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1 2 3 4 5 6 7 8 9
1|PannomMu3upoBaHHOE MHOTOLIEHTPOBOE 2016 110 nostHoro | Benmko6pu |6/1 ot 25.10.2016 [OOO "AcrpaseHeka |Busnec Jlorosop
HCCIIE/IOBAHHE C LIEIBI0 OLICHKH UCIIOJHEHH |TaHUsI dapmacprotukans” KIMHAYECKOTO
3¢ hekTHBHOCTU U 6€30IIaCHOCTH kit HCCIIE0BAHUS
npemnapara PT009, o cpaBHeHuIO ¢
npenapatamu PTO05,PTO08 1 npenaparom
CumOuxopT® TypOyxanep® B OTKPHITOM
pexXuMe B BUJIC aKTHBHOTO KOHTPOJIS II0
BIIMSIHUIO Ha (DYHKIHIO JIETKUX HA
IPOTSDKEHUN 24-HeeNbHOT0 IIepHoa
JICYCHHMSI B ITAPAJUICITBHBIX TPYIIHaxX
nareHToB ¢ XOBJI ot cpenneii TsbkecTn
J10 KpaiiHe TsHKENoi
2 ["MHoroneHTpoBOE OTKPHITOS 2016 1o nonHoro |Mranus LDP0114-09- 000 "udapma" Busnec Jlorosop
PaHIOMU3HPOBAHHOE KIIMHUYECKOE UCIIOJIHEHU 10/10/20160t KIIMHUYECKOT O
uccienopanue 3PpHEKTUBHOCTH 1 i 10.10.2016. HCCIIEIOBAHUS
6e3onacHocty JleBonponta®, cuporn 30
mr/5 mit B cpaBHenun ¢ JInbGekcuHOM®,
tabnerkr 100Mr y DalMEeHTOB ¢ CyXUM
HEIPOAYKTUBHBIM KalluleM Ha (oHe
OCTPOH pecIHPaTOPHOH HHPEKIUI
3["AG-013736 AKCUTUHUB) a5 neuennst| 2010 1o moneoro (CLIA 174/i-100t Kommnanus "Idaiizep |Buznec Horosop
METAaCTATHYECKOTO II0YEIHO-KICTOYHOTO HCIIOJTHEHU 21.06.2010 Oity.Cu.ITu.Kopropa KITHHAYECKOTO
paka" i A" UCCIIEI0BaHUS
4|PanoMu3npoBaHHOE, ABOIHOE CIIeTioe 2015 1o nonHoro |CIIIA 6/u or 05.05.2015 (Komnanus "Alikon  |Busnec Jlorosop
uccieoBanue Gassl 3 WIS OLEHKH UCIIOHEHH Kimuaukan Pucepu KIIMHAYECKOTO
komOunanuu PF-0643953% i JIumuren” HCCIIEIOBAHUS
MAKIUTaKCeIOM-KapOOIUIaTHHOM U
KoMOuHanuu GeBanuszymaba ¢
MAKINTaKCeIOM-KapOOIUIaTHHOM IIPH
JICYCHUH NIePBOM JINHUH y TTAIIUEHTOB C
PAacIpOCTPaHECHHBIM HEIUIOCKOKJIETOYHEIM
HEMENKOKICTOYHBIM PAKOM JIETKOIO
5" IBoiitoe cnenoe, pangomusupoBannoe, (2016 1o onHoro [ Bemuko6pu [6/1 ot 01.03.2016 |OOO "Actpa3eneka |busnec Horosop
1anedo KOHTPOIMPYEMOE, UCIIOJIHEHHU |TaHus ®dapmaceroTHKaN3" KJIMHUYECKOTO
MHOTOIICHTPOBOE HcceaoBaHue 31 (hasbl s HCCIIeJOBAHUS

JUIs U3y4ueHust 3GPEKTUBHOCTH U
6e3omacHocty mpenapata AZD92918
CpaBHEHMH C TI1a1e00 y MalueHTOB ¢
HEMEJIKOKJICTOUHOH KapIHHOMOM JIETKOH
craguu IB-llIA ¢ monoxurensHoH
MyTanuei pelenTopa 3MuaepManbHOro
(axTopa pocra noce MoIHOH pe3eKIun
OITyXOJI C HAJIMYHEM HiIu 6e3
MIPE/IECTBYIONICH aJbIOBAHTHON Tepaniu
(AIAVPA) "




6" IBoiinoe cnenoe, pangomu3upoBanHoe, B (2016 1o moneoro (CLIA 6/u ot 31.10.2016 |OOO "Iapekcens Busnec Horosop
HapaJuIelbHbIX IPYIIIaX UCCIIEI0BaHHE LIS UCIIOTHEHH Wnrepueunn (PYC)" KIIHHAYECKOT0
cpaBHeHUS 3P HEKTUBHOCTH 1 i UCCIIeI0BaHUS
6e3omacuocty npenapata FKB238¢
ABacTnHOM® B KauecTBE NEPBOi IMNHUU
TEeparnuy y HaliueHTOB ¢
HPOrPECCUPYIOIHM/ PELH INBUPY FOLIUM
HEIIOCKOKJICTOUHBIM HEMEIIKOKIECTOYHBIM
PAKOM JIETKHX B KOMOMHAIMH C
Maxmurakcenem u Kapooruarunom™

7" Donrocpounoe nabogatensuoe 2016 110 moneoro [ FOskuast Ne20 ot 00O "OCT Pyc" Busnec Horosop
HCCIICIOBAHUE TSI OLICHKU ucnonuenu |Kopest 07.09.2016. (Crnoncop xoMmaust KITHHAYECKOTO
KapMOJIOTHYECKON 0€30acHOCTH i "Cdmcynr buosmnuc UCCIIeI0BaHUS
MALUCHTOB C PAHHUM HJIM MECTHO- Ko, JIta.)
pacnpoctpanensiM HER2-

HOJIOKUTEIILHBIM PAKOM MOJIOYHOM
NATIERLT 29RANINURINIY UCCTATARALIAO

8|PangomusupoBaHHoOE, ABOITHOE cieroe, 2015 10 nosHoro |CIIIA 1ot 21.09.2015 |SHccen Pucepu sun  [Busnec Jlorosop
11a11e60-KOHTPOJIIPYEMOE, B UCIIOHEHH JleBesonMeHT KIIMHHYECKOTO
HapaJuIelbHbIX IPYIaxX, MHOTOLEHTPOBOE st OndnCu HCCIIC/IOBAHUS
uccienoBanue Gasbl 3 s OLCHKH
6e30macHOCTH U 9(HEKTHBHOCTH
WHAYKIIMOHHOW U MTOJIIePKUBAOLIeH
TEepanuu yCTEKMHyMabOM y allHEHTOB C
YMEPEHHBIM HJIN TSKCIIBIM SI3BEHHBIM
KoJTOM"

9|"PannoMH3HpOBaHHOE, JBOWHOE CIIETIOE, 2016 110 monuoro | CIITA 717381001- 000 "I Busnec Horosop
1a1e60-KOHTPOIUPYEMOe, TIPOBONMOE B HCIIOJTHEHU 1452i/20160T JleBenonmeHT KITHHAYECKOTO
napauieJbHbIX TPYINax, MHOTOLEHTPOBOE s 28.12.2016 (Cmonenck)" HCCIICI0BAHUS
uccnegoBanue $aspl 2 Mo OLeHKE (uHnUIHAaTOP
0e30macHOCTH U 3P PEKTHBHOCTH uccnenoBanus Arena
npenapata APD334npu npuMeHeHHH y Pharmaceuticals, Ing.

MAIMEHTOB C AKTUBHBIM SI3BEHHBIM CILIA)
KOJIMTOM OT CPE/IHEH J10 TAKEJION CTENEHH

10|"MHOroUeHTpOBOE, paHIOMH3UpoBaHHOe, |2017 110 nosiuoro |Ucnanus  |06-041'M/201701 |O0OO Busnec Jlorosop
OTKpPBITOE CPAaBHUTEJILHOE KIMHHYECKOE UCIIOJIHEHU 20.01.2017. "TJIOBAJIGAPM" KIIMHUYECKOT O
nccieoBanue 3pHEKTUBHOCTH 1 st CIIOHCOP DKCHITHC HCCIIC/IOBAHUS
6€30MacCHOCTH JICKAPCTBEHHOTO IIperiapara Xenckea C.JIL.
Taiinomaxc XL, cynmosuropun (Mcnanus)
BarMHaJbHbIC KoMIanuu "OmOmn Nnay
Can. JIta. Wtn" (Typuws) ¢
JIEKapCTBEHHBIM IpeniapatoM I"aifHoMakc,
CYIIIO3UTOPHH BarHAIBHBIC KOMIIAHUH
"Om6un Wnau Can. JIta. Ultu" (Typrms),
B TEpaIHy BYJIbBOBAarHHAIBHBIX
KaH/(H1030B, GaKTepUabHBIX BATHHUTOB,
TPHXOMOHA/{HBIX BATHHUTOB WJIN

. v

11" donrocpodHoe ucciaeaoBaHne 2017 1o monHoro |ABctpus  |QSTP599%T ®umuan OO0 Busnec Jlorosop
Pe3yIbTaTOB [UIsl OLCHKH CHUKEHHES HCIIOIHEHU 13.05.2016 «KBunTaiinc KJIMHUYECKOTO
OCTaTOYHOTIO MCKa MOCIIE JICUCHHUS] st Ieam6X» Bena HCCIIC/IOBAHUS
CTaTHHAMH IIPH IIpHeMe JITaHOBbI AscTpust
[ALUEHTaMHU C THIEPTPHUIINLIEPUICMHUEHT 1
BBICOKHM PHCKOM Pa3BUTHS CEPACYHO-
cocynuctsix 3aboneBanuii (STRENGTH)"

12 |"MexayHapoaHOE MHOTOLICHTPOBOE, 2016 1o monsoro [['epmannst | or 28.03.2017.  |Kommanus "baitep”  |Busnec HoroBop
PaHIOMU3MPOBAHHHOE, BOITHOE CIIENOe UCIIOTHEHH KIIHHHYECKOT0
1a11e60-KOHTPOIIMPYEMOE HCCIICI0BAHNE s HCCIIeIOBAHUS

tazer 3 mo u3yueHuo 3GHEKTHBHOCTH U
0e30MacHOCTH puBapoKcabaHa npu
MPHUMEHEHUH JUIsl CHIJKEHUS PUCKa
CEePbE3HBIX TPOMOOTHUECKUX COCYUCTBIX
OCJIOKHEHHH y MallueHTOM C
CHMIITOMaTHYECKUM 3a0071eBaHUEM
nepudepruyecKuX apTepHil, IPOXOIAIUX
MIPOIIETYPBl PEBACKYIIAPU3ALIMI HIKHHX

un
rauenuacTeiy




13|"MHOroueHTpoBoE HCCICAOBAHHE B 2017 no monoro|Bemsrust (1 ot 31.01.2014  |OOO "Ilapekcens Busnec Horosop
HapasUIelbHbIX TPYIIax A1 U3y4eHHs UCIIOTHEHH Wnrepueunn (PYC)" KIIHHAYECKOT0
JIOJITOBPEMEHHOM O€30MaCHOCTH 1 s (neficTB. oT cBOCTO HCCIIeJOBAHUS
addexruBrocTH npenapatra CNTO136 HUMEHH ¥ OT UIMCHH
(cupykymal) y marueHToB ¢ Kommanuu Jassen-

PEBMAaTOUIHBIM apTPUTOM, KOTOPBIE Cilag International
3aKOHYMIIM JICYEHHE B MCCIICIOBAHUAX NV, Benbrus)
CNTO136ARA3002 (SIRROUND-Di

OCNTO126ADA22OND (QIDDOIININ T

14 |MexyHapo1HOE, MHOTOLIEHTPOBOE, 2014 1o monHoro | ®pannus  [26330t 01.08.2014000 "Cunepmxu Busnec Jlorosop
PaHIOMU3UPOBAaHHOE, ABOMHOE CIIETIOE, UCIIOTHEHH Pecepu I'pynn” KIIMHHYECKOTO
1a11e60-KOHTPOIMPYEMOE HCCIIE{0BAaHNE st (Criorcop AO HCCIIC/IOBAHUS
3¢ heKkTHBHOCTU U 6€30IIaCHOCTH "JIaboparopun
TPHMETA3H/IMHA y [ALUCHTOB CO Cepsbe”)

CTEHOKap/IeH, KOTOPBIM ObliIa POBeICHA
IpoIefypa YPECKOKHOI0 KOPOHAPHOTO
BMELIATEIBCTBA

15|"MexayHapoHbIil pETHCTP € LETbI0 2014 1o monoro |[seitnapu [SIT-KPE-01/1401 |OOO "Cunepmku Busnec HoroBop
OLICHKH MEMIUHCKOM IPaKTHKH U HCIIOJIHEHH |51 29.09.2014 Pecepu ['pynm” KITHHAYECKOTO
JIOTOCTPOYHOTI0 HAOIIOICHHS 32 JICUCHUEM Ed (Crnoncop Kommnanus UCCIIeI0BaHUS
cepaeuHoii Hegocratounoctd (REPORT- Hosapruc ®apma AT,

HF)" LlBeiirapust)

16 |MHoroueHTpoBoe, paHIOMU3UPOBAHHOE, 2015 1o nonHoro |CIIIA 6/u ot 29.06.2015 |OOO "Tlapekcenn Busnec Jlorosop
JIBOIHOE clienoe, miamnebo- HUCIIOJTHEHU Unrepuemn (PYC)" KJIMHUYECKOTO
KOHTPOJIMPYEMOE HCCIIEI0BaHHUE IIpernapara st (Crrorcop Kommnanust HCCIIC/IOBAHUS
I'omnmymab, antu-OHO-a I¢aiizep UHK.)

MOHOKIIOHAIIbHBIC AHTHTENA, BBOJUMBIC
BHYTPHUBEHHO y MALMCHTOB C aKTHBHBIM
IcopraTidecKuM apTPUTOM

17 |Uccnenosanue 2b dassr aBoitnoe cienoe  |2015 1o monHoro | Benuko6pu [6/1 ot 11.08.2015 |OOO "Ilapekcens Busnec Horosop
1a1e00-KoHTpoIupyemMoe 3 GpEeKTHOCTH U UCIIOJIHEHHU |TaHus Wnrepuewsn (PYC)" KJIMHUYECKOTO
6e3omacnoct GSK319616% s (Croncop HCCIICIOBAHUS
KOMOHHAIIMH C TePaNeil METOTPEKCATOM y GlaxoSmithKline
MALMEHTOB C AKTUBHOW CPEe/IHE-TSHKENION Research &

(hopMoii peBTOMHOTO apTPUTA, HECMOTPS Development
Ha MPOBOANUMYIO TEPAITHIO METOTPEKCATOM Limited, UK)

18|MHoronenTpoBoe, pannomusuposantoe, 2016 10 nostHoro [lepmannst |16244/51021/1(2) [AO "Baiiep” Buznec Jlorosop
JIBOIHOE clieorre, miamnebo- HCIIOJIHCHU or 13.01.2016 KJIMHAYECKOTO
KOHTPOJIMPYEMOE, YIIPaBIsieMoe st HCCIIC/IOBAHUS
coObrtusiMu uccnenosanue Il daser B
[apaJuIelbHbIX IPYIIaX [0 OLICHKE
3¢ hekTHBHOCTU U 6€30IIaCHOCTH
(rHEpEeHOHA B TOMOIHEHNE K CTaHAAPTHOM
TEepaIuy 1Py IPOrPECCUPOBAHUH OOJIC3HH
[0YEK Y HALMEHTOB C CaXapHbIM JAHabeToM
2 THIa U KIMHAYECKUM JAHarHO30M
nabeTHaeckoi HeponaTuu

19|"OtkpeiToe uccnenoBanue - npojonkenue (2015 JI0 TIOJTHOTO | SITToHHMs iHC/FRB327- 00O "unBenTus busnec Horosop
JUISL CPaBHEHUS JOJITOCPOYHOM WCIIOJIHEHH 003/1018/INSor | Xenc Knuaukan" KJIMHUYECKOTO
s exTHBHOCTH, O6E30MaCHOCTH, kit 22.10.2015 (Crrorcop HCCIIE0BAHUS
NMMYHOT€HHOCTH ¥ (papMaKOKHHETHKHI DOymxupuism Kuosa
npenapata FKB327u Xymupa® y Kupus Baiionomxuke
[ALUEHTOB C PEBMATOU/IHBIM apTPUTOM, Ko., Ltd, SInonus)

OJIyYAFOIIHX COILYTCTBYIOLIYO TEPAIIUIO
MeToTpeKcaToM”

20|"PanzoMu3npoBaHHOE, ABOHHOE-CIIETIOE, 2016 110 monuoro | CIITA or 06.09.2016 000 "Ammxen" Busnec HoroBop
KOHTPOJIMPYEMOE MHOTOLICHTPOBOE UCIIOTHEHH KIIHHHYECKOT0
HCCIIE/IOBAHHE 110 OLICHKE IPUMCHEHHS s HCCIIeIOBAHUS

OranepienTa 1 MetoTpekcara B COCTaBe
KOMOMHHPOBAHHOM TEpAINK WM B BHIE
MOHOTEPAIHH Y TAIHEHTOB C
Icopuaruyeckum apTpuTom”




21|"PanzoMu3npoBaHHOE, ABOHHOE-CIIETIOE, 2016 110 monuoro | CIITA or 17.10.2016 00O "unBenrus Busunec Horosop
MHOTOIICHTPOBOE, C aKTHBHBIM KOHTPOJIEM UCIIOTHEHH Xenc Knunukan" KIIHHAYECKOT0
uccnenosanue ¢aspl |l s oneHkn i (Crnoncop Kommnanus UCCIIeI0BaHUS
JIOTOCPOYHOI GE301aCHOCTH U Idaiizep Nuk.)
s¢dextrBHOCTH Tanesymalba,

HPUMEHSIEMOT0 MOJKOXHO y MAIUEHTOB C
0CTEOAPTPHTOM Ta300€APCHHBIX H JIN
KOJICHHBIX CYCTaBOB"

22 |"PangoMusnpoBaHHoOe, ABOIHOE, cienoe, (2016 10 nosHoro |CIIIA or 26.10.2016 00O "Tlapekcerb Busnec Jlorosop
11a11e60 KOHTPOIMPYEMOE HCCIICJ0BaHHE, UCIIOTHEHH Wnrepuewnn (PYC)" KIIMHHYECKOTO
[IPOBOAMMOE B [IapaJUICIbHBIX IPYIIaX y st (Criorcop Mepk HCCIIC/IOBAHUS
[ALIMEHTOB C CaxapHbIM AnabeToM 2 THIa 1 lapm u Joywm Kopr.,

YCTAHOBIICHHBIM 3a00JICBaHUSIM COCY/IOB Hozipa3/ieIeHue

JUISE OLICHKHU CEPJIeYHO-COCY AUCTBIX KOMIIaHUH MepK 9H1
HCXOJIOB TIOCJIE JIEYEHHUS ITPENnapaToM Ko. Nnk., Yaiitxayc
Opryrnuduosus (MK-8835/PF-04971729), Creitmn, Hero-
HCCIIEIOBAHUE CEPJIEYHO-COCY IUCTBIX Jixepen, CLIA)
ucxonos (VERTIS)"

23|"MHOroueHTpoBoE, IBOIHHOE CIIENOE, 2016 10 nosaoro |CIIIA 677061001- 00O "TIIaQ Busnec Jlorosop
PaHIOMHU3UPOBAHHOE, IUIanedo- HCIIOJIHCHU 296155i/20161 |/leBenonmenT KJIUHUYECKOTO
KOHTpoJIHpyeMoe ucciaenosanue ¢asel 2B ¢ kit 21.11.2016 (Cmomnenck)" HCCIIE0BAHUS
HCIIONB30BAaHHEM JHaIla30Ha J03, B (Crrorcop
KOTOPOM OLeHHBaeTcs 3P HEKTUBHOCTD U Jixenenrek, UHK.,
6e3onacHocTh npenapatra MSTT1041Ay CIIA)

MAIMEHTOB C HEKOHTPOJIUPYEMOH TSDKENON

24|"Ouenka npuMeHEHHUs d0KcabaHa y 2017 1o moneoro (CLIA QSTP679dT1 Kommnanus Busnec Horosop
MALHEHTOB ¢ HEKJIAMaHHOH QUOpHIALIHe HCIOJTHEHU 30.03.2017. «KBuHTaiinc KITHHAYECKOTO
npeacepauii (HK®II) u BoicOKHM s Te3am6X» (ABcTprs) HCCIIEI0BAHUS
KJIHPEHCOM KpeaTHHUHA, paHee He ot uMeHH Jlandn
TOJTYYaBIINX aHTHKOATYTUPYIOLIHE Cankno Unk. (CLLIA)
npenaparsl’

25 ["Kiuanaeckoe ucciieoBanue 2016 10 nosaoro |CIIIA 2016/543ot 000 «MCJ] Busnec Jlorosop
6e30macHOCTH U 9(HEKTHBHOCTH UCIIOJIHEHU 31.08.2016. DapMackObHKAIIC» KIIMHUYECKOT O
JIEKapCTBEHHOT0 cpecTBa Bepuuuryar, st OT MIMEHHU KOMITAaHUU HCCIIC/IOBAHUS
MK-1242/BAY1021189" "MEPK IIAPIT 1

JIOYM KOPIL."
(CTITA)

26|"MuoroueHTpoBoe nccnenoBanue 3-it paser[2014 1o onsoro | eeitnapu (JADY/7320t Onu Jlnnu Boctok  |Buziec HoroBop
TI0 OL[EHKE JI0ATrOCPOUHOH 2 HEKTHBHOCTH HCHOJIHEHH |51 11.03.2014. C.A. UlBeiitiapust KITHHAYECKOTO
u 6e30macHOCTH OapUIMTHHIOA Y i UCCIIeI0BaHUS
MALMEHTOB C PEBMATOMIHBIM apTPUTOM"

27 |PanioMu3upoBaHHoOe, 1BOHHOE CIIETIOE, 2017 JI0 TIOJIHOTO | SIIToHus or 30.08.201%. 00O "unBenrus Busnec Jlorosop
MHOTOLICHTPOBOE, TPEXITAITHOE UCIIOHEHH Xenc Kinaukan" KIIMHHYECKOTO
uccnenoanue 3pHEKTHBHOCTH U s (Cnoncop Nichi-lko HCCIIeJOBAHUS
6e3omacuocty npenapara NI071u Pharmaceutical Co.,
3apeructpupoBanHoro B CIIA npenapara Ltd, SInounst)

Pemukeiin® (Mudaukcnmab) it TedeHust
[AIUEHTOB C PEBMATOU/IHBIM apTPHTOM

28|"MHOroeHTpoBoe, paHIoOMH3UpoBaHHoe, (2017 1o onoro [["epmannst (16244/51021/1(2) |Croncop Busnec Horosop
JIBOMHOE-CIENoe, MIanedo- HCIIOJHEHHU or 13.01.2016 uccnenosanug AO KJIIMHUYECKOT O
KOHTPOJIUPYEMOE, YIPaBiIsieMoe s "Baiiep” UCCIIEI0BaHUS

coObiTusiMu uccnenoBanue Il pasbr B
HapasIelbHbIX IPYMIax MO OLCHKE

3¢ dexTuBHOCTH U 6€30MaCHOCTH
(rHEpeHOHA B IOMOIHEHNE K CTAHAAPTHOM
TEparuu Py IPOrpecCUPOBAHHHU OOJIC3HH
MOYEK y MAICHTOB C CaXapHbIM JuabeTom 2
THIA M KIMHAYECKHM JHArHO30M
nrabernyeckoit Hepponatun”




29|"Panzomu3upoBanHoe ABOMHOE cienoe ¢ (2017 1o moneoro (CLIA 6/u ot 10.07.2017 |OOO "Ilapekcens Busnec Horosop
JIBOMHOW MacKUPOBKOH, KOHTPOJIMPYEMOE UCIIOJIHEHU Wnrepuewsn (PYC)" KJIMHUYECKOTO
AKTHBHBIM IIPEIIapaToOM H aredo, s (Cniorcop HCCIIeJOBAHUS
MHOTOLIEHTPOBOE MCCIICIOBAHKE B "Kopnopauust
napauieIbHbIX TPYIIaX JUIUTEITbHOCTBIO "Tdaiizep")
12 Henesnpb [uist OLEHKH TPOQUIIsSt
3¢ dexTuBHOCTH U 6€30MaCHOCTH
npemnapata PF-06650833y mauneHToB ¢
AKTHBHBIM PEBMATOU/IHBIM apTPUTOM H
HE/I0CTATOYHBIM OTBETOM Ha TEPAIHUIO
METOTpPEKCaTOM"
30("Panzomu3upoBanHoe, ABoiHOE ciaenoe, (2013 1o monHoro [®@panuus ot 25.06.2013 Ounan kommnanun ¢ |Buzxec Horosop
1a11e60-KOHTPOIIPYEMOE HCCIICIOBAHUE B UCIIOTHEHH OrpaHHYCHHOM KIIHHAYECKOT0
HapasIelbHbIX IPYMIax MO OLCHKE s OTBETCTBEHHOCTBIO HCCIIeJOBAHUS
BIIMSIHUS aIUpOKyMaba "Kosanc Kimnukan
(SAR236553/REGN72Ha suz [epmanmnpysan
BO3HUKHOBEHHE CEPJICYHO-COCYAUCTBIX Cepsucus Jlumuren”,
SIBJICHUHN y MAllMEHTOB, HEJABHO TIpUHA/IeKALUN
TIEPEHECHINX OCTPBIN KOPOHAPHBIN KOMITaHUH C
cuHApoM” OrpaHUYCHHOI
OTBECTBCHHOCTBIO
Covance Clinical ang
Periapproval Servicgs
Limited,
BenukoOpuranus
(Crnoncop Kommnanus
Sanofi-aventis
Recherch &
Development,
Dpanuus,
31|"MHoroueHTpoBoe, panzoMu3upoBannoe (2016 bi() Llgeiiapn |CQVM149B2301/1000 "Hosaptuc Busnec Horosop
uccnegoBanue ¢ 52-#e1eabHbIM IEPUOIOM 01.02.2019s 8070t 14.04.2016|Papma” KITHHAYECKOTO
JIBOMHOM cjenoi Tepanuy B napaieabHbIX HCCIIEI0BAHUS
rpymnmnax u TpoHHOI MacCKUPOBKOH ¢ 11EIbIO
OLICHKH 6€30MacHOCTH U 3G ()EKTHBHOCTH
npenapata QMF149m0 cpaBHeHHIO ¢
MoMeTa30Ha ypoaToM y MalHeHTOB ¢
OpOHXHAIBHOM acTMOM"
32|"PangoMu3ipoBaHHOE, ABOWHOE CIIEIOE, 2014 110 onteoro [ Bemnko6pu 6/ ot 29.09.2014 |OOO "Actpaseneka |busnec Jlorosop
11a11e60-KOHTPOIIMPYEMOE, IIPOBOAMMOE B UCIIOJHEHH |TaHUsI ®dapmacerorrkans” KIIMHHYECKOTO
[apaJuIelbHBIX IPYIIaxX, MHOTOLEHTPOBOE st HCCIIC/IOBAHUS
uccnenoanue 3 Gasbl 10 OLCHKE
3¢ (heKTHBHOCTU U GE30IIaCHOCTH ABYX
pasnu4HbIX 103 GeHpamzymaba (MEDI-
563)y HalMeHTOB C TSKEIBIM HIIH OY4CHb
TSDKEJIBIM TCUYCHHEM XPOHHYECKOH
ob6crpykTuBHOI 6osesnu jerkux (XOJIB),
npu Haymaun obocrpenuit XOJIb B
anamuese (GALATHEA)"
33|"52-HesenpHOe MEXTYHAPOIHOE, 2015 110 nosiHoro |Mramus 6/m ot 04.12.2015 |OOO "Yunrepn busnec Horosop
MHOTOLICHTPOBOE PaHIOMHU3HPOBAHHOE, UCIIOTHEHH WnTepHaman" KIIMHHYECKOTO
JIBOMHOE CIIEIIOE, CPABHUTENBHOE st HCCIIC/IOBAHUS

HCCIIeZIOBaHUE, IPOBOUMOE B TPEX
IapaJuleNbHBIX IPYIIax IalueHTOB ¢
OpOHXUAIBHOU aCTMOH, y KOTOPBIX
3a0oJeBaHue HEe TOACTCsl KOHTPOIIIO IPU
[IPHMEHEHHH HHTaIAIAOHHBIX
KOPTHKOCTEPOHIOB B BEICOKHX J103aX B
coueTaHHU ¢ aroHucTamu B2-penenropos
JUIHTEIFHOTO ISHCTBHS, C IIENIBI0 OLICHKH
npenapata 5993 (oMOHHHPOBAaHHOTO
npernapaTa yIbTPaMeIKOAUCIEPCHOTO
OeKxI0MeTa30Ha JUIPOIHOHATA,
topmotepona hymapara H TIMKOIHPPOHHS
O6poMua B GHKCHPOBAHHBIX JO3HPOBKAX
200/6/12,5uxr) B n03upyromem
uHransrope”




34|"MHOroLeHTpoBoe, paHaoMu3upoBanuoe, [2015 1o onHoro [ Bemuko6pu 6/ ot 15.04.2015 |OOO "Actpaseneka |busnec Horosop
JononHuTenbHoe uccnenoBanue Il Gpaser B UCIIOJIHEHHU |TaHus ®dapmaceroTHKaN3" KJIMHUYECKOTO
HapaJIelbHbIX IPYMIax MO OLCHKE s HCCIIeJOBAHUS
6€30MaCHOCTH 1 TIEPEHOCHMOr0
6enpanusymaba (MEDI-563)y moapoctkos
1 B3POCIIBIX TAIMEHTOB C aCTMO}A,
THOJTyYaIOIIHX KOMOMHALNIO
MHTaJTAIHOHHBIX KOPTHKOCTEPOHIOB ¢ B2-
ArOHHCTaMHM JUTUTEIILHOTO ACHCTBUS
[DAD AN
35 |PantoMu3upoBaHHOE ABOIHOE ClieTioe 2017 §i (o) Benukobpu [or 05.04.2017 00O "Acrpazeneka |busnec Jlorosop
MHOTOIICHTPOBOE HCCIICIOBAHUE C TBOHHOM 01.03.2019ranus dapmackroTHKAN3" KJIMHUYECKOTO
MAaCKHPOBKOII C IIENbIO OLCHKH HCCIIC/IOBAHUS
3¢ hekTHBHOCTU U 6€30IIaCHOCTH
(HKCHPOBaHHON KOMOHHAIINKI
I'mukormppouui/®opmorepoina pymapar
I10 CPaBHEHHUIO C (PUKCUPOBAHHOI
KoMOHHaImel YMekmuaunnuii/Bunanrepor
Ha [POTSDKEHUU 24-HEEIBHOTO IIeprHo/ia
JICYCHHMS B ITApaJUICIIbHBIX IPYIIIaX y
MAI[HEHTOB C XPOHUYECKOH 00CTPYKTHBHOM
00IIe3HBIO JIETKHX OT CpPeAHell TSHKeCTH 0
kpaiine Tsokenoit (AERISTO)
36|PamouHoe cornanienne 06 yCIOBHsIX 2017 BcTynaer B (@panuus |Pamoynoe 00O "Cunepmxu Busnec Jlorosop
[POBEICHHUSI KIIMHUYECKUX HCCIICI0BAHUIT cuy ¢ coruameHue o6 Pecepu I'pynn” KIMHAYECKOTO
JaThl YCIIOBHUSIX HCCIIC/IOBAHUS
MO/HCAHU [IPOBEICHUSI
U KITMHUYECKUX
neiictByer HcclieqoBannii Ne
B TCUCHHE SIT-KRE-0818
Heompeeln
€HHOT'O
37| PanzoMHU3HpOBaHHOE OTKPHITOE 2009 1o monoro | sefinapu (ot 27.10.2009 IpencraButensctBo  |BusHec Horosop
uccnenosanue |l a3l Mo cpaBHEHHIO HCIIOJHEHU s HIBeiapcKoit KJIMHUYECKOTO
(apmakokuHeTHKU 3P HEKTUBHOCTH 1 i KOMIIaHHH UCCIIeI0BaHUS
0e30macHOCTH TpacTy3ymMaba mpu "®. Xoppman-JIa
MOAKOXHOM (11/K) ¥ BHYTpUBEHHOM (B/B) Pour JITH"
BBeaeHNH Y xkeHuH ¢ HER2
TOJIOKHUTEIIBHBIM 3]10Ka4ECTBCHHBIM
HOBOOOPAa30BaHHEM MOJIOYHO XKeJIe3bl Ha
iz LD\ A )
38|"PangoMU3HMpOBaHHOE MHOTOLIGHTPOBOE 2013 1o onxoro | Ieeitnapu |BO-2511401 IIpencraBurenscTBo |busnec Jlorosop
JIBOHMHOE ClIeNoe IIIane60-KOHTPOINPYeMoe UCIIOJHEHU s 29.03.2013 mBeinapckoit KIIMHHYECKOT O
uccienosanue |l dhaspl mo u3yuenuro ks KOMITaHUH HCCIICI0BAHUS
3¢ heKTHBHOCTU U 6€30IIaCHOCTH "®.Xoddman-JIs
nepry3ymada B KOMOMHAIINH C Pom JITH"
TpacTy3yMaboM U XUMHOTEpAIHen y
manuenToB ¢ HER21romoxkxurensuemM
PacIpoCTpaHEHHBIM PAKOM JKeJryIKa”
39|"PanzoMu3npoBaHHOE, ABOHHOE CIICIIOE, 2012 10 Benbrus 1521KWN/12 ot Kommnanus "Sluccen  |Busnec Horosop
CPaBHHUTENBHOE HCCIICAOBAHHE COYCTAHUS 31.12.2020 23.10.2012 ®apmarnestika HB" KITHHAYECKOTO
AQHTUAHJPOTCHHOI TepaIuy U IpernapaTa benbrus HCCIIeJOBAHUS

3UTUT'A (abupaTtepoHa areTaT) ¢ HU3KOH
J1030i1 IpeTHU30HA B CPABHEHHH C
M30JIMPOBAHHON aHTHAHAPOT€HHOM
Tepanueil y NalueHTOB IPYIIIbl BBICOKOIO
PHCKa C BIIEPBBIE INATHOCTHPOBAHHEIM,
METAaCTaTHYECKUM PAKOM HPEACTATeIbHOM
JKeJe3bl Y MalueHToB 0e3
TIPEIIECTBYIONICH TOPMOHATIBHOM




40

"PaH/10MM3UPOBAaHHOE MYJIbTUIIEHTPOBOE
OTKpBITOE HccneaoBanue 3 (asbl uis
CpaBHEHHMS PEKHUMOB JICUECHHUS
Tpacry3ymab mioc [lepTy3ymab miroc
TakcaHbl 10cie MPUMEHEHHS
AnrpanukimHoB U Tpactysymada
Omran3uHa mioc [lepryzymab nocie
NpUMEHEHNs AHTPALMKIMHOB B Ka4eCTBE
a/IbIOBAHTHOM TEpanuHy y NalueHTOB
omnepabensubiM  HER2fonoxurensHbM
[CDBUYHEIM DAKOM MOIIQYHO Kene3nr”

41

2014

110 nosixoro |IlBeftnapu

HCIIOJTHCHHU (51
ES

6/ or 20.05.2014

IIpencraBurensCTBO
BeHIapCKOn
KOMIIaHUH

"®. Xoppman-JIa
Pom JITA"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

"MHOroIeHTPOBOE, PaHIOMH3UPOBAHHOE,
JIBOHHOE clieroe, mane6o-
KOHTpOJIUpYeMOe UcclenoBanue 3 assl 1o
nzydenuto npenapara ARN-509y myxunx
¢ HemeracrarraeckuM (MO) KacTparoHHO-
PE3UCTEHTHBIM PaKOM IIPECTaTeIbHOI
Kenessl”

2014

1o HostOpst |CLIA

2019

6/u ot 29.10.2014

000
"dapMacbOTHKAI
Pucepu Accommdiitc
CuAiDc (CLIA)"

Busznec

Jlorosop
KIIMHUYECKOT O
HCCIIE0BAHUS

42

"MHOTrOILEHTPOBOE PaHI0OMU3UPOBAHHOE
JIBOITHOE cliernoe uccneaoBanue 3 Gasel
MPOBOAMMOC B [apaJUIeIbHbIX IPYIIIaX MO
cpaBHEHHMIO 3 dexTUBHOCTH,
0e30macHOCTH, papMaKOKHHETUKH U
nMMmyHorenHoct SB3 ipeaoxeHHoro
OHODKBHBAIICHTA TPACTY3yMabda) U
TepLEITHHA y XEHILWH C BIEPBbIC
JIMarHOCTUPOBAHHBIM HA PaHHEH CTaanuK
WK MecTHopacmpoctpanenusiM HER2-
TOJIOKUTEITLHBIM PAKOM MOJIOYHOH JKENe3bI
B COCTaBE HE0a/IbIOBAaHTHOM Teparnuu”

2014

110 nosHoro | FOxkHast
ucnosinenu (Kopest
s

QSTP4686T
15.12.2014

dumman OO0
«KBuHTaiIC
T'esm6X»

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

43

"PaH/10MU3UPOBAHHOE, IBOMHOE CIIETIOe
uccnenoBanue dasol 3 npenapara PF-
052800148 KOMOMHAIMH C TAKJIUTAKCEIIOM
B CPaBHEHHH C TPACTYy3yMaOOM B
KOMOMHAIIMH C TIAKJIMTAKCEJIOM B KaueCTBE
Tepamnuy MepBOii JIMHUH Y HALHEHTOB C
HER24105105KHUTEIbHBIM METACTATUECKUM
PaKoM MOJIOYHOM >kesne3bl”

2015

110 nosuoro |CIIA
HCTIOJHEHN
s

6/u or 14.09.2015

Kommnanus " Afikon
Kaunukan Pucepu
Jlumuren”

Busznec

Jlorosop
KIMHHAYECKOTO
HCCIIEZIOBAHUS

44

PannoMH3UpOBaHHOE TBOHHOE CIIEHIOE
m1ane60-KOHTPOINPYEMOe HCCIIeJOBaHUE 3
¢a3el npemnapara JNJ-5602192%
MAI[HEHTOB C JIOKAJIN30BAHHO NI MECTHO-
PpacIpocTpaHeHHOM (hopMma paka
IIPE/ICTaBICHHOM JKeIIe3bI BEICOKOTO PHCKa,
KOTOPBIM IT0Ka3aHO IIPOBEICHUE TydeBOi
Tepanun

2016

31.12.2026benbrust

2078K1/15 01
29.01.2016

Kommanwust "SHccen
®dapmanesruka HB"
Benbrus

Busznec

Jlorosop
KIIMHHYECKOT O
HCCIIE0BAHUS

45

PaHI0MHU3HPOBAHHOE MHOTOLICHTPOBOE
nBoitHoe cnenoe uccaenosanue |l dassr mo
OLICHKE SKBUBAJICHTHOCTH JICKAPCTBEHHBIX
PENnapaToB, MPOBOUMOE B NapalIeIbHbIX
IpyIInax MalUeHTOB C PAHHUM PaKOM
MoJio4Ho# xene3sl HER2+c¢ nenbio
cpaBHeHMs 3P eKTUBHOCTH, 6E30ITACHOCTH
1 (hapMaKOKHHETHYECKUX CBOHCTB
npenapata HD201u I'epuentuna
(mpotokon # CP0793-TROIKA-00-H)

2013

o mapra  |CLIA

2019

CP91-A5481008-
1055-Hor
28.11.2013

"TPUO"
n OO0 "Kpomoc"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

46

"PaHOMHU3HPOBAHHOE MHOTOLICHTPOBOE |,
JiBOiHOE ciiertoe, 3 (a3bl HCClIeI0BaHNE
npenapata PD 0332991 1{epopainbHsiii
nrrudurop CDK 4/6) coBmecTHo ¢
JIETPO30JIOM B CPaBHEHHH C ILIaLe00
COBMECTBO C JIETPO30JIOM IIPH JICYCHUN
OP(+), HER2(+)paka Mo04HOM Kene3sl y
KCHILIMH B IOCTMEHOIIAY3¢, KOTOPHIM paHee
HE [IPOBOAMIACH CHCTEMHAsI
[IPOTHBOOITYXOJICBAs TEPAIIMS 110 IIOBOLY
pacrpocTpaHeHus 3a00IeBaHus’

2013

o mapra |CILIA

2019

CP91-A5481008-
1297-Hot
28.11.2013

"TPHUO"
u OO0 "Kpomoc"

Busznec

Jlorosop
KIIMHUYECKOTO
HCCIIE0BAHUS




47

"MHOrOILEHTPOBOE, ABOHHOE CIIEeNoe
PaHIOMU3UPOBAHHOE, IPOBOANMOE B
HapaJIelbHbIX IPYIIax UCCIIEI0BAHNE, B
KOTOPOM OLleHUBAaeTCs 3 PEKTUBHOCTD U
6e3omacHocTs npenapara MYL-14020 8
CpaBHEHMH ¢ npernapaTtoM ABacTHH®,
HPUMCHSEMBIX B Ka4€CTBE IIEPBOit IMHUK
TEeparnuy y HalkeHTOB C
HEIUIOCKOKJICTOUHBIM HEMEIIKOKICTOYHBIM
paxom Jsierkoro IV craguun”

2017

J0
HCIIOJTHCHU
ES

IBeitnapu
s

56815100-
306i/201 7ot
17.02.2017

OO0 "MIIA
JleBenonmeHT
(Cmornenck)"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

48

"MHOTOLEHTPOBOE PaHIOMHU3HPOBAHHOE
nBoitHoe cieroe uccnenosanue /111 dasbr
IO OI[EHKE MPOIOIDKUATEIBHOCTH TSDKEIOM
HEHTPOIIEHHH T JICIEHUH IUTHHAOYIHHOM
B CPAaBHEHHH C MOTHITPACTHMOM Y
MAIMEHTOB C COJIMIHBIMU OITYXOJISIMH,
TOJTYYAOIIHX MHEIOCYTIPECCHBHYIO
XMMHOTEPAIHUIO IOLETAKCEIOM
(ITporexrusl)"

2017

10
3aBEPUICHU
A
HCcCIIeJ0Ba
HA

CIIA

6/u or 15.11.2017

00O "Yunrepu
WurepHemmsn”

Busznec

Jlorosop
KIIMHUYECKOT O
HCCIIE0BAHUS

49

"PaH/10MU3UPOBaHHOE, JIBOMHOE CIIETIOE
KJIHHUYECKOE HccneaoBanue 3 asbl 110
OLICHKE KOMOMHALIMN
neMOposIn3ymMad+3maKaaocrar 1no
CPaBHEHHMIO ¢ neMOpon3ymMadom+iuiane6o
B JICYEHUH PEICAUBHO MK
MIPOrpeCcCUpyIOLIEH METACTATUYECKOM
ypOTeIHaabHOH KapIIHHOMBI IIOCTIe
Hey/lauH N1epBOii TMHUM XMMUOTEpariy Ha
OCHOBE TPENapaToB IJIATUHBI 110 TOBOLY
PacIpoCTpaHEHHOT0/METaCTATHYECKOIO

3abonesanus (KEYNOTE-698/ECHO-
203)"

2018

710
3aBEpLICHH
s
uccie[0Ba
HHS

CHIA

Ne 2018/5801
25.01.2018.

"MEPK LIAPII U
JIOYM KOPIL."

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

50

"PaHI0MH3UPOBaHHOE MHOTOLICHTPOBOE
nBoiHoe cienoe uccaenosanue |l dassimno
OLICHKE SKBHBAJIICHTHOCTH JICKAPCTBEHHBIX
MpernapaToB, MPOBOIMMOE B NapalIeIbHBIX
rpynrnax nanueHToB C PaHHUM PaKoM
MoJI04HO# xkene3sl HER2+¢ nensio
cpaBHeHHS () (PEKTUBHOCTH, OE30IACHOCTH
1 papMaKOKHMHETHYECKUX CBOMCTB
npenapara HD201u 'epuentuna®"”

2018

o 2021

Cunramyp

Ne CPO793-
TROIKA-643-008-
H ot 09.02.2018

000 "Kpomoc"
(cioncop Ipectmx
Buo®dapwma I1te JIta,
CuHraiyp)

Busznec

Jlorosop
KIIMHUYECKOTO
HCCIIE0BAHUS

51

"PaH/10MU3UPOBAHHOE, IBOMHOE CIIETIOE
uccnegoBanue 3 haspl Mo OLECHKE
nembponsymaba (MK3475)8
KOMOMHALMH C 3M1aKaJ0CMTaTOM
(INCB024360)uu rutane6o y mamueHToB
C ypOTeIHanbHON KapLIUHOMOI, He

O UIeKAILeiT JICYCHHIO LHUCTIATHHOM
(KEYNOTE-672/ECHO-307)"

2018

J10 II0JTHOTO
HCIIOJTHCHU
ES

CHIA

2018/47ot
25.01.2018

"MEPK LIAPII U
JIOYM KOPIL."

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

52

"PaH1I0MH3UPOBaHHOE IIPOCTOE CIIETIOE
uccienosanue |l dhassl 1o oreHKe cXxembl
JICUCHUS IOLETaKCeN + INIMHAOY/INH B
CPaBHEHHH CO CXEMOM JrorieTakceln +
ianedo B XMMHOTEpAIuK BTOPOH 1K
TpEeTheil IMHKUH, TIPOBOAUMOI MAIIUEHTAM C
PpacupoCTpaHEHHBIM HEMEITKIIKIICTOUHBIM
PaKOM JIETKOTO, Y KOTOPBIX UMEETCS KaK
MHUHHUMYM OJIIH M3MEPHUMBIf 04ar
3a00JIeBaHusI B JIETKHX (MCCIIEI0BAHIE
OVEINH-3)"

2018

hit)
HCIIOJHEHU
S BCEX
00s13aTeIBC
B

CIIA

6/u or 14.11.2018

00O "Yunrepu
WurepHemmn”

Busznec

Jlorosop
KIIMHUYECKOT O
HCCIIE0BAHUS

53

"MHOTOLIEHTPOBOE UCCIIE/IOBAHIE B
[apaJuIelbHbIX IPYIIax 1Tl H3yYCHHUs
JIOJIFOBPEMEHHOM O€301aCHOCTH 1
s¢ppexruBHOoCcTH Npenapara CNTO 136
(cupykyma0) y marmeHToB ¢
PEBMATOM/IHBIM apTPUTOM, KOTOPbIE
3aKOHYMIIN JICYCHHE B HCCIICJOBAHHSIX
CNTO136ARA3002 (SIRROUND-Di

OCANTOI126ADA2ON2 (CIDDOLIND T

2013

01.10.2019benbrus

lor 14.12.2013

00O "Ilapexcens
Wnrepuewnn (PYC)"

Busznec

Jlorosop
KIIMHHYECKOT O
HCCIIE0BAHUS




54

"PaH/10MM3UPOBAaHHOE IBOMHOE ClIENIOe
HCCIIE0BaHNUE OLECHKH 3 (HeKTUBHOCTH U
6esomacnoctn PF-0643817%
nHpaukcumaba B KOMOMHALMH C
METOTPEKCATOM Yy MAIUEHTOB C AKTHBHBIM
PEMaTOMAHBIM apTPUTOM OT CPEAHEH 0
TSDKEJION CTEHICHHU TSHKECTH, MMEBILINX

HeaJIeKBaTHBIN OTBET Ha TEpaIuIo
L4 2\

2014

J10 II0JTHOTO
HCIIOJTHCHU
ES

CHIA

or 05.12.2014

00O "Tapexkcenb
Wnrepuewsn (PYC)"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

55

MHOIOIIGHTPOBOE, PaHIOMU3UPOBAHHOE,
JIBOIHOE cJIeroe, miane6o
KOHTPOJIMPYEMOE UCCIIEI0BAHUE TIperapara
Tonmumyma6, antu-OHO-a
MOHOKJIOHAIIbHBIE AHTHTEIIA, BBOJIUMBIE
BHYTPHBEHHO Yy TTAI[HCHTOB C aKTHBHBIM
TcopraTH4ecKiM apTpPUTOM

2015

10 heBpaist
2018

Hupnepnang
Bl

1ot 15.04.2015

00O "Ilapexcens
Wnrepuewnn (PYC)"

Busznec

Jlorosop
KIIMHUYECKOT O
HCCIIE0BAHUS

56

"PaH/10MU3MPOBAaHHOE, IBOHHOE CIIENOE,
1a11e00-KOHTPOIUPYEMOE,
MHOTOLIEHTPOBOE, OCHOBAaHHOE Ha
COOBITUSIX HCCTIEI0BAHHE BIIHAHUS
KaHarIH(II03MHA HA HCXOIBI CEPJICYHO-
COCYIMCTOM MAaTOJIOTHH U OYEYHOH
HEJI0CTaTOYHOCTH y TIAIIUEHTOB C

caxapHbIM 1HabeTOM 2-T0 THIA U
N s

2014

JI0 MapTa
2019

benbrus

QSTP461%r
28.11.2014

dumman OO0
«KBuHTaiIC
T'esm6X»

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

57

PannomMu3upoBaHHOe, IBOMHOE clleTioe,
MHOTOLIEHTPOBOE HCCIICIOBAHHE C
JIOCTIDKEHUEM OIPEIENICHHOTI O YHCIIa
KIMHUYECKHUX COOBITHI, IPOBOIUMOE IS
OLeHKH Y ()EKTHBHOCTH U 6€30IaCHOCTH
[IEpOPAILHOT O IIperiapaTa pUBapoOKCadaH B
CpaBHEHHH C IIae00 B OTHOIICHUI
CHIDKEHHS PUCKa CMEPTH, HH(papKTa
MHOKap/ia I UHCYJIbTA Y IIAIIUCHTOB C
XPOHHMYECKOI cepaedHoit
HEJ0CTaTOYHOCTBIO U BBIPaXKCHHOH
HIIeMHUYEeCKOil 00JIC3HBIO cep/iua nocie
TOCHHTAIIM3AIUH [0 OBOY YXYAIICHHS
CepIevHOH HeTOCTaTOYHOCTH
(COMMANDERHF)

2013

110
31.12.2018

Benbrus

1691K1/13 ot
30.09.2013

Kommanwust "SHccen
®dapmanesruka HB"
Benbrus

Busznec

Jlorosop
KIIMHUYECKOTO
HCCIIE0BAHUS

58

MHOTOIIEHTPOBOE, OTKPHITOE HCCIICIOBAHUC
6e30macHOCTH U (P HEKTHBHOCTH
npenapata GLPG0634c pnuTenbHbIM
MIEPUOIOM TIOCIIEYIOIIEeT0 HAOIIOJCHUS Y
MAI[HEHTOB C PEBMATOUIHEIM apTPUTOM
YMEpEHHO! UIIH BBICOKOII cTeneHn

AV TURLOCTIL

2013

JI0 TIOJTHOTO
BBITIOJIHCHA
S BCEX
00s13aTeIBC
TB I10
JIOTOBOPY

Benbrus

or 28.10.2014

Kommnanus A Ou Cu
Pecepu

Busznec

Jorosop
KIIMHHYECKOT O
HCCIIE0BAHUS

59

"PaH/10MU3UPOBAHHOE, IBOMHOE CIIETIOe
uccnenoBanue daspl 38/4 17151 OLEHKH
TodanuTrHUOa B 103¢ SMr ¢
METOTPEKCATOM U 03 Hero B CPaBHCHUH C
a/[aTIMyMabOM ¢ METOTPEKCATOM y
MALUCHTOB CO CPEIHETSKEIBIM HITH
TSDKEJIBIM PEBMATOU/IHBIM apTPUTOM B
aKTHBHOI (opme”

2014

it
3aBepLICHH
s
uccie[0Ba
HHS

CHIA

or 28.10.2014

Kommnanus "Afikon
Kaunukan Pucepu
Jlumuren”

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

60

" PaHIOMH3HPOBAHHOE, JIBOMHOE CIIETOE
HCCIIe/IOBaHUE OICHKH (D (OKTHBHOCTH 1
6e3onacuoctu PF-0643817%
nH}IrKcuMaba B KOMOHHALIUH C
METOTPEKCATOM Y MAIMEHTOB C AKTHBHBIM
PEBMATOU/IHBIM APTPUTOM OT CPETHEH J10
TSKEJION CTENEHH TSHXKECTH, UMEBILIHX
Hea/IeKBATHbIN OTBET HA TEPAITHIO
MmerorpekcaroM (pasza 3)"

2014

JI0 TIOJTHOTO
BBITOJIHCHA
S BCEX
00s13aTeIBC
TB I10
JIOTOBOPY

CIIA

or 05.12.2014

00O "Ilapexcens
Wnrepuewnn (PYC)"

Busznec

Jlorosop
KIIMHHYECKOTO
HCCIIE0BAHUS

61

"OTKpBITOE PaHIOMU3UPOBAHHOE
HCCIIE/IOBAHHE C MapauICIbHBIMU
IpyINIaMy IO OlLIeHKE HIMYHOTEHHOCTH U
0€30MaCHOCTH MOHOTEPAIUH CapuilyMabom
y GOJIBHBIX C AKTHBHBIM PEBMATOHIHBIM

antnuTom”

2013

110
31.12.2023

®panuus

6/u or 13.02.2013

AO "Canodu-
ABeHTHC TpyI"
®panuus

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS




62

"MHOTrOIEHTPOBOE, PAHIOMH3UPOBAHHOE,
JIBOMHOE clienoe, mianebo-
KOHTPOJIMPYEMOE HCCIIEIOBaHNUE IIpenapaTa
Tomumyma6, antu-OHO-a
MOoHOK/IOHAIIbHBIC AHTHTEA, BBOJUMBIC
BHYTPHUBEHHO y MAIMCHTOB C AKTHBHBIM
Icopuaruyeckum apTpurom”

2015

10
despans
2018

benbrus

1ot 29.06.2015

00O "Tapexkcenb
Wnrepuewsn (PYC)"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

63

MHOLEHTPOBOE, IBOIHOE CIIETIOE,
PaHIOMU3HPOBAHHOE, ILIANe00-
KOHTpOJIHpYeMoe uccienoBanue 2-i ¢ass
C TIOUCKOM JIMaIa30Ha 03, IPOBOJHMOE C
LeJIBI0 OIIEHKU 0€30IIaCHOCTH U
s¢dexruBHOCTH npenapara ALX-0061,
MIPUMEHAEMOTO MOJKOKHO Y NAllUEHTOB C
CHCTEMHOM KpacHOH BoI4aHKOH
YMEpEHHOM! UIIH BBICOKOII cTeneHn

2015

JI0 TIOJTHOTO
HCIIOJIHEHH
st

Benbrus

576551001-
007004i/2015t
12.08.2015

00O "1/
JleBenonmenT
(Cmomnenck)"

Busznec

Jlorosop
KIIMHUYECKOT O
HCCIIE0BAHUS

64

"MHOTrOIEHTPOBOE, PAHIOMH3UPOBAHHOE,
1a11e60-KOHTPOINPYEMOE, ABOITHOE
cieroe uccneaoBanue $assl 3 Uit OLEHKH
3¢ dexTHBHOCTH U 6€30MaCHOCTH
Hepronuzymaba I[1sron y nmaiueHTos ¢
AKTHBHOH (hOPMOIi aKCHATBHOTO
cnionmnoaprputa (AKCCIIA) mpu
OTCYTCTBHMH PEHTT€HONOTHUECKHX
MPOSIBJICHUH aHKUJIO3HPYIOIEro
CTIOH/IMJINTA U IPH HAJIMYUH 00BEKTHBHBIX

onuouarap pacnaneng’

2015

J10 II0JTHOTO
HCIIOJTHCHU
ES

T'epmanus

or 03.11.2015

000
"®apMacblOTHKAI
Pucepu Accommsiite
CuAiDc"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS

65

MHOTOLIEHTPOBOE PAHIOMH3UPOBAHHOE,
nBOIHOE cienoe 16+#enenpHoe
HCCIIEI0BaHKE C IPUMEHEHHEM TIperapara
CpaBHEHHUS U IUIANE00 ¢ HOCIe Ay oeH
JIOJITOCPOYHOIT OLICHKO# 3 PEKTHBHOCTH U
0€e30MacHOCTH HKCeKn3yMaba (mpernapara
LY2439821)y nauneHToB ¢ aKCHAIbLHBIM
CIOHMIIOAPTPUTOM, IIOATBEPKICHHBIM 110
pe3ylibTaTaM peHreHorpaduyecKoro
HCCIICI0BaHMs, KOTOPBIM paHee He
MIPOBOIMIIOCH JICUCHHUE OUOIOTHYECKUMHU
MIPOTHBOPEBMATHYECKUMHU TIpeTiapaTtaMu,
MOTU(DUIUPYIOIIIME TEICHUE
3ab0s1eBaHus

2016

110
31.12.2018

IBeitapu
st

RHBV/8780t
18.05.2016

O Jlumm Boctok
C.A.

Busznec

Jlorosop
KIIMHHYECKOT O
HCCIIE0BAHUS

66

"MHOroIeHTPOBOE PAaHJOMU3UPOBAHHOE,
JIBOHMHOE ClIeNoe IIane60-KOHTPOIHPYeMoe
52-1e1epHOE HCCIIEJOBAHKE

3¢ heKTHBHOCTU U 6E30IIaCHOCTH
nkcekuzymaba (mpemapara LY2439821)y
[AIUEHTOB C aKCHAJILHBIM
CIIOHANIOAPTPUTOM, HE IIOATBEPKACHHBIM
110 pe3ysbTaTaM PeHreHorpauuecKoro
HCCIIC/IOBaHNs, KOTOPHIM paHee He
[IPOBOAMIIOCH JICYCHHE OMOIOrNYECKUMH
[IPOTHBOPEBMATHYECKUMH [IPETIapaTaMH,
MOU(PUIHPYIOIIIMY TCUCHHE
zafboneranug”

2016

110
31.12.2018

IBeitapu
st

RHBX/8780r
06.07.2016

Omu JIumm Boctok
C.A.

Busznec

Jlorosop
KIIMHHYECKOT O
HCCIIE0BAHUS

67

PannomusupoBanHoe, ABOIHOE ciienoe
uccnenosanue |l ¢asbl ¢ nenbro cpaBHeHUS
npenapata ABT-494 ¢ mnaue6o u ¢
a1aMMyMaboM y NallueHTOB CO
CPEHETSKENBIM MM TSKEJIBIM aKTHBHBIM
TEYeHHEM PEBMATOUTHOTO apPTPHTA,
MOJTYYAOINX CTA0MIBHYIO (OHOBYIO
Tepanuio METOPTPEKCATOM H HE JOCTUTIIHX
a/IeKBaTHOT'O OTBETA HA Hee

2016

110
31.12.2022

CHIA

or 19.08.2016

000 "266Bu"

Busznec

Jlorosop
KIMHAYECKOTO
HCCIIEZIOBAHUS




68 |PanzomMu3ipoBaHHOE, ABOITHOE Cilernoe 2016 bi() CLIA or 31.10.2016 000 "266Bu" Busnec Horosop
uccnegosanue ||l hassr ¢ menbio cpaBHEHHS 31.12.2022 KITHHAYECKOTO
npenapata ABT-494 B Buzie MOHOTEpauK UCCIIeI0BaHUS
C METOTPEKCATOM Y MAILUCHTOB CO
CPCAHETSKEIBIM HIIN TSKEIIBIM aKTHBHBIM
TEYCHHEM PEBMATOU/HOTO apTPUTA, HE
JIOCTUTAIOIIHNX a/ICKBATHOTO OTBETA HA
MeTOoTepKcar

69|"PangoMu3rpoBaHHOE, ABOWHOE CIICHOE 2016 b1 (o) CIOA or 03.11.2016 000 "D66Bu" Busnec Jlorosop
uccnenosanue ||l $a3el ¢ menbio cpaBHEHHS 31.12.2022 KIIMHUYECKOT O
npenapata ABT-494, npumensieMoro pas B HCCIIE0BAHUS
CYTKH B BHJIE MOHOTEPAIINH, U
METOTpEKcaTa B BUJIC MOHOTEPAIINH Y
paHee He MOJIyYaBIINX METOTPEKCAT
[AIUEHTOB COC PEIHETSKEIBIM HITH
TSDKEJIBIM aKTHBHBIM TCUYCHHEM
PEeBMAaTOUTHOTO apTpHTa’

70|"MHOroLEeHTPOBOE JOITOCPOYHOE 2017 bi() Llgeiiapu | RHBY/8780t1 Onu Jlnnmu Boctok  |Busiec Horosop
JIOTIOJTHUTEIIBHOE CCIIE/JOBAaHHE 31.12.2021s 21.04.2017. C.A. KJIHHAYECKOT0
npopomkutensHocThio 104 Hexenu ¢ 40- HCCIICIOBAHUS
HE/IeTbHBIMABOMHBIM CIICTIBIM,ILTaLe00-

KOHTPOJIMPYEMBIM, PAHIOMU3UPOBAHHBIM
3TaroM MOBTOPHOM TEPAIUHU MOCIIEC OTMEHBI
JICUCHHUS], IPOBOAUMOC C LICIIbIO OLICHKH
MOJJIEPKaHUs TepaneBTH4ecKoro s dexra
nkceknzymaba (mpemapara LY2439821)y
MALUCHTOB C aKCHAIbHBIM
cnonquinoaprpurom”’, ®aza lll

71|"MuorouentpoBoe uccnenoBanue 3-it ¢passr[2018 bi() Ulgeiiapu |JADY/732-Uor  |Dam Jlummu Bocrox  |busnec HoroBop
TI0 OL[EHKE JJ0ATrOCPOUHOH 23 HEKTHBHOCTH 31.12.2021s 07.03.2018. C.A. UlBeiitiapust KITHHAYECKOTO
u 6e30macHOCTH OapUIUTHHIOA Y UCCIIeI0BaHUS
MALMEHTOB C PEBMATOHMIHBIM apTPUTOM"

72 |"MHOroueHTpoBoe, OTKPHITOS 2017 b1 (o) Benukobpu | rorosop 00O "TIIaQ Busnec Jlorosop
("ocnemtennoe st CrioHcopa), 25.02.2021 ranus 596641002- JleBenonmMeHT KIIMHUYECKOT O
PaHIOMU3HPOBAHHOE, IPOBOAUMOE B 224556i/2017%t  [(Cmonenck)" HCCIIeJOBAHUS
napasuieJIbHbIX TPYIIax, ¢ 04.04.201%.

HCIIOJIB30BaHHEM aKTHBHOTO [Iperiapara B
Ka4ecTBE KOHTPOJIS, ONPEICIIsIeMOe
KOJIMYECTBOM 3apPErUCTPHPOBAHHBIX
coObITHi HcenenoBanue 3-if Gassl y He
HaXOJUILIMXCS HA IUaJIN3E ALIUECHTOB C
aHeMHUeil, CBsI3aHHON ¢ XPOHUYECKOH
60I1e3HBI0 IOYEK, B KOTOPOM OLICHUBACTCS
6e30macHOCTb H 3D ()EKTHBHOCTD
JIAIpOyCTaTa B CPABHCHHH C

73|"MHoroueHTpoBoe, pangoMu3npoBantoe, (2018 31.12.2021Bennko6pu | 205646/231399t (3A0 Busnec Jlorosop
JIBOMHOE-CJIENOE, IIanebo- TaHUS 05.06.2018 "T'nakcoCmutKiisiin KIMHUYECKOTO
KkoHTpoupyemoe 104HenensHoe Tpeiiauuar", neucTs. HCCIIEIOBAHUS
uccienosanue |l hasbl ¢ nenbro OLEHKH OT uMeHH U 3a cueT
3¢ hekTHBHOCTU U 6€30IIaCHOCTH KOMIIaHHUH
KoMOMHaImu Oenumymada ¢ "T'nakcoCmutKiisiin
PUTYKCHMaOOM y B3POCIbIX MALIMEHTOB C Pucepu 3H1
CHCTEMHOM KpacHoii BorgaHkoil (CKB)" JIMBENIOIMEHT

JIumuren" "Buus
Xenckep Tpeitnunar
Cepsuces IOK
JIumuren" Ha
OCHOBaHMH areHTCKUX
JIOTOBOPOB

74|"TIponnenue uccnenopanus APD334-003 (2017 05.2017- |CIIA 717381002- 00O "TIIaQ Busnec Jlorosop
IIPU IPUMEHEHUH Yy TALIUEHTOB C aKTHBHBIM 12.2018 1452i/2017 JleBenonmMeHT KIIMHUYECKOTO
SI3BEHHBIM KOJIUTOM OT CpenHeil 10 (Cmomnenck)" HCCIIC/IOBAHUS

TSDKEJION CTETIEHH TSHKECTH

Wuurumarop Arena
Pharmaceutic({IIA)




75" Panzomu3upoBannoe uccnenoBanue mo (2017 bi() Hlemmst  |or 15.06.2017 00O "Tapexcensb Busnec Horosop
ONTUMH3ALUHU 03Bl JUIsl OLICHKU 3aBEpILCHU Wnrepuewsn (PYC)" KJIMHUYECKOTO
3¢ dexTHBHOCTH U 6€30MaCHOCTH i Crioncop "Nnn/lexce UCCIIeI0BaHUS
KoGuronumosna y nauueHTo B co HccienoBa ®dapmackloTHKaN3
CPE/IHETSDKEIIBIM M TSDKEJIBIM 000CTpeHuEM HS AB" IlIBenns
Hecnenu(uueckoro A3BEHHOro KoauTa"

76|"28-HenenpHOE, paHIOMU3HPOBAHHOE 2018 b1 (o) Benuko6pu [or 05.07.2018 3A0 Busnec Jlorosop
JIBOIHOE clienoe, miamnebo- 01.05.202 ranus "T'nakcoCmutKiisiin KJIMHUYECKOTO
KOHTPOJIMPYEMOE, MHOTOLIEHTPOBOE Tpeiipuar", neficTs. HCCIIC/IOBAHUS

HCCIIE/IOBAHNE B IIAPaJUICIBbHBIX IPYIIHaX C
Yy4acTHeM MAILICHTOB C aHEMHEH,
CBSI3aHHOM C XPOHUYECKUM 3a00JICBaHHEM
I0YEK, KOTOPHIC HE HAXO/IATCS Ha IUaJIN3e
1 paHee He IOJTyYalId JICYCHHE
PEKOMOMHAHTHBIM YEJI0BEYECKIM
spurponostuHoM (pudII0), o oueHke

3¢ hekTHBHOCTH, 6€30MaCHOCTH U BIIMSHUSL
Ha Ka4eCTBO JKU3HH JalpO/IyCTara B
CpaBHEHHMH C 1u1ane6o”

OT UMeHH | 3a CHeT
KOMITaHUH
"T'nakcoCmutKusitn
Pucepu sup
JluBenonmenT
JIumuren" "Buus
Xenckep Tpeitnunar
Cepsuces IOK
JIumuren" Ha
OCHOBaHHUH areHTCKHUX
JIOTOBOPOB




