TEXHOJOTHUYECKH H (MJIH) SKOHOMHYECKH

060CHOBAHHbIE MPUYHHBI, M0 KOTOPBIM AENIOBOE COTPYIHHYECTBO C JaHHBIM
JlenoBbIM  MApTHEPOM  HEBO3MOXKHO:  HEBBIMOJIHEHME  TpeOOBaHWi O
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MHHUMaJIbHOH CymMMe 3aKaza M (WIM) MUHHUMalbHOM oOBeMe 3aKyrnok 3a
kanenaapuslii roa (Ipunoxkenue 10 k IlonuTtuke).

5.4.6. Pewenue 06 oTkase B 3akmoyeHUH/npoaneHnu JncTpubbloTOpCKOro cornaiieHus

¢ JlenoBbIM NapTHEPOM JOMKHO ObITb MOTHBHPOBAaHHBIM W COJEpHarTb NepevyeHb
OOHapyXeHHBIX B  pe3yabTare mnpoeneHHoW KomniekcHod — npoBepku
HECOOTBETCTBMH, fABUBLIMXCA OCHOBaHWEM /11 NPHUHATHS OTPULATELHOIO
pelLeHH.

5.4.7. VYpejomieHHe O NPUHATOM PELUEHHH, COAEP)KaLlMM MOTHBMPOBAHHbIM OTKa3 1o

OCHOBaHHSAM, YKa3aHHbIM B I1. 5.4.6, Hanpaensiercs [lenoBoMy napTHepy B Te4eHHE
5 (natu) pabouux AHeH ¢ MOMEHTa MPUHSATUS TaKOTO pELeHHs MOCPEICTBOM
3N1eKTPOHHO#M, PaKCUMUIILHOM WM NOYTOBOH CBS3M.

5.48. Jlenosoi naptHep BipaBe oOpatutbesi B OOIIECTBO MOBTOPHO C 3ampoOCcOM O

COTPYJHMYECTBE MOC/e YCTPAaHEHWs TPUYWH, TNOCIYKHBIUMX OCHOBAHHEM [Jisl
0TKa3a B 3aKJIIOYEHHH /MpoaneHuH JIucTpubbIOTOPCKOro COTNallieHHs ¢ HUM.

PA3JIEJI IIL.
OBIIHHI MMOPSIIOK B3AUMOJEUCTBHUS C AEMCTBYIOIHUM
JTUCTPUBBIOTOPOM

NPOAYKIUS IPSEN
B ObuwecTBe aeficTByeT noapasnesieHue Ge3pelienTypHBIX NpenapaToB.

Becw accoptumenT [poaykuun noapasaenenus OespeuentypHeix npenapatos IPSEN
ykaszaH B [Ipunoxenun 1 k Hactoswei [TonuTuke.

Jevicteyromumii JIACTpUOBIOTOP caMOCTOSATENBLHO pELIaeT, B KAKOM cerMeHTe OW3Heca
O6ecTBa OH OyIET BECTH KOMMEPUYECKYIO AeATENbHOCTL (Win BromxkerHsiii Cermenr,
i Kommepyeckuit CerMeHT, WM OJTHOBPEMEHHO HECKOJIBKO CerMEHTOR).

OBLIHE YCJIOBHA PEAJIM3AIIHA ITPOAYKIIMH IPSEN

Peanuzauua  Ilpoaykumu  IPSEN  ocyuiecTBiseTcs  TONBKO B paMKax
Huctpubstotopckoro cornaumenus ([Mpunoxkenune 9 x Hacrosumeid [lonuTuke) ¥ B
COOTBETCTBHH C €ro MOJIOKEHHUAMH.

O61mectro peanusyet [poaykuuio IPSEN B COOTBETCTBHH ¢ aCCOPTHUMEHTOM M LIEHAMH
Ha JIEKapCTBEHHblE cpeacTBa BbiOpaHHoro JIUCTpUOBIOTOPOM CErMEHTa, COrJIACHO
INpunoxenunio 1 k Hactosmei [Nonutuke.

OO61ecTBO BMpaBe B OJHOCTOPOHHEM MOPSA/KE BHOCHTh H3MEHEHHS B aCCOPTUMEHT M
uenbl Ha [Ipoaykumio IPSEN.

Heiicteyromuit JluctpubproTop Bnpase 3akiiouyarh J10roBopsl Ha nocraeky [lpoaykumu
IPSEN ¢ mo0bIMH KOHTpareéHTamH MO CBOEMY YycMOTpeHH. OIHAKo, YYHThIBas
oOcroATenkCTRa, onucadHeie B M. 1.2 — 1.4, 9.2 nactoauwei IToautuku, OOmecTso
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pekomenayer [leiicteytowemy JIMcTpuOBIOTOpPY NpH  pelieHWH  Bompoca o
Ha4ane/MpoJ0KEHHH COTPYAHMYECTBA C KOHTpPareHTaMu INpebABISATE K HUM
tpeboBanus, aHanoruunele Kputepusm Beibopa, ycraHoBieHHbIM B nn. 4.5 — 4.9
Hactosueit [lonuTHKy.

He3aBuCHMMO OT M3J10KEHHOTO BhilLE, TPUHATHE KOHEYHOrO PELIEHHS O COTPY/ IHHYECTBE
C KOHTPareHTOM BO BCEX CIIyHdasX OCTaeTcs Ha yeMoTpeHue JluctpubeioTopa.

JlucrpubnioTop 00s3yeTcs cobnonars TpeboBaHHs O MMUHUMAIbLHOH CyMMe 3aKasa M
MHUHUMaIbLHOM 00beMe 3akynok 3a roj (Ipunoxenue 10 k [Nonutuke). MuHUMaNbHbIHA
00beM 3aKyIOK 3a roJl pacnpeiensercs NponopuioHanbHo 12 KaleH1apHbIM MeCsLaMm.
B cayuae 3akiio4eHus TMCTPHOBIOTEPCKOrO COrlalleHHs B TEYEHHE KaleH/AapHoro roia
MuHUManbHbIH 00BEM 3aKYNOK 1o TakoMmy JIMCTpHOBIOTEPCKOMY COMIALICHUIO
pacCUMTHLIBACTCA MCXOZS M3 OCTAaBLIErOCs KOJMYECTBA KaJlECHAApHBIX MecsiueB /0
OKOHYaHHA KaJICHAapHOro rojaa.

B CBA3M ¢ HEOOXOAMMOCTHIO MHHHUMH3aUUM KOMMEDYECKHMX PHCKOB, CBA3aHHBIX C
Heonnaroii nocrasientoi Ilpoaykuuu IPSEN, OO6wecTBo oCylecTBIseT OTIPY3KY
tosapa JleficTBytomum Jlnctpubbiotopam Ha ycnousax 100% npenonnarsi.

OG6LIECTBO TAKKE MOXKET MPeaocTaBuTh OTcpouky no onnare Ilpoaykuumn IPSEN
mobomy JledcTBytowemy JIMcTpuOBLIOTOPY MO €ro 3anpocy MpH YCIOBHM, YTO B
OTHOLLEHHH JaHHOro JTucTpubbioTopa npueieyeHHas OOLECTBOM CTpaxoBast KOMITaHH st
npegocTaBuia crpaxoBaHue pucka neoratbl Ilpoaykumu IPSEN  (3actpaxosana
KpEeIMTHBIH JIMMHT). KpeauTHslii JUMHT npeacTapiseT coOoi
MAKCHMaJIbHYIO/MIPE/IENBHYIO IEHEHHYI0 CYMMY 3a/10KEHHOCTH no omiate [Tpoaykunu
IPSEN, koropas moxeT ObiTh ycraHosiena ans Jledicteytowero Jncrpubbrotopa v
MOJUIEKUT OMJIATE B TEYEHHE NepHo/ia OTCPOUKH nuarexa. TouHbIA NepHoa OTCPOUKH
s Jedcrytomero JIucTpuObioTopa onpeaensercs B COOTBETCTBHH C YCIOBHAMM
CTPaxoBaHMs KPEAMTHBIX JIHMHTOB, MNpEUIaraéMbIMH CTPaxOBOM KOMNAaHUEH [is
nanHoro Jlucrpuberotopa. CtpaxoBanue ocylecTisercs OOECTBOM CaMOCTOATELHO
B OTHOWEHMH Kaxaoro JluctpuberoTopa, oOpaTMBLUEroCs 3a MNpPeaoCTaBlieHUEM
KPEIMTHOrO JIMMHMTA, C TPMBIEYEHHEM HE3aBMCMMOWH CTPAaxoOBOW KOMIAHMM W B
COOTBETCTBHM ¢ €€ yclnoBusiMH. Ha ocHoBaHMM TpeOOBaHHMs CTPaxoBOH KOMIIAHUH
O6wectea, OOLIECTBO  MOXKeT  3anpocuTh  JIMCTpuOBIOTOpa  NpENOCTaBHTH
JIONOJIHUTENbHBIE (PMHAHCOBBIE rapaHTHH, 0OeCneYnBaloIKMe BhINOJHEHHE IUIATEKHBIX
ob0s3arenseTB JlucTprdbioTopa.

B ciyuae oTkaza CTpaxoBO# KOMIMAHMW 3acTpaxoBaTh pHcK Heomaatsl [Ipoaykuuu
IPSEN Jleiictytowmnm JucTpubpioTopoM, oTcpodka riatexa Takomy JIuctpuberotopy
HE MNpPefoCTAaBASETCS W MOCTaBKa ToBapa TakoMy JIMCTpuObIOTOpY MOXET ObiTh
OCYIIECTBJIEHa TOJbKO MpH ycnoud 100% npeponnarsl.

JledictByrowuii  JIucTpuOBIOTOP BNpaBe HanpaeBisTh 3alpochl O MNpPefoCTaBJICHUH
OTCPOUKH Ha COOTBETCTBYIONIHIH CpOK He Oonee 2 (ABYX) pa3s 3a KaJleHJapHbId FO.

Y CcnoBus Oniartsl MOTYT OBITh NEPECMOTPEHDI O6HleCTBOM B OJJTHOCTOPOHHEM MOPAJKE B

clydae MX MHOrOKpaTHoro (1pa v Gosiee pasa) HapyLIEHHs CO CTOPOHBI JlelcTBytoLIEro
JluctpubeioTopa (eciu B AeicTBHAX J{McTpUOBIOTOPA HE yCMATPHBAETCs OCHOBAHUH 1151
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pactopikeHHsa JIMCTpUOBIOTOPCKOrO COrNalleHUsi B COOTBETCTBHH C  YCJIOBHSMH
Hactosedn [onutuku u J{nctpubeioTopekoro cornauieHus).

B ciyyae HanuuMs npeBHILEHUS YPOBHS KPeJHTHOrO JHMHTAa OTrpyska IlpoayKuuu
IPSEN JleiicTeyromemy JIucTpuObIOTOPY HE MPOM3BOIUTCS.,

IMPOLEAYPA PACCMOTPEHHS 3AKA30B HA IIOCTABKY ITPOJAYKIIUU
IPSEN

3akas na noctaBky Ilpopyxunn IPSEN pasmewaercs J{McTpuGBIOTOPOM € yueTom
MHHUMAIbHOH CYMMBI 3aKa3a Ha [OCTaBKY W KPaTHOTO MHHHUMAJBLHOIO KOJIHYECTBa
[Tponykumu kaxnoro euaa B onHoM 3akase (ITpunoxenue 10 k nHactosweit I[onuruke)
no ¢opme, ycraHorneHHOMH B Ipunokenuu 2 k Hactoswmed [TonuTtuke.

3aka3s Ha noctaBky [lpoxykuuu IPSEN nanpasnsercs Juctpubsrotopom OB1ecTBy 1o
SNIEKTPOHHOH  MOYTe, yKa3aHHOH B JIUCTPHUOBIOTOPCKOM  COrJIAlUEHHH ¢
JuctpubetoTopom.

OO0uecTBO paccMaTpUBaET 3aKa3 U NPUHUMAET PEIlEHHE O €rO BbINOJIHEHHH B TeYeHHE
Tpex pabouux AHeil ¢ naThl NMONyyYeHus 3akasa ot Juctpuberotopa.

3aka3 Jluctpuberotopa Ha nocraBky Ilpoaykuun IPSEN omobpsiercs npu yclnoBuM
Hanuuua y O6uectsa [Npoaykuuu [PSEN B konuvecTBe, 10CTaTOMHOM /1S BBINOTHEHHS
JaHHoro 3akasa. B Teyenue ofHoro pabouyero aHs ¢ AaThl TPUHATHSA COOTBETCTBYIOLLETO
pewienns OO6wecTBo Hanpasnser JMcTpuOBIOTOPY NOATBEpXKAEHHE 3aKaza B BMJE
cneundukanmu, B KOTOPOH yKa3biBaeTCs aCCOPTHMEHT, LiEHa, KOJIMYECTBO, CEpHs, CPOK
FOAHOCTH M OPHEHTHPOBOYHAs fata oTrpy3ku IMpoaykunu IPSEN, Ha nocraeky KoTopoii
HucTpubbioTOp pasMeltian 3akas.

B cnysae orcyrctBus HeoOxoaumoro konudectsa Ilpoaykuuu IPSEN Ha ckiage,
O6wecTBo nHGOpMupyeT ucTpubproTopa 0 JaHHOM 00CTOATENBCTBE B TEYEHHE OHOTO
paboyero aHs ¢ AaThl MPUHATHA COOTBETCTBYIOLLETO PELLIEHHUS.

Cneundukaums na nocrasky Ipoaykuuu IPSEN nanpasnsercs JIuctpuGbioTopy no
SJIEKTPOHHOH MMOoYTe ¢ 00sA3aTe/IbHbIM HalpaBIeHUEM OpHrHHana cneuuduKauuy Ha
OyMakHom HocuTene mno aapecy JluctpuGbrotopa. OpHruHan —crenugHKaLiu
Hanpasnsercs JIncTpubbloTOpY ¢ KyphepoM B ABYX JK3eMIUISipax B TEUEHHE NeCATH
pabouuXx [HeH ¢ MOMEHTa OKOHYAaHHWA KaXXAOro KaJleHJapHOro Mecslla, B TeYeHHe
KOTOPOTO BBICHIIAIMCH KOMUH crieuuduKaumu.

[1o nony4ennu luctpubprotropom ot OG1uecTsa crieM)HKaLK 110 3JIEKTPOHHOI nouTe
OHa N0/KHa ObITh MoanvcaHa JIMCTpUOBIOTOPOM M B TedeHHe OJHOro pabouero aHs
HanpaeieHa JuctpubsioTopoM OOLLECTBY 110 31E€KTPOHHOM MouTe, yKazaHHOH B . 8.2.
seile. [To nonysenun Jluctpubsiotopom ot O6LuecTBa OpUrHHANaA CrielMPUKaLHH, OH
JO/KeH MOANMCaTh TaKoH OpuruHan cneudM@uKalMd M HanpaBUTh OIWH €€
MOJANUCAHHBIA  OPUTHHAIBHBIH 3K3eMmusAp OO6wecTBy no cneayoleMy azapecy
O6mectsa: 109147, r.Mocksa, yn.Taranckas, 17-23 B Teuyenue oquoro pabouero JHs ¢
MOMEHTa Nojly4yeHus JIMCTpHOBIOTOPOM OpHIHHaNa Ccheun(HKalUH, MOANHCAHHOTO
ObuiecTBOM.
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CUCTEMA OBECIIEYEHHUSA KAYECTBA

O6wecTBo paccuMThiBaeT Ha TO, 4rto JleicrBytowmii  JluctpubpioTop, ABIAACH
COLMAJILHO OTBETCTBEHHBIM JIMLIOM, pa3fensieT B TNOJHOW Mepe OCHOBHYI 3ajauy
OG6uiecTBa Mo COAEHCTBHIO YJIYUILICHHIO 3/I0POBbS YENIOBEKA IyTEM PAcnpoCTpaHeHus
MCKJTIOUMTENBHO KA4eCTBEHHBIX M 0€30MacHbIX JIEKAPCTBEHHLIX MpenapaTtoB W, Kak
NOOPOCOBECTHBIA yH4AaCTHUK XO3SHCTBEHHOTro 000pOTa, PYKOBOIACTBYETCS B CBOEH
JeATENbHOCTH TPeOGOBAHUAMM POCCHIHCKOrO 3aKOHOAATENLCTBA B 001acTH oOpaleHus
JIEKapPCTBEHHBIX CPE/ICTB, KOTOPHIE BKIFOYAIOT B ce0s, B 4aCTHOCTH, HO HE OrpaHHBascCh:

o  ®enepanbHblii 3akoH oT 12.04.2010 Ne 61-®3 «O6 obpaineHun JIeKapCTBEHHbIX
CpeAcTB»;

o [lpaBuna XxpaHeHus J€KapCTBEHHBIX CpPEACTB, YyTBepKAeHHblE [lprKazom
Munzpascoupazsutus PD ot 23.08.2010 Ne 706m;

e [lpaBuna Hajnexawed MNPaKTUKW XPaHEHHWA M NEPEBO3KH JIEKapCTBEHHBIX
npenapatoB A MEAMLUMHCKOrO INPUMEHEHHs, YTBEPX/EHHbIE IPUKA30OM
Munsapasa Poccuu Ne 6461 ot 31.08.2016 ;

e [IpaBuna Hamnexaieil AUCTPUOBLIOTOPCKON NpakTHKM B pamkax EBpazuickoro
SKOHOMHMYECKOro coro3a, yreepkaeHHbie Pewenuvem Cosera EBpasuiickon
skoHOMMuYeckoi komuccuu ot 03.11.2016 Ne 80 (c MOMeHTa MX BCTYIUIEHHS B
IeHCTBHE);

e Cauurapno-snugemuonorndeckue npasuna CIT 3.3.2.3332-16  «Ycnosus
TPAHCNIOPTHPOBAHWA M XpaHEHHs HMMMYHOOMOJIOTMUYECKMX  JIEKAPCTBEHHBIX
npenaparop», yTBepkaeHHble [locTanoBienueM [1aBHOrO rocyaapcTBEHHOrO
canutapHoro spaua PO ot 17.02.2016 Ne 19.

B cnyuae orcytcTBusa 3akynok Jledctytommnm JIMCTpUOBIOTOPOM NO AeHCTBYIOLLEMY
JIMcTpuOLIOTOPCKOMY COTJIAIIEHUIO B TEYEHHE JJIMTENLHOIO BPEMEHH W HaJIH4us Yy
O61ecTsa MHGopMaunu o6 ocywecTBieHHH Takum Jleficteytomum Jluctpuburotopom
noctasok Ipoaykuun IPSEN no uenam Huxke oTnyckHblx uen OOuiectsa, B Lensax
NpeLOTBPALIEHHS NTOCTABOK KOHTPadakTHOH H(unn) panscuduuuposannoi [Ipoaykinu
IPSEN O6Guectro Brnpase obpatutbes K JleicTytowemy Jucrpubelotopy 3a
nojtyyeHueM MHGopMaLrn 00 UCTOUHUKAX NPUOOpeTeHHa TakoH npoayKuuu. B ciyyae
HAJIMYMA  NPHU3HAKOB  [OCTAaBKM MNPOAYKLUMH C  HAapyLWIEHHEM  POCCHICKOro
3aKoHoaaTenbcTBa, OBIIECTBO BNpaBe NepeaaTbh COOTBETCTBYIOLLYHO MHPOPMaUMIO B
YIOJAHOMOYEHHbIE TOCYAPCTBEHHbIE OpraHbl (B yacTHocTH, PocsapasHanzop) nns
NpOBEIEHUs PACC/IeIOBAHUA B YCTAHOBIEHHOM 3aKOHOM MOPAJIKE.

O611ecTBO UMeET Npaso B 1000e BpeMs, HO He yaile 1 paza B ApeHajuath (12) mecsauen
W NIpK YCJOBHM NPEJOCTaB/ICHUs YBEIOMIIEHHA HE MEHee, YeM 3a ecThaecaT (60) nuei,
MPOBOJMTEL MPOBEPKY (€CIH MHOE HE TpeaycMOTpeHO TpeGOBaHWAMH HOPMATHBHO-
PaBOBBIX aKTOB MJM OOYCJIOBJIEHO YBaXHTENbHOH NMPHYHHON) CAMOCTOATENBHO HMIIH
uepes YNoJHOMOYEHHOE TPeThe JIMLO B nomewtenuax Jleicrayrouero JluctpudrioTopa
sanacoB  [lpoaykumu IPSEN  (ecnM  mpHUMEHMMO), NpOBEpATL  BBIMOJNHEHHE
npeaycMOTpeHHbIX JIHCTpUOBLIOTOPCKMM corfalieHHeM 00A3aTeNbCeTB (TeXHHYeCKHi
ayauT).
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NPOLEAYPA TNEPHOJAWYECKOH TIPOBEPKH JIEMCTBYIOIIUX
JTUCTPUEBIOTOPOB

OG6iecTBo BrpaBe B J1000€ BpeMs, HO He yallle OJHOro pasa B 6 (LIECTh) Mecsles,
HanpaBHTh [lelicTBytomemy JIucTpubbioTopy 3anpoc Ha npepocrtapieHie HHGOpMaiuu
M JIOKYMEHTOB B COOTBETCTBMM €O CIHCKOM HWH(}pOpMauu H [JOKYMEHTOB,
ycraHoBlieHHbIM B [lpunoxkennn 5 k Hactosumied [lonuTHKe, W Ha 3anojHEHHE
Keanudukaumonnoii on-naiin gpopmer Q2.

Heiicreyrommit  Juctpubbtotop o00s3aH  npenoctasute OOIIECTBY TOABKO Ty
MHQOPMALMIO M JOKYMEHTBl M3 CIHCK3, B KOTOPBIX MPOM3OLLIH HM3MEHEHHS MO
CPaBHEHHID ¢ paHee HanpaBieHHbBIMH B OOLUECTBO CBEASHHMAMM, a TAKXKE 3alOJHHTh
KBanudukauuonnyw on-naitn popmy Q2, He nozanee 15 (natHaauati) pabounx auei
C MOMEHTa Noy4YeHUsl COOTBETCTRYIOLIero 3anpoca ot O01iecTea.

IMocne nonyyenus ot Jeiicteyiowero IuctpubbroTopa 3anpoieHHbiX HHPOpMaLHH 1
NOKyMeHTOB OOLIeCTBO MPOM3BOAMT MPOBEPKY B COOTBETCTBMM C pasieiom 5
Hacroswen [lonutHku M oueHuBaeT cooTBeTcTBHE [lelicTBytouiero JuctpubbroTopa
npuMeHuMbIM Kputepusam BeiGopa B 3aBUCMMOCTH OT XapakTepa H3MEHEHHI.

B Tom cayuae, ecau Jlelicteyromuii JIucTpuOblOTOp He NpeaocTaBuil HOBbIE CBEIECHHS U
JOKYMEHTBl B COOTBETCTBMM ¢ 3anpocom OO6uiectBa, a y OOliecTBa HMEKOTCs
JOKYMEHTA/lbHOE  MOATBEPXKACHHWE  MNPOM3OILEAIIMX  M3MEHEHHH B paHee
npefocTaBieHHbIX TakuM JlelicTyomwmuM JIMcTpHOBIOTOPOM CBEIEHUAX/TOKYMEHTAX,
OO6uecTBO BripaBe NpHOCTaHOBUTL OTrpy3Ky [lpoaykuuu B agpec JuctpubbioTopa 10
YCTpaHEHMs HapyLUEeHMUs.

ObwectBo HHGopMupyeT JeficTBytowero JIuctpuObioTopa 0 pe3ynbTatax NpoBEPKH H
O NPUHATOM 10 pe3yNbTaTaM MPOBEPKH PELIEHHWH MYTeM HAlpaBleHHs YBEIOMIEHHS
Heiicryomemy JluctpubptoTopy B TedeHHe 5 (NATH) pabouMx HelH Co AHs 3aBeplleHus
nposepkd. B cnyuae BeisiBneHus HecoorBercTBHsA JlelcTryromero JluctpubeioTopa
uccnenyembiM Kpurtepusim Bbibopa, AeiCTBYIOT NpaBWiia, yCTaHOBJIEHHBIE B CT. 12
Hacrosuleit [Tonutuku.

OBMEH JAHHBIMH

. B cBA3M ¢ HeoOXOAMMOCTBIO OCYIIECTBAATH cOOp MAOCTYNHOH WHGOpPMaUKMH O

pacnpoctpadenun Ipoaykuun IPSEN B Poccun nns ueneil onepatiBHOro nony4eHus
HH(OPMALIMK O MOCTYIUICHUH Ha PHIHOK HeKayeCTBEHHOM (1) danbcuULHpOBaHHOM
NPOAYKLUMH H OpraHu3allid €€ HEMEIJIEHHOTO OT3bIBa/H3biATHS M3 oboporta
HedictBytomum Juctpubsiotopam OOwectBa npeanaraetcs Ha 100pOBOJIBHONH OCHOBE
NPEIOCTaB/IATL PEryJIAPHbIE PETPOCNEKTHBHBIE OTYETHl MO OTrpy3kam [lpomykiuuu
IPSEN no Koneunoro norpefurens ¢ ykazaHMeM KaHana OTrpy3KH (TEHAEPHbIH Wi
KOMMEpUYECKHH), HAUMEHOBaHUA KiueHTa ¢ ykazanueM MHH u ®UO, agpeca mecra
paboThl/MecTa HaxoKaeHus (eciiH 3TO Bpay), HaMMEHOBaHHMA cyOAMCTPHOBIOTOpA,
OCHOBaHMA JUTs OTIPY3KH (HOMEp ayKLHOHA B clydae MOCTaBKH B paMKaX ayKIMOHa).

Oruetsl 1o oTrpy3kam B oTHoueHHuH [poaykuun IPSEN npepnaraercs npenocTaBnarth
OOfuiecTBY MCKJIIOYMTENBHO Ha I00POROIBHOM OCHOBE.
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OCHOBAHMA INPEKPAILEHUSI JUCTPUBBIOTOPCKOI'O
COI'JIAIIEHMA C JUCTPUBBIOTOPOM

IMpekpallienye J10roBOpHbIX oTHOIeHHHT ¢ JleHcTByiomum  JlucTpuGbroTopoM
OCYILECTBJISAETCA NO CACAYIOUMM OCHOBaHHSAM:

a) Hecoorsercreue JleictBytowero JuctpudbioTopa XoTs 661 oqHoMy 13 Kpurepuer
BbIOOPA, yKasaHHBIX B 1.0. 4.5 — 4.9 TTonuTHKH, KOTOpoe Obl10 0OHAPYKEHO B X0O1e
npoBeieHuss KOMMJIEKCHOW MPOBEPKH, B XONE MNPOBEACHHS MNEPHOAMYECKOH
npoBepkH cornacHo pazzeny 10 vacrosueii IonuTuku 1160 HHBIM 00pa3oOM;

b) Hapyweune Ieiictryromum JlucTpubpiotopoM nosoxenuit Hactoswei Ionntiku
uW(MaM)  cyllecTBeHHoe  HapyweHue  JIMCTpuOBIOTOpCKOro  cornaiieHus

(CYLIECTBEHHOCTh HAPYILEHHS B JAHHOM Clly4Yae NMPUMEHSAETCA B 3HAYEHHH M. 2 CT.
450 I'K Pd);

¢) HecocrositenshocTs eicTRytowero JuctpubpbioTopa, npusHanue ero 6aHKpoToM,
B030YysKIeHHEe B OTHOLIEHMH HEro Mpoueaypbl JHMKBWIAUMK (B 100POBOIBLHOM
TMOPSA/IKE WITH 110 PELIEHHIO CY/1a), BOSHHUKHOBEHHE Y HEro 0043aTe/IbCTBa 110 YCTYIKe
He MeHee 50% CBOMX aKTHBOB B M0JIb3Y KPEAMTOPOB, 3aABIE€HHE UM XO/aTalCTBa O
HA3HAYEHUHM KOHKYPCHOTO YIPABJSIOLIEro MW BO30YXAEHHWE B OTHOILUCHHH
JleiictBytotero JIucTpuObioTOpa aHanorn4HoN Npoueayphl;

d) OT3bIB WAM NPHOCTAHOBJIEHWE JIMUEH3WHU(H) WAM  paspelueHus(i), BblAaHHBIX
JleiicTeyiomemy JIMcTpuObIOTOPY, HEOOXOIMMBIX Ul peanusauuu [lpogyKumnn
IPSEN;

e) [Ilo cornamenuio cTOpoH JIMCTpHOBLIOTOPCKOTO COrialieHus;

f) B cBA3M C MCTeueHHeM cpOKa JeHCTBHsA JIMCTPHOBIOTOPCKOro cornameHus (npu
OTCYTCTBHM €T0 MPOAJIEHH);

g) B ciyuae ecam peanusauus, npofaxa uiu ucnonbsopanne IMpoaykuuu IPSEN nin
topapHbix 3HakoB IPSEN wa Ttepputopun PQ@ Hapywaer npasa Ha
MHTEIEKTYAIbHYI0 COOCTBEHHOCTb TPETLUX JIMLL;

h) Ilo MHBLIM OCHOBAaHWSAM, MPEAYCMOTPEHHbIM JEHCTBYIOIMM  POCCHICKHM
sakoHogatenbcTBoM, Hactoswei [onmutukod  u(unu)  JucTpubbloTOPCKHUM
cornaiieHuem;

i) Hesbinonnenue JIucTpuObioTOpoM TpeGOBaHHA 0 MHHMMAIIbHOH CyMME 3aKasa
(uM) MHHMManEHOM o0beme 3aKynok 3a kaneHaapHeiii roa (Ilpunoxenne 10 k
[MonuTuke);

j) Hanuuue B pamkax moppasjeneHus O€3pelenTypHBIX MpenapaToB OJHOKPaTHOTrO
BOZHMKHOBEHHMS  JIOKYMEHTallbHO [OATBEPIKIEHHON  3a[0JDKEHHOCTH — mepen
OO11eCTBOM 110 OMJIaTe ¢ MPOCPOUKOH onarthl bonee, Yyem:
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* Ha 90 aHel ¢ MOMEHTa HAaCTYNJIEHUs CPOKOB onnathkl no JMcTpubbIOTOpCKOMY
COIJIalEHUIO.

YBeIOMIIEHHE O TNPHHATOM pEIIEHHH C YKa3aHHEM OCHOBAaHWH NpeKpalleHus
HuctpuberoTopekoro cornamenus ¢ Jinctpubplotopom nanpasisercs JuctpubsioTopy
B TeueHHe 5 (naT) pabouux AHeH CO AHA MPHHATHA TAKOrO PELUEHHS 3aKa3HbIM
[UCEMOM € YBEJOMJIEHHEM O BPYYEHHH MM KYPLEPCKOH NOYTOBOM Cily KOO0,

XPAHEHHE HWH®OPMAIIMU U JOKYMEHTOB B OTHOIUNEHMH
JAUCTPUBBIOTOPOB

HUudopmauyus M JOKyMEHTBI, MOAYYEHHBIE MpH MpoBeneHHH KOMIIEKCHBIX M
NEPHOJHYECKHUX MPOBEPOK, YUUTHIBAKOTCA U XPAHATCA B TeHeHHe 5 (1ATH) JIET ¢ MOMEHTA
3aBEPILEHUS COOTBETCTBYIOLLEH MPOBEpKH (BBIHECEHHS pEIEHHs MO €€ pe3yJsibTaram),
Mo pe3y/bTaraM KOTOPOH ObLI0 MPUHATO pellieHHe O 3aKIIoueHHH JUcTpHOBIOTOPCKOro
COTJIAlIEHHs, OTKa3e OT 3aKyo4yeHHs JIMCTpUOBIOTOPCKOro cornalleHus, npoieHu
cpoka JeiicTBua JIMCTpHOBLIOTOPCKOTO COrJlallieHus, OTKas3e B TAKOM NpoajieHun Tu6o o
npekpaueHud JJucTpudbIOTOPCKOrO CoraieHus.

SAKJIIOYUTEJIBHBIE ITOJOXEHUSA

Hacroswas IlonutHka npuMeHseTcs B OTHOLUGHHH Bcex JleloBbIX mnapTHepos,
npuobperatowmx y Obwectra [Npoaykuunio IPSEN, nepeunicnennyio B [punoxenuu 1
Hacrosweit [TonutHku, obecneunBas paBHOE H CTIpaBeIHBOE OTHOLUEHHE K JII0OOMY M3
HHX.

Hacrosawas [Nonntuka Berynaer B cuay ¢ 01.10.2021 r. u pedicteyer no 31.12.2022

Hactosmas Ilonutuka BMmecTe co BceMHM NpWIOKEHMAMH pasmelnaercs Ha Caiite
ObuectBa. B cnyuyae BHeceHHs u3MeHeHuit B [TonuTHKy M (MIIH) NPHIOKEHHS K HEll,
O6uiecTBo pa3melnaet Ha ceoeM CaiiTe BepcHH JOKYMEHTOB B HOBOM pelaKLuy.

Bce npunowenus k Hactosiied [lonMTHKe SABIAIOTCA €€ HEOTLEMJIEMOI YacThiO.
TepmuHBI U OnpeneneHus, UCTONIb3YEMbIE B MPUIOKEHHAX, MMEIOT TE XKe 3HAYEHHUSA, YTO
u B [Tonutuke.

Hanpagnenue Bcex yBegoMIeHUH B OTHOLEHWH HacToAleH [TONMTHKH, B TOM YMCIE €O
ctoponbl  OO6wiectBa, JlMcTpuOBIOTOpa, OCYILECTBIAETCS MyTeM  HarpaBieHHs
HMHGOpPMALIMH TMHCBMOM MO TMOuTe (3aKasHbIM NHOO KyphepcKoit cnyx6oi) Miau no
3JIEKTPOHHON MOYTE B COOTBETCTBHM € KOHTAKTHOH HMHQOpMallHeil, yKazaHHOH Ha
obuunansHom Caiite OOLecTsa.
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15. IPHJOXEHHUS K KOMMEPYECKOH MOJUTHKE

Ipunoxenne Ne 1. Ilpoaykums IPSEN, peanusyemas OOuiecTeoM, no KareropusM u
cerMeHTaM OH3Heca;

[Mpusioxkenue Ne 2. 3aka3 Ha OCTABKY;
[Mpunoxenue Ne 3. @opma 3aseku Jlenosoro naprHepa,

Mpunoxenne Ne 4. Cnucok ponpocoB Ksanudukaunmonnoit on-naiin dopmer Q2 (aus
npeaBapuTeNILHOrO 03HaKoMIleHus JlenoBoro napTHepa);

[Mpunoxenue Ne 5. Cnucok MHGOPMALMM M JOKYMEHTOB ]I MPOBEJIEHHA KOMILIEKCHOM
npoBepku JlenoBoro napTHepa;

[punoxenne Ne 6. 3asBieHHe O COracHK CyOBbEKTa NEPCOHANLHBIX IaHHBIX Ha 00paboTKy
NepcoOHAIbHBIX NaHHbBIX;

[Mpunoxenne Ne 7. [nobGaneHas  aWtukoppynuudoHHas  nonutuka  IPSEN
(AHTHKOppPYNLHOHHAS MOJIMTHKA);

[Mpunoxenue Ne 8. Koneke senoBoit aTukun ana naptaepos IPSEN;
[Mpunoxenue Ne 9. TpoekT IMCTPUOBIOTOPCKOrO COralleHHs;

[Mpunoxenue Ne 10. MUHUMaIbHBIE O0BEMBI 3AKY KU,
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