JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne24 Big 22.12.2022,
HTP Ne40 Big 22.12.2022, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU E€KCNEPTIB.»

1. «[llpocnekTnuBHe, paHAOMi30BaHe, MnoAgiiHe cnine, niauebo-KOHTPObOBaHe, 6GaraToueHTpoBe
OOCNIMKEHHS, sKe MPOBOAWUTLCSA 3 METOK BMBYEHHSI e(heKkTMBHOCTI Ta 6e3nekn npenapaty NT 201 npwu
NiKyBaHHI CMAaCTUYHOCTI HUXKHIX KIHLiBOK, CIPUYMHEHOT iIHCY/IbTOM ab0 TpaBMaTUYHUM MOLLKOMKEHHSIM MO3KY Y
[0pOCNNX NaUieHTIB, 3 NOAA/IbLUAM BiAKPUTM PO3LLUMPEHNM NEPIOAOM AOCAIAKEHHS 3 ab0 63 KOMGIHOBAHOIO
NiKyBaHHs1 BEPXHiX KiHLiBOK», KOA AocnimpkeHHss M602011014, sepcis 5.0 Big 17 BepecHs 2020 p., CNOHCOP -
Mepu ®apmacbioTikans T'M6X, HimeuunHa (Merz Pharamaceuticals GmbH, Germany)

®a3za - Il

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

Ne M.l.6. BignosigansHoOro gocnigHuka,

n/n Ha3Ba Micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1 | 3asB. Big. Bpoxuk A.B.

KomyHanbHe HekomepuiliHe nignpvemctBo «Micbka nikapHa Ne2» PiBHEHCbKOT MICbKOT pagu,
BiAiNEeHHS KMiHIYHOI HEBPOOTiT Ta Helipopeabinitadii, M. PiBHe

2 | A.M.H., npod. O35k J1.A.

MeamnuHnii LeHTp JHINPOBCLKOro AepXXaBHOTO MEANYHOrO yHiBepcuteTy, [JHINPOBCLKMI AepXaBHWIA
MEeLUYHUIA YHIBEPCUTET, Kaddeapa HEPBOBMX XBOPOO Ta HeMpoXIipyprii hakynbTeTy NicAsgMnaIOMHOT
0CBiTH, M. [IHINpO

3 | A.M.H., npod). Byyakuniicbka H.M.

KomyHasilbHEe HekoMepLjiiiHe NignpMEMCTBO «3anopi3bka o61acHa KNiHiYHa nikapHa» 3anopis3bKoi
06nacHoi paaw, BigaineHHsa Hesponorii Nel, M.3anopixeks

4 | A.M.H., npod. Ay6eHko A.E.

MeaunyHWA LeHTP NpmBaTHOro nignpuemcTea «HenpoH», M. Xapkis

5 | A.M.H., npod. CmonaHka B.1.

KomyHasibHe HekomepuiiHe nignpuemctBo  «OG6/acHUA  KNIHIYHUIA  LUEHTP Helpoxipyprii  Ta
HeBpoAorii» 3akapnaTcbkoi 06/1aCHOI paau, BiaadiieHHs LepebpoBacKynAapHOI naTonorii, lepxaBHuii
BULLNIA HaBYa/IbHWUI 3aknag, «Y>XropoACbKWIn HauioHaslbHWUIA yHIBEpCUTET», Kadiegpa HeBponorii,
Henpoxipyprii Ta ncuxiaTpii, M. Y)ropog

6 | K.M.H. Micoybka O.B.

[epxaBHa ycTaHoBa «IHCTUTYT HeBPOJOrii, ncuxiaTpii Ta Hapkonorii HaujioHanbHOI Akagemii
MeAMYHMX HayK YKpaiHu», Bif4i/leHHS ayTOiMyHHMX Ta AereHepaTtuBHUX 3axBOPHOBaHb HEPBOBOI
cucTeMm, M. Xapkis

2. «baratoueHTpoBe, NoABiliHe cnine, paHAoOMi30BaHe, niaueb0-KOHTPO/IbOBaHe AOCAIMKEHHS eDEKTUBHOCTI
Ta nepeHoCUMOCTi nikapcbkoro 3acoby AHTpanb®, 0,2 r TabneTkn, BKpUTI 060M0HKOI, BUPOOHMLTBA AT
«Papmak», YKpaiHa y nauieHTiB 3 XpOHIYHUM naHkpeaTuTom», kog, nocnimkeHHs FM-ANTR-22, sepcis Nol Bif,
01.08.2022, cnoHcop - AT «Papmak», YkpaiHa

Pa3za - Il

3aaBHuK - AT «Papmak», YKkpaiHa

No M.1.6. BigNOBiAa/IbLHOrO AOCNIAHNMKA,

n/n HasBa micLsl NpoBeAEHHs KNiHIYHOTO BUNPOOYBaHHS

1 | nikap Norganigi T.1.

KomyHasibHe HekomepLiiiHe nignprMemcTBo KMiBCbKOi 06nacHoi paan «KuiBcbka o61acHa NnikapHs»,
TepaneBTUYHE BifAi/IeHHS, M. KWiB

2 K.M.H. INexeHbko B.C.

MeaunuHMin LEeHTp ToBapucTBa 3 O0OOMEXEHOW BiAnoBiganbHiCTIO «EBposiab», ambynaTopHO-
nosikaiHivyHe BigfdineHHsa, M. Kvis

3 | K.M.H. l'epacnmeHko O.M.

ToBapucTBO 3 OOMEXEHOK BIAMOBIAa/LHICTIO «MeanuHuii ueHTp «KoHcuniym Megikan», KniHiko-
KOHCY/IbTaTUBHE BifAineHHs, M. Kuis

4 | nikap Cknbano C.A.

MegunuHuini LueHTp «Ok! KniHik+» TOBapucTBa 3 OOMEXEHOK BifgNOBIAAILHICTIO «MiKHapPO4HWUIA
IHCTUTYT K/TIHIYHMX  JOCNiMKeHb», BiAAiN racTpoeHTeposiorii Ta renatosorii crauioHapHOro
BiAdiNeHHS, M. Kui




5 | nikap LWeBuyk B.M.

MpuBaTHe NiANPUEMCTBO NpUBaTHA BUPOOHMNYA qoipMa «ALMHYC», NiKyBa/lbHO-AiarHOCTUYHWUIA LEEHTP,
M. KponmBHULIbKWIA

6 | K.M.H. Kiznosa H.M.

KomyHasnibHe HekomepLjiliiHe nignprMeMcTBO «BiHHMUbKaA 06nacHa KniHiuHa nikapHsa im. M.l.Muporosa
BiHHMUbKOT 06nacHoi Pagu», 06nacHWin  cnewiaslizoBaHWil  KNiHIYHUIA  raCTPOEHTepPOsIorivyHNIA
LeHTp, M. BiHHUUA

3. OHOBEHUIA NPOTOKOA KMiHIYHOro gocnimkeHHAa TV50717-CNS-30081, nonpaBka go npotokosny 04
Big 01 uepBHA 2022 p., aHriINCbLKO MOBOIO; IHopmaliiHMiA NUCTOK nauieHTa Ta dopma
iHcbopmoBaHoOiI 3rogu ans 6artbkiB, OCHOBHA Bepcis 6.0 Big 08 nunHa 2022 p., ansa YKpaiHu, Bepcis 5.0
Big 20 nunHA 2022 p., YKPAIHCbKOI Ta POCIilicbKolo mMoBamu; IHopmauiliHuMiA INCTOK nauieHTa Ta
thopma iHchopmoBaHOI 3rogu AnA AOpPOCAnX, OCHOBHa Bepcif 6.0 Big 08 nunHa 2022 p., AnAa YKpaiHu,
Bepcia 5.0 Big 20 nunHA 2022 p., yKpaiHCbKOK Ta pociiicbkolo MoBamMu; IHpopMauiiHUA NUCTOK
nauieHTa Ta oopma iHchopmoBaHOi 3roau Ana NigNiTKiB Bikom Big 14 pokiB o noBHONITTA (18 pokiB),
OcHoBHa Bepcisa 5.0 Big 08 nunHsa 2022 p., ansa YkpaiHu, sepcia 4.0 Big 20 nunHsa 2022 p., yKpaiHCbKOO
Ta pociiicbkolo MoBamu; IHcpopmauiiHuii NMUCTOK nauieHTa Ta ¢hopma iHhopmoBaHOI 3rogu Ans
MaJ1oniTHiX BikoM 12-13 pokiB, ocHOBHa Bepcif 5.0 Big 08 nunHsa 2022 p., anAa YkpaiHu, sepcia 4.0 Big 20
nnnHsa 2022 p., YKpaiHCbKOK Ta pocilficbkolo MoBamu; IHhopMauifiHuii NAMCTOK yyacHuKa Ta chopma
iHbopMoBaHOi 3rogu pna oci6, WO HagalwTb pfornsg AopocnvM  (MOBHOJITHIM)  yyacHUKam
pocnipkeHHA, ocHoBHa Bepcif 4.0 Big 08 nunHsa 2022 p., anAa YKpaiHu, Bepcis 4.0 Big 20 nunHa 2022 p.,
YKpaiHCbKOIO Ta pociliicbkoio moBamu; IHhopmauiiiHuii nucToK nauieHta Ta cpopma iHchopmoBaHOi
3rogm gns 6atbKiB WOAO 3rogM Ha NPOGHY Bifeo3oMKy, ocHoBHa Bepcis 1.0 Big 08 nunusa 2022 p.,
Bepcia ana Ykpaiiu 1.0 Big 20 nunHAa 2022 p. yKpaiHCbKOK MOBOIO; IHchopMauiiiHWUii NTMCTOK nauieHTa
Ta hopma iHhopmoBaHOiI 3rogu ANA 6aTbKiB WOA40 3rogn Ha NPoOHY Bifeo031i0MKY, OCHOBHa Bepcif 1.0
Big 08 nunHA 2022 p., Bepcia gna Ykpaiim 1.0 Big 20 nunHsa 2022 p. pociicbKo MOBOIO /10 NPOTOKO/Y
KNIHIYHOTO  BUMNPOOYBaHHA «Bigkpute, [OBroCTPOKOBE [OCNIMKEHHSA 6€e3MeYHOCTi, NepeHOCUMOCTi Ta
edpektnBHOCTi npenapaty TEV-50717 (peyteTpaGeHasuHy) A1 NiKyBaHHA AMCKiHe3iT Ha  (ooHi
uepebpanscHoro napasnivy y aitei Ta nignitkie (Bigkpute gocnigpkeHHs RECLAIM-DCP)», kog, AOCAIAKEHHSN
TV50717-CNS-30081, nonpaska no npotokosy 03 Big 23 uepBHA 2020 p.; crnoHcop - TeBa bpeHgin,
dapmacsktoTikan Mpogakrc Ap eHg [i, IHk / Teva Branded Pharmaceutical Products R&D, Inc, USA

3anBHUK - TOB «KniHiuHi gocnimkeHHs AKOH», YKpaiHa

4. «lHdhopmauia gna yyacHuka i Popma 3rogm Ha BUKOPUCTAHHSA 3pasKa KpoBi A1l PO3LUMPEHOro
KapTyBaHHA reHeTUYHOro Koay», Bepcia 3.0-UA(RU), diHanbHa, Big 08 rpygHa 2022 p., pocCiicbKoOIo
MOBOIO [0 MPOTOKONY KAiHIYHOro gocnigxeHHsa «SELECT - BnauB cemarnytupy Ha CepLeBO-CYAVHHI
YCKNaAHEHHS Y NtoAen 3 HaAIMLLKOBOK Barok abo OXUPIHHAM», ko4 aocnigxeHHs EX9536-4388, sepcis 7.0,
thiHanbHa, Big 09 ntotoro 2022 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

5. 3miHa BignoBiganbHOro gocnigHuka B Micui NpoBeAeHHA BUNPOOGYBaHHA [0 MPOTOKOY KNiHIYHOIo
JocnigpkeHHs «baraToueHTpoBe, paHAOMi30BaHe, MOABiiHE crine A[OCMIMKEHHS, WO MNpPOBOAUTLCSA B
napanenbHux rpynax pas ouiHKM ed)eKTMBHOCTI Ta 6e3MeyYyHOCTi MepopasibHOro eTpacimoay npuv 1oro
3aCTOCyBaHHI 4ns iHAYKUiAHOT Ta NigTPUMyBasibHOI Tepanii npu JikyBaHHI akTMBHOI XBOpo6u KpoHa Big
MOMIPHOrO 10 BXXKOr0 CTYMEHSI TSHXXKOCTi», Ko AocnimkeHHs APD334-202, 3 iHKopnopoBaHO nonpaskoto 2.0
Big 11 uepBHA 2020 poky; cnoHcop - «ApeHa PapmackioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United
States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

BYNo CTA/lIO
A.M.H. npodcp. ConosiioBa I'.A. A.M.H. npod. uneH-kop. HAMH YkpaiHu
NikyBanbHO-AjarHOCTUYHWIA LeHTp ToBapucTBa 3 | 3axapaw M.IM.
06MexeHo  BignoBiganbHiCTIO  «JlikyBasibHO- | JlikyBa/lbHO-AjarHOCTUYHWIA LLeHTp ToBapucTea 3
AiarHoCTUYHMIA LeHTp «ALOHIC Mnoc», | o6MexeHow  BignoBigasbHICTIO  «JliKyBa/lbHO-
ambynaTopHe BigaineHHs, M. Kuis AiarHOCTUYHWIA LUeHTp «AJIoHIC Mnwoc»,
ambynaTopHe BiggineHHs, M. Kuis




6. OHOB/IEHWI NPOTOKON KJ/liHiUHOrO BUNpooyBaHHA MK-3475-859 3 iHkopnopoBaHOl0 nonpaBkoto 06
BiA 28 BepecHs 2022 poky; 3MiHa BignoBiganbHOro pgocnigHuka; 3MiHa HasBM MicLl NPoBeAEeHHS
KMiHIYHOTO BUNPOGYBAHHA [0 MPOTOKO/Y K/HIYHOTO AochigpkeHHs «PaHaomizoBaHe, noAgiiiHe chnine
KMiHiYHe gocnimkeHHsa ha3n 3 nemoponisymady (MK-3475) y komb6iHauii 3 XimioTepanielo y NnopiBHAHHI 3
nnaue6o y koMmbiHaLii 3 XimioTepanielo B AKOCTi JlikyBaHHA nepLuoi NiHii y nauieHTisB 3 HER2-HeraTtnBHOIO,
nonepefHbO HeslikoBaHOW, HeonepabesibHOI abo MeTacTaTUYHOW a[eHOKapLUMHOMOK LWAYHKY abo
racTpoesodpareansHoro 3'eaHaHHA (KEYNOTE-859)», kof pgocnigkeHHs MK-3475-859, 3 iHKOprnopoBaHo
nonpaskoto 05 Big 30 nuctonana 2021 poky; crnoHcop - TOB Mepk Wapn eng Ooym, CLUA (Merck Sharp &
Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNo CTANO
A.M.H. Ckopuii A.l. nikap InbiH €.0.
KomyHasibHe HekomepLinHe nignpuemcTBo | KomyHasibHe HekomMepLinHe nigNpPUEMCTBO
«O6nacHUn UEHTpP OHKoAOrii», OHKOXipypriuHe | «O6nacHWiA LLEHTP OHKOJIOFii», OHKOXipypriuHe
BiAQiNEeHHA LW/IYHKOBO - KWLWIKOBOrO TPAakKTy, | BigAiNIEHHA opraHiB 4YepeBHOI MNOPOXHUHW,
M. XapkiB M. XapkiB

7. 3MiHa BignoBigasibHOro gocnigHuka; 3pasokK CrNpoLeHOoro MapKyBaHHA 3apeecTpoBaHOro B YKpaiHi
JiKapCbKOro 3aco0by, IKUii 3aCTOCOBYETLCA B K/1iHIUHOMY BUNPOGYyBaHHi ansa npotokony MK-3475-641,
Bepcia 2.0 Big 1 XoBTHA 2022 p., YKPAIHCbKOD MOBOI; 3MEHLIEHHA 3an/laHOBaHOI KiJIbKOCTI
pocnipkyBaHux 3 30 o 21 3anyyvyeHUX MaLi€HTIB B YKpaiHi A0 NPOTOKOMY KiHIYHOrO AOCAiAXKEHHS
«PaHgomizoBaHe, nogagiiHe cnine pocnigpkeHHs 1l cda3n nemo6ponisymady (MK-3475) y kombiHauii 3
eH3alyTaMijoM MOpPIBHSAHO 3 eH3a/lyTamigoM 3 nfauebo Yy y4yacHMKIB 3 MeTacTaTM4YHMM KacTpauinHo-
pe3ncTeHTHUM pakom rnepeamixyposoi 3ano3m (MCRPC) (KEYNOTE-641)», koa gocnigpkeHHs MK-3475-641,
3 iHKopnopoBaHoto nonpaskoto 07 Big 02 yepsBHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3anaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»

BYNo CTANIO

K.M.H. Pucnaesa [.E. K.M.H. MpuHpgtok C.1.

JlikyBanbHO-AiarHOCTUYHMIA LEHTP ToBapucTtBa 3 | JliKyBa/IbHO-AIarHOCTUYHWUIA LEHTP ToBapucTBa 3
06GMEXEHOH BiANOBIAA/ILHICTIO «Megikc-peit | 06MeXeHOoH BiANOBiA&/ILHICTIO «Megikc-pen
IHTepHewHn Mpyn» JlikapHA i3painbCbKOi OHKOJOTIT | IHTepHeLWwHN pyn» JlikapHSA i3painbCbKol OHKOMOTIT
«LISOD», BiggineHHa KAiHIYHUX Ta HaykoBuX | «LISOD», BiafdineHHa KAiHIYHUX Ta  HayKoBUX
[OOCiMKEHD, c. NMnwotn, KuiBcbka  061., | AOCNIAXKEHb, c. NMnwotn, KuiBcbka  061.,
O6yXiBCbKNIA P-H. O6yXiBCbKNIA P-H.

8. OHoBneHwnii MpoTokon KniHiuHOro pgocnimkeHHA ARGX-113-1905, Bepcia 3.0 Big 05 BepecHsA 2022
POKy, aHrniicbkolo MoBOW; bBpowypa pgocnigHuka [OCAIMQKYBAHOIO JiKApPCbKOro 3acoly
Efgartigimod/ARGX-113, Bepcis 10.0 Big 23 nuctonaga 2021 poky, aHrnilicbkoro MoBoto; IHchopmauis
AnA nauieHTa 1a cpopma iHhbopmoBaHoi 3roau, Bepcia 3.0 AnA YKpaiHu aHrnilicbkoo MOBOIO Bif, 23
BepecHsi 2022 poky; IHcpopmauia ana nauieHTta Ta dopma iHopmoBaHoi 3roau, Bepcia 3.0 ana
YKpaiHu ykpaiHCbKol MOBOIO Bifi 23 BepecHs 2022 poky; IHdopmauia ana nauieHta Ta dopma
iHbopmoBaHoi 3rogu, BepciAa 3.0 gnA YkpaiHn pociicbkolo MOBOK Bipg 23 BepecHsa 2022 poky;
HaBuanbHe Bigeo woao nigwkipHoro BBegeHHA efgartigimod_Training video, ykpaiHCbKOI0O MOBOIO;
HaBuyanbHe Bigeo wopao nigwkipHoro BBegeHHs efgartigimod_Training video, pocilicbkoio MOBO1O;
IHchopmauiiiHa nucTiBKa «36epiraHHA QOCNiAKYBaHOro npenapary B flOMaLLHIX YMOBaXx», YKPaiHCbKOK
MoBoto; IHhopmauiiiHa nuctiBka «36epiraHHA [OCNigKyBaHOro npenapaty B AOMaLLHiX yMOBax»,
pociiicbkolo MOBO; JloMallHilAi NOCIGHMK i3 TpaHCNOPTYBaHHSA, 36epiraHHA, NiAroTyBaHHA Ta
BBeAeHHsA AocnimKyBaHoro npenapaty edprapririmogy PH20 ana n/w BBegeHHsA, Bepcisa 6.0 Big 15
nwotoro 2022 p., yKpaiHCbKOIO MOBOIO; [JoOMallHE KepiBHULTBO 3 TPaHCNOPTYBaHHA, 36epiraHHs,
nigrotysaHHsA Ta BBeAEHHA AocChnifxyBaHoro npenapary edpraptirivogy PH20 ansa n/w BBeAeHHs,
Bepcisa 6.0 Big 15 notoro 2022 p, pocilicbkolo MoBOI0; JOCbE AOCAIAKYBAHOIO /liKAPCbLKOro 3acoty
ARGX-113 with rHuPH20, po3uuH ansa nigwkipHux iH’ekuiii, Bepcia 6.0 Big 16 cepnHa 2022 poky,
aHrnificbKko MoBOIO; flocbe AocnigkyBaHOro nikapcbkoro 3aco6y ARGX-113 with rHuPH20, po3uuH
ANA NiJWKipHUX iH’eEKUiA, po3gin «foaatku», Bepcia 6.0 Big 16 cepnHA 2022 poKy, aHrNificbKoo
MoBo10; MofOBXEHHA TEPMiHY NPUAATHOCTI [OC/iAKYBaHOIo nikapcbKoro 3aco6y Efgartigimod PH20
SC, Edprapririmog PH20 ansa nigwkipHoro BBegeHHA, Edraptirivog PH20 SC, ARGX113 PH20,
ARGX-113 with rHUPH20, ARGX-113/rHUPH20 (Efgartigimod alfa) po3unHy gnsa nigwkKipHUX iH’eKuii
180Mr/mn, po 24 micAuiB; 3aslydeHHA [O0AATKOBOI BUPOGHMUOI AiNIbHULI NaKyBaHHA Ta MapKyBaHHA
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pocnipxysaHoro nikapcbkoro saco6y Efgartigimod PH20 SC, Ecpraptirimog PH20 ansa nigwkipHoro
BBefeHHs, Ecrapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHUPH20, ARGX-113/rHuPH20
(Efgartigimod alfa) po3sumHy ans nigwkipHux in’ekuyii 180mr/imn, Fisher Clinical Services GmbH,
Germany; 3anyyeHHsi foO[aTKOBOro 06'eMy HamnoBHEHHA (pNakoHy AOC/iAKyBaHOro nikapcbKoro
3aco0y, po3uuMH AnA NigWKipHUX iH'eKui, 1 cdnakoH i3 6 mn ARGX-113 PH20, 180 mr/mn; 3pas3ok
MapKkyBaHHA Ana d)1akoHy A[OCNifKyBaHOro Jikapcbkoro 3aco6y ARGX-113 PH20, posuuH ans
nigwkipHuX in’ekuiii, 180 mr/mn, Big 16 yepBHA 2022 p., YKPAIHCbKOIO MOBOIO; 3pa30oK MapKyBaHHS
KOPOOKM, Wo MicTuTb 1 dhnakoH i3 6 M1 AocnigKyBaHOro jlikapcbkoro 3acoéy ARGX-113 PH20, 180
Mr/Mn, Po3unH ANA NiAWKIPHUX iH €KW, Big 16 yepBHA 2022 p., yKpPaiHCbKOO MOBOK [0 NPOTOKO/Y
KNiHIYHOro AocnigkeHHa «BigkpuTe 6GaratoueHTpoBe NPOAOBXEHHA pochipkeHHs ARGX-113-1904 ans
BMBYEHHS 6E3MEeYHOCTI, NepeHocMMocTi Ta edpekTuBHOCTI npenapaty EdyrapTtirimog PH20 aons niglwkipHoro
BBEAEHHSA Y NauieHTiB 3 nyxupyaTtkoto (ADDRESS+)», kog gocnigxeHHs ARGX-113-1905, sepcis 2.0 Big 05
ntotoro 2021 poky; cnoHcop - apgxeHke BB, benbris / argenx BV, Belgium

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

9. 3miHa cnoHcopa 3 ObsEva S.A., LLiBeiiyapia Ha Kissei Pharmaceutical Co., Ltd., AnoHia go npoTtokony
KMIHIYHOTO JocnigpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MnoAgiliHe cnine, nnauebo-KOHTPOsIboBaHe
KMiHiYHe gocnigpkeHHs hasn 3 oS ouiHKM edheKTMBHOCTI | 6e3neYHOCTi npenapaTty JIiH3aronike y nayieHTokK 3
NOMipHUM ab0o cunNbHMM 60NeM, NOB'AI3aHUM 3 EHAOMETPIO30M», KOA AocnimpkeHHs 18-OBE2109-003, Bepcis
4.0 Big 27 nunHA 2020 p.; cnoHcop - ObsEva S.A., LLBeliuapis

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKA AEBE/NIOMMEHT YKPAIHA»

10. MK-1242-035, OnutyBanibHUK KaH3sac-Citi gnsa nauieHTiB 3 Kappgiomionartielo (Kansas City
Cardiomyopathy Questionnaire, KCCQ), Big 19 )xoBTHs1 2022 pOKY, YKpPalHCbKOIO MOBOIO; 3MiHa Ha3B Ta
Miclub MPoBeAeHHS K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOC/igkeHHA «PaHaomi3oBaHe
nnauebo0-KkoOHTPOIbOBaHe 6a3oBe KNiHiYHe pocnimkeHHs 1l a3 ansa ouiHkn edekTMBHOCTI Ta 6e3neku
Bepiudiryaty | MK-1242, ctumynatopa po34vMHHOI ryaHinaTumkiasn, y AOPOCANX 3 XPOHIYHOK CepLeBolo
HeJOCTaTHICTIO 3i 3HWKEHOW hpakuieto BukuAay», Kon pocnimpkeHHa MK-1242-035, 3 iHKOprnopoBaHO
nonpaskoto 02 Big 01 cepnHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNo CTANO
yneH-kop. HAMH  YkpaiHu, A.M.H., npod. | yneH-kop. HAMH  Ykpaiuu, A.M.H., npod.
MapxomeHko O.M. MapxomeHko O.M.
KniHika pepxaBHOI ycTaHOBM «HauioHasnbHWI | KniHika gepxaBHOT ycTaHOBM  «HauioHanbHWiA
HayKoBWUIA LEHTP «IHCTUTYT KapgZiosorii  iMeHi | HayKoBUA LleHTp «IHCTUTYT KapAionorii, KNiHiYHOi

akagemika M.[l. CTpaxecka HauioHanbHOT akagemii
MeAMUYHUX HayK YKpaiHu», BiaaisIeHHs peaHimMawil
Ta iHTeHCUBHOI Tepanii, M. KuiB

Ta pereHepaTtMBHOI MefULMHWN iMeHi akagemika
M.[. CTpaxecka HaujioHasbHOI akageMil MeanyHuX
Hayk YKpaiHu», Biggin iHTEHCUBHOI Tepanii Ta
peaHimauii, M. Knis

O.M.H. MiweHko J1.A.

KniHika paepxaBHOi ycTaHOBM «HauioHanbHWi
HaykoBWiA UEHTP «IHCTUTYT Kapgionorii  iMeHi
akagemika M.[. CTpaxecka HauioHanbHOT akagemii
MeANYHNX HayK YKpaiHu», BiaAineHHs apTepiasibHol
rinepTeHsii Ta kKOMopbigHOT naTonorii, M. Knis

O.M.H. MiweHko J1.A.

KniHika paepxaBHOi ycTaHOBM «HauioHabHWi
HaykoBWI LEHTP «IHCTUTYT Kapgionorii, KniHiYHOI
Ta pereHepaTUBHOI MeAMLMHM iIMeHi akagemika
M.[. CTpaxecka HaujioHanbHOI akagemii meguyHmx
HayK  YKpaiHu», BigAiNEeHHS apTepiasibHOi
rinepTeHsii Ta KoMopbiagHOI naTonorii, M. Knis

A.M.H., npog. Cnyos O.C.

KniHika pepxaBHOi ycTaHOBM «HauioHabHWi
HaykoBWiA UEHTP «IHCTUTYT Kapgionorii iMeHi
akagemika M.[. CTpaxecka HauioHanbHOT akagemii
MEeOUYHUX HayK YKpaiHu», BigAisIeHHA apuTMmin
cepus, M. Kuis

A.M.H., npog. Cnyos O.C.

KniHika fgepxaBHOi ycTaHOBM «HauioHabHWi
HaykoBWiA LeHTP «IHCTUTYT Kapaionorii, KniHiYHOI
Ta pereHepaTtMBHOI MefULMHWN iMeHi akagemika
M.[. CTpaxecka HaujioHasbHOI akageMil MeanyHuX
HayKk YkpaiHu», cneuiasisoBaHe BigaineHHA
apuTMii cepus, M. Knis

11. 3miHa Ha3BU MicuA NPOBeAEHHS K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKOJY KAiHIYHOTO BMNPOGYBaHHS
«JlocnimkeHHa 3 dasu ana ouiHki epaadiTiHiOy y nopiBHAHHI 3 BiHGIYHIHOM abo AoueTakcenom um
nemoéponiaymabom y nauieHTiB 3 MOLUMPEHO YPOTesiia/ZlbHO KapUMHOMOK Ta OKPEMUMU FEHETUHHUMMU
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abepauismMu peuenTtopiB dhakTopy pocTy dpibpobnacTie», kog, focnimpkeHHs 42756493BLC3001, 3 nonpaBKoto
5 Big 25.03.2021 p.; cnoHcop - AHcceH PapmaueBTuka HB, besnbris

3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

BYNO CTANO
O.M.H., npod. BoHaapeHko |.M. O.M.H., npod. BoHaapeHko |.M.
KomyHanbHuii  3aknag  «[HinponeTpoBcbka | KOMyHaslbHe  HeKkoMepuiiiHe  NigNnpPUEMCTBO

MicbKa 6araTonpodisibHa KniHiyHa nikapHA Ned»
[HinponeTpoBCcLKOI 061acHOi pagu, Big[iINEHHA
ximioTepanii, [epxaBHuiA 3aknapg,
«AHinponeTpoBCbKa MeguyHa akagemis
MiHicTepcTBa OXOpPOHU 340pPOB’A  YKpaiHW»,

«Micbka KniHiuHa nikapHA Ned» [IHINPOBCLKOT
MIiCbKOT paau, XiMmioTepaneBTUUHe BigAineHHs 3
AEHHUM cTauioHapom, AHinpoBcbKniA
AepXaBHUI MeAUUYHMIA YHiBepcuTteT, kadeapa
OHKOJIOriT Ta MeguyYHoI paaionorii, M. JHinpo

Kadheapa oHKOAOrii i MeanyHoT pagionorii, M. AHINpo

12. OHoBeHa Opoluypa gocnigHuka ans KomoiHauil chikcoBaHMX [03 NepTy3yMady Ta TpacTty3ymaoy
Ana nigwkipHoro BeBegeHHs (RO7198574, PH FDC SC/IPHESGO) Bepcia 5, Big BepecHAa 2022 p. Ao
NPOTOKONY K/IHIYHOro JocnimkeHHs «PaHfomizoBaHe, 6araToueHTpoBe, Bigkpute, gocnimpxkeHHs Il dasm 3
ABOMa rpynamu slikyBaHHA A5 OLiHKM hbapMaKoKiHETUKN, edpeKTUBHOCTI Ta 6e3neku NiaWwKipHOro BBeeHHA
thikcoBaHOi [03M KOMGIHOBaHOT Jlikapcbkoi hopMy nepTy3ymady 3 TpacTyymaboM B MNOEAHaHHI 3
ximioTepanieto y naujieHTiB 3 HER2-No3UTUBHUM paHHIM pakoM MOJIOYHOT 3as103u», Kog, AOCNIIKEHHS
W040324, sepcis 2.0 Big 12 xo0BTHA 2018 p.; cnoHcop - d.XoddmaHH-/1a Pow JTg, LWBeiiuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

13. OHoBneHuii po3gin «P. DRUG PRODUCT» gocbe agocnimKyBaHOro nikapcbkoro sacooy MK-6482,
Bepcis 085P24 Big 27 oBTHA 2022 poKy, aHININCbKOI MOBOIO; 3a/lydeHHs1 f04aTKOBOI BUPOGHUYOI
AiNAHKN ANA nikapcbKkoro saco6y nopiBHAHHA EBeponimyc AVALON (Everolimus AVALON), Ta6netku
no 2,5 mr, 5 mr tTa 10 mr, «IDIFARMA DESARROLLO FARMACEUTICO, S.L.», Spain oo npoTtokony
KMiHIYHOTO AocnimpKeHHA «BigkpuTte, paHaoMizoBaHe gocnimpkeHHa 3 dpasun npenapaty MK-6482 B NopiBHAHHI 3
npenapaToM eBeposiiMyC y YYaCHMKIB 3 NOLIMPEHUM HUPKOBO-KNITMHHMM PakoM, SIKWA nporpecysas Micns
nonepefHsboi PD-1/L1 ta VEGF-TapretHoi Tepanii», ko gocnigkeHHa MK-6482-005, 3 iHKOpnopoBaHoo
nonpaskoto 06 Big 13 nunHa 2022 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

14. OHoBneHe [ocbe AocnimKyBaHOro nikapcbkoro 3aco6y E7080 (Lenvatinib), pegakuia 29, Big
»X0BTHS 2021 poky, Bepcisa 08580Q, Big, 27 »xoBTHs 2022 p., aHrNilicbKoo MoBot0; Bpollypa gocnigHuka
Pembrolizumab (MK-3475), BugaHHsa 23 Big 26 »XOBTHA 2022 pokKy, aHrNilicbkolo MOBOIO; YKpaiHa,
MK-6482-012, IHchopMaLisi Ta JOKYMEHT npo iHhopmoBaHy 3rofy ANs nauieHTa, Bepcia 2.07 Big 01
nuctonaga 2022 p. ykpaiHCbKOI0 MOBO10; 36iNbLIEHHS KiNlbKOCTi AocnigKyBaHUX B CBiTi 3 1431 Ao 1653
0Cib6 [0 MPOTOKOY KNiHIYHOIO JochimpkeHHA «BigkpuTe, paHgomizoBaHe pocnimpkeHHs 1l dhasn 4nsa ouiHku
edheKkTMBHOCTI Ta 6e3neyHocTi nemoponizymady (MK-3475) y kombiHauii 3 6ensytncaHom (MK-6482) ta
neHBaTtuHioom (MK-7902), abo MK-1308A y komb6iHaLil 3 NeHBaTUHIOOM MOPIBHAHO 3 NemMOposiizymaboMm i
NIeHBaTMHIOOM B AKOCTI NepLloi MiHii Tepanii g8 y4acHWKIB 3 PO3MNOBCIOMXEHOI CBIT/TIOKNITUHHOK HUPKOBO-
KNITUHHOIO KapLMHOMOL0», Kog, aocnigpkeHHsa MK-6482-012, 3 iHkoprnoposaHoto nonpaskoto 04 Big 12 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

15. IHdhopmauisa gnsa nadieHTa Ta Popma iHthopmoBaHoi 3rogu — Mpotokon PCI-32765MCL3002, Bepcisa
16.0 yKpaiHCbKOIO MOBOK AnA YKpaiHu Big 08.11.2022; IHcopmauis ansa nauieHta ta Popma
iHdhopmoBaHoi 3roau — NMpoTtokon PCI-32765MCL3002, Bepcisi 16.0 pociiicbkolo MOBOIO ANA YKpaiHu
Big 08.11.2022 [0 nNpOTOKOMY KIHIYHOTO — gochifkKeHHs  «PaHgomizoBaHe, noAgifiHe — chine,
nnaueboKOHTPONbOBaHe KiiHiYHe AocnimkeHHs 3 dpasu iHribiTopa TMpo3uHkiHasn bpyTtoHa (BTK), PCI-32765
(I6pyTnHIG), y KOMbGiHaLii 3 BeHaamycTuHoM Ta Putykcnmabom (BR) y nauieHTiB i3 BnepLue giarHoCTOBaHOH
NiMdhOMOI0 MaHTIHOT 30HU», kopg, gocnimpkeHHs PCI-32765MCL3002, 3 Monpaskoto INT-8 Big 27.06.2022 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris



16. OHOBNEHMA NPOTOKO/ST KAiHiYHOro Bunpo6yBaHHA MK-7902-014 (E7080-G000-320) 3
iHkopnopoBaHoto nonpaBkol 06 Big 24 XOBTHA 2022 poKy, aHrniicbko MoBOW; Bpolwypa
pocnigHuka Pembrolizumab (MK-3475), BugaHHs 23 Big, 26 )XoBTHA 2022 poKy, aHI/iACbKOIO MOBOIO;
OHoBneHe Jocbe gocnimKyBaHoro sikapcbkoro sacooy E7080 (Lenvatinib), pegakuia 29, Big XoBTHA
2021 poky, Bepcia 08580Q, Big 27 XOBTHA 2022 p., aHrNiNCbKO MOBOI; 3pa3oK MapKyBaHHS
pocnimpxyBaHoro nikapcbkoro 3acoby MK-3475_Kit, Bepcia 2.0 Big 13 BepecHa 2022 poky,
aHrNifcbKoK Ta YKpalHCbKOK MOBamu; 3pa3oK MapKyBaHHSA AOCNIAKYBaHOro /liKapCbKOro 3acooy
MK-3475_Vial, Bepcis 2.0 Big 13 BepecHA 2022 poKy, aHIMilICbKOIO Ta YKPAiHCbKOIO MoBaMu; 3pa3ok
MapKyBaHHSA [OCNIoKYBaHOIoO NikapcbKoro 3aco6y JleHBaTuHi6_Bottle, Bepcis 2.0 Big 17 TpaBHA 2022
POKY, aHrNifiCbKOIO Ta YKPAIHCLKOK MOBamMu; 3pa3oK MapKyBaHHA NikapcbKoro 3aco6y Cisplatin_Kit,
Bepcia 2.0 Big 28 nunHa 2022 poKy, aHINIICbKOK Ta YKpPaiHCbKOK MoBaMu; 3pa3oK MapKyBaHHA
nikapcbkoro 3aco6y Cisplatin_Vial, Bepcis 2.0 Big 28 nunHsa 2022 poKy, aHrNilicbKOIO Ta YKPATHCbLKOLO
MoBamMu; 3pa3oK MapKyBaHHA nikapcbkoro 3aco6y Fluorouracil_Kit, Bepcisa 2.0 Big 12 nunHa 2022
POKy, aHIMINCbKOK Ta YKpailHCbKOK MoBaMu; 3pa3okK MapKyBaHHAl JliKapCbKOro 3acoly
Fluorouracil_Vial, Bepcis 2.0 Big 12 nunHsa 2022 poKy, aHINMiiCbKOIO Ta YKpaiHCbKOIO MoBaMu; 3pa3ok
MapKyBaHHAl fikapcbkoro 3aco6y Calcium Folinate Kit, Bepcia 2.0 Big 14 uyepBHA 2022 poky,
AHIMIACbKOI Ta YKpPaiHCbKOWO MoBamu; 3pasok MapKyBaHHA nikapcbkoro 3aco6y Calcium
Folinate_Vial, Bepcia 2.0 Big 14 uepBHA 2022 poKy, aHIMINCbLKOIO Ta YKPAiHCbKOIO MOBaMu; 3pasok
MapKyBaHHsA nikapcbkoro 3aco6y Oxaliplatin_Kit, Bepcis 2.0 Big 02 cepnHs 2022 poKy, aHIIiINCbKOIO Ta
YKpaiHCbKOI0 MoBamu; 3pa3oK MapKyBaHHA Jlikapcbkoro 3aco6y Oxaliplatin_Vial, Bepcis 2.0 Big 02
cepnHA 2022 poOKy, aHIIACbKOK Ta YKPAiHCbKOK MOBamMu; 3pPasoK CMPOLLEHOro MapKyBaHHSs
3apeecTpoBaHOro B YKpaiHi NikapCbKOro 3acooy, SsKuili 3aCTOCOBYETLCA B K/1iHIMHOMY BUNPOOYBaHHI
MK-7902-014(E7080-G000-320), Bepcia 2.0 gna YkpaiHu Big 16 nuctonaga 2022 poky, YKpaiHCbKOLO
MOBOI0; 3pa3sok MapKyBaHHA [OCAIAKYBAHOIO NiKAPCbKOro 3aco6y A1 /I0Ka/IbHOro BUKOPUCTAHHA B
[OCNifHULBKNX LleHTpax, Bepcis 2.0 ana YKpaiHu Big 16 nuctonaga 2022 poky, YKpaiHCbKOK MOBOIO /10
NPOTOKONY KIHIYHOrO [OCNiMKeHHS «PaHgomizoBaHe pocnimpkeHHs [l dha3n ans ouiHku eekTUBHOCTI Ta
6e3neyHocTi nemo6ponisymady (MK-3475) y kombiHauii 3 neHBatnHioom (E7080/MK-7902) i ximioTepanieto
MOPIBHAHO 3i CTaHAapTHWM JliKyBaHHAM B AKOCTI NepLlol NiHii Tepanii AN y4yacHUKIB 3 MeTacTaTU4HO
KapLuMHOMOK CTpaBoxofy», Kop pocnigxkeHHs MK-7902-014 (E7080-G000-320), 3 iHKOprnopoBaHO
nonpaskoto 05 Big 01 6epesHa 2022 poky; cnoHcop - TOB Mepk Wapn eHa Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

17. 3miHa BignoBiganbLHOro AocnigHuKa B Micui npoBeAeHHs BUNPOOYBAHHA [0 NPOTOKOY KAiHIYHOro
pocnimpkeHHss «PaHgomizoBaHe, nnauebo-KoHTposiboBaHe, NOoABIHE chine, KiHiYHe AochigkeHHs 3 dhasu
npenapaTty AnasyTaMmig B NoefHaHHI 3 aHAPOreHHo AenpuBadiiHoto Tepanieto (AAT) y nopiBHAHHI 3 AAT y
nawieHTiB 3 MeTacTaTU4HUM FTOPMOH-YYT/IMBMM pakoM nepeamixyposoi 3ano3m (MHNPC)», kof JocnigKeHH:
56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB»,
Benbris

3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BY/NO CTAIO
3aB. Big. Han6aHgsH T.A. 3aB. Big. Kigik A.I'.
KomyHasibHe HekomepLinHe nignpuemcTeo | KomyHanbHe HekomepLiiHe nigNnpUeEMCTBO
«O6nacHUin  LEHTP OHKONOrii», OHKoyposnoriyHe | «O6MacHUA  LUEHTP OHKOJOriT», OHKOYpOJioriuHe
BiAAINEHHs, M. XapkKiB BigAiNeHHs, M. XapkiB

18. Bpouuypa gocnigHuka nocnigpKkyBaHoro nikapcbkoro 3acooy JYSELECA® (Filgotinib (GLPG0634),
BMAAHHA 17 Big 15 nunHA 2022 poKy aHrNilicbKoo MOBOKD; 3MiHA Ha3BU MicLsl NPOBeAEHHA KNiHiYHOro
BUNPOOYBaHHS; 3a/lyueHHSA TOProBesibHOT Ha3BU AOCNiAKYBaHOro flikapcbKoro 3acooy - JYSELECA®
0O MpOTOKONY KNiHIYHOro JocnigpkeHHs «baraToueHTpoBe, BigkpuTe, [OOBIOCTPOKOBE MNPOCMNEKTUBHE
JocnigxeHHs 6e3nekn i eheKTUBHOCTI NlikyBaHHS nikapcbkuM 3aco6om GLPGO0634 y nalieHTiB 3 NOMIpHO
a60 TSAXKOI (hopMOI0 peBMAaTOiHOro apTpuUTy», Kog aocnimkeHHs GLPG0634-CL-205, 3 nonpaskoto 4 Big 13
TpaBHs 2021 poky; cnoHcop - Galapagos NV, besbris

BYNO CTANO
(Filgotinib (GLPG0634) JYSELECA® (Filgotinib (GLPG0634)




BYNo CTANO
A.M.H., npod. Lienyiiko B.J. A.M.H., npod. Lienyiiko B.U.
KomyHanbHe HekomepuiiHe nignpnemctBo «Micbka | KOMyHasibHe HekomepLiiHe nmignpuemctBo «Micbka
KniHiyHa nikapHA Ne8» XapkiBCbKOi MiCbKOI paaw, | KniHiyHa nikapHA Ne8» XapkiBCbKOi MiCbKOi paaw,
peBMaTo/IOriYHe BifdiNeHHs, XapKiBCbKa Megu4yHa | peBMaTos10ruHe BigdiNeHHs, M. Xapkis
Axkagemia nicnagunnomHoi ocBiTu MO3 YKpaiHu,
kacpepgpa kKappgionorii Ta  pyHKUIOHaNIBLHOT
[iarHOCTUKM, M. XapkiB

19. bBpouwypa gocnigHuka ana ComatporoHy (MOD-4023), Bepcia 2.0, Big 15 BepecHs 2022 p. (AK
3a3HaueHo y cuctemi Veeva, VV-TMF-199277, Bepcif 2.0, Bif 12 )XoBTHsA 2022 p.), aHI1iiCbKOIO MOBOIO
[0 MNPOTOKOMY KIHIYHOrO AoCnimKeHHs «ocnimkeHHss 6e3neky Ta MOWyK ONTUMasibHOI A03W, Mpu
BVMKOPWUCTAaHHI pi3HMX 0030BKX PiBHIB MOD-4023 B NOPIBHSHHI 3i CTaHA4APTHOK WOAEHHOK Tepanieto p-nlr3y
npenybepTaTHUX AiTeit 3 aediumnToM rOPMOHY 3pOCTy», koA, AocnimkeHHs CP-4-004, MonpaBka Ne9 Ao
npotokony, VV-TMF-53886, Bepcia 1.0, Big 12-x0BTHA-2017; cnoHcop - OPKO Biologics Ltd., (OMNKO
Bionogxuke N1a), 13painb

3aaBHUK - AKuensciops /114, YropwuHa

20. OHoOBNeHi po3finuM cnpoweHoro AOCbE AOCAIAXYBaHOro nikapcbkoro 3acoGy [lipegecTpaHT
(RO7197597), kancynu TtBepai, 30 Mr, aHrnilicbkoro moBoto: Po3gin 2.1.P CnpouweHoro pocbe
[ocnipkKyBaHOro nikapcbkoro 3aco6y lipegecTpaHT, Kancynum TBepgi, 30 Mr, fogaTok A0 po3giny
Akictb: Po3gin 2.1.P.5.1 Cneuudpikayii; Posgin 2.1.P.5.4 AHanisu cepiii; Posgin 2.1.P.5.6
Oor'pyHTyBaHHA cneuyudikauii; Po3gin 2.1.P.8.1 Pe3siome wWoA0 CTaGi/IbHOCTI Ta BUCHOBKKW; Po3gin
2.1.P.8.3 [aHi npo cTabGiNbHICTb A0 MNPOTOKONY KAiHIYHOrO AOoChifpKeHHsA «PaHgomisoBaHe, BigkpuTe,
GaraToueHTpoBe pAochimkeHHs dasn Il 3 ouiHkM edekTMBHOCTI Ta 6e3neyvyHOCTi af'toBaHTHOI Tepanii
ripegecTpaHTOM MOPIBHAHO 3 a/'t0BAHTHOK EHA0KPUHHOK MOHOTepanieto 3a BU60OPOM Nikapsa B NauieHTiB 3
€CTpOreH-peLenTop-no3nTmeHuM, HER2-HeraTMBHMM pakoM MOJIOYHOI 3a/103M Ha paHHiin cTagii», Kopg,
pocnipkeHHa GO42784, sepcia 2 Big 30 yepBHA 2021 poky; crnoHcop - ®. XoddpmaHH-1a Pow /114,
Lseiiyapia (F. Hoffman-La Roche Ltd., Switzerland)

3asaBHUK - ToBapucTBo 3 OBMeXeHoto BignosigansHicTio «KOHTpakTHO-AoCNiAHULbKA opraHizauis IHHoDapm-
YkpaiHa»

21. fopaToK go thopmu iHhOpMOBaHOI 3rogn Ha NPOBeAEHHA allbTEPHATUBHUX Bi3UTIB Nig, Yac Kpusu B
YkpaiHi, Bepcia V1.0UKR(uk)1.0 Big 06 oBTHA 2022 poKy, nepeknapg yKpaiHCbKO MoOBOI Big 10
nucrtonaga 2022 poky; Aopatok Ao ¢opmu iHHPOpMOBaHOI 3rogn Ha NPOBeAEHHA a/ibTEPHATUBHUX
Bi3UTIB Nig 4yac Kpusu B YKpaiHi, Bepcia V1.0UKR(ru)l.0 Big 06 »oBTHA 2022 poKy, nepeknag
pociliicbkolo moBow Big 11 nuctonaga 2022 poky [0 NPOTOKOAY KAIHIYHOrO  AOCAIMKEHHS
«baraTtoueHTpoBe, NpocTe, BigKpUTE, PO3LWIMPEHE A0AATKOBE AOCMAIMKEHHA AN OUHKM [O0BrOoCTPOKOBOI
6e3neyHocTi Ta eheKTMBHOCTI OKpenizymady Yy nauieHTiB 3 pPO3CISHUM CKNepOo30M», KO AO0C/iAKEHHS
MN43964, sepcis 1 Big 25 nuctonaga 2021 poky; cnoHcop - «®. XOPOMAHH-1A POLW NTA», Weeiiuapis (F.
HOFFMANN-LA ROCHE LTD, Switzerland)

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

22. MoaoBXeHHsA TPUBANOCTI JoCAiAKeHHsA B YKpaiHi 3 01 ciuHsa 2023 poky ao 31 rpygHa 2023 poky A0
NPOTOKONY KNiHIYHOrO AOCMIMKEHHST «BiakpuTe, paHaomizoBaHe, NOpPiBHIOBaUIbHE, 6araToLueHTPOBE KAiHiYHE
AocnimpkeHHst hasm 3 ouiHKM edpeKkTUBHOCTI Ta 6e3nekn CaBoONiTIHIGY B NOPIBHAHHI 3 CYHITIHIGOM y nauieHTiB 3
MET-no3uUTUBHOIO, HeonepabesibHO Ta JIOKasTbHO-MOLLIMPEHOD, a60 MeTacTaTUYHOK NanifISpHOK HUPKOBO-
KNiTUHHOK KapuuHomoto (NHKP)», kog pocnimpkeHHs D5082C00003, sepcisa 6.0 Big 19 rpyaHsa 2018 poky;
crnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

23. 3miHa BignNoBiAaNbLHOro AocnigHUKa y MicLli NPpoBeAeHHA KNiHIYUHOro AOCNiMKEHHA [0 MPOTOKONYy
KNiHIYHOro foCnifKeHHA «baraToLeHTpoBe HenopiBHA/IbHE AOCNiAKEHHA NOHecuMoAay nNpy 0BroTpUBasioMy
3acToCcyBaHHi B f03i 20 Mr 3 METO OLiHKM A0ro 6e3ne4yHOCTi, MEPEHOCMMOCTI Ta 34aTHOCTI KOHTPOJIBATU
nepebir 3axBOPHBaHHS Yy XBOPUX Ha PeuMaMBYHOHUIA PO3CISHUIA cknepo3 (NPOAOBXEHHS AOCAIMKEHHS
AC-058B301)», koa pocnimpkeHHs AC-058B303, pepakuis 6.UKR.A Big 04 cepnHa 2022 p.; CnoHcop —
«AkTenioH PapmacbiotTukans flimitea», LLsenuapis

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-Ykpaina»



BYNo
Bb-M.H., npodp. JloraHoBCbKuMii K.M.
[epxaBHa ycTaHoBa «HalioHaNbHWIA HayKoBWiA

CTANIO
K.M.H. KonocuHcbka O.0.
[epxaBHa ycTaHoBa «HauioHanbHWiA HayKoBWUiA

UeHTp pagiauiiHoi  MeguumMHM  HauioHanbHOT | UeHTp  pagiauiiHoi  MeguumMHu  HauioHasibHOT
akafgeMmil MeAuMuHMX Hayk  YKpaiHu», Biggin | akagemii  MeauuyHux — Hayk  YKpaiHu»,  Biggin
pagziauiiiHoi nNcMxoHeBpOnorii [HCTUTYTY K/IHIYHOT | pagiauiliHoi  NCUXOHEBPOOriT [HCTUTYTY  KAIHIYHOT
pagionorii  Ha 6asi BigdineHHa  pagiauiiHoi | pagiosiorii  Ha  6as3i  BigAiNeHHA  pagiauiiiHoi

ncuxoHeBponorii, M. Kuis ncuxoHeBponorii, M. Kuis

24. MopoBXeHHSA TPMBAIOCTI K/iHIYHOTO BUNPOGYBaHHSA B YKpaiHi A0 25 nunHa 2025 poKy 40 NPpOTOKOsTY
KniHivHoro pocnimkerHHs «kADVANCE OUTCOMES pocnigpkeHHs edhekTMBHOCTI Ta 6e3neyHOoCTi paniHenary,
crpsiMoBaHe Ha MNOAINLWEHHSA pe3ynbTaTiB fliKyBaHHSA MaLIEHTIB i3 /IereHeBOK apTepiasibHO TiNepTeHsIED»,
Koa pocnimkeHHs ROR-PH-301 (APD811-301), 3 iHKOpNoOpoBaHOK nonpaBkoto 4 Big, 25 yepBHA 2021 poky;
crnoHcop - «HOHaiTeq Tepan'toTikc KopnopeiwH» (United Therapeutics Corporation), United States

3aaBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

25. 3miHa BignosigasibHOro AocnigHuKa Mmicua NpoBeAeHHs BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO
JocnifpkeHHA «52-TKHEeBe BigKpuTe pOo3LIMPEHe AOCNIMKEHHA MiMaBaHCEpPUHY B SAKOCTI [04ATKOBOIO
nNikyBaHHA wmn3odpeHii», kog gocnimkeHHs ACP-103-035, nonpaska 3 Big 11 cepnHa 2020 poky; CnoHcop -
Acadia Pharmaceuticals Inc. (AKALIA ®apmacktoTikan3 IHk), CLUA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

BYNno

CTANO

reH. gupektop KosaneHko B.B.

KomyHasbHe HeKoMepLiiHe nigNpPUeEMCTBO
XapkiBcbkoi 06nacHoi paan «O6nacHa KhiHivHa
ncuxiatpuyHa  nikapHa  Ne3d»,  ncuxiaTpuyHe
BiOOI/IEHHA NEPBMHHOIO MNCUXOTUYHOTO  €eni3oay,
M. XapkiB

K.M.H., 3aB. Big. MaHry6i B. O.

KomyHasbHe HekomepLiiHe nigNnpUeEMCTBO
XapkiBCbkOi 06nacHoi pagn «O6nacHa KhiHivHa
ncuxiatpuuHa  nikapHa  Ne3»,  ncuxiaTpuyHe
BiA4INEHHA NEepPBUHHOTO MNCUXOTUYHOrO  €eni3oay,
M. XapkiB

26. OHoBneHui NMpoTokon KniHiuHOro gocnimkeHHs, sepcia 5.0 Big 4 )XoBTHA 2022 poky (aHrNiicbKoo
MoBO10); IHchopMauis ana naudieHTa Ta popma iHpopmoBaHoi 3roau, Bepcia 3.0 Big 18 xoBTHA 2022
POKy (aHrniicbKolo, YKPAiHCbKOIO Ta POCINCbKOK MOBamMu); TeCT BCTAHOBJ/IEHHA AEB'ATU KiJIOUKIB y
nyHkum (9-HPT), Bepcii 1 Big, 20 kBiTHA 2021, yKpaiHCbKOIO Ta POCilfiCbKOI0 MOBamMu; Hac NpOXOaKEHHA
BiagcTaHi B 7,5 meTpiB (T25-FW), Bepcii 1 Big 20 kBiTHA 2021, yKpaiHCbKOKO Ta POCIICbKOIO MOBaMu;
Bpowypa gocnigHuka Bepcii 7.0 Big 10 Gepe3Ha 2022 poky (aHrniicbKow MOBOLO); [opaTkoBe
LleHTpanizoBaHe TeXHi4YHe NMPUMILLEHHS, WO Gyae BUKOPUCTOBYBATUCH AJ1I1 NPOBEAEHHS K/iHIUHOro
BUNPOOYBaHHSA, a came [AofartkoBa LEHTpasibHa saGopartopifa; 3miHa 3anjlaHOBaHOI Ki/lbKOCTi
AocnipKyBaHUX ANA BK/IOUYEHHA Y KiiHiuHe BUNpoGyBaHHA 3 100 go 150 oci6 B YKpaiHi; 3MiHa micusa
NpoBeAEeHHA KNiHIYHOro BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOrO AOC/igxeHHs «baraToueHTpoBe,
paHOoMi3oBaHe, MNOABiHE chine, nnaueb0-KOHTPONbOBaHE [OCAIMKEHHS A5 OUiHKM  edheKTUBHOCTI,
6e3neyHocTi | nepeHocumMocTi npenapaty IMU-838 y nauieHTiB 3 Nporpecytoynum po3cisHUM CK/1epO30M», KOZ
pocnipkeHHa P2-IMU-838-PMS, Bepcis 2.0 Bif 24 yepBHA 2021 poky; CnoHcop - «IMMyHik Al», HimeuunHa /
Immunic AG, Germany

3asaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

OpraHizauisa: TOB «MJ1 «[ina»

M. I. B. KOHTaKTHOT 0cobu: flecs CtapyxiHa

MicuesHaxomxeHHs: 01103, YkpaiHa, M. KuiB, Byn. lNigsucoubkoro, 6ya. 6 A
TenedooH: 0800 217 887

BYNO CTANNO

K.M.H. XaiTtoB IM1.0.

MeauyHUiA LEHTP KOMYHaJIbHOTO MiANpPUEMCTBa
«JHINPONEeTPOBCbLKNA oGnacHuii
cnevjianizoBaHunii peaGinitauiiiHnii LEeHTp
«CONnoHui NMumax» AHinponeTpoBCbKOi
o6nacHOI pagu», BiaaifIeHHS BiAHOBHOIO NiKyBaHHS
Hacnigkis 3ananbHux, [OereHepaTuBHUX,

K.M.H. XaiToB IM1.0.

KomyHanbHe niagnpuemMcTBO
«[HIiNponeTpoBCbKa oOOGMacHa pea6GiniTayiiHa
nikapHa» [HinponeTpoBCbKOi 06nacHOi pagu»,
BiAAINEHHS  BiAHOBHOrO  fliKyBaHHSA  HacnigkiB
3anasibHuX, [AereHepaTuBHMX,  AEMIENIHI3YOUNX
3axBopioBaHb HepBoBOI cuctemu, TOBapuUCTBO 3




0OMEXeHOK  BIANOBIAANILHICTIO  «[JHINPOBCLKUIA | AEMIENiHI3YOUMX 3aXBOPOBaHb HEPBOBOI CUCTEMM,
MEAUYHUIA HCTUTYT TpaguuiHol i HeTpaguuiliHoi | TOBapMCTBO 3 OOMEXEHOW  BiAnoBigasbHICTO
MeguLUmHu», Kadegpa «BHYTPIlWHLOI MegUUUHN | «[HINPOBCbKNIA MeANYHWIA IHCTUTYT TpagMLuiiHOoi i
Nel» (3 Kypcom HeiipoHayk), M. [JHinpo HeTpaauLinHoOT MeaNLMHN, Kadregpa
«BHYTpIilWHBLOT MeAULUHU 3 Kypcom
npodiakTUYHUX AUCUMNAiH», M. [IHINpo

27. OHOBJIEHUIT NPOTOKOJ1 KNiHIYHOro BUNpo6oByBaHHsA 67652000PCR1001, Bepcis MonpaBka 3, Big 01
cepnHA 2022 poky, aHrnilicbKoo MmoBoto; dopma iHhopmoBaHOI 3roau, agantToBaHa AJis KpaiHu Bepcis
Ans Ykpainu, Homep 5.0 Big 09 nuctonaga 2022 poky Ha OCHOBI MaiicTep-Bepcii ®PI3 5.1 Big 18 )XOBTHSA
2022 poKy, aHrNifiCbKOK Ta YKpaiHCbKO moBamu; [opaTtok o dopmu iHhopmoBaHOI 3rogu,
ajantoBaHOi ANA KpaiHu Bepcia gna YkpaiHu, Homep 5.0 Big 09 nuctonaga 2022 pokKy Ha OCHOBI
Maiictep-Bepcii ®PI3 5.1 Big 18 xoBTHA 2022 poKy, aHIMINCbLKOIO Ta YKpaiHCbKO MoBamu; Bpolypa
pocnigHuka ana npenapary Hipanapu6 Niraparib (ZEJULA), Bepcia 14, Big 21 yepBHA 2022 poky,
aHrnificbkolo MoBolo; bBpouwypa pgocnigHuka pna  [OCNiAKYBaHOro  JliKapCbKOro  3aco0y
CJNJ-67652000 (niraparib/abiraterone acetate fixed-dose combination) (komGiHauia cikcoBaHux fo3
Hipanapu6ylaGiparepoHy aueTarty), BugaHHa 3, Big 11 cepnHsa 2022 poOKy, aHIMIACbKOK MOBOIO;
Bpouwypa gocnigHuka ans npenapaty AbipatepoHy auetar JNJ-212082 ZYTIGA (abiraterone acetate),
Bepcia 17, Bip 17 uvepBHA 2022 poOKy, aHrilAiCbKO MOBOI; [lOCbE AOC/iAKYBAHOIO J1iKApCbKOro
3aco06y Ha npenapat CJINJ-67652000 y Burnagi komGiHauii cdikcoBaHOi [03u, TaGieTka, BKputa
nniBKoBo 060noHkKoto 50/500mg (G009) Ta 100/500mg (G010), po3gin 3.2.P, Big 12 TpaBHA 2022 poky,
aHrniiicokolo MoBoto; MoAOBXEHHA TepMiHy NPUAATHOCTI AOCAIMKYBAHOIO J1iKAPCbKOro 3acoly
CJNJ-67652000 y Burnapgi komoGiHauii ¢hikcoBaHOi 03U, TaGneTKka, BKpUTa NiBKOBOIO 000J/IOHKOIO
50/500mg (G009) Tta 100/500mg (G010) go 6 wMmicAuiB; 3MiHAa Micus nNpPoOBeAEHHA KiHIYHOro
BUNPOOYBaHHS; NMPoAOBXEeHHA TepMiHYy NpoBefeHHA KNiHIYHOro BunpooyBaHHA 67652000PCR1001 B
ycCiX KpaiHax, Ae npoBoAUTbLCA KAMiHiYHe BUNPoOOGyBaHHA Ta B YKpaiHi Ao 02 pokiB 08 micauis o
NPOTOKOMY K/IHIYHOrO JoCnimpKeHHs «BigkpuTte, paHAoMi3oBaHe [OCNIMKEHHA A8 OUiHKM  BifHOCHOI
6iogoctynHocTi (BA) i 6ioeksiBaneHTHocTi (BE) npenapartis y BUrnagi kombiHauii i3 dpikcosaHoro 403010 (Ko )
Hipanapu6y noc abipartepoHy auetaT (AA) y NOPIBHAHHI 3 Hipanapnbom i AA, WO Mpu3HayalTbCA
OflHOYaCHO Yy BUIA4i MOHoMpenaparie, Y YOJI0OBIKIB 3 pakoM nepeamixypoBoi 3a/1031», KOA, AOC/iAKEHHS
67652000PCR1001, Bepcisa NonpaBka 2 Big 19 kBiTHA 2021 poky; crnoHcop - AHcceH ®apmauesTuka HB
/Janssen Pharmaceutica NV, Benbris

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

BYNO CTAlIO
K.M.H. BoHpapeHko FO.M. K.M.H. BoHpapeHko FO.M.
MeguuHuiA UEeHTP ToBapucTBa 3 OOMEXeHOoK | MeAUUYHMWA LEHTP ToBapucTtBa 3 OOMEXEHOH
BignoBiganbHICTIO «FapMOHisn Kpacu», | BignoBiganbHicTio «ApeHcia Ekcnnoparopi
BigAiNneHHA KNiHiYHUX BUNpooyBaHb, M. K1is MegpiciH», Biaain KniHiYHUX gocnipkeHb, M. Knis




