IIpennoxenne o 3aKAI0MeHHH AOTOBOPA
6e3B03ME3/IHO Nepega4H JIeKAPCTBEHHOro NpenapaTa AJisi MeJHIMHCKOr0 PUMEHeHHUs
€ MEXKAYHAPOAHBIM HENMAaTEHTOBAHHLIM HAHMEHOBAHHEM AJTHPOKYMab

B L¢JIAX PACIUHPEHHMA JOCTYNA NANHEHTOB K conpemeunoii HHHOBALHOHHOH TEepanuu

Hcx.Ne 240-2026 ot 01.07.2026 .

IMPUHUMAST BO BHUMAHME YTO npenapar c MHH Anupokyma6 (ToproBoe HaumenoBanue [Ipanysur)
3aperuCTpUpoBaH Ha TeppuTopuu PO npu nepBHuHOll HeceMeiiHOH M TreTepO3UroTHON cemeliHol
CHIIEPXONECTEPHHEMHMH, TNPU  CMEWAHHOW JAHMCAMNIMAEMHH W Yy TaLMEHTOB C  YCTAHOBJIEHHbIMM
aTepPOCKIIEPOTHUECKMMHU 3a00€BaHHAMH. K NOCNEAHUM OTHOCSTCS, B YaCTHOCTH, NAaLKEHTHI C OCTPO# (opmoii
MIEMHYECKOH GonesHu cepaua (OCTPbIH KOPOHapHbIf CHHIPOM C HCXOAOM B HH(ApPKT MHOKapaa WM
HECTaOMJIBHYIO CTEHOKapAMIo) M XpoHHueckoii dopmoii uieMHyeckoii GonesHn cepaua (ctabunbHas UBC).
Hauckopeiilliee ROCTHXEHHE UEIH THMIONHMHAEMHYECKON TEpanmuud Y 3THX TPYNN MAUHMEHTOB MOXET HMETb
peluatolliee 3HauYeHHE M YNpaBleHUs CEPAEYHO-COCYJUCTHIMH pHCKaMH M, B KOHEYHOM CYere,
NPOROIKUTENBHOCTH JKU3HHU STHX OOJNBHBIX;

HPUHUMASL BO BHUMAHMUE YTO [lporpamMmoii rocyaapcTBEeHHbIX rapaHTHii GECnjaTHOro OKa3aHHs
rpaxjaaHamM MeAHUHUHCKOW MOMOLLM NPEeAyCMOTPEHO (GOPMHUPOBaHHE YPOBHEH KIHHHKO-CTATUCTHUECKHX [Py
(KCT') ¢ TtapudaMH, OCHOBBIBAIOLUUMHCS Ha CpeAHEH CTOMMOCTH BBENEHMs MPENapaToB, BKJIOYEHHBIX B
COOTBETCTBYIOILHE FPYIIIBI, YTO B PAAE CAYYAEB, MOXKET HEraTHBHO CKA3bIBATHCS HA BO3SMOXXHOCTH MEJHLIMHCKUX
opranusaunii obecrneunBaTh TEpanuIO MAaUMEHTOB nocie WHpapkTa MHOKapaa, He AOCTHUralOWMX LENEBBIX
yposueit XC-JITTHII Ha npenwecTByowel Tepanty, ¢ HCMONb30BaHHEM Npenapatos rpynnel uIIKCK9 (B T.u.
npenapara ¢ MHH Anupoxyma6) ¢ cobntoaeHueM pexuma 103HpoBaHusl, yKa3aHHOTO B 00LLEl XapakTepucTuke
NEKapCTBEHHOTO NMpenapara U KIMHHYECKHX PEeKOMEHAALINsIX;

IMPHHUMASI BO BHUMAHME UTO npu mMaplipyTH3alii NaHeHTOB C AUCIUTTHAEMUEH /WK cTabubHOMH
dopmoii UBC mexny ambynaTopHbIM 3BEHOM (B T.Y. JIMMHAHBIM LEHTPOM) H CTAallHOHAPOM CYILECTBYET
BPEMEHHOH pa3pbiB, B TEYEHHWE KOTOPOrO NMALMEHThl C ATEPOCKIEPOTHYECKHMH CEPAEYHO-COCYAHUCTHIMH
3a60J1EBaHHAMH HE MOTYT GbITb CBOEBpEMEHHO obecneyeHbl npenapatamu rpynnbt HKIIKCK9 (B T.u. npenapara ¢
MHH Anupokyma6) B cBsi3U C YPOBHEM TOBAapHbIX 3aMacoB B CTALHOHApE;

IPUHUMAS BO BHUMAHME YTO BbiiieykazaHHble 0OCTOATENBCTBA MOTYT HETATMBHO CKa3bIBAThCH HA
JOCTyne MalMeHTOB K MHHOBALMOHHOH Tepamuy, BAMSIOLIEH HAa KauecTBO W MPOAODKHTENLHOCTb HKHU3HH
NALHEHTOB;

INPUHNMASI BO BHUMAHHE YTO AO «CaHodpu Poccus», sBassiCb COLMANbHO OTBETCTBEHHOI
KOMIIaHHEH M NEHCTBYS B MHTEpECaX MalMEeHTOB, FOTOBA NMPEAJIOKUTh WHHOBALHOHHYIO MOZAENb pPa3leeHHs
pacxonoB npu obecniedeHud mnauueHToB npenaparoM Ilpamysnt (MHH Anupokyma6) i) ans okasaHus
CBOEBPEMEHHON MEAHLIMHCKO#H MOMOLLY NaLMeHTaM ¢ ocTpoit ¢popMoil HiemMuueckoli 6onesznu cepaua (OCTphlid
KOPOHApHBIA CHHAPOM C HCXOAOM B HH(APKT MHOKapJa UK HECTaOUIIBbHYIO CTEHOKAPAHIO), HE JOCTUTAIOLLIAM
uenesbix ypobHeidl XC-JI[THIT na npenwectsyrowell Tepanuu M ii) ANS OKa3aHWS MEAMLMHCKON MOMOLLU
naLueHTaM ¢ XpoHuveckod ¢opmoii uiemuyeckolf GonesHH cepaua (crabunbhas WBC) ua nepuon
NIEKApCTBEHHOro obecneyeHns BO BpEMs MapLUPY TH3aLUH MEXAY JIMIHAHBIM LIEHTPOM U CTALMOHAPOM;

Hacrosuum AO «Canodu Poccusi» OI'PH 1027739079940 (nanee — «Canodu») npesiaraet rocy japCTBEHHbIM
¥ MYyHHULIMNAJBHBIM yUYPEeXAEHHsIM 3[ipaBooxpaHenHs PO, a Takoke opraHam ucnonHuTenbHol BaacTi PO B chepe
3ApaBOOXpaHeHHs (Hanee — «AxpecaThi») 3aKIOUMTh JOroBop Oe3Bo3Mme3fHoll nepenaud npenapara ais
MEIMUMHCKOrO TIPUMEHEHHS C MEXAYHAPOJAHBIM HEMATEHTOBAHHLIM HaHMEHOBaHHeM AJMpokyMab (Toprosoe
HaumeHoBanue [Ipanysut 150 mr 1 man Ne2, 300 mr 2 mn Nel (manee — «IIpenapaT») Ha YCIOBHAX HACTOALIETO



npeioxenus (nanee — «Odeprar) B LUeNAX PaCIUMPEHH AOCTYNa NALUKWEHTOB K MHHOBALKOHHON TEpanuu ¢
ucnone3oBaHueM [penapara.

Hacrosuiee Ilpeanoxenne Moxer 6bITh NPUHATO AKLENTaHTOM (Kak onpeneneHo B m. 1.3. HHXE) COrnacHo
MoJIoKEeHUsAM pasziena 2 HacToswlero Ipeanoxenus (nanee — «Axuent Odeproi»).

1.

2.

NPEAMET JOTI'OBOPA

1.1.Canodu obssyercs B Teuenne 30 aHedt ¢ maTsl monyyenust Akuenta OdepTbl NPOBEPHTH JAaHHbIE
MpeaoCTaBeHHbie AKLENTAHTOM H, B Cilyuae AkuenTa OdepTbl, kKak OnHcaHo B M. 2.3. HUXeE, NMEPEAaTh
AxuenTanty Ge3 B3umanus omnathl 1 (omHy) ynmaxoBky Ilpenmapata onpemeneHHol AO3MPOBKHM Ha
kaxzaele 8 (Bocemb) ynakoBok IIpemapara Takoif e A03UPOBKH, KOTOpble OLLIM MOCTaBJEHbI
AxuenTanty B nepuoa ¢ 01.07.2026 r. no 15.06.2027 r. BkiounTeNbHO Ha OCHOBaHuH: (i) KOHTpaKTa,
3aKko4YeHHOro 3a cyet cpeacts OMC no uroram 3akynouyHol npouenypbl, H3BEILEHHE O NPOBEAECHHH
KOTOpPOH B COOTBETCTBHH C 3aKOHOAATENLCTBOM O KOHTPakTHOH cHcteme B cdepe 3akymok s
obecneueHus rocy1apCTBEHHBIX H My HULKNANBHbBIX HY2K/1 HIIH 3aKOHOAATENBCTBOM O 3aKyNKax TOBapoOB,
paGoT, yciyr OTAENbHBIMH BUaMH IOPHAHHYECKHX JHL 6bIo pasMeitieno nocie 01.07.2026 r.; uaw (ii)
KOHTpaKTa, 3akjtoyeHHoro nocne 01.07.2026 r. 3a cuer cpeact8 OMC ¢ eAHHCTBEHHBIM MOCTABLLIAKOM
(B cnyyasx, npenryCMOTPEHHbIX 3aKOHOJATENbCTBOM); Wi (iii) KOHTpaKTa, 3aK/IOYEHHOro mnocie
01.07.2026 r 3a cuet cpeacrs OMC ¢ nu1i0M, yNOJHOMOYEHHBIM 3aKOHOAATENILCTBOM Ha OKa3aHHE YCIyr
no obecrneyeHHo MENMUMHCKHX OpraHHM3alidii JieKapCTBEHHbIMH MpenapataMd B Ka4yecTBE
€IMHCTBEHHOr'O NOCTaBILMKA (MOAPAAYHKA, HCTIONHUTENSA); WK (iv) 3akmoyenHoro nocie 01.07.2026 r.
cornaiieHdss 00 yBEJMYEHHWH KOJIMYECTBA TOBapa, I[OCTaBASEMOr0 Ha OCHOBAaHHH KOHTpPAaKTa,
3aKto4YeHHoro 3a cuet cpeacts OMC o 01.07.2026 .

1.2. lanee koHTpakThl mepeuucnenHble B M. 1.1.(i) — (iv) COBMECTHO W MO OTAENLHOCTH HMEHYIOTCS
«Konrpakxry.

1.3.Axuent OdepTbl MOXKET COBEpLIMTb OpraHW3alUMs, KOTOpas BbiNOAHMNa ycnosus OdepThi H

COOTBETCTBYET OJHOMY M3 CINEAYIOLIHX KPUTEPHEB:
(a) saBnsercsa nonyuarenem INpenapata no Konrpaxry;

(b) umeer peiicTBylOLIYIO JIMLEH3HIO Ha OCYLIECTBICHHE MENULUMHCKON WJM (papMaueBTHYECKOl
AeATENBHOCTH U nonyyaeT Ilpenapat oT opranu3alky, yKa3aHHOH B MOANYHKTE (&) HACTOSILETO MyHKTA 110
KonTrpakry, 3axnioueHHOMY :

1) C €IHHCTBEHHbLIM MOCTABLUHKOM B ClTy4yasx, NpeayCMOTPEHHbIX 3aKOHOAATEJILCTBOM; UJIH

ii) ¢ nMLOM, YMONHOMOYEHHBIM B COOTBETCTBUM C 3aKOHOLATENLCTBOM Ha OKa3aHHME YCIYT MO
o6ecneyeHnio MEAWLIMHCKUX OpraHusauuii JIeKkapcTBEHHBIMH NpenapaTaMH B KauecTBE €IHHCTBEHHOrO
NOCTaBLIUKA (MOAPSAYHKA, HCIONHUTENS).

1.4. AkuenTtanT 06s3yeTcs MCNONBL30BaTh MONyUYeHHble 10 HacTosieMy [peanoxenuio [penapaTel 0 KX
Ha3HAYEHHIO, & MUMEHHO /IS OKa3aHHs MEAMLIHHCKON NOMOLLH COrJIaCHO MHCTPYKLMH 1O MEAMLMHCKOMY
TNPUMEHEHHIO U JeHCTBYIOLIUM KIMHHYECKUM PEKOMEHAALHM.

1.5. Hacrosiuee Ipennoxenne orpaHuyeHo foctixeHneM ycraHosieHHoro AO «Canodu Poccus» numura
ynakoBok [Ipenapara, nepeanHbix 6€3803Me3HO BceM AKLENTAHTaM B COBOKYMHOCTH M CPOKOM 0 15
uioHs 2027 rona. Ilo pocTixeHHH BbILIEYKa3aHHOTO oObeMa MM CpoKa (YTO HACTYMHT paHee)
[pennoxexue yrpayuBaet cuiy.

1.6. AO «Canodu Poccus» Bnpase oTka3ath B MPHHATHH AKLENTa 0(epThl WK OTKA3aThCSA OT HCIOJNHEHHS
CBOMX 00s13aTeNbCTB N0 HacTosiwieMy Ilpennoxenuto 6e3 oObsCHEHUS TPUYHH, B T.4., 6€3 OrpaHHYEHHs
NEPEYUCTIEHHBIM, B CJIy4ae HECOOTBETCTBUA AKLENTaHTa ycnoBusiM OdepThl, HEBBITIONHEHHS YCIOBHIA
OdepTsl, HEMpeaOCTaBJIEHNs MONHOTO KOMIUIEKTA JOKYMEHTOB, npeaycMoTpeHHbIX OdepToil, a Takxke
€CJIH 110 TEXHUYECKMM /MM IOTHCTHYECKUM TNIPHYHHAM HE MOXET OCYILECTBUThL A0cTaBky IIpenapata
INonyuaremo.

HNOPANOK AKIIEIITA O®EPTHI



2.1. Akuentaut Moxet npuHaTe Ilpemnoxenne (coBepiuntb Akuent Odeprsi) nytem HanpasiaeHus AQO
«Canotu Poccus» HHxeyKa3aHHBIX AOKYMEHTOB:
2.1.1. Coobienue no ¢popme, npunoxeHHoi k Hacrosiemy Ipeanoskenuio, Ha opuLUANEHOM GnaHKe 3a
MOAMHCHIO YIIOTHOMOYEHHOTO JIMLA AKIIENITAHTA U C MEYaThio AKUENTAHTA;

2.1.2. Konust noBepeHHOCTH Ha nosy4eHnue [Ipenapata or uMeHn AKuenTanTa uiM Bbinucka M3 MpHka3a
AKuenTaHTa O Ha3Ha4YeHHH JIMLA, yNOJTHOMOYEHHOTO Ha MOy YeHHE JIEKAPCTBEHHBIX NPENaparo., H
NOANUCAHHE TOBAPHBIX HAKJIA[HBIX;

2.1.3. TloarsepsxaeHus BbinonHeHus ycnoBuii [pennoxens:

2.1.3.1.  @akr 3aknoueHus Kontpakra noarepxaaercs AKLENTAHTOM MyTeM NPeAOCTABIEHHS
Bmecte ¢ Axuentom Odeptel (i) cBeleHUH M3 peecTpa KOHTPAKTOB, pa3sMELIEHHOTO B €NHHOI
uHpopMaunoHHOH cucTeMe B chepe 3akynok mo agpecy hitps:/zakupki.gov.ru wunm (ii) xonuu
3axntoyeHHoro Konrpakra.

2.1.3.2.  ®akT nocraBku konuuectsa [Ipemapara kpatHoro 8 (BOCEMM) YNakoBKaM OfHOM
JI03UPOBKH, Kak yka3zaHo B M. 1.1. Bblule, NMOATBEPXKAAETCH AKLENTAHTOM MYTEM MpPEAOCTABIECHUS
Bmecte ¢ Akuentom Odeptsl (i) cBeneHnit 06 akre npueme-nepenauu Ipenapara unu ToBapHOi
HaknafHo# Ha noctasky [lpenapara, pasMellLEHHBIX B €AMHON HH(OPMALMOHHOM cucTeMe B chepe
3aKymok mo ajpecy https://zakupki.gov.ru umu (ii) xonun akra npuema-nepenauu [penapara umm
TOBAapHOH HaknafHoOH Ha noctaeky [Ipenapara.

2.1.3.3.  Ecnu 1OKyMeHTOM, MpefocTaBiseMbiM coracHo n. 2.1.3.1 Tlpeanoxenus ssasercs
cornaiieHue, ykasaunoe B n. 1.1. (iv) Ilpennoxenus, to mns ueneit m. 2.1.3.2. yuuTsiBaeTcs
HCKJIKOUUTENIbHO JONOJIHUTENbHOE KonuuecTBO Ilpenapara, mpeaycMmoTpeHHoe cornaiieHuem o6
yBE/IMYEHUH KOJIM4YeCTBAa TOBapa, 0€3 yueTa KOJNHMYECTBA, NPEAYCMOTPEHHOrO MEPBOHAYAIBLHBIM
KOHTpakToM. [Ipn 3TOM ecinu Tako¥ rnepBoHauasbHBIH KOHTPAKT MPeNyCMaTPUBAET MOCTAaBKY MO
3asBKaM 3aka3udka WM MpaBoO 3aKa3uMKa OTKA3aThCA OT MOCTABKH YaCTH TOBAapa MM YMEHBILHTD
00bem nocTaBku MO0 HHBIE YCIOBHS, B pe3ybTaTe KOTOpbiX GakTHyeckuii 06beM NOCTaBKU MOXET
OTJIYATHCA OT MEPBOHAYAIbHO COIJIACOBAHHOro, To mpoBepka Akuenta OdepThl CO CTOPOHBI
Canodu ocywecrenserca B Teuenue 30 aHell ¢ matel nosyuenusa CaHOPH JOKYMEHTOB,
BOCTaTOYHbIA Ans moaTBepxaeHUs (akTHueckoro obbema nocrasku [Ipemapara Mo NONHOCTBIO
HCTIOSTHEHHOMY KOHTPAKTY.

2.2. lokymeHTbI cornacHo 1. 2.1. MoryT GbITh HanpaBJIeHbl NOUTOH N0 anpecy r. Mocksa yi. Tsepckas 1. 22
WJIK TI0 3MIeKTPOHHO# nourte Ha appec DT .Russia.ru@sanofi.com.

2.3.Hanpasnenue AKUENTaHTOM HOKYMEHTOB COIJIaCHO HACTOSIIEMY pasjeny 2 sBAseTcs AKUENTOM
Odepthl 1 ocHoBaHneM Ans npoBeaeHus AO «CaHogu Poccusy» NpOBEPKH BBIMONHEHHS AKLENTAHTOM
ycnosuit Odeptei. Ecniu nposepka noatsepauna BbinosHeHue ycnosuil [peanoxenns, AO «Canodu
Poccusi» moanuceiBaeT co cBOH cTopoHbl Akuent OdepTbi ¢ ykasaHHeM KOJNHMYECTBA M JO3MPOBKH
nepenasaemoro GesposmesnHo Ilpenapara. JloroBop Ge3Bo3mesnnoii nepenaun Ilpenapata (nanee —
«JloroBOp») CUHTAETCS 3aKTHOYEHHBIM € JaThl noanucanus Axuenta Odeptsl co cToporsl AQ «Canobu
Poccus» u cocrout u3 Texcra Hacrosulero Ipennoxenus u Tekcra Axuenta OdepTsl U NPUIOKEHHH K
Axuenty OdepTbl.

2.4. Axuent Hacrosuwero IIpefnoxeHHs BO3MOXKEH TONLKO B MOJHOM o0Ob&Me. YacTHuHbIH akuent
Ipeanoxenus (odepter), a Taioke akuenT ITpeanoxeHus (0pepThi) Ha UHBIX YCAOBHAX HE 0Ty CKAIOTCA.

3. OBIIHE YCJIOBUA

3.1.TTepepaya Ilpenapata ocylueCTBAsETCS MO aapecy AOcTaBkM [lpemapata, ykazaHHOMy B AKIeNTe
Odeprol. Anpec nocrasku Ilpenapara JOMKEH BXOAWTb B MEPEYEHb AAPECOB MECT OCYILECTBIICHHS
DEATENIbHOCTH, BHECEHHbIX B CHCTEMY MOHHUTOPMHFA W YKa3aHHbIX B JIMLEH3MM AKLENTaHTa Ha
MEIHLMHCKYIO X (papMalleBTHYECKYIO AeATeNbHOCTh. JIOCTaBKa OCYILECTBIAETCS CUIAMH M 3@ CUET
AO «Canodu Poccusy.



4.

3.2. latoii nepenaun Ilpenapata AKLENTaHTy CUMTaeTCs JaTa MOJNYYEHHSs, yKa3aHHas B IKCIEAUTOPCKON
HaKJIaqHOH,

3.3.B MOMEHT pnocTaBku AKUENTaHT Jo/mkeH obecneunTh NpHeMKy nepenaBaemoro Ilpenapara
YIOJIHOMOYEHHBIM HAa OCHOBAHHH JIOBEPEHHOCTH WU MPUKA3a JIMLIOM B TOM YHCJIE 00ECMIEUHTh:

3.3.1. nposepky KOJMYECTBA H HOMEHKJATY phl NiepeaaBaemoro Ipenapara Ha COOTBETCTBHE TOBAPHO#
HaKJIaJHOIA;

3.3.2. KOHTpPONb HaNH4HMs/OTCYTCTBHS BHELUHETO TEXHHYeckoro Aeekta (HecoorsercTue [penapara
Tpe6OBaHHsAM HOPMATHUBHOH JOKyMEHTaLHH, yTBepxaeHHOH M3 PO no nokasatensaM «YnakoBkay,
«Mapkuposka» «OnucaHde», BHAUMBIE NPH BHELIHEM OCMOTPE M CBSI3aHHbIE C MPOLIECCOM
npoussoactsa IIpenapara);

3.3.3. KOHTpPOJb HANUYHA/OTCYTCTBUSI HECOOTBETCTBHS CPEACTBA WACHTH(OMKALMH, HAHECEHHOTO HA
BTOpHYHYIO (MOTpeOGUTENbCKY10) ynakosky [Ipenaparta, TpeboBaHusaM k 06s3aTeNbHON MapKUPOBKE
(CUUTBIBAEMOCTD);

3.3.4. nposepxy cobm0AEHHS TEMNIEPATY PHOTO PEXHMa NMPH XpaHEeHUH U nepeso3ke [Ipenapara.

3.4.®axr npuemku [Ipenaparta noaTBepKAaeTCs MOANHCAHHEM SKCMENMTOPCKON HAKJIaAHON C OTMETKOM
nojyyaresisl TPAHCMOPTHOH KOMMAaHMKH O MOJyYEHHH M OTCYTCTBHH HapylUEHWH TeMmeparypHOro
pexXHuMa H TOBapHOro BHJIa, ToBapHOH HaknagHoi Mexay AO «CaHodu Poccus» u ynoiHOMOYEHHbBIM
npeAcTaBuTeENeM AKUENTaHTa B 2 (ABYX) 3K3EMIUIspax, OAMH M3 KOTOPbHIX OCTAeTCs Yy AKLENTaHTa,
sropoii nepenaercas AO «Canopu Poccus». YnonHOMOYEHHOE JIMUO MOAMHCHIBAET HAKIAAHYIO C
NpOCTaB/ICHUEM COOCTBEHHOPYYHO MOAMHUCH U paciliudpoBKkoil paMHIMH U UMEHH.

3.5.B cnyuae BbIABNEHHS OTKJIOHEHMH OT TEMMNEPaTYPHOro pexuMa AKLENTAHT [EeNaeT OTMETKY B
9KCMEAMTOPCKOA HAKJIaAHOW M TpaHCNOPTHOH HaknagHoH, npuHumaer Ilpenapar B KapaHTHH U B
Te4yenue 1 (onHoro) pabouero aHs ¢ AaThl nonyueHus npenapata ysegomisetT AO «Canodu Poccus» o
BBISIBJICHHBIX TEMMEPATYPHBIX OTKIOHEHHUSX MYTEM HAMpPaBieHUS MO 3JEKTPOHHOHN MOYTE HAHHBIX,
CHATHIX C TemiiepaTypHoro aatyuka. AO «Canodu Poccus» KOHCYNBTHPYETCS C MPOHU3BOAUTENEM U B
Teuenue 30 (Tpuauatd) pabouux aHeHd uHGbOpMHpYeT AKLENTaHTa MO SJEKTPOHHOH MmouTe O
BO3MOXHOCTH npuMeHeHus Ilpemapara. B ciydyae neBo3MoxHocTH npuMeHenus Ilpenmapara AO
«Canou Pocchs» HanpabnsieT AKLENTAHTY NpeaoKeHHe 00 yperyiupoBaHHU MPETEH3WH B CPOK,
COrJIaCOBaHHBIN CTOPOHAMH.

3.6.B cnyuae BbisBleHUs npu npuemke (i) HemoBnoxeHus/ nanuiukos/ mepecopruus! Ilpenapara, (ii)
BHEILIHETO TexHu4yeckoro paedekta (HecoorBercTBHe [Ipemapata TpeGOBaHHAM HOPMATHUBHOM
JOKYMEHTalMH, yTBepxkieHHoi M3 P® no nokasatensM «Ynakoka», «MapkupoBka» «OnucaHue»,
BUAWUMBIE TNpPH BHELLIHEM OCMOTPE M CBf3aHHBIE C Mnpoueccom mnpousBoacTBa [lpemapara), (iii)
HECOOTBETCTBHS CPENCTBA HACHTU(HUKALIMH, HAHECEHHOTO Ha BTOPHYHYIO (OTPEOHTENBCKYIO) Y IAKOBKY
Ipenaparta, TpeGoBaHusamM k 00s3aTenbHONH MapkHpoBKe, BO3HHKILee Mo BuHe CaHopM WM
npou3BoauTens Ilpenaparta AkuenTtanTt o6s3yercs B TeueHue 1 (onHOro) pabouero qHs ¢ AaThl JOCTABKH
Ilpenapara yseaomuts AO «Canopu Poccus» myTem HampaBiieHHs MO 3JEKTPOHHOM MOYTE Ha afipec
Polina.Gubskaya-EXT@sanofi.com ckan-konuii cneaytoluii J0KyMEHTOB:

3.6.1. akt 06 yYCTaHOBNEHHOM pacXOAeHHWH mnpu npuemke no ¢opme TOPI' — 2, noanucaHHbIi
YOOJNHOMOYEHHBIM  JiHUOM  Axuentanta M npeacrasuteneM AQO  «Canopu  Poccusy,
OCYILECTBIABIIMM JOCTaBKy [Ipenapara;

3.6.2. ¢ororpadgumn IlpenapatoB ¢ BbISABJICHHBIMH HECOOTBETCTBHSIMH, a MMEHHO: (oTorpadus
TpaHCOPTHOro MecTa (kopo6), poTorpadus HecooTBeTcTBHS, hoTOorpadus ¢ Ha3saHHEM M cepuei
ITpenapara. ®oTorpatduu AOMKHBI GBITH YETKHMH, C XOPOLUO YHTAEMBIM H300PAKEHHEM.

3.7.B Teuenne 30 (TpuALATH) KaJeHAAPHBIX JHEH C AaThl MOJNyUYEeHHs AOKYMEHTOB corjiacHo n. 3.6 AO
«Canopu Poccusi» paccMaTpuBaeT MpPETEH3HWIO W HaNpaBasieT AKLENTaHTy INpeiioxkeHne o6
yperyupoBaHHH NIPETEH3HH B CPOK, COrNIACOBAHHBIH CTOPOHAMH,

INPOYME YCJIOBUSA



4.1. AKuenTaHT HACTOALIMM NpeloCTaBiseT 3aBepeHHe, umetowee ans AO «Caxopu Poccus»
CYLLECTBEHHOE 3HaY€HHE, 0 ToM, 4To [Ipenapar OyaeT MCMONB30BATHCSA CTPOro MO HA3HAYEHHIO U B
COOTBETCTBHH € TpeOGOBaHMAMH AEHCTBYIOILEro 3aKkoHoAaTenbcTBa Poccuiickoit ®eaepanuu.

4.2. AKLeNTaHT 3aBEPAET, rapaHTHPYET H IPHHUMaET Ha cebst 06sA3aTeNnLCTBA:

4.2.1. cobmonatb TpebOBaHUS POCCHHCKOrO aHTHKOPPY NMUMOHHOTO 3aKOHOAATENLCTBA, B TOM UHCIIE He
NpeAOCTaBATh BBIMIAT, NPEANOKEHHH WM 0OelanKii BbINAThI, BKIIOYast, HO HE OrPaHUYHBASCh,
AEHEXHBIX CPEACTB M 3KBMBAJNCHTOB, MHbIX MaTEpHANbHbIX MW HEMaTepHAJbHLIX LEHHOCTEH,
NMOAAPKOB, B3HOCOB Ha 6JIarOTBOPUTENbHBIE UK NOJIMTHYECKHH LIENH, 3aliMOB HaNpsMYIO KK Yepes
TPETBIO CTOPOHY POCCHHCKOMY HIIM MHOCTPaHHOMY JO/KHOCTHOMY JIMLLY HJIH JOIDKHOCTHOMY JIHILY
MEXAyHapOAHOH opraHu3aly (Jit60 Apyromy JIHLy MPH yCOBHH 3HAHHSA O TOM, YTO BhIIIaTa Gy et
nepefaHa TakoMmy Jiduy) ntobbiMH cnoco6amMH, YTOObI 0OKa3aTh BIMSHHME HA JAAHHOE JIMLO B LIENAX
TNOJIyYeHHsl, COXPAHEHHSI KOMMEPUYECKHMX NMPEUMYILECTB U (M/H) YNPABNEHHS UMH; HE NPEAJararh,
He ofelaTh ¥ He JaBaTh B3STKH KaK HEMOCPEACTBEHHO JODKHOCTHOMY JIMLY, TaK H uepes
NOCpeAHHKa, a TaKke He TpeboBaTh, He oOe€waTb MPUHATH WK TNOAYYHTb B3ATKY Kak
HEMOCPEACTBEHHO JOJIKHOCTHBIM JIHLIOM, TaK M uepe3 MOCpeAHHKA HE 3aBUCHMO OT HaJIMyHH
KOPPYNUHOHHOH LEJH,  TAK)XKE HE COBEPLIATh BbIILICYKa3aHHBIE JESHUS OT UMEHU UJIH B HHTEpECax
ropyaMyeckoro nvua. Ilog AOMKHOCTHBIMM JIMIAMH TMOHHUMAIOTCS Kak JIMLA, 3aHMMAlOLIHE
JNOMKHOCTH B CHCTEME 3aKOHONATEJNbHOH, MCMONHUTENBHOH MM CyaebHON BNACTH Kakoro-inubo
rocy/1apcTBa, Tak H Jiniia, 3aHUMaroLLye AOMKHOCTH B KOMMEPUECKHX OpPraHu3alusx;

4.2.2. He npeanarate, He obellaTb H HE NaBaTh JACHEXKHbIX CPEACTB M APYTHX MaTepHanbHbIX
LeHHocTeH (MpAMO MK KOCBEHHO) (i) pusnueckuM nuuam, (ii) IopuauYecKuM HIaM, B TOM YHCIIE
accouuauusM, (iii) rocymapcTBeHHbIM opraHaM (BKJIOYas, HO HE OrPaHHYMBAACH
rOCyAapCTBEHHBIMHU CIyXallHMH M MHbIMM PabOTHHKAMHM BbIILEYKAa3aHHBIX OPraHOB) KOTOpbIE B
CHJly CBOMX JOJDKHOCTHBIX MONHOMOYHH MM JIMUHBIX BO3MOXKHOCTEH MOTYT OKa3blBaTh BIMSIHUE,
obecrnie4ynBaTh W MOMIEPKHBATH AEATENLHOCTh (M/MNH NpPENOCTaBNATh (DUHAHCOBBIE M JAPYrHe
npeumyectsa) AO «Canodu Poccus», HeNpaBoMEpHO OCYILECTBIAS CBOM CiyxeOHbIe (yHKLUMY
UK NPOhECCHOHANBLHYIO JEATENBHOCTh MMesl LEJIbIO HIlH CIEACTBHEM B3ATKY MJIM KOMMEPYECKHH
NOAKYMN, MPUHATHSA WM JOMYLUEHWs BbIMOraTeNbCTBA, B3ATOYHMYECTBA W APYTHX HE3AKOHHBIX
AeiCTBUM, HANPABJCHHbIX HA MOJyYEHHE HIIH COXPAHEHHE AEJIOBOH BBITOMbI, @ TAKXKE 3aBEPSET H
rapaHTHPYET, YTO AKLUENTAHT HE OCYLUECTBISA BbILLEYKa3aHHbIX ACHCTBUM B MPOLLJIOM; .

4.2.3. HesamemnuTenbHo ysenomuts AO «Canodu Poccusi» B Teuenue cpoka aeiictsus JloroBopa B ciiyuae
M3MEHEHHs1 OOCTOATENBCTB, H3BECTHBIX eMy (DakTOB M MOHMMAaHHUIH, TakUM 06pa3oM, YTO B TEKY LM
MOMEHT BPEMEHHU OH HE MOXXET MOJTBEPANTD BhILIEU3NOKEHHBIE 3asABJIECHUS U TapaHTHH.

4.3. Bsaumopeiicteue Akuentanta 1 AO «CaHodu Poccusiy B pamkax Hacrosimiero IlpeasnoxeHust He
obs3piBaeT Akuentanta unu moboro Appecata IlpeanoxeHus mnpuoGpeTath, MCHONL30BAT,
pekoMeHaoBaTh MMM O0ECne4YnBaTh BO3MOXHOCTb HCIONB30BaHHS Kakux-nubo mpenapatoB AO
«Canodu Poccust», He HanpaBieHO Ha Kakoe-1160 OrpaHHYeHHe KOHKYPEHLMH WM MpPENOCTaBlEHHE
NperMYLIECTB B COOTBETCTBHH C AeHCTBYIOILMM 3aKOHOAATENLCTBOM PD.

4.4.Kaxnast u3 CTOpoH OCBOGOXHAETCA OT OTBETCTBEHHOCTH 3a YAaCTHYHOE WIIH MOJIHOE HEUCIOJNHEHHE
obs3arenscTB Mo J[oroBopy, €CNH 3TO HEWUCHONHEHHE SBHIOCH CJEIACTBHEM OOCTOSTENLCTB
HEeMpeoAoNuMOi cuiibl (nanee — «Pope-maxop»). Popc-Maxop B TOM 4HCie BKouaeT B cebs (6e3
OrpaHHYEHHs NEPEUYNCIIEHHBIM) NOXApP, HABOJHEHHE, 3€MIIETPSCEHHE, B3PBIB, LITOPM, OCEAAHUE MOYBbI
M MHble CTHXMAHBIE SABNEHWS TNPHPOABI, 3MHIAEMHIO, BOHHY, BOCHHble AEHCTBHS, BOOPY>KEHHBI
KOHQ)JIUKT, PELLIEHHS /UMK NEHCTBUS KOMNETEHTHBIX OPraHOB BACTH, MaCCOBbIE GECTIOPSAAKH, JIOKAYTHI,
MaccoBble 3a0aCTOBKH, TEPPOPUCTHUECKHH aKT, ANMHTENBHOE HapyIIEHHE TPAHCIOPTHOrO COOBILEHH S,
HHPOPMALMOHHO-TENIEKOMMYHHKALIHOHHBIX CeTel, 3MeKTPOCEeTed, a TakkKe HHble Ype3BblualHble H
HENpPEAOTBPATHUMBIE [IPH JAHHBIX YCJIOBUAX OOCTOATENbCTBA, KOTOpble CTOPOHbI HE MOIJIM HM
NpeABUAETb, HY MPEIOTBPATHTD Pa3yMHBIMH MEPaMH.

4.4.1. CropoHa, ans KOTOPOH co3hanach HEBO3MOXHOCTb MHCIIONHEHHs O06s3aTeNsCTBA BBHAY
BO3HUKHOBeHHs Dopc-maxopa, obs3aHa yBeAOMHTH Jpyrylo CTOpOHY JoOBIM AOCTYMHBIM



CrocoGoM, B T.4. yTeM HaNpasJieHUst COOGLICHH MO 3NEKTPOHHOI MoYTe, i) 0 HacTynneHun dopc-
Maxxopa (C yKasaH1eM Ha XapakTep coObITHH, OLIEHKY HX BIHSHHUS HA UcTioHeHHe CTOPOHOH CBOMX
06s3aTensCTB Mo Hactoswemy Jloropopy) M ii) o npekpawennu @opc-maxkopa. YBenomieHue
AOJXHO GbITh HANPaBIEHO B Pa3yMHbIH CPOK C IaThl BOSHHKHOBEHHS U C 1aThl Npekpatienus dopc-
MaKopa COOTBETCTBEHHO.

4.4.2. @aKxTbl, U3NOXKEHHbIE B YBEAOMIEHHH O HacTymieHun Qopc-Maxopa, No TpeGOBaHHIO JPYToii
CropoHbl AOWKHBI OBITh MOATBEPX/EHbI KOMIETEHTHBIMH OpPraHaMu WAH OpraHu3auusaMu. He
YBEIOMJIEHHE Wil HECBOEBPEMEHHOE YBEIOMIIEHHE O HacTynnenuu Popc-Maxopa suiaet CTOpoHy
npaBa CCbUIATBCH HA BbIlLiEYKa3aHHOE OOCTOATENbCTBO KaK HA OCHOBAaHHE, OCBOOOXKIAIOLLUEE OT
OTBETCTBEHHOCTH 32 HEUCMONHEHHE 00A3aTENLCTB.

4.4.3. Cpok ucnonxeHus o6s3arenbcTB CTOPOH NPOAJEBAETCs HA CPOK aeiicTeus Dope-Maxkopa H ero
nocneacTBUi, ecn CTOpPOHbI HE JOTOBOPATCSA 06 HHOM.

4.4.4. Ecan @opc-maxop npomnutcs Gonee 1 (0mHOro) Mecsua ¢ AaThl YBEJOMJIEHHS O €ro
HacTymieHn, CTOPOHbI MMEIOT MpPaBO pPAcTOPrHyTh JIOrOBOpP MONHOCTBIO MM YacTHYHO NO
cornaiiednto  CtopoH, a Takke kaxnas CTopoHa uMeer npaBo pactoprHyTs JoroBop B
O/IHOCTOPOHHEM BHeCYeOHOM Mopsiake MyTeM NHCbMEHHOTO YBeAOMIeHHs 3a 5 (msATh) pabouux
JIHe# 10 npeanonaraeMoii AaTbl paCTOPXKEHHS.

4.4.5. Pactopxenue J[oroBopa B COOTBETCTBHHM C HACTOSIUMM M. 4.4 He SBNSETCA MpeKpalleHHeM B
CBS3H C HEHCIONHEHHEM WJIH HEHAJIeXKAIUM HCoNHEHHeM JIoroBopa u He SBJSIETCS OCHOBAHUEM
JU1s BO3MELIEHHS YObITKOB.

4.5. Axkuent OdepTbl, NPUNONKEHHS K HEMY, TOObIe LOMONHUTENbHbIE cornauleHus k [IpeanoxeHuio 1
Axuenty OdepTbl, B T.4. JOKYMEHTBI, yka3aHHble B 1. 2.1. HacToswero [Ipennoxenus, a Takke akThl
npuema-nepeaay, HakiaJHble  MHbIE JOKYMEHTBI MOTYT ObITh NOANKUCAHbI KaK B 6yMaXKHOH, Tak 1 B
EKTPOHHOH (OPME ¢ MCMONBL30BAHHEM YCHIICHHOH KBanU(UUMPOBAHHOH 3MEKTPOHHOMN MOAMHCH
(«YKJIl») B cooteeTcTBMM C 3akoHoAaTenbctBoM P®. JlokymeHTsl, nopmucanubie YKOII,
NPU3HAIOTCS  PaBHO3HAYHBIMM  JOKYMEHTaM Ha  OyMaKHOM  HOCHUTENE, TMOANHCAHHBIM
COOCTBEHHOPYYHOI MOATUCHIO.

4.6. Bce cniopsl M pa3Horiacus UM TpeGoBaHHs, BOHHKAIOWKE U3 HacToswlero [TpeoxeH s HiK B CBA3u
C HMUM HiH JIOroBopoM, B TOM YMCIE KACAIOLIMECS HCNOJHEHHS, HAPYLUEHMs, PACTOPKEHHS WIH
HENIeHCTBUTENILHOCTH, MOJJIENAT Pa3pellieHnio B ApGUTPaXXHOM Cy e ropona Mocksbl M MOTYT GbITh
NepefiaHbl Ha paspelieHHe B apOMTPaXHBIH CyA TOJBKO MOCHE MPHHATHS CTOPOHAMHM Mep MO
AOCYNeGHOMY YperynupoBaHHUIO, a MMEHHO N0 HCTeueHuH 60 (LEeCTHAECATH) KaneHAapHbIX AHel co
AHsl  HanpaBieHus cooTBeTcTByiolled CropoHoit mnpereH3nu (TpeGoBaHus), NOANHCAHHOIM
YTMOITHOMOYEHHBIM JIULOM, Apyroii CTOpoHe B MHCbMEHHOM BHAE MO IOPUAMYECKOMY afpecy Wi
MHBIM afipecam, 0 KOTOpbix CTOPOHb! yBEAOMUNH JPYT ApYra.

4.7.0rHowenus CTOPOH B CBA3M C HactoswuM Ilpeanoxenuem u 3akmouaeMbiM  J[orOBOpOM
perynupyoTcs npasoM Poccuiickoii ®enepanuu.

Hupekrop a€napramMeHTa Mo yNpaBJI€HHIO BBIPYUYKOH M J0X0JaMH
AO «CaHodu Poccus»



