Jopartok 1

«Mepenik NpoOTOKONIB K/iHIYHUX BUNPOOGYBaHb JliKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rAAHYTUX Ha 3acigaHHAX HEP Ne11 Big 10.06.2021,
HTP N220 Big 10.06.2021, Ha siki 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepPTiB.»

1. «[MopggiiHe cnine paHAOMi30BaHe naueb0-KOHTPO/IbOBaHe  GaraTOLeHTPOBE  AOC/IOKEHHS
BOPTIOKCETUHY A/151 NPOPiNaKTUkN peunamsiB BENNKOrO AenNpecuBHOro posnany B nefiatpuyHnX nauieHTis
BikOM Big 7 Ao 11 pokiB», koa gocnimkeHHs 13546A, Bepcisa 1.0 Big 07 ciuHsa 2021 p., cnoHcop - X. JlyHabek
A/C, Denmark

®asza - Il

3aaBHUK - TOB «KniHiuHi gocnimpkeHHs ARKoH», YkpaiHa

Ne M.1.6. BigNoBiga/ibHOro AOCiAHMKA
n/n HasBa micus NpoBeAeHHS KiHIYHOTO BUNPOOYBaHHS

1. | .M.H. MenbHuk E.B.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Ofecbkuii 06/1acHWin MeAVNYHUIA LEHTP MCUXIYHOTO
370poB'a» Ofecbkoi 061acHOi paan», BigaiieHHsa Ne9 (autade), M. Ofieca

2. | p.M.H. CkpunHikoB A. M.

KomyHanbHe nignpnemctBo «O6aacHuUiA 3aknag, 3 HagaHHs ncuxiatpryHoi gonomMoru MontaBcbKoi
obnacHoi paaw», BiggineHHa 9 (mignitkoBe AuMTaYe), YKpaiHCbka MeAuMyHa CTOMAaTOosIoriyHa
akafeMig, kadpegpa ncuxiaTpii, HapKosorii Ta MenyHoi ncuxonorii, M. MNontasa

2. «PaHpomisoBaHe, noggiliHe cnine, nnaueb6o-KOHTPOIbOBaHe AocnimkeHHs |l dasn B napanenibHUx
rpynax anst OuiHkM ehekTMBHOCTI Ta 6e3neYHOCTi 3acTocyBaHHs npenaparty Bl 425809 oavH pa3 Ha goby
NpoTArom 26-TWXXKHEBOro nepioAy NikyBaHHS B nauieHTiB 3 wnsodpeHieto (CONNEX-2)», kog AOCAIIKEHHS
1346-0012, Bepcisa 1.0 Big 16 rpyaHsa 2020 poky., cnoHcop - «bepiHrep IHresbxainm PLIB TM6X eHg Ko KIh»,
AscTpis / Boehringer Ingelheim RCV GmbH & Co KG, Austria

®a3za - Il

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

Ne MM.1.B. BignoBigabHOro focnigHnKa

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS

1. | K.M.H. JeHncos €.M.

KomyHanbHe  HekoMepuiiiHe nignpuemMcTBo «O6sacHa  K/iHiYHA — ncuxiaTpyuyHa  fikapHs
KipoBorpafcbkoi 06nacHoi pau», MCUXOHEBPOJIOTiYHE AMCMaHcepHe BigdineHHsA, cMmT. Hose,
M. KponuBHULbKWI

2. | p.m.H., npodb. Migkoputos B.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpoOsiOrii, ncuxiaTpii Ta Hapkonorii HauioHasbHOT akagemii
MeMYHUX HayK YKpaiHW», BiAfis KNiHIYHOT, couia/ibHOT Ta ANTAYOIl neuxiaTpii, M. Xapkis

3. | 3aB. Big. Bite6cbka T.B.

KoMyHasibHEe HekomepLiiHe nignpueMcTBO «KWiBCbka MiCbka MCUXOHEBPO/IOriYHA nikapHs No2»
BukoHaBuoro opraHy KuiBcbkoi Micbkoi pagu (KWIBCbKOT MICbKOT AepXaBHOI afMiHicTpauii),
KOHCY/MIbTaTUBHE BigAiNeHHs, M. Kuis

4. | K.M.H. 3akasib K.FO.

KoMyHasibHE HekomepujiiHe nignpuemMcTBO JIbBIBCbKOI 06/1acHOi paan «J/IbBiBCbka 06/1acHa
KNiHiYHa ncuxiaTpryHa nikapHsa», BiagineHHs Ne20, M. /1bBiB

5. | reH. gupektop Bonowyk A.€.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Opfecbkuii 06/1acHWin MeANYHUIA LEHTP MCUXIYHOTO
340poB'a» OfecbKoi 06nacHoi paau, BiadineHHa Ne2, m. Ofeca

3. «JocnigpkeHHA das3n 2 3 BMBYEHHA edieKTMBHOCTI Ta 6e3neuyHocTi Tucnenisymady (BGB-A317),
MOHOKNOH&a/TbHOro aHTuTINIa Ao PD-1, y noeaHaHHi 3 npenapaTtom BGB-A1217, MOHOK/IOHa/IbHUM aHTUTINIOM
fo TIGIT, abo 6e3 HbOro B MALEHTOK 3 peuuamByouMM abo MeTacTaTUUHMM PakoM LUMAKA MaTtku, AKi
paHiwe oTpMMyBa/IN MiKyBaHHA 3 MPMBOAY AAHOr0 3axXBOPHOBAHHA», KOA4 AocnigxeHHs BGB-A317-A1217-
202, sBepcisa 0.0 Big 04 BepecHs 2020 poky, crnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA

Pa3za -l

3aaBHuKk - TOBAPUCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



Ne MN.l.6. BiANOBIAabHOrO AOC/iAHMKA
n/n HasBa micusa npoBefeHHs KMiHIYHOTro BUNPOGYBaHHSA

1 | A.M.H., npodh. KonecHik O.I1.
MeguuHuii LeHTp ToBapucTBa 3 06MEXEHOH BignoBigasbHiCTI0 «OHKoNanh», BigaineHHs AeHHOro
cTauioHapy, M. 3anopixxs

2 | A.M.H., npod. KpmxaHiBcbka A.€.

KoMyHasibHe HekomepLiiHe nignpueMcTBO «lMpruKkapnaTCbKUin KMiHIYHWIA OHKOMOTIYHWIA LEHTp IBaHO-
®dpaHkKiBCbKOi 06/1aCHOT paau», OHKOMHEKO/IOriYHe BiaAineHHs, IBaHO-PpaHKiBCbKMIA HaLioOHaIbHWIA
MeANYHWIA YHIBEPCUTET, Kacheapa OHKOIOrIT, M. IBaHO-®paHKiBCbK

4. «PaHpgomizoBaHe, noagiiHe cnine, nnaue60-KOHTPONIbOBAHE AOCAIMKEHHA A5  OUIHKW  BNANBY
Ayninymady Ha 3ana/ieHHs1 AMXaslbHUX LWAAXiB Yyepes3 OLujiHKY (OYHKLI /ereHb, 3aKynoptoBaHHsS CNu3y Ta
iHWMX napameTpiB Bidyanizayji fiereHb y naujieHTiB 3 acTMO», ko4 AocnimkeHHsa LPS15834, 3 nonpaBKowo
02, Bepcia 1 Big 15 6epesHs 2021p., cnoHcop - Sanofi-aventis groupe, France (CaHodi-aBeHTiC rpyn,
PpaHLuis)

®a3za - IV

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

Ne MM.1.b. BignoBigaIbHOro Aoc/igHuKa

n/n Ha3Ba Micug NpoBeAeHHS K/iHIYHOro BUNPo6yBaHHSA

1 K.M.H. Bnaxko B.I.

KomyHasibHe HekomepuiiHe nignpnemctBo «Micbka kriHidHa nikapHA Nel3» XapkiBCbKOi MICbKOT
pagu, nynbMoHonoriyHe BigaineHHsa Ne2, M. XapkiB

2 | kM.H. Jo6psaHcbkuia [.B.

MeanyHuii LeHTp ToBapucTBa 3 O0OMEXEHO BignoBifasbHICTIO «MeanyHa KniHika «Bnaromepny,
NiKyBa/IbHO-AiarHOCTUYHUIA Nigpo3ain, M. Knis

3 | K.M.H. Hopeiiko B.A.

NikyBanbHoO-AjarHoCcTUYHMIA  ueHTp «XEMCI EHA ~ XEMl» ToBapuctBa 3  OOMEXEHOH
BignosiganoHicTio «XENCI EHA XEMI», MeanyHWA KAiHIYHWIA  AOCNIAHWMUBKAA LEHTpP, Biagin
nyabMoHoorii i anepronorii, M. Kuis

4 | A.M.H., npod). OcTpoBCbKMit M.M.

KomyHanbHe HeKkoMepLinHe nigNpPMEMCTBO «|BaHO-PpaHKIBCbKNiA obnacHuii
PTU3I0NYNBbMOHONONYHMI  LUEHTP  IBaHO-®PpaHKIBCbKOT 06/1acHOi  pagm», LEHTP JlereHeBux
3axBOPIOBaHb, BiAdiNeHHs nynbMoHonorii Ne2, |BaHO-®paHKIBCbKMIA HaLiOHa/TbHUIA  MeauyHNI
yHiBepcuTeT, kadpegpa tusiatpii i nynbMOHOOrT 3 KypcoM npodieciliHnx XBopo6, M. |BaHo-
PpaHKiBCbK

5 | 3aB. Big. CmonsHuia O.1.

KomyHaslbHe HekoMepuiiiHe nignprMeMcTBo «Ogecbka 061acHa K/iHiYHa JfikapHa»  Ogecbkol
061acHOI pagu», Ny/IbMOHOJONIYHE BigAisieHHs, M. Ogeca

5. «[MopgiiiHe cnine, paHOoOMi30BaHe, NNaLeb0-KOHTPOsIbOBaHE, GaraTtoLueHTPOBE KAiHIYHE A0CIAKEHHS
chasn lla 3 ouiHkK ehekTMBHOCTI Ta 6e3nevyHoCTi dpenb3apTamaby Ha OCHOBI SIOACBKUX aHTUTIN Ao CD38 y
nikyBaHHi IgA-HedponaTii — IGNAZ», kop, gocnigpkeHHs MOR202C206, sepcis 1.0 Big 23 nuctonaga 2020
poKy, cnoHcop - MopdoCuc AlL, HimeuunHa / MorphoSys AG, Germany

da3za - lla

3aaBHUK - ToBapucTBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnka

n/n HasBa Micus NpoBeAEeHHS KAIHIYHOrO BUNPO6YBaHHS

1 4.M.H., npod. KonecHuk M.O.

JepxaBHa ycTaHoBa «IHCTUTYT Hedponorii HauioHanbHOT akafemii MeAnYHUX Hayk YKpaiHu»,
BigAineHHs Hedhponorii, gianisy 1a IT 3abe3nevyeHHs, M. Kuis

2 3aB. Big. Konominuyk H.O.

KomMyHasibHe HekomepuiiHe nignpueMcTBo «KUIBCbKMIA MICbKUIA LEHTP Heddponorii Ta Aianisy»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paau (KuiBCbKOI MICbKOI AepxaBHOI agMiHicTpauil),
BiaAiNeHHs rocnitasibHOI Hedoponorii Ta Aianizy Ne2, m. Kuis

3 3aB. Big. KopHeesa C.IT.

KomMyHasibHEe HekomepujiliHe MignpueEMCTBO «3anopisbka 06/1acHa KiiHidHa nikapHsa» 3anopis3bKoi
06/1acHOI paaw, BigaineHHs Hedponorii Ta gianisy, M. 3anopixks




6. «PaHgomizoBaHe BigkpuTe gocnigpkeHHs Il dpa3u 3acTocyBaHHA npenapaty kocubenimaé (CK 301) y
NnoefHaHHI 3 xiMioTepanielo nemMeTpekcefoM Ta npenaparoM naatmHW y AKOCTI Tepanii neplioi AiHii y
nawieHTIB i3 MeTacTaTUYHUM HEMTIOCKOKTITUHHUM HEAPIGHOKNITUHHUM PakoM NiereHi», kog focnimxkeHHs CK-
301-301, Bepcia 1.0 Big 12 ciyHa 2021 poky, cnoHcop - YeknoiHT Tepan'toTikc, IHk., CLUA (Checkpoint
Therapeutics, Inc., USA)

®a3za - Il

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «OCT YKPAIHA»

Ne M.l.6. BigNOBiAabHOro AOC/iAHMKA

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOOGYBaHHS

1 | A.M.H., npod). BoHaapeHko I.M.

KomyHasnbHe HekomepuiliHe nignpuemMcTBO «Micbka KniHiYHa nikapHs Ned» [HINPOBCLKOT MiCbKOi
paau, XimioTepaneBTUYHE BigaiNIeHHS 3 IeHHUM cTauioHapom, M. [IHiNpo

2 | A.M.H., npodp. AyaHiueHko O.C.

[HepxaBHa ycTtaHoBa «IHCTUTYT 3araabHOi Ta HeBigkiagHoi xipyprii imeni B.T. 3aiineBa HarjioHambHoi
akazleMii MeJUUHUX HayK YKpaiHW», BiffiileHHs THiliHOI Xipyprili Ha 25 /MKOK 3 TasaToK iHTeHCUBHOI
Teparii Ha 6 JDKOK, XapKiBCbKa Me[JUUHa aKaJeMis MiC/IsJUuIyIoOMHOl 0CBiTH, Kadeapa OHKOJIOTIT Ta JUTSUOL
OHKOJ10Tii, M. XapKiB

3 | nikap KypoukiH A.B.

KomyHasibHe HekomepuiiiHe nignpuemcTBo CyMcbKOi 06n1acHoi pagy CyMcbkniA 061acHNIA KNiHIYHWIA
OHKOJIOTIYHWIA AncnaHcep, OHKOTOopakasibHe BigdineHHs, M. Cymu

4 | p.M.H., npocp. CyxiHa O.M.

[JepxaBHa ycTtaHoBa «IHCTUTYT MeauyHOT pagionorii Ta oHkonorii im. C.T1. 'purop’esa HavioHasibHOT
aKagemii MeanyHnX HayK YKpaiHu», BigAiNeHHA KNiHIYHOT OHKOJIOrIT Ta reMaToorii, M. Xapkis

5 | K.M.H. Hedpcha M.1O.

KomyHasilbHE HeKoMepLiiiHe nignpMeEMCTBO XapkiBCbKOl 061acHoi pagn «O6AaCHUIA  KMiHIYHWIA
creuianizoBaHnii  gucnaHcep pafgiayiiHoro 3axuMcTy HacCeneHHs», XipypriyHe BigdiNeHHs 3
OHKOJIOMYHUMU NdKKamMu, M. Xapkis

6 | K.M.H. OpgapyeHko C.I1.

ToBapuCTBO 3 0OMEXEHOH BiAMNoBiganbHICTIO «MeauyHuini  UeHTp iMeHi akagemika HOpis
MpokonoBuya CnixxeHka, BigAiIeHHs OHKoXiMioTepanii, c. KanitaHiBka, Kneso-CBATOLUMHCLKUIA p-H,
KuiBcbka 0611.

7 | K.M.H. Bontox [1.6.

KomyHaslbHe  HekoMepLiiiHe nignpueMCTBO  «[MOAI/TIbCbKUA  perioHasIbHWUIA  LEHTP  OHKOSOTIi
BiHHUUBKOT 061aCHOT paau», XiMmioTepaneBTUYHe BigAineHHs, M. BiHHMLUS

8 | A.M.H. KonecHik O.MM.

TOoBapuCTBO 3 0OMEXEHOI0 BifgN0BIAAILHICTIO «OHKOaNg», MeguYHni LEHTP, M. 3anopixks

7. «LIBRETTO 432: MNMnaueb60o-koHTPO/IbOBaHe MOABiiHE cine paHAoMi3oBaHe AoCAifKeHHS 3 dha3u ans
OUiHKM af’toBaHTHOT Tepanii cennepkaTUHIGOM nicnsa pagukanbHOT NokoperioHapHoi Tepanii y nauieHTiB 3
HeApiGHOKNITUHHUM pakoM nereHi ctagii IB—IIIA 3 HaaBHicTIo ribpuaHoro reHa RET», kog gocnigxeHHsa J2G-
MC-JZJX, Bepcisa 3 nonpaskoto (c) Big 03 6epesHsa 2021 poky, cnoHcop - Eni Nlinni eng Komnani, CLUA / Eli
Lilly and Company, USA

®a3za - Il

3anBHuK - «Eni flinni Boctok CA», LLBeliuapis

Ne M.l.6. BiANOBIiAabHOrO AOCiAHMKA

n/n HasBa micus NpoBeAEeHHs K/iHIYHOTO BUNPOO6YBaHHS

1 | nikap Bep3oii O.A.

KoMyHaslbHEe HeKoMepuiiiHe nignpueMcTBo «Opecbka o06sacHa KiiHiYHa nikapHa»  Opgecbkol
061acHOI paamn», BigaineHHs TopakasbHOT Xipyprii, M. Ogeca

2 | 3aB. Big. Ko63es O.1.

KomyHanbHe HekomepuiiHe nignpuemctBo «O6NACHUIA UEHTP  OHKOJIOfi», OHKOXipypriuHe
BiAi/IEHHA OpraHiB rpyAHOT NOPOXHUHK, M. XapKiB

3 | K.M.H. NoHomapboBa O.B.

KoMyHaslbHe HekomepujiiHe nNignprueMCTBO «KUIBCbKWMIA MICbKWIA KAIHIYHUIA OHKOJIOTIYHUA LEeHTP>»
BMKOHABYOro opraHy KuiBcbKoi Micbkoi pagn (KUIBCbKOI MICbKOI AepXaBHoi agMiHicTpauii),
BigAineHHs ximiotepanii Nel, M. Kuis

4 | 3asB. Big. WWeBHa C.MM.




KoMyHas/lbHe HeKoMepLUiiHe NignpreMcTBO «IoAinbCbKniA perioHalbHNIA LEHTP OHKOJOTIT BiHHMLIbKOT
o6nacHoi Paan», BigaineHHs ximiotepanii, M. BiHHVLUS

5 | K.M.H. BUHHU4YeHko O.1.

KomyHasnbHe HekomepuiiHe nignpnemctBo CyMcbKoi o61acHol paam CyMcbkuii 06/1acHUIA KAiHIYHNIA
OHKOJIOTIYHUIA  AMcnaHcep, OHKOTOpakasibHe BiadineHHs, CyMCbKuili AepXaBHWil yHiBepcuTerT,
Katheapa oHkonoril Ta pagionorii, M. Cymu

6 | nikap Birypo M.C.

MeauyHuii LeHTp ToBapucTBa 3 0OMEXeHOI BiAMoBigasbHICTIO «Mpia Mea-Cepsic», JlikyBasibHO-
npodpiakTUYHMIA Nigpo3ain 2, Biaain kaiHiYHMX gocnimkeHs, M. Kpusuia Pir

7 | KM.H. KagxosH A.B.

MeanyHWii LEHTP TOBapMCTBa 3 0OMEXEHOH0 BignoBigasibHICTI0O «OHKoNakg», AEHHWUIA cTalioHap, M.
3anopixxs

8. «[opiBHANbHA OLiHKa edeKTUBHOCTI Ta NepeHoCMMOCTi npenapaTy Fenb AguknodeHaky HaTpito, refb
5% BupobHuuTBa MNAT «Ximdhapm3asos «YepBoHa 3ipka», YKkpaiHa i npenapaty Auknak® enb, resib 5%
BMpO6GHMLTBa KOMNaHii «Canotac ®apma MM6X», HimeyunHa y nauieHTiB 3 gedhopmyoym oCcTe0apTpO30M
KONiHHOro cyrnob6a», kog pocnimkeHHs CHZ-DCFIGEL 5%, Bepcis npotokony Ne 1 Big 04.11.2020p.,
crnoHcop - MAT «Ximchapm3aBog «UepBoHa 3ipka» (YKpaiHa)

da3za - NopiBHAIbHE KNiHIYHE BUNPOOYBaHHS

3asaBHUK - MAT «Ximdpapmsaropg «HepBoHa 3ipka» (YkpaiHa)

No M.1.b. BignoBiganbHOro Aoc/igHmKa

n/n Ha3Ba Micug npoBeAeHHSA K/iHIYHOro BUNPO6YBaHHSA

1 | A.M.H., npod. AuminH P.I.

KomyHasibHe HekomepuiiiHe nignpuemMcTBo «O6nacHa KiHiYHA fikapHs  IBaHO-PpaHKiBCbKOI
0611acHOI paan», peBMaTtoioriyHe BiafdineHHs, M. IBaHO-PpaHKiBCbK

9. OHOBNEHUIT NPOTOKOJ KNiHiYHOro BunpoGyBaHHA MK-7902-001, 3 iHKOpnopoBaHOoO nonpasKkoto 05
Big 17 6epe3Ha 2021 poOKy, aHIiINCbKOIO MOBOI; 3MEHLUEHHSA KifIbKOCTi AoCNifKyBaHMX B YKpaiHi 3
72 po 66 ocio; bpowypa pgocnigHuka MK-3475, BugaHHA 20 Big 08 6epe3Hsa 2021 poKy, aHr1iNiCbKOO
MOBOI0; YKpaiHa, MK-7902-001, IHcpopMaLlis Ta [OKYMEHT npo iHopmoBaHy 3rogy A8 NauieHTa,
Bepcia 04 Big 12 kBiTHA 2021 p., yKpaiHCbKOO MOBOI; YKpaiHa, MK-7902-001, IHdopmauia Ta
[OKYMeHT npo iHchopmoBaHy 3rogy Ansl nauieHTa, Bepcia 04 Big 12 kBiTHA 2021 p., pociiicbKolo
MOBOIO [0 NPOTOKOJY K/iHIYHOrO BUNPobOyBaHHA «PaHaoMizoBaHe, BigkpuTe pochnimpkeHHa Il casu
nem6ponisymady (MK-3475) y noegHaHHi 3 nieHBaTuHibom (E7080 / MK-7902) y nNOpPIiBHAHHI 3
ximioTepanieto nepLioi AiHii NikyBaHHA NpU PO3NOBCHOMKEHIN abo peuuanByoYil KapuMHOMI eHAoMEeTpIs
(LEAP-001)», kog, pocnimpkeHH MK-7902-001, 3 iHkopnopoBaHoto norpaskoto 04 Big, 15 kBiTHA 2020 poky;
crnoHcop - «Mepk Wapn EHg Joym Kopn.», govipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp
& Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/, YKpaiHa»

10. MpoTokon KniHiuHOro pocnipkeHHa 16T-MC-AMAM 3 iHKopnopoBaHoOlo nonpaBkoto (c) Big 01
KBIiTHA 2021 poky; CTucna xapakTepucTuka AOCiAKyBaHOro nikapcbKoro sacoody Crenapa® Big 27
noToro 2020 poky; NofoBXeHHA TPUBAOCTI K/iHIYHOro BUNPOOYyBaHHA B YKpaiHi Ao 30 uepBHA 2023
POKy [0 NPOTOKO/Y K/IiHIYHOro AocnimKeHHs1 «baraTtoueHTpoBe, PaHgomizoBaHe, MoggiiHe crine, Mnaye6o-
Ta AKTUBHO- KoHTposboBaHe focnimkeHHs Il ®a3um ana OuiHku EdyekTuBHOCTI Ta bBe3neyHocTi
3actocyBaHHA Mipikisymaoby y [lauieHTiB i3 XBopo6oto KpoHa [lomipHoro ta Tsxkoro epebiry», kog
pocnipkeHHs 16T-MC-AMAM, 3 iHkopnopoBaHoto nonpaskoto (b) Big 18 rpyaHsa 2020 poky; cnoHcop - Eni
Ninni eng Komnaxi, CLLA

3anBHuK - «Eni Nlinni Boctok CA», LUBeliLapis

11. OHoBneHuid po3gin P.3.1 Manufacturers (RO7049665, Vial, 10 mg/2 ml) Ta posgin P.3.1
Manufacturers (Placebo for RO7049665, Vial, 0 mg/2 ml) locbe Ha gocnigxyBaHuii 3acié6 RO7049665
Ta iioro nnaue60; OHoBneHwuii po3gin P.5.4. Batch Analyses (RO7049665, Vials, 10 mg/2 ml) Jocbe Ha
pocnimpkyBaHuii 3aci6 RO7049665; OHoBneHuii posgin P.8.1 Stability Summary and Conclusion
(RO7049665, Vials, 10 mg/2 ml) fJocbe Ha gocnipxyBaHuii 3acio RO7049665; OHoBneHuii po3gin P.8.3
Stability Data (RO7049665, Vials, 10 mg/2 ml) Jocbe Ha gocnigkyBaHuii 3acio RO7049665; JoaaTok



A.2 Adventitious Agents Safety Evaluation — TSE Declaration (RO7049665, Vials, 10 mg/2 ml) Jocbe
Ha gocnigmxyBaHuii 3aci6 RO7049665; fopatok A.2 Adventitious Agents Safety Evaluation — TSE
Declaration (Placebo for RO7049665, Vials, 0 mg/2 ml) locbe Ha nnaue6o AnA AOCNiIAKYBaHOro
3acoby RO7049665; OHoBneHe BTOPUHHE Ta NMepBUHHE MapKyBaHHS AOC/iMKyBaHOro npenapary
RO7049665 a60 nnawe60, ykpaiHCbKOO MOBOK Bif 03 6epe3HA 2021 poKy [0 NPOTOKONY KAiHIYHOro
pocnipkeHHs «baraToueHTpoBe, paHAoOMI30BaHe, NoAgiiHe criine, nnaue60-KOHTPOSIbOBaHE AO0CNILKEHHS
thasn Ib 3 MeTol BUBYEHHS 6Ee3MeYHOCTi, NepeHOCUMOCTI, hapMakoKiHETVKU, nonepeHbOT e(PeKTUBHOCTI Ta
thapmakognHamikm npenapaty RO7049665 npuv nigwkipHOMY BBeLEHHI yYyacHUKaM 3 akTMBHUM BUMPAa3KOBUM
KoniTom», kog gocnigxeHHs WP40161, sepcis 5 Big 20 nuctonaga 2020 p.; cnoHcop - ®©. XoddmaHH-/15
Pow Nita., [F. Hoffmann-La Roche Ltd], LLBenuapis

3asnBHUK - TOB «KOBAHC K/TIHIKAT AEBE/IONMEHT YKPAIHA»

12. BknoueHHA npenapaTty nopiBHsAHHA — Palbociclib (Ibrance®, Ibrance; IBRANCE; Man6ouuknio;
I6paHc®; IBPAHC); TaGnetka, BKpuUTa OGONMOHKOW, 75 Mr; BUpPOOGHMKM - Pfizer Manufacturing
Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa Ha3Ba —
sanofi-aventis Recherche & Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform, Hungary; Sanofi U.S Services Inc. (iHwa Ha3Ba - Sanofi US
Services Inc.), USA; Fisher Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; BkniouyeHHsA
npenapatry nopiBHAHHA - Palbociclib (lbrance®, lbrance; IBRANCE; Man6ouuknio; IopaHc®;
IBPAHC); Ta6bnetka, BKpuTa 060/I0OHKOIO, 100 Mr; BUpoGHUKM - Pfizer Manufacturing Deutschland
GmbH, Germany; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa Ha3Ba - sanofi-aventis
Recherche & Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
Distribution Platform, Hungary; Sanofi U.S Services Inc. (iHwa Ha3Ba - Sanofi US Services Inc.), USA;
Fisher Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom; BknioueHHsi npenapaTy
nopiBHsiHHA — Palbociclib (Ibrance®, Ibrance; IBRANCE; MNan6ouuknio; I6paHc®; IBPAHC); Ta6neTka,
BKpuUTa 060NOHKOW, 125 mr; BupoGHUKu - Pfizer Manufacturing Deutschland GmbH, Germany;
SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa Ha3Ba — sanofi-aventis Recherche &
Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest Logistics and Distribution
Platform, Hungary; Sanofi U.S Services Inc. (iHwa Ha3Ba - Sanofi US Services Inc.), USA; Fisher
Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA; Creapharm Clinical Supplies,
France; Almac Clinical Services Limited, United Kingdom; Ckopo4yeHe gocbe Hemoaud)ikoBaHOro
nikapcbkoro 3aco6y Palbociclib, TabneTka, Bkputa 060510HKO0, 75 mr, 100 mr, 125 mr, Bepcia Big
nunHa 2020 poKy, aHrNiNncbKo MOBOK; KopoTKa xapaKTepucTuKa fikapcbkoro 3aco6y IBRANCE,
TabseTkn, BKPUTi 060/10HKOIO, 75 mMr, 100 mr Ta 125 Mr, aHriicbkolo MOBOK; 3pa30K MapKyBaHHA
ynakoBK/ npenaparty nopiBHsHHA Palbociclib 75 mr, Bepcia 2.0 Big, 27 rpyaHs 2020p., yKpaiHCbKOIO
MOBOI0; 3pa3oKk MapKyBaHHs ynakoBKU npenapaTty nopiBHAHHA Palbociclib 100 mr, Bepcisa 2.0 Big 27
rpygaHsa 2020p., YKpaiHCbKOW MOBOI; 3pa3oK MapKyBaHHsi YNakoBKM npenapaty MOPiBHAHHSA
Palbociclib 125 wmr, Bepcia 2.0 Big 27 rpyaHsa 2020p., yKpaiHCLKOIO MOBOIO [0 NPOTOKO/Y KAiHIYHOIOo
JocnipkeHHs «PaHpomizoBaHe, GaraToueHTpoBe, MoABiiHe cnine gocnimkeHHa 3 a3 npenapaty
amueHecTpaHT (SAR439859) y komb6iHaLii 3 NasbouUKII6OM Yy NOPIBHAHHI 3 N€TPO30/I0M Yy KOMOGiHaLi 3
nanbouukni6om ans nikyBaHHA naudieHTisB 3 ER(+), HER2(-) pakom MOM0O4YHOI 3a/103U, SKi paHile He
OTPMMYBa/IM CMUCTEMHOIO MNPOTMPAKOBOrO JliKyBaHHA MOLUMPEHOrO 3aXBOPKOBAHHA», KOZL [AOCHILKEHHS
EFC15935, 3 nonpaskoto 03, Bepcia 1 Big 16 rpyaHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTIC pellepLl e gesenonma, dpaHuis)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

13. 3miHa micua npoBefieHHA KNIHIYHOrO BUNPOOYBaHHA [0 NPOTOKO/Y K/IHIYHOrO OOCNIMKEHHA «24-
TUXXHEBE PAHAOMI3OBAHE, TMOABIAHE C/IME, BAFATOLIEHTPOBE AOC/IMKEHHA Y
MAPANENBHUX TPYMAX 3 AKTUBHUM MPEMAPATOM MOPIBHAHHA A/1A OLIHKW E®EKTMBHOCTI
TA BE3MEYHOCTI NPEMNAPATIB PF-06650833, PF-06651600 | TO®AUUTUHIBY HAK B HAKOCTI
MOHOTEPAMII, TAK | B KOMBIHALII, ¥ MALIEHTIB I3 AKTUBHUM PEBMATOIAHM APTPUTOM
CEPEOHBOIO TA BAXKOIo CTYNEHA | HEAOCTATHbLOKO BlgnoBIgaAtd HA  TEPANIKO
METOTPEKCATOM», koa gocnimkeHHs B7921023, octatoudHa Bepciss NPoTokony Big 22 »oBTHA 2019 p.;
crnoHcop - MNdpaiizep IHk., CLLA

3asaBHUK - Mdcpalizep IHK., CLUA

BYJIO CTAJIO

J.M.H., ipod. 'aunopubos A.M. O.M.H., npodd. M'Hnnopnéos A.M.
MeauuHHii  LEHTP TOBAapUCTBA 3 00MeXeHOW | MequuHMii LIEHTD TOBApUCTBA 3 OOMEXEHOI0




BiAnoBiganbHicTIO «PeBMOLIEHTP», BiAAil  KIiHIUHUX | BigmoBigasbHicTIO «I[HCTUTYT peBMAaToJIOTii»,
Jocrimkenb, M. KuiB Bi/li/1 K/iHIYHKUX 0C/TiHKeHb, M. KuiB

14. BkoyeHHA goaaTKoBUX MiCUb MPOBEAEHHS KMiHIYHOro BUMNPOOGYBaHHSA [0 MPOTOKOY KMiHIYHOIo
pocnipkeHHs «PaHgomizoBaHe, noggiiHe cnine, nnaueb0-KoOHTPONibOBaHe, 6araToLEHTPOBE A0CNILKEHHS
2b hasm 3 nigbopy no3n npenapaty AZD5718 y naujieHTIB 3 XPOHIYHOK XBOPOOOI HUPOK 3 NPOTEIHYPIEKD»,
koA pocnimkeHHsa D7551C00001, sepcia 3.0 3 iHKoprnopoBaHot nornpasko Ne2 Big 25 ciuHa 2021 poky;
crnoHcop - «AcTpa3eHeka Ab», LLiBeLis / AstraZeneca AB, Sweden

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigasbHOro AocnigHvka

n/n HasBa Micus npoBeAeHHs K/iHIYHOro BUNPOBYBaHHS

1. | A.M.H., npod. CkpunHuK H.B.

KomyHasibHEe HekoMepuiiiHe nignpneMcTBo «O6nacHa KhiHiYHa NikapHA  IBaHO-PpaHKiBCbKOI
06M1acHOi pagn», €HAOKPUHONOrIYHE BiAdiNeHHs, |BaHO-PpaHKIBCbKMIA HaUiOHaIbHWUI MeaNYHWIA
yHiBepcuTeT, Kadeapa eHAOKPUHOOTIT, M. IBaHO-PpaHKiBCbK

2. K.M.H. MuwiaHwny 1.

KuiBcbka KniHiyHa nikapHA Ha 3anisHMYHoMy TpaHcnopTi Ne2 dinii «LieHTp oXopoHu 340pOoB'A»
aKLiOHEPHOro TOBApPUCTBA «YKpaiHCbKa 3aU1i3HULS», eHO0KPUHOMOTYHE BigaineHHs, M. Knis

3. | 3aB. LeHTtpy fleryH O.M.

KomyHasnbHe HekomepuiliHe nignpuemcTBo «O6nacHa KiHiYHa fikapHa  IBaHO-PpaHKiBCbKOT
obnacHoi pagw», LUeHTp Heddponorii, Aianisy i TpaHcnnadvtauii, Big4iIEHHA IHTEHCUBHOI
Hecdpposorii, M. IBaHO-PpaHKiBCbK

4. K.M.H. KatepeHuyk B.I.

KomyHasnbHe nmignprmemctBo «llonTaBcbka o6s1acHa KiiHivYHa nikapHa iM. M.B. CknidpocoBCbKOro
MontaBcbKOi 06nacHoi pagn», €eHAOKPWHO/OrYHE BiAAiNeHHs, [lonTaBCbkUl  AepXKaBHUI
MeAMYHUIA YHIBEPCUTET, Kadeapa €HAOKPUHONONT 3 AUTSYUMU iHPEKUiiHMMKN XBOpo6amu, M.
MNontasa

5. | A.M.H., npod. MepueBa H.O.

KomMyHasibHe HekomepLuiiHe nignpuemMcTBo «Micbka KriHiYHa nikapHA Ne9» [HINPOBCLKOI MiCbKOT
pagn, TepaneBTnyHe BigaineHHsa Ne3, [HINPOBCbKWI AepXaBHUI MeANYHWUIA yHiBEpCUTET, Kadeapa
eHAoKpuHonorii, M. JHinpo

15. 3anyuyeHHA [OAATKOBUX MiCLUb NMPOBeAEHHSA K/IHIYHOrO [OCAiMKEeHHA A0 NPOTOKOY KAiHIYHOro
OocnimKeHHs1 «52-TWKHEBe, paHAOMi3oBaHe, MoagiliHe cnine, nnauebo KOHTPONbOBaHe AOCAIAXEHHS Y
napanenibHUX rpynax 3 MeTo OLiHKM etheKTUBHOCTI Ta 6e3nedHocTi 4BoX A03 npenapaty CHF6001 y copmi
CYXOro NOPOLLKY ANS iHrasIAUiii, Wo AoAaTbCA 40 NiATPMMYYOT NOTPIHOT Tepanil y NauieHTiB i3 XPOHIYHUM
OOCTPYKTUBHUM 3axBOPIOBaHHAM JsiereHb (XO3J1) Ta XPOHIUHUM OpPOHXITOM», KOA, [OChimikeHHs CLI-
06001AA1-04, Bepcia 1.0 Big 20 nuctonaga 2020 poky; crnoHcop - «K'e3i ®apmauesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], Itania

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

Ne M.1.B. BignoBigasbHOro gocnigHuka
n/n Ha3ga Micus npoBeAeHHA K/iHIYHOro BUNPOGYyBaHHS

1. K.M.H. F'ognescbka O.M.
KomyHasibHe HekomepLiiiHe nignpruemMcTBo «Micbka KiHIiYHa NikapHS WBUAKOT Ta HeBigKnagHoT
Megu4yHoi gonomoru iM. npody. O.l. MewaHiHOBa» XapKiBCbKOi MICbKOi pagn, TepaneBTUYHe
BigaineHHs Ne 1, M. XapkiB
2. K.M.H. Kypuk J1.M.
[epxaBHa ycTaHoBa «HauioHanbHWIA IHCTUTYT oTm3iaTpii | nyabMoHonorii im. .. AHOBCLKOro
HaujioHanbHOT akagemii MeguyHux Hayk YKpaiHuw», Big4iNneHHs OpOHX006CTPYKTUBHUX
3axXBOPHOBaHb fiereHb, M. Kuis
3. K.M.H. CnenyeHko H. C.
KomyHanlbHe HekoMepuiiHe nignpuMeEMCTBO «BiHHMLUbKA Micbka KNiHiYHA fikapHA No  1»,
TepaneBTUYHE BiAAiNIeHHS, M. BiHHMUA
4, O.M.H., npody. AnTATKOBCbKa €.M.
KomyHanbHe HekomepujiiHe nignpnemMcTBo «KniHivyHa nikapHs WBUAKOT MeAnYHOT AOMOMOrn»
JHINPOBCLKOI MICLKOT paaun, aneprosioriyHnii LeHTp, M. JHinpo
5. uneH-kop. HAMH Ykpainu, g.m.H., npod. Maspuciok B.K.
[lepxaBHa ycTaHoBa «HaujioHanbHWUiA IHCTUTYT dTU3iaTpii i nynabmoHonorii iM. d.I'. AHOBCbKOro




HaujoHanbHol akagemii MeanyYHNX HayK YKpaiHu», KNiHiKo-qyHKLUiOHaNbHe BiadineHHs, M. Kuis

6. A.M.H., npodp. AwwnHa /1.0.
[epxaBHa ycTaHoBa «HaujioHasbHWUIA IHCTUTYT bTr3iatpii i nybMoHoorii iM. ®.I". AHOBCLKOro
HaujioHanbHOT akagemii MeauyHuxX HaykK YKpaiHuw», Bif4ieHHsa AiarHOCTUKM, Tepanii Ta
KNiHIYHOT papmakosiorii 3aXBOptoBaHb NiereHb, M. Kuis

7. A.M.H., npod. MocToBoii HO.M.
MpuBaTHe Mase nigNPUEMCTBO, MeauYHUA LUeHTP «[llynbc», TepaneBTUYHE BigAiNeHHs,
M. BiHHMUS

8. K.M.H. OniiiHuk O.I.
KomyHanbHe HekomepuiliHe nmignpuemctBo "Micbka nikapHs Ne 6» 3anopi3bkoi MiCbKOT paau,
asiepro-nyaibMOHO/I0rYHe BigAiNneHHs, M. 3anopixxsa

9. 3aB. Big. CmonsaHuii O.11.
KomyHasibHe HekomepuiiHe nignpuemMcTBo «Ogecbka ob6aacHa KiiHiYHa fikapHa» OfecbKol
o6n1acHoi paau», Ny/IbMOHOJIONYHE BifAisieHHs, M. Ofeca

10. | A.M.H., npod. CTaHichaBuyk M.A.
KomyHasnibHe HekomepuiiHe nignpuemMcTBO «BiHHMUBKA o6nacHa K/iHiYHa nikapHa iM. M.I.
Muporosa BiHHMUbKOT obnacHoi paau», obnacHuii NiKyBaIbHO-AiarHOCTUYHWI
Ny/IbMOHO/OTIYHWIA LIEHTP, M. BiHHMLSA

11. K.M.H. Tpuwyk H.M.
HaByanbHO-HAyKOBUIA  MEOUYHUIA  KOMMIEKC «YHIBEpCUTETCbKa  KAiHIKa»  XapKiBCbKOro
HaluioHaNbHOr0 MeAUYyHOro YHIBEpPCUTETY, KOHCY/IbTATUBHO-AjAarHOCTUYHA MOAiKMiHIKa, M.
XapkiB

12. | nikap Bennuko H.B.
KomyHanibHe HekoMmepuiiHe nignpnemcTBo «Micbka nikapHa Ne 2» 3anopi3bkoi MICbKOI paau,
TepaneBTMYHE BiAAINIEHHS, M. 3anopixxs

13. | A.M.H., npodp. Auweynosa T.B.
KomyHanilbHe HekomepuiiHe nignpuemctBo «Micbka KniHiuHa nikapHa Ne 13» XapkiBCbKOi
MICbKOT paau, TopakasibHO-XipypriyHe BigfiieHHs, M. XapkiB

14. | g.m.H., npodh. Penopos C.B.
KomyHanbHe HekomepuiiHe nignpuemcTBo «Micbka kniHiyHa nikapHa Ne 1 IBaHO-®paHKiBCbKOT
MiCbKOi paam», TepaneBTUYHe BiAfiNeHHs, M. IBaHO-PpaHKiBCbK

15. 4.M.H., npodp. KoBaneHko C.B.
O6nacHe KoMyHanbHe HekoMepuiiHe nignpuemcTBo «UepHiBeubka o6n1acHa  KiHiYHA
nikapHsa», NyNbMOHOOTNYHWIA Nigpo3ain, M. YepHisui

16. 3aB. Big. l'yHaepraiino b. I.
KuiBcbka KniHiyHa nikapHa Ha 3as1i3HUYHOMY TpaHcnopTi Ne 2 dinii «LleHTp 0XOpoHW 300pOB’'s»
aKLiOHEpPHOro ToBaprcTBa «YKpaiHCbKa 3aU1i3HULSA», NMYyNIbMOHOJIOrYHe BigdineHHsa, M. Knis

17. K.M.H. KpacHokyTcbkuin C.B.
Mepauko-caHiTapHa YacTuHa MNprMBaTHOrO akLiOHEPHOro TOBapUCTBa «XapKiBCbKuUiA TPaKTOPHWI
3aB0/[», TepaneBTUYHe BiAiNIeHHSA, M. XapkiB

18. | nikap Y3yH K.C.
KomyHanibHe HekomepuiiHe nianpruemctBo «Ob6nacHe TepuTopiasibHe MeauuHe 00’€fQHaHHS
M. Kpamartopcbka», KOHCY/IbTAaTUBHO-AjarHoCTUYHe BigaineHHsA, M. KpamaTtopcbk

19. | A.M.H., npod. WeBuyk C.B.
HaykoBo-AocnigHWiA  iIHCTUTYT peabinitauii oci6 3 iHBanigHiCTIO (HaBYasIbHO-HAYKOBO-
NiKyBa/IbHWI1  KOMMNAEKC) BiHHMLbKOrO HaljiOHa/IbHOrO MeAMYHOro YHiBepcuTeTy iM. M.I.
Muporosa, My/sibMOHO/OriYHE BigAiNeHHs, BiHHMLUbKMIA HaLiOHa/IbHUIA MeAnyHWiA YHIBEpCUTET
iMm. M.l. Munporoea, Kadegpa BHYTPiLLIHbOT MegnunHN Ne2, M. BiHHMUSA

20. | A.M.H., npodp. MNpiHa O.M.
NikyBaNibHO-AjarHOCTUYHWIA LLEHTP TOBapUCTBa 3 OOMEXEHOH BiANOBiAaNbHICTIO «JliKyBaslbHO-
[AIarHOCTUYHUIA LeHTP «AfoHic Matc», ambynaTopHe BiggiieHHs, M. Kuis

21. K.M.H. Knanoyx B.O.
KomyHasibHe HekoMepLjiiiHe NigNpPMeEMCTBO XapkiBCbKOi o06sacHoi pagn «O6nacHa KiHivyHa
nNiKapHs», NyNbMOo-aneprosioriyHe BigAiIeHHS 3 iIMyHOMOTYHUMY Ta TepaneBTUYHUMK JTDKKaMMK,
M. XapkiB

22. | A.M.H., npocp. KoHonkiHa J1.1.
KomyHaslbHe HekoMepuiiiHe MigNpMEMCTBO «Micbka K/iHiYHa sikapHsa Ne 6» [HINPOBCLKOI
MIiCbKOi  pagW, KOHCY/NbTaTUBHO-AiarHOCTUYHE  BigdineHHs, [HINpOBCbKWI  AepXaBHWi
MEeAMYHUIA YHIBEPCUTET, Kaddeapa BHYTPIWHLOT meanumbn 1, M. JHinpo

23. | A-M.H., npodp. MoTabalwuHin B.A.

KomyHasibHe nignpnemMctBo «KpuBopisbka Micbka K/liHibuHa flikapHa Ne2» KpuBOPpi3bKOi MiCbKOT
pagy, nynAbMOHOJOrYHE Bif4iIeHHS, [HINPOBCHKUI OEepXaBHWU MeAWNYHWUI  YHIBEpPCUTET,




kacbegpa Tepanii, kapgionorii Ta CiMenHoi MeauuMHM dpakynbTeTy NICASAUNIOMHOI OCBITH,
M. Kpusuia Pir

24, K.M.H. Cagomos A.C.
KomyHasibHe HekomepLiiHe nignpuemcTBo «Micbka nikapHa Ne 7» 3anopisbkoi MicbKol paau,
TepaneBTMYHE BiAAINIEHHS, M. 3anopixxs

25. A.M.H. AcaHos E.O.
[epxaBHa ycTtaHoBa «IHCTUTYT repoHTonorii imeHi [.®. YeboTapboBa HauioHanbHOT akagemil
Megu4HUX Hayk AMH», Bigain KniHiyHOT disionorii Ta natonorii  BHYTPILWHIX OpraHis,
3ara/ibHoTepaneBTUMYHe BigdiieHHs, M. Kuis

26. | K.M.H. o6psHcbkuii [.B.
MegnuHmin  UeHTp ToBapucTtBa 3 O0OMEXEHOK BiAgnoBigasbHICTIO «MeanyHa  KhiHika
«bnaromeg», NikyBasibHO-AiarHOCTUYHWIA Nigpo3ain, M. Kuis

27. K.M.H. F'onko O.®.

JlikyBanbHO-AiarHOCTUYHMIA LIEHTP TOBapMCTBa 3 0OMEXEHOK BIAMNOBIAANBHICTIO «MeanyHwuii
NiKyBa/IbHO-AiarHOCTUYHUIA LLeHTP «MegioH», nonikniHiyHe BigaineHHs, M. MonTasa

16. 3anyyeHHsa gofaTKOBUX MiCLb MPOBEeAEHHS KMiHIYHOro AOCAIMKEHHS1 [0 NPOTOKO/Y KAiHIYHOro
JocnigxeHHs «52-TvxHeBe, paHAOMI30BaHe, NoAgiiiHe cnine, 3 NOABIMHMM MaCKyBaHHSM, 3 KOHTPOJiEM
nnauebo Ta akTMBHUM KOHTponem gocnimpkeHHs (Podnyminact, Qanipecn® 500 MKr), WO NpoBOANTLCS B
napanenbHUX rpynax 3 MeTol OLIHKM e(heKTMBHOCTI Ta 6e3ne4HOoCTi ABOX A03 npenapaty CHF6001 y goopmi
CYXOro NOpPOLLKY A5 iHransauii, Wwo o4aTbCa A0 NiATPUMYHYOT NOTPIAHOT Tepanii y NaLieHTIB i3 XPOHIYHUM

OGCTPYKTUBHMM 3axBOpOBaHHSAM nereHb (XO3J/1) Ta XPOHIYHMM OpPOHXITOM», KOA [AOC/IiIKEHHS

CLI-

06001AA1-05, Bepcia 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K'esi ®apmauesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanisa
3asBHVK - TOB «KOBAHC KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

Ne MN.1.B. BignoBsigasnbHOro gocnigHuka

n/n Hasga Micus npoBeAeHHA K/iHIYHOro BUNpo6yBaHHS

1. | K.M.H. Jo6psHcbkuin [.B.
MeauyHWii LeHTp ToBapucTBa 3 0OMEXEHO BiAnNoOBifaNbHICTIO «MeguyHa KniHika «bnaromen»,
NiKyBa/IbHO-AiarHOCTUYHMIA Nigpo3ain, M. Kuis

2. K.M.H. Fognescbka O.M
KomyHasibHe HekomepuiiHe MianpueMcTBo «Micbka KAiHIYHA MiKapHS WBMAKOT Ta HeBiAKMagHOI
MeauyHoi gornomoru im. npodp. O.l. MeuwaHiHOBa» XapkiBCbKOT MICbKOT pagu, TepaneBTUYHe
BigaineHHa Nol, M. Xapkis

3. O.M.H. AcaHos E.O.
JepxaBHa ycTaHoBa «IHCTUTYT repoHTonorii imeHi [.®. YebotapboBa HauioHasbHOI akagemii
MeAMUYHUX HayK YKpaiHu», Bigain KAiHIYHOT pisionorii Ta natonorii BHYTPILWHIX OpraHis,
3arasibHoTepaneBTUYHE BiAA4i/IeHHA, M. K1iB

4, K.M.H. Kypuk J1.M.
JepxaBHa ycTaHoBa «HauioHanbHUA HCTUTYT dpTmaiatpii i nynbmoHonorii im. ®.I. AHOBCbKOro
HauioHanbHOT akagemii  MeAMYHUX HayK  YKpaiHw», Big4ileHHA  GPOHX006CTPYKTUBHUX
3axBOpOBaHb fiereHb, M. KuiB

5. uneH-kop. HAMH Ykpainn, g.m.H., npod. Maspuctok B.K.
JepxaBHa ycTaHoBa «HauioHanbHUA HCTUTYT doTmaiatpii i nynbmoHonorii im. ®.I. AHOBCbKOro
HaljioHanbHOT akageMmii MeaNYHNX HayK YKpaiHW», KNiHiko-dOyHKLIOHaIbHE BifAineHHs, M. KuiB

6. | o.m.H., npodh. AwwnHa /1.0.
[JepxaBHa ycTaHoBa «HaujioHanbHWUiA IHCTUTYT doTu3iaTpii i nynbmoHonorii iMm. ®.I. AHOBCbKOro
HauioHanbHOT akagemii MeAnyHUX HayK YKpaiHu», BigAdineHHs AiarHOCTUKM, Tepanil Ta KNiHiYHOT
dhapmakonorii 3axsoptoBaHb JsiereHb, M. Kuis

7. | nikap CmonsHumia O.IM.
KomyHasnbHe HekomepuiiHe nignpmemMcTBo «Opecbka o6nacHa KkhiHiyHa fikapHa»  OpecbKol
o6nacHoi paam», NyNbLMOHOJONYHe BiggisnieHHs, M. Ogeca

8. | A.M.H., npodh. CTaHichaBuyk M.A.
KomyHaslbHe HekoMepujiiHe nignpuMeEMCTBO «BiHHMUBKa o06nacHa KhiHiyHa nikapHa im. ML
MuporoBa BiHHWMLBKOI 06/1acHOT pagu», 06nacHuii NiKyBaslbHO-AIarHOCTUYHUIA MYIbMOHOMOTIYHWUIA
LEHTP, M. BiHHMUS

9. K.M.H., goueHT Tpuwyk H.M.
HaBuyanbHO-HAyKOBUA ~ MEOWYHWIA  KOMMJEKC  «YHiBEpPCUTETCbka  K/iHiKa»  XapKiBCbKOro
HallioHaNbHOro MeINYHOr0 YHIBEPCUTETY, KOHCYNbTATUBHO-AiarHOCTUYHA NOJIK/iIHIKa, M. XapKiB

10. | nikap Benuyko H.B.




KomMyHaslbHe HekoMepuiiiHe nignpuemMcTBo «Micbka nikapHs Neo2» 3anopi3bkoi MICbKOT paau,
TepaneBTUYHE BiAAiNIEHHA, M. 3anopixKs

11. | k.m.H. KpacHokyTcbkuii C.B.

Mepguko-caHiTapHa 4acTvHa NPMBATHOIO akKLiOHEPHOrO TOBAapPUCTBA «XapKiBCbKWI TPaKTOPHUIA
3aB0f», TepaneBTUYHe BigaiNeHHs, M. XapKiB

12. | A.m.H., npocp. LeBuyk C.B.

HaykoBo-gocnigHuii iHCTUTYT peabiniTauil ocié 3 iHBanigHICTIO (HaBYa/IbHO-HAYKOBO-NiKyBaslbHWIA
KoMniekc) BiHHMLbLKOTO  HauioOHa/IbHOro  MeaMyHOoro  yHiBepcuteTy iM. M.l Tuporosa,
Ny/IbMOHO/OTYHE  BigA4iNeHHs, BIHHUUBKWMIA HaLiOHa/IbHUIA  MeAndHWA  yHiBepcuTeT iM.  M.L.
Muporosa, kapeapa BHYTPILWHLOT MeanunH Ne2, M. BiHHMUSA

13. | A.M.H., npod., N'mpiHa O.M.

JlikyBaNIbHO-AIarHOCTUYHNIA LIEHTP TOBapuCTBa 3 OOMEXEHOK BifgnoBifasbHICTIO «JlikyBaslbHO-
OiarHOCTUYHUI LUeHTp «AfoHic MNntoc», ambynatopHe BigaineHHs, M. Kuis

14. | k.M.H. Tonko O.9.

JlikyBaNbHO-AIarHOCTUYHNIA LLEHTP TOBapucTBa 3 O0OOMEXEHOH BiAnoBiAasIbHICTIO  «MegnyHuia
NiKyBaJ/IbHO-AiarHOCTUYHUIA LeHTP «MefioH», nonikniHiyHe BiaAisieHHs, M. MonTasa

15. | A.M.H., npodp. KoHonkiHa J1.1.

KomMyHasibHe HekomepLuiiHe nignpuemMcTBo «Micbka KriHiYHa nikapHA Ne6x» [HINPOBCLKOI MICbKOT
pagn, KOHCYNbTaTMBHO-AIarHOCTMYHE  BigAiNeHHs, [HINPOBCbKWIA  AepXaBHUA  Meau4YHWiA
YHiBepcuTeT, Kadpegpa BHYTPILLHLOI MeanumHn 1, M. AHINpo

17. 3miHa Micusa nNpoBeAeHHA KNiHIYHOrO BUMPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOrO AOCAIMKEHHS
«PaHgomizoBaHe, noggiHe cnine pgocnimkeHHs, Il da3un, agns nopiBHSAHHA npenapaTy YnagauuTtuHio (ABT-
494) 3 nnauebo Ta 3 aganiMmymabom y nauieHTiB 3 aKTUBHUM NCOpPiaTUYHUM apTPUTOM, siKi MatoTb B aHaMHe3i
HeadekBaTHY BIAMOBiAb NPUHaliMHI Ha OAMH Heb6ionorivyHKMi XBOPOGO-MOANIKYOUNI MPOTUPEBMATUYHNI
npenapatr (XMMPM) - SELECT - PsA 1», «kog pocnigpkeHHsa M15-572, 3 iHkopnopoBaHUMWK
agMiHicTpaTuBHUMK 3miHamu 1, 2, 3, 4 i 5 Ta MNonpaekamn 1, 1.01 (gna VHP kpain) 2, 3, 4, 5 Ta 6 Big 15
TpasHs 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuKK - «EB6BI BiochapmacbtoTikan3 MM6X», LseliLapis

BYNO
O.M.H., npod. MHnnopnéos A.M.
MeauuyHWii LEHTP ToBapucTBa 3 OGMEXEHOK
BignoBiganbHicTIO «PeBMOLEHTP», Bigain
KNiHIYHUX gocnimkeHb, M. Knis

CTANO
4.M.H., npod. MHunopnéos A.M.
MeaunuHuii UeHTP TOoBapucTBa 3 OOMEXEHOI
BignoBifanbHIiCTIO «IHCTUTYT peBMaTOJIOrii»,
BigAin KniHiyHMX gocnigkeHb Nel, M. Kuis

18. 3miHa BignoBiganbHOro pAocnigHMka Ta 3MiHA Has3BU MicusA MNpPOBeAEeHHA KNiHIYHOro
BUNPOOYBaHHA; 3MiHa Ha3BU MicLib NPOBeAEeHHSA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOY KAiHIYHOIo
JocnipkeHHa «Bigkpute pgocnimxkeHHsa 1 dasu, Wwo Bneplle nNpoBOAUTLCA Ha NI0AMHI, 3 eckanauielo o3u
MGDO013, 6icneuundivHoro DART® npoTeiHa, wo 38'a3ye PD-1 Ta LAG-3 y naujieHTiB 3 HeonepabenbHUMn
abo wMeTacTaTUYHVMWU HOBOYTBOPEHHAMMW» , KoZ4 AJocrigkeHHda CP-MGDO013-01, 3 iHKopnopoBaHolo
nonpaskoto 6 Big 09 yepsHA 2020 poky; cnoHcop - MakpoxeHikc, IHk. (MacroGenics, Inc.), CLLUA

3anBHuK - TOB «KLP YkpaiHa»

BYNO

CTAJIO

nikap Mununexko I.B.,

nikap Horaesa J1.1.,

KomyHanbHuii 3aknag «Yepkacbkuii o6nacHuii | KomyHanibHe  HekomepuiliHe  nignpueMcTBO
OHKOJIOTiYHMNiA AucnaHcep» Yepkacbkoi | «HepKacbKuii oGnacHwuii OHKOJIOTiYHMIA
o6nacHoi pagu, OOGnacHuii  nikyBaJlbHO- | AucnaHcep Yepkacbkoi 06GnacHOi  pagu»,
[IarHOCTUYHWIT  TemMaToNIoOTiYHMIA  UeHTp, M. | O6nacHwmii NiKyBa/IbHO-AiarHOCTUYHWIA
Yepkacu reMaTosioriyHuii LeHTp, M. Yepkacu

O.M.H., npod. Notbko E.C.,

O.M.H., npod. NoTbko E.C.,

LleHTpasibHa MiCcbKa KiiHiYHa nikapHA, MicbKnii | KomyHanbHe  HekomMepuiiHe  NignpuemMcTBO
OHKOMOTiYHWNiA  UeHTp, /JepxaBHuUii Bului | «leHTpabHa  MiCcbKa  KNiHIYHA  NiKapHA»
HaBYaJIbHWIA 3aknapg, «Y)XXTOPOACBLKUNIA | Y)KTOpOACBLKOI MiCbKOI pagu, Micbkuii
HaLiOHaJIbHUIA YyHiBepcuteT», Kadpegpa | OHKONMOTYHUIA  UEeHTp, /[epXaBHUW  BULLWIA
OHKonoril Ta paagionorii chakynbTeTy | HaBYANbLHWUIA 3aknap, «Y)Xropoacbkuii
nicnAAUNIOMHOI OCBITU Ta AOYHIBEPCUTETCbHKOI | HaLioHa1bHWMIA YHiBepcuteT», Kadegpa
nNiAroToBKU, M. YXXropop, OHKonorit Ta pagionorii cthakynbTeTy

nicAa4MNJI0MHOI OCBITU Ta AOYHIBEPCUTETCHKOI




NiAroToBKNU, M. Y)XXropop,

3aB. Big. LUeBHsa C.IM.,

KomyHanbHe  HekomepuiiiHe  niANPUMEMCTBO
«MoAinbCbKNi perioHaIbHUIA LLEHTP OHKOJIOTIT
BiHHMUbLKOT oGnacHoi Paau», BiaggineHHs
ximioTepanii, M. BiHHULUSA

3aB. Big. LeBHsa C.IM.,
MopinbCcbKuii perioHanbHUE LEHTP OHKONOTIN,
BigAineHHs ximiotepanii, M. BiHHMLA

19. BKnioyeHHs AoAaTKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPOGYyBaHHA [0 NPOTOKO/Y K/iHIYHOro
JocnipkeHHs  «baraToueHTpoBe, paHAoOMi3oBaHe, MNoABiiHe cnine, nnauebo KOHTpo/NbOBaHe, B
napanenbHUX rpynax, B MNOCMILOBHUX rpynax, afganTuBHE KNiHiYHe JdocnimpkKeHHa 3 dasn 3 HaCTyrmHUM
BIAKPUTUM NPOAOBXEHVUM NEePIOAOM /15 OLiHKM edpeKTMBHOCTI Ta 6e3neyHOCTi /liKyBaHHA ceneKcinarom siK
[OOMOBHEHHS A0 CTaHAapTHOI Tepanii y naujieHTiB i3 HeonepabenbHOK abo CTilikow / peunanByUOL0 Nicas
XipypriyHoro Ta / abo iHTePBEHLNHOIO NikyBaHHSA XPOHIYHOK TPOMOB0EMOOSTIHHOK SIEFEHEBOIO TNEPTEHSIEND»,
Kof pocnimxkeHHa AC-065B302, 3 nonpaBkow 3, Bepcia 4, Big 29.09.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», benbris

3anBHuK - «AHCCEH ®APMALEEBTUKA HB», Benbris

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa micusa npoBeAeHHs KNiHIYHOro BUNPoG6yBaHHSA

K.M.H. BacunbeBa J1.1.

KomyHanibHe MignpuemMcTBo «[HINPONETPOBCbKUI 06NACHUIA KAIHIYHWI UEeHTp Kappgionorii Ta
Kapgioxipyprii» [ HiNponeTpoBCbKOI 06/1acHOi pagu», BiggineHHA kapgionorii, [JHINpoBCbKuiA
JEePXaBHUIN MeANYHWI YHIBEPCUTET, Kadoeapa BHYTPILWIHLOI MeanuuHy 3, M. [JHIiNpo

20. 3miHa BignoBiganbHOro AocCnigHUKa, 3MiHa Ha3BU Micus nNpoBeAeHHA BUNPOGYBaHHA [0
MPOTOKO/TYy KMIHIYHOrO JocnigpkeHHs «PaHgomizoBaHe noggiiiHe cnine pochimkeHHsa dasm I, wo
NPOBOAUTLCA Y MapanieflbHUX rpynax 3 MeTOK MOPIBHAHHA edeKTUBHOCTI, 6e3neyvHoCTi Ta iMyHOreHHOCTI
3anponoHoBaHoro 6iocuminapy npenapaty Putykcuma6 (DRL_RI) 3 npenapatom Mabtepa® y navLieHTiB i3
paHiwe HenikoBaHow donikynsapHow simcomoto ctagii [I-IV 3 HU3LKUM NYyXIMHHUM HaBaHTaXKEHHAM Ta
eKkcnpecieto knactepy audpepeHuitoBaHHa (CD)20», kon pocnigkeHHa RI-01-006, Bepcisa 4.0 Big 04
nuctonaga 2020 poky; cnoHcop - Dr. Reddy’s Laboratories S.A., Switzerland / Op. Peggai'c Jlabopatopi3
C.A., Weeiiuyapis

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNno CTANO
[.M.H. npodc. Monoscbka T. M. nikap Fony6esa /. B.
JepxaBHa ycTaHoBa «IHCTUTYT MeauuHoi | AlepXaBHa ycTaHoBa  «lHCTUTYT  MeAUYHOI

papgionorii Ta oHkonorii im. C.MN. Fpurop'eBa
HauioHanbHOiI  akagemil  MeguuHUX  Hayk
YKpaiHu», BigAiNeHHA  KNiHIYHOT  OHKOAMOrii i
remarosorii, M. Xapkis

pagionorii im. C.M. Mpurop’eBa HauioHanbHOI
aKkagemii MegUUHUX HayK YKpaiHu», BigaineHHs
KNiHIYHOT OHKOSOTIi 3 rpynoto remaTosorii, M. Xapkis

21. 3miHa Ha3BU Micus NPoOBeAEHHS KNiHIYHOro BUMPOOGYBaHHA [0 NPOTOKO/Y K/iHIYHOMO AOCNIMKEHHS
PanpomizoBaHe, noAgiliHe chine AocnimpKeHHs dpasn 3, Wo NpoBOANTLCS B MapasieibHUX rpynax 3 MeTow
NOPIBHAHHA ed)eKTUBHOCTI, 6e3nekn Ta iMyHOreHHOCTI 3anponoHoBaHOro 6ionoAibHOro MikapcbKoro 3acoby
YcTtekiHyma6 FYB202 Ta npenaparta CTenapa y nauieHTiB 3 6118LLKOBAM NCOpia3oM cepeiHboro Ta BaXKoro
CTYNeHs TAXKOCTI., ko4, gocnimkeHHs FYB202-03-01, dhiHasibHa Bepcia 1.0 Big 30 ciuHa 2020p.; cnoHcop -
«bioek N'M6X», HimeyuunHa (bioeq GmbH, Germany)

3anBHuK - TOB «BOPABANA KNIHIKAM TPAINIC YKP»

BYNO

CTAIO

A-M.H. Pe3HiyeHko H.1O.,

BiiicbkoBuiA rocnitasib (BilicbkOBa 4YacTuHa
A3309) BiliCbKOBO-Me4UYHOIO KNiHiYHOrO
ueHTpy [liBOeHHOro perioHy, TepaneBTUYHE
BigAiNeHHs (3 nanaramy Ans HEBPOJIOTiYHUX Ta
AepmMaToBEHEPONONiYHUX XBOPUX), M. 3anopiXks

A-M.H. Pe3HiyeHko H.1O.,

BilicbkoBuii rocnitasib (BilicbkOBa 4YacTuHa
A3309) BiliCbKOBO-MeAN4HOro KNiHiYHOrO
LUeHTpy CXigHOro perioHy, TepaneBTU4He
BigAineHHs (3 nanatamum AN HEBPOJIOTYHUX Ta
AepmMaToBEHEPONONiYHUX XBOPUX), M. 3anopiXks
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22. OHoBneHa OGpouwypa pocnigHuka BAY 1841788, Bepcia 6.0 Big 04 GepesHa 2021 poky,
aHrnivicbkoro MoBoo; MpPoAOBXEHHA TePMiHY NPOBEAEHHA AocnimKeHHs B YKpaiHi Ao 30 nunHa 2021
POKY [0 MPOTOKO/Y K/HIYHOro AochifpkeHHs «MixHapogHe paHAoMi3oBaHe MogBiliHe crine nnauebo-
KOHTpO/IboBaHe pochimpkeHHs 11l pasn, cnpamoBaHe Ha BU3HaUYeHHS edDEKTUBHOCTI | 6e3neyHoCTi npenapaTy
paponytamig (ODM-201) y 4os0BiKiB 3 HeMeTacTaTUYHUM FOPMOH-PE3UCTEHTHUM PakoMm nepeamixypoBoi
3a/1031 BUCOKOTO puU3KKy», Ko pocnipkeHHa BAY 1841788 | 17712 ARAMIS, sepcis 5.0 3 iHKkopnopoBaHoo
nonpaskoto 04 Big 06 nunHA 2019 poky; cnoHcop - baiiep AlN, HimeuunHa

3anBHuK - TOB «KniHiuHi gocnimkeHHs: ANKOH», YKpaiHa

23. bpowypa pocnigHuka gna npenapatry STELARA® (ustekinumab), BupaHHa 22 Big 17 nioTtoro
2021 poky; 306iNblUeHHSA Ki/IbKOCTI NayieHTiB, sAKi NPUMaloTb y4acTb Y KNiHIYUHOMY BMNPOGYBaHHi Ha
TepuTopil YkpaiHu, 3 200 ao 211 oci6; MoaoBxeHHA TPUBaANOCTi K/iHIYHOro BUNPo6yBaHHA B YKpaiHi
£o 31 rpyaHa 2021 poky [0 MPOTOKO/Y KAiHIYHOTO BMNPOGYyBaHHA «PaHAoMi3oBaHe, noAgiiHe chine,
nnaueb0o-KOHTPONIbOBaHe, baraToLueHTpoBe JocimkeHH:A dhasu 3, WO NPOBOAUTLCA B NapaneflbHUX rpynax
AN OUiHKK 6e3neYHOCTi Ta epeKTMBHOCTI 3aCTOCyBaHHA YCTeKiHyMaly A1 iHAYKLUiIAHOT Ta nigTpumMyodoi
Tepanii y y4YacHVKIB OOCNiIKEHHA 3 aKTVBHWM BUPA3KOBUM KOJITOM CepefHboro abo BaXKKOro CTyMeHs
TSDKKOCTIi», Kog, gocnimpkeHHs CNTO1275UCO03001, 3 iHkoprnopoBaHot nornpaskok 2 Big 20 kBiTHA 2016
pOKy; cnoHcop - «AHcceH-Cinar IHTepHelwHn HB», Benbris

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

24. 3any4yeHHs [O[ATKOBUX MicUub NpPoOBeAeHHS BMNPOGYBaHHA A0 NPOTOKO/Y KAIHIYHOIO AOCAIMKEHHS
«MixHapoaHe, paHaomizoBaHe, NoAgiiHe chine, niaue60-KOHTPONIbOBaHE AOCNIMKEHHS 3 METOH OLHKM
BMN/IMBY UMKNOCUAIKATY LMUPKOHIO HaTpilo Ha CepueBO-CYAMHHI Hacnigku, noB'A3aHi 3 aputmielo B
YYacCHUKIB 3 peunamByoHOlO rinepkaslieMielo, SKi 3HaXOASATbCA Ha XpoHiyHoMy remogianisi (DIALIZE-
Outcomes)», koa gocnimkeHHsa D9487C00001, sepcis 1.0 Big 13 ciuHA 2021 poky; cnoHcop - AstraZeneca,
AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Hasga Micus npoBeAeHHA K/iHIYHOro BUNpo6yBaHHS

1. 3aB. ueHTpom lNMmnsoBaposa H.I1.

KomyHaslbHe HekoMepujiiHe nignpuMeEMCTBO «BiHHMUBbKa o06nacHa KhiHiyHa nikapHa im. ML
MuporoBa BiHHMLbLKOT 06M1acHOI paaw», obnacHuii LieHTp Hedpponorii Ta gianidy (06n LHTal),
BiAiNeHHS1 XPOHIYHOro remogjanisy, M. BiHHMUSA

2. | nikap Xogoc B.M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KniHidHa nikapHsa NelO» Opfecbkoi MiCbKOi
paaum, BigaineHHs yposorii Nol, m. Opeca

3. | A.M.H., npod). MapTuHok J1.M1.

KomyHanbHe  HekomepLiiiHe MiANpPUEMCTBO  «TEepHONI/IbCbka  YHIBEPCUTETCbKA  JliKapHA»
TepHoninbCcbkoi 06nacHoi paau, BigdineHHs remogianidy, TepHONINbCbKUA HauioOHaIbHWIA
MeanYHWUIA yHiBepcuTeT iMeHi |.A. FTopbayeBcbkoro MiHiCTEPCTBA OXOPOHU 3[0POB'A YKpaiHu,
kadhepa BHYTPiWHbOT MeanumHn Ne3, M. TepHonifb

4, K.M.H. CTpuxak B.B.

KoMyHaslbHe HekoMepLiHe NignpUeEMCTBO «3akapnaTcbka obnacHa KniHivHa nikapHs iMeHi AHapis
HoBaka» 3akapnatcbkol ob6nacHoi paau, BigdineHHs Hedposorii Ta NporpamHOro remogianisy,
M. Y)XXropog,

5. 3aB. LeHTpy PomaHcbkuii C.4.

KomyHasnibHe HekoMmepujiiiHe MignpueEMCTBO «LleHTpasibHa Micbka KiHIYHa nikapHa  |BaHo-
®paHKIBCbKOT MICbKOT paau», LeHTp Hedyponorii Ta fianisy, M. IBaHO-®paHKIBCbK

6. | 3aB. Big. KopHeesa C.IM.

KomyHasibHe HeKoMepujiiHe NignpueEMCTBO «3anopisbka 061acHa KAiHiYHa NikapHsa» 3anopi3bKoi
ob6nacHoi paau, BigaineHHa Hedyposorii Ta gianisy, M. 3anopixxs

7. | nikap Kyuma I.]1.

MeanyHWii LEeHTp BILOKPEMIEHOTO niapo3giny «HedpponorivHa kniHika npodpecopa [Omutpa
IBaHOBa» TOBAPMCTBA 3 0OMEXEHOK BigNoBiganbHICTIO «MegnyHa npaktuka», M.Kuis

25. NonpaBka Ne 1.0 Big 02 kBiTHA 2021 p. o Aocbe pocnimxkysaHoro npenapaty CHF 5993 pMDI
(xog, pokymeHTy CLI-CHF5993-TEST-IMPD-MAIN-00738), Bepcia 1.0 Big 16 uepBHa 2020 p.
aHrnificbkolo MOBOIO; 3as/lydeHHA [0[aTKOBOro Micus NPoOBeAEeHHA KNiHIUHOro BUMPOOYBaHHA [0
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MPOTOKOJ/TY K/iHIYHOTO BUNpobyBaHHA «MikHapogHe, 6GaraToueHTpoBe, paHoMi3oBaHe, noAgiiiHe chine
pocnipkeHHa dasm Il y 2 napanensHux rpynax TpuBavticTio 52 TWXKHI 3 METOI MOPIBHAHHA eDeKTUBHOCTI,
6esnekn Ta MNEpeHOCUMOCTi (PIKCOBaHUX [03 MOTPINHOT KOMOGIHaLii «beknomMeTasoH AvnponioHar,
dhopmoTepon dymapat i rnikonipoHin 6pomig» (CHF 5993) i dikcoBaHux [03 NOABINHOT KOMOGiHaLT
«bekiomeTasoH gunponioHat i copmoTtepon dymapar» (CHF 1535), obuasi 3 AKkMX BBOAATLCA 4vepes
iHranatop pMDI, y nauieHTiB i3 XPOHIYHMM OOBCTPYKTUBHMM 3aXBOPHOBaAHHAM sereHb (XO3J1)», Kopg
pocnipkeHHs CLI-05993AA3-06, sepcia 1.0 Big 21 TpaBHsa 2020 poky; cnoHcop - «K'e3i ®apmaueBTidi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENIOMNMEHT YKPAIHA»

No MN.1.6. BignoBiganbHOro gocnigHnka

n/n HasBa Micusl npoBeAeHHS K/iHIYHOTO BUNPO6YBaHHS

1. K.M.H. ['onko O.®.

JlikyBaslbHO-AjarHOCTUYHWIA LEeHTP ToBapucTBa 3 OOMEXEHOK BiANOBiAa/IbHICTIO «MeanyHuin
NiKyBa/IbHO-AjiarHOCTUYHUI LeHTP «MefioH», NoaikniHiYHe BiaAdineHHs, M. MNontasa

26. Po3gin 2.6.1. flokniHiyHe NUMCbMOBe pe3loMe — BCTyNHa 4YacTuHa, Bepcia Big 07 6epesHa 2017
poky. Po3gin 2.6.2. [lokniHiuHe nucbMoBe pe3siome — hpapmakonoris, Bepcia Big 14 6epesHa 2017
poky. Po3pin 2.6.3. Ta6nuuHuiA KOPOTKUIA BUKNAL dhapMaKkonoriuHMx BfacTuUBOCTel, Bepcia Big 25
nuctonaga 2016 poky. Po3gin 2.6.4. JokniHiyHe nucbMoBe pestoMe — hapMmaKkoKiHeTUKa, Bepcia Big,
14 tpaBHA 2019 poky. Po3gin 2.6.5. Ta6nn4HUii KOPOTKUIA BUKNag, papMakoKiHeTMKN, Bepcia Big 16
TpaBHA 2019 poky. Pospgin 2.6.6. [lok/niHiYHEe NUCbMOBE pe3loMe — TOKCUKOJOrif, Bepcia Bif 25
nuctonaga 2016 poky. Posgin 2.6.7. Ta6nuuHWA KOPOTKUIA BUKNaZA TOKCUKONOTiI, Bepcia Big 25
nuctonaga 2016 poKy. EnekTpoHHuii WoOAEeHHUK: 3BIiT 3 ekpaHy. Kypc HaB4YaHHA KOMMaHii
«AcTpa3eHeKka» ANA y4yaCHUKIB [OCNiAKXeHHs, Bepcis Bifg 27 KBiTHA Big 2020 poKy YKpaiHCbKOKO
MOBOI0. ENeKTpOHHWII WoAeHHNK: 3BIiT 3 eKkpaHy. AHKeTa Wo[o cTtaHy 3gopoB’a EQ-5D-5L, Bepcis
1.00 Big 14 KBiTHA 2021 pOKY, YKPAIHCLKOIO Ta aHIMiliCbKO MOBamMu. ENeKTPOHHUIA WOoAEeHHUK: 3BIT 3
eKpaHy. TecTOBUiA KOHTPOJ/Ib 3HaHb yyacHUKa, Bepcia 1.00 Big 10 kBiTHA 2020 poKy, YKPAIHCHKOIO Ta
aHrniicbkolo moBaMu. ENeKTpPOHHUIT WOAEHHUK: 3BIiT 3 eKpaHy. HaBuasibHe Bifieo A/IA YUYaCHUKIB,
Bepcia 1.00 Big 10 kBiTHA 2020 poOKy, YKPAlHCbLKOK Ta aHrniicbko MoBamMu. ENEKTPOHHuM
WOAEHHUK: 3BIT 3 eKpaHy. IHCTpyKUii Ta onuTyBanbHUKW, Bepcia 1.00 Big 14 kBiTHA 2021 poky,
YKPAiHCbKOIO Ta aHr/iicbKO0 MoBaMu. ENeKTPOHHMIA WOAEeHHUK: 3BIiT 3 eKpaHy. 3arajibHa OLjiHKa
nauieHToM nepeHocumocTi nikyBaHHA (PGI-TT), Bepcia 1.00 Big, 14 kBiTHA 2021 poKy, YKpaiHCbKOIO Ta
aHrnificbkoo moBamMu. EneKTpoHHWIA WoAeHHNK: 3BIT 3 eKpaHy. «OnuTyBasibHUK PRO-CTCAE, Bepcis
1.00 Big 14 kBiTHA 2021 pOKy, YKPAIHCBbKOIO Ta aHrNificbKOo MoBaMuU. ENeKTPOHHWIA WOoAeHHUK: 3BIT 3
ekpaHy. OnutyBanibHUK QLQ-C30, Bepcia 1.00 Big 14 kBiTHA 2021 poKy, YKPAiHCbKOIO Ta aHI/MiAiCbKOIO
MoBamu. ENeKTpoHHMII WOAEHHUK: 3BIT 3 eKpaHy. OnutyBasibHUK QLQ-OV28, Bepcia 1.00 Big 14
KBIiTHA 2021 pPOKy, YKPAiHCbKOIO Ta aHrNiiicbkoo moBaMu. ENEKTPOHHMIA LWOAEHHUK: 3BIiT 3 eKpaHy.
HaragyBaHHA Npo 3anOBHEHHS ONUTYBasibHUKA, Bepcia 1.00 Big 14 KBiTHA 2021 poKy, YKPAIHCLKOIO Ta
aHrniicokolo mMoBaMu. ENEKTPOHHMIA LWOAEHHUK: 3BiT 3 eKpaHy. loBTOpHe HaragyBaHHs nNpo
3anoOBHEHHA onNUTyBaJibHUKA, Bepcia 1.00 Big 14 KBiTHA 2021 poKy, YKPAIHCbKOKD Ta aHr/1iCbKOO
MoBaMu. ENeKTPOHHUIA WOoAEHHUK: 3BIT 3 ekpaHy. HaBuanibHUii Mogynb (Heo6oB’si3koBe), Bepcia 1.00
Bif, 26 KBiTHA 2021 poKy, YKpaiHCbKOI Ta aHrMiACbKOID MOBaMM [0 MNPOTOKO/Y K/iHIYHOrO
BMNpobyBaHHA «PaHAoMi3oBaHe, noAgiiiHe cnine, naauebo-kOHTPOIboBaHe, JochimkeHHs Il dasu
nigTpMMyo4oi MoOHOTepanii onanapnéom y yyacHukis 3 BRCA Wild Type po3snosciogxeHum (FIGO cragis
[1-1V) BucokogndepeHLilioBaHMM Cepo3HMM abo eHAOMETPIOIAHMM pakoM SIEYHWUKIB MiCNs Bignosigi Ha
CTaHZapTHY NnaTtMHOBMICHY xiMmioTepanito nepluoi niHii (MONO-OLAL)», kog pocnimpkeHHs D9319C00001,
Bepcia 1.0 Big 17 rpyaHa 2020; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

27. 3miHa Ha3BU Micusa NpoBeAeHHs KMiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOro BUNPOOYBaHHS
«baraToUeHTpoBe BigKpPUTE NpodoBxeHe gocnigkeHHs (BrMA) ¢asm 2 3a yyacTi nauieHTiB, XBOpPUX Ha
peBMaTOiAHUIA apTpuT, AKi 3aBepluInnn yyacTb y nonepefHbOMY paHAOoMI30BaHOMY KOHTPOJSIbOBaHOMY
BunNpobysaHHi (PKB) tha3u 2 3 oujiHoBaHHA npenapaty YnagaauuTtuHio (ABT-494)», ko gocnigxkeHHs M13-
538, 3 iHKoprnopoBaHUMK agmiHiCTpaTuBHUMKM 3MiHamu 1 Ta 2 Ta nonpaskamu 0.01, 0.02, 0.03, 1, 2, 3,4, 5Ta
6 Big 01 rpyaHa 2020 poky; cnoHcop - Abbvie Inc, CLLA

3anBHuK - «EB6BI BiochapmacbtoTikan3 TM6X», LseliLapis

BYNO CTAJ/O

nikap, TapaceHko O.M. nikap, TapaceHko O.M.
KomyHanbHe HekoMepLiiHe nignpnemcTso | KomyHanbHe HekomepLiiHe nignpuemMcTao
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«KuiBcbka Micbka  KniHiuHa  nikapHs  Ne3» | «KuiBcbka  Micbka  KniHiuHa  nikapHa — Ne3»
BMKOHABYOrOo oOpraHy KuiBCbKOi MICbKOI paaun | BUKOHaBYOro opraHy KuiBCbkOI  MIiCbKOI  paau
(KuiBcbkoi  MiCbKOT aepxaBHOI  agmiHicTpauii), | (KuiBcbkoi  MICbKOT  AepxaBHOI  agMiHicTpauii),

BiagAineHHa peBmartonorii, M. Kuis KappgionoriuHe BipgAineHHsA 3 nanaroto
iHTeHCMBHOI Tepanii, B T.M. 3 AbKKaMmu
iHpapkTHOro Ta peBmaronoriyHoro npodinto,
M. KuiB

28. OHOB/IEHUI NPOTOKOJ1 KNiHIYHOTrO BUNpoGyBaHHA, Bepcia 7, nonpaBka 6 Big 04 6epe3Hsa 2021 p.;
3MmiHa Ha3Bu KniHiYHOro BuNpoOGyBaHHA; LWioHoaxi bBi.Bi._1704R2133_YkpaiHa_lHchopmauiiiHnii
nuctok i ¢popma iHchopmoBaHoi 3rogm 6aTbKiB_ Bepcia 2.1.0 Big 15 ciuHa 2021p., yKpaiHCbKOKO Ta
pociiicbkolo moBamu; LioHogxi Bi.Bi._1704R2133_YKpaiHa_ IHopmauia ana nauieHta ta chopma
NOBTOPHOI iIHhOpPMOBaHOI 3roaun A5 NaLieHTIB, AKMM Nig vyac yvyacTi B foCnigKeHHi BUNOBHUMIOCH 18
pokiB_ Bepcia 2.1.0 Big 15 ciuHa 2021p., yKpaiHCbKOK Ta pocilicbkolo MoBamu; LUioHomXi
Bi.Bi._1704R2133_YkpaiHa_ IHcopmaunis pana naugieHta Ta ¢opma iHcpopmMoBaHOi 3roau
HEeNOBHOJITHLOrO Bikom 14 - 17 pokiB_Bepcis 2.1.0 Big 15 ciuHAa 2021p., yKpaiHCbKOIO Ta POCilficbKoOo
MoBamu; LioHoaxi Bi.Bi._1704R2133_YkpaiHa_ IHdopmauia ana nauieHTa Ta popma iHchopmoBaHOT
3rogu anAa guTuHu Bikom 11 - 13 pokiB_Bepcis 2.1.0 Big 15 ciuHa 2021p.,yKpaiHCbKOIO Ta pOCIiiCbKOIO
moBamu; LWioHomxi _Bi.Bi._1704R2133_ YkpaiHa_ IHcpopmauia pana nauieHta Ta ¢opma
iHbopMoBaHOi 3rogn aUTUHU BikoMm 6 - 10 pokiB_Bepcia 2.1.0 Big, 15 ciuHA 2021p., yKpaiHCbKOIO Ta
pociiicbkolo moBamu; 1704R2133_YkpaiHa_ IHdopMauiiHuii nuctok i popma iHchopmoBaHoOi 3rogun
ANA BariTHOI NapTHEPKX yyacHuKa gocnigpkeHHsA_ Bepcis 2.1.0 Big 15 6epe3Hsa 2021p., yKpaiHCbKOIO
Ta POCIiCbKOI MoBamMu; 3MiHA Ha3BM 3assBHUKa KIiHiYHOro BunpooyBaHHs 3 TOB «IHC Pecepu
YKkpaiHa» Ha TOB «CiHeoc Xenc YkpaiHa» [0 MPOTOKO/Y KNIHIYHOTO BUNpoO6yBaHHA «Bigkpute
OOC/iMKEHHST 3 HEpaHAOMI30BaHOK (da3o NpUinomMy 0AHOPA30BOI 403U Y NALUEHTIB i3 Nigo3ptoBaHMn abo
nigTBEPMKEHNMN IHAPEKLIAMN, BUKIMKAHUMW aepoOHMMK rpamMHeraTMBHMMK GakTepismu, 3 NoAasibLUo
paHOoMi30BaHO (ha3ok [AOCAiMKEHHA 6Garatopa3oBoro npuinioMy npenapaTy i3 KOHTPO/SIEM aKTUBHUM
npenapaTom y naujieHTIB i3 Nigo3ptoBaHol abo NigTBEPKEHO YCKNaAHEHOW iH(eKUielo cevyoBUBIgHNX
wnaxis  (yICW) pna  ouiHk  6e3neyvyHocTi, nepeHocumocTi | chapMakokiHETUKM Uedpigepokony Yy
rocrniTasli3oBHUX NefiaTpuyHuX MauieHTiB BIKOM Bif, 3 MicAUIB A0 MeHLe HiX 18 pokiB», KoA AOC/iXEHHS
1704R2133, Bepcia 4, nonpaska 3 Big 07 TpaBHa 2020 p.; cnoHcop - LWioHomxi Bi.Bi. [Shionogi B.V.],
HinepnaHau

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Byno Crano
TOB «IHC Pecep4 YKpaiHa» TOB «CiHeoc Xesic YKpaiHa»

29. 3miHa micuAa npoBefeHHS1 BUNPOOGYBaHHA [0 MPOTOKONY KAIHIYHOro AocnimkeHHs «OnTuMi3oBaHe,
GaraTtoueHTpoBe, paHAOMI30BaHe, NoAgiiHe cnine, niaueb0-KOHTPO/IbOBaHE AOCAIMKEHHS Y napasieslbHNX
rpynax i3 BMBYEHHA BMAMBY emnarnipnosuHy Ha 4acToTy rocnitanisauii 3 npuBody CepueBol
HeJOCTaTHOCTI Ta BM/MBY Ha PiBEHb CMEPTHOCTI Yy NaUieHTIB i3 rOCTpMM iH)apKTOM Miokapaa», Ko,
pocnimpkeHHs 1245-0202, sepcis 1.0 Big 03 nunHa 2020 poky; cnoHcop - Boehringer Ingelheim International
GmbH, HimeuunHa

3asBHUK - TOB «KOBAHC KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

BY/NO CTANIO
J.M.H., npod., Llenyiiko B.W. [.M.H., npod., Lienyiiko B..
KomyHanbHe HekomepuiiiHe nignpveMctBo «Micbka | KOMyHanbHe  HekoMmepLiiiHe  nignpuMeEMCTBO
KniHiyHa nikapHa Ne 8» XapkiBCbKOT MiCbKOI pagu, | «Micbka KniHiyHa nikapHa Ne 8» XapkiBCbKOi
KapgjonoriyHe BigdineHHs 1, XapkiBCcbka MegWuuyHa | MIiCbKOT pajun, kapgionoriyHe BigdineHHa 1,
Akagemia nicnagunnomHol ocsBiTM MO3 YkpaiHu, | M. Xapkis
Kacpegpa Kappgionorii Ta chyHKUiOHaNbHOT
[iarHOCTUKK, M. XapkiB

30. Bpowypa pgocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HAa 2021 poKy, aHrNilicbKOKO MOBOLO;
Bpowypa gocnigHuka eHchopTymad BegotuH (Enfortumab Vedotin; ASG-22CE), BugaHHA 10 Big 12
Gepe3Ha 2021, aHrniicbkolo MOBOMO; YKpaiHa, MK-3475-B15, Bepcia 01 Big 29 kBiTHAa 2021 p.,
YKpaiHCbKOIO MOBOIO, iH(POpMaLLif Ta AOKYMEHT Npo iHhopmoBaHy 3rogy Ans nauieHTa; YkpaiHa, MK-
3475-B15, Bepcia 01 Big 29 kBiTHA 2021 p., pociiicbkolo MOBOW, iHthopMauiss Ta AOKYMEHT npo
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iHbopMmoBaHy 3rogy Ans nauieHTa; MK-3475-B15 300pakeHHA Ha €NeKTPOHHUX LWoAeHHUKaxX Ans
nauieHTa (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health
Questionnaire; Standard Application Screenshots; Version History) ans YkpaiHu yKpaiHCbKOLO
MoBolo, Bepcif 2.0 Bif, 13 6epesHs 2021p; MK-3475-B15 306paxeHHA HA e/IeKTPOHHUX LWoAEeHHUKaxX
Ansa nadieHta (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L
Health Questionnaire; Standard Application Screenshots; Version History) ansa YkpaiHu pociicbKoo
MoBolo, Bepcia 2.0 Big 13 OGepe3Hsa 2021p; 3asyyeHHA [O[JATKOBUX MiCLb NpPOBEAEHHSA
BUNPOOYBaHHA B YKpaiHi [0 NPOTOKO/Y KNiHIYHOro JOC/iMKEeHHS «PaHgoMisoBaHe, BigkpuTe OOCiMKEHHS
Il dhasn p[na ouiHKM nepionepauiiHoro 3acTtocyBaHHA eHgopTymMaby BeAOTVHY Y KOMOiHauii 3
nemoponisymadoom (MK-3475) nopiBHAHO 3 HEOAA'IOBAHTHOW Tepanield reMmuMtabiHoM Ta uMcnaaTmHOM y
YYaCHMKIB 3 M'I30BO-iHBA3MBHMM pPaKOM CEYOBOr0 Mixypa, NpuaaTtHuUX ANs flikyBaHHA LuMcnaaTUHOM
(KEYNOTE-B15 / EV-304)», koa pocnigpkeHHs MK-3475-B15, sepcia 00 Big 04 nuctonaga 2020 poky.;
cnoHcop - «Mepk Wapn EHg, Joym Kopn.», godipHe nignpueMctBo «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp
& Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBigasibHICTIo «MC/ YkpaiHa»

Ne MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Hasga Micus npoBeAeHHSA K/iHIYHOro BUNPOoBGYyBaHHS
1. | 4.M.H., npodp. Ctyck B.IM.
KomyHasnbHe nignpuemcTBo «[HiNnponeTpoBcbka ob6iacHa KniHiyHa nikapHA iM. I.I. MeyHukoBa»

JHinponeTpoBCbKOT 06/1aCHOT paaun», BigaineHHs yponoril Ne2 (oHKonoriyHe), M. JHInpo

2. | 3as. Big. HanbaHgsaH T.A.

KomyHanbHe HekomepuiiiHe nignpuemctBo «O6nacHUiA LEHTP OHKOMOTrii», OHKOYpPOMOoriyHe
BigAiNeHHs, M. Xapkis

31. OHOB/IEHUI NPOTOKOJ KNiHiYHOro Bunpo6ysaHHA MK-6482-005 3 iHKkopnopoBaHoto nonpaskoto 04
Big 16 niotoro 2021 poky, aHrniiicbkolo MoBolo; Bpolwypa gocnigHuka MK-6482, BugaHHsa 8 Big 25
noToro 2021 pokKy, aHrniicbKo MOBOIO; YKpaiHa, MK-6482-005, Bepcis 2.00 Big 31 Gepe3Hsa 2021 p.,
YKpaiHCbKOI MOBOIO, iIHpopMaLifa Ta SOKYMEHT Npo iHhopMmoBaHy 3roay ANA nauieHTa; YkpaiHa, MK-
6482-005, Bepcia 2.00 Big 31 6epe3Ha 2021 p., pocCilicbKOO MOBOIO, iH(hopmaLis Ta AOKYMEHT NpPo
iHbopmoBaHy 3rogy pAna naudieHta; OHOBMEHWIA 3pa3soK MapKyBaHHA A1 [OCAIgKYBaAHOIo
nikapcbkoro 3acooy Everolimus Wallet, Bepcia 2.0 Big 01 ntotoro 2021 poKy, aHrIIACbKOKW Ta
YKpaiHCbKOK0 MOBaMM [0 NPOTOKOJTY KANiHIYHOro BMNPOobyBaHHS «Bigkpute, paHaomizoBaHe A0CiIKEHHs 3
dha3n npenapaty MK-6482 B nopiBHAHHI 3 npenapaToM eBeposiiMyC Y yYacHWKiB 3 NOLUMPEHUM HUPKOBO-
KMNITUHHUM pakoM, SIkuiA nporpecyBaB nicns nonepegHboi PD-1/L1 Ta VEGF-TapreTtHoi Tepanii», Ko
pocnipkeHHa MK-6482-005, 3 iHkopriopoBaHoto nonpaskoto 02 Big 14 TpaBHA 2020 poky; cnoHcop - «Mepk
Wapn EHg Ooym Kopn.», goyipHe nignpuemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp.,
a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/, YKkpaiHa»

32. bpowypa pocnigHuka ana npenapaty STELARA® (ustekinumab), BupaHHsa 22 Big 17 nioTtoro
2021 poky; IHhopmauisa ana naugieHTa i dopma iHbopmoBaHoi 3rogu - Mogenb ana YkpaiHu | Bepcisa
8.0 Big 21 kBiTHA 2021 poKy (YKpaiHCLKOK Ta POCIiICbKOK MOBaMM) A0 MNPOTOKOAY K/IiHIYHOrO
JocnimpkeHHss «PaHgomizoBaHe, noggiHe cnine, nnaueb0-KOHTPO/ibOBaHE Ta 3 aKTMBHUM KOHTPOJIEM,
GaraTtoueHTpoBe JOCHiMKeHHA hasn 2/3, Wwo NpoBOAUTLCA Y napaneflbHUX rpynax 3 MeTOH OLHKM
ehekTUBHOCTI Ta 6e3neyHOCTi rycesibKymaly Yy nauieHTiB i3 xBopob6oi KpoHa B akTuBHili hasi Big
cepefHboro 0 BaXKOro CTyMNeHs TSXXKOCTI», Kog gocnigkeHHs CNTO1959CRD3001, 3 nonpaskoto 3 Big 20
XO0BTHA 2020 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmaueBTuka HB, Benbris
3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

33. Martepianim gnsa yyacHukiB gocnigpkeHHA: «MopgudikoBaHuii paHKOBUIA ONUTYBa/IbHUK A1A OL{iHKN
cuMnToMIB pedh/ItoKCy - enekTpoHHuii wopeHHuk» (Modified Morning Reflux Symptom Questionnaire
Electronic Diary) (Custom study version for Cinclus Pharma AG, CX842A2201 clinical protocol),
Bepcia 1.0 Big 01 ntotoro 2021 poKy, YKPaAiHCbKOIO MOBOIO A/ YKpaiHUN; «DNEeKTPOHHUIA QHEBHUK:
MoauuLMpPOBaHHbIi YTPEHHWIA ONPOCHUK no cumntomam pecdhntokca» (Modified Morning Reflux
Symptom Questionnaire Electronic Diary) (Custom study version for Cinclus Pharma AG,
CX842A2201 clinical protocol), Bepcisa 1.0 Big 28 ciuHA 2021 poky, poCilicbkol0 MOBOIO ANA YKpaiHu;
«MoagudiikoBaHUi BeuYipHiIi ONUTYBaJIbHUK ANA OLiHKM CUMMNTOMIB  pecdd/IloKCY-e/1IeKTPOHHUIA
woaeHHUK» (Modified Morning Reflux Symptom Questionnaire Electronic Diary) (Custom study
version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcis 1.0 Big 01 niotoro 2021 poky,
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YKpPAiHCbKOIO MOBOI ANnA YKpaiHu; «DNEeKTPOHHUIA AHEBHUK: MoAU(ULMPOBaHHbLIN BeuyepHuUii
onpocHuK no cumntomam pedintokca» (Modified Evening Reflux Symptom Questionnaire Electronic
Diary) (Custom study version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcisa 1.0 Big,
28 ciuHsa 2021 poky, pociiCbKOI0 MOBOK ANs YKpaiHu; «OnutyBanbHUK (QOLRAD) anA nauieHTiB i3
cumnToMamu nedii» (GerdQ, Ukraine-Ukrainian, version 1. date 13Mar2008), Bepcis 1. Bia 13 6epe3HaA
2008 poKy, YKpaiHCbKOI MOBOIO ANA YKpaiHu; «OnpocHuk (QOLRAD) ans nauneHToB ¢ cuMnToMamu
usxorn» (GerdQ, Ukraine-Russian, version 1. date 13Mar2008), Bepcis 1. Big 13 6epe3Hsa 2008 poky,
POCIACbKOI0 MOBOIO AJ1s YKpaiHW A0 NPOTOKO/Y KIIHIYHOrO JOCNiMKEHHS «PaHAomi3oBaHe, 3 NoaBiliHOW
iMiTaLEld Ta 3 aKTMBHUM KOHTpo/sieM Ans niabopy [A[o3v, noApiiHe chine AOCAIMKEHHS Y NauieHTiB 3
pedntokc-e3odaritom ctyneHss C a6o D 3a Jloc-AHAKeNnecbkow Knacuduikaljieto, a TakoX y MauieHTiB 3
npuHaliMHI  YacTKOBMMM cumnToMamu  pecpatokc-e3odharity, ane 6e3 3aroeHH 3a pe3y/ibTaToMm
€HJOCKONIYHOro AOCNIMKEHHA NiCNSA OTPUMAHHA HUMU 8-TWXKHEBOTO KypcCy 3arolBasibHOI CTaH4apTHOI
Tepanii iHribiTopom npoToHHOT nomnu (IMMM), 3a419 BUBYEHHS 6€3NeYHOCTi Ta NepPeHOCUMMOCTI JliKyBaHHS,
LUBMAKOCTI 3aroloBaHHA eposili nicnsa 3acTocyBaHHS X842 abo naHconpasosly NpoTAroM 4 TUXKHIB, a Takox
Xapaktepy 3MiH CUMMTOMIB MPOTArOM HacTyNHOro 4-TMXXHEBOro Mnepiofy JlikyBaHHA NaHCOoNPa3osiom», Kog
pocnipkeHHa CX842A2201, sepcia 1.0 Big 03 BepecHsa 2020 poky.; cnoHcop - «CiHkiyc ®apma Al»,
LWsenuapis/ Cinclus Pharma AG, LUeeiiuapis

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

34. 3miHa 3asiBHMKA K/1iHIYHOro BMNpPoG6yBaHHA B YKpaiHi 3 «xAHCCEH ®APMALIEBTUKA HB», Benbris
Ha TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIAANIBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»); IHcopmauiiiHa KapTKa nauieHTa ans YKpaiHu
Bepcis 2.0 Big 09 KBiTHA 2021 pOKy YKpaiHCbKOK Ta POCIACbKO MOBaMMu [0 NPOTOKO/Y KAiHIYHOro
BUNPoOyBaHHA «baraToueHTpoBe BiAKpWUTE [OBrOCTPOKOBE MOLOBXEHe KiHiYHe pocnigxeHHsa 3b dasu
npenapaty PCI-32765 (I6pyTuHiO)», kog pocnigxkeHHs PCI-32765CAN3001, 3 nonpaskolo INT-5 Big
19.12.2019 p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris
3asBHnk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIJANTBHICTIO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKA/T PICEPY

Byno Cmasio
«SAHCCEH ®APMALIEBTUKA HB», Benbeis TOBAPUCTBO 3 OBME)XEHOKO
BIAMOBIAA/IbHICTIO «®APMACBKOTIKA/1
PICEPY ACCOYLUNENTC YKPAIHA» (TOB «®PA
YKPAIHA»)

35. Bpouwypa gocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HA 2021 poKy, aHr1iACbKOK MOBOIO;
Bpouwypa gocnigHuka AZD2281, LYNPARZA®, olaparib, KU-0059436, BugaHHsa 20 Big 21 ciuHa 2021
POKY, aHrnificbkold MOBOIO; YKpaiHa, MK-7339-012, IHchopmauis Ta [OKYMEHT npo iHhopmoBaHy
3rogy ANA nauieHTta, Bepcia 1.02 Big 27 kBiTHA 2021 p., yKpalHCbKOIO MOBOIO; YKpaiHa, MK-7339-012,
IHcbopmauia Ta AOKYMEHT npo iHhopmoBaHy 3rofy ANA nauieHTa, Bepcia 1.02 Big 27 6epe3Hsa 2021 p.,
pocilicbkol0 MOBOK [0 MPOTOKO/Y KAIHIYHOrO AocnimkeHHs «JocnimpkeHHs 1l pasm nem6ponisymady
(MK-3475) y «komGiHauii 3 CynyTHbOK XiMIOMPOMEHEBOK Tepanield 3 NoLa/IbLUMM  BBEAEHHAM
nemoéponizymady 3 onanapubom abo 6e3 HbOro MOPIBHSAHO 3 CYMYTHLOK XiMIOMPOMEHEBOK Tepaniel 3
nojasiblUMM BBEAEHHSAM AOypBaslyMaby B y4yacHuKIB 3 HeonepabesibHUM JIOKa/lbHO PO3MOBCIOAXEHVM
HepiGHOKNITUHHUM pakoM sereHiB Il cTagii (HAPM)», kog pocnimpkeHHa MK-7339-012, 3 iHKOpNopoBaHoHo
nonpaskoto 03 Big 01 xoBTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», foYipHE NignpueMcTBo
«Mepk EHZ Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/[], YkpaiHa»

byno

Crano

3ananeHHs1 nediHku, npu sikomy y Bac
MOXymb 3’18Uumucsi XB8opo6/1usi sidyymmsi
y XuBomi ma 6/10BaHHA, Biddymmsi
20s100y, BiOYyymmsi B8momu, HeBseJluke
niosuweHHs1 memrepamypu mina, 6i1b y
npasili 4YacmuHi >Xusoma, MOXO0BMIHHS
cknep od4el i wkipu, NoOmMemMHiHHA cedi
(2enamum).

3ananeHHs1 nediHku, npu sikoMy y Bac mMoxymb
3’sBumucs Hyooma ma 6/1108aHHs, BiOCYmMHicmb
anemumy, Bioyymmsi Bmomu, HeBesluke
niosuw,eHHs1 memmnepamypu mina, 6inb y npasil
YyacmuHi usoma, rOXO0BMIiHHA ckK/ep o4del i
Wwkipu, NMomeMHiHHS cedi (2enamum).
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36. Bpouwypa gocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3Hs 2021 poky, aHrAilicbko MOBOLO;
YKkpaiHa, MK-7339-009, IHchopmaLia Ta AOKYMEHT npo iHopmoBaHy 3rogy Ana nauieHta, Bepcisa 03
Bif 28 KBiTHA 2021 p. yKpaiHCbKOO MOBOIO; YKpaiHa, MK-7339-009, IHhopmaLia Ta AOKYMEHT npo
iHbopmoBaHy 3rogy Ans nauieHta, Bepcis 03 Big 28 kBiTHA 2021 p. pociiicbkolo MOBOLO; YKpaiHa,
MK-7339-009, IHchopmauniiiHWiA TNCTOK | AOKYMEHT Npo iHthopmoBaHy 3roay Ha MaiGyTHe 6iomegnyHe
pocnimpkeHHs, Bepcia 00 Big 28 kBiTHA 2021 p. yKpaiHCbKOO MOBOIO; YKpaiHa, MK-7339-009,
IHhopMauiiHMiA NUCTOK | [OKYMEHT npo iHcopmoBaHy 3rogy Ha MaiGyTHe OGiomeauuHe
pocnipkeHHs, Bepcia 00 Big 28 kBiTHA 2021 p. pPOCIVICbKOIO MOBOK [0 MPOTOKO/Y KAIHIYHOIO
JocnimkeHHs1 «PaHgomizoBaHe Bigkpute AocnimkeHHs ¢asnm 2 Ta 3 Onanapuby y KombGiHauii 3
MemOponizayMaboM y NopiBHsIHHI 3 XiMioTepanieto y koMGiHauii 3 Membponizymabom nicns iHAyKuii KAiHIYHOT
nepeearn 3 MepLlo NiHiel ximioTepanii y komM6iHauii 3 lMembponizymabom y nauieHTiB 3 MiCLEBO-
peunavBylounMM HeonepabesbHUM abo MeTacTaTUYHUM MOTPIHO-HEraTMBHUM pPakoM MOJIOYHOT 3as103K
(TNBC) (KEYLYNK-009)», kog pocnimkeHHss MK-7339-009, Big 24 nunHa 2019 poky; crnoHcop - «Mepk
Wapn Exg Joym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp.,
a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApMCTBO 3 0OMEXEHOI0 BiAnoBigasbHICcTIO «MC/J, YkpaiHa»

37. OHOBNEHWI NPOTOKOJT KMIHIYHOIO AOChifKeHHA 3 nonpasBkoi 2 Big 15 nwotoro 2021 poky
aHrniicbkol MoBoto. Jopatok Ao iHcopmauiiiHoro nuctka nauieHta Ta ¢opmu iHchopmoBaHoOT
3rogu: nnaH piin nig vyac Henepeg6avyBaHUX OOGCTaBUH Yy 3B’AI3KY 3 KOPOHaBIiPYCHO iHcpekuilo
COVID-19, Bepcia 1.0 Big 17 6epe3Ha 2021 poKy YKPAiHCbLKOIO Ta POCIACLKOI MOBamMu; 3aslyyeHHs
[0AaTKOBOI BUPOGHMUOI AINAHKA ANA [OCAIAKYBAHOro nikapcbkoro 3aco6y TD-1473 (THRX-139060),
Tabnetka, BKputa 060/0HKOIO, 10 mr, 40 mr ta 100 mr: Millmount Healthcare Ltd, IpnaHgia go
MPOTOKOJTY KNIHIYHOrO JOCnifpKeHHsA «baraToueHTpoBe, TpUpiYHe AOCMIAKEHHA AOBrOCTPOKOBOT 6€3NeyHOCTI
(4B), wo npoBOAMTLCA O/ OUiHKM 6e3neyvyHoCcTi Ta nepeHocumocTi npenapaty TD-1473 B naujeHTIB i3
BMpa3koBuM konitom (BK)», kog, gocnimpkeHHsa 0164, 3 nonpaskoto 1 Big 07 nuctonaga 2018 poky; CroHcop -
Theravance Biopharma Ireland Limited, IpnaHais

3asBHnk - TOBAPUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

38. Bpouwypa gocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HA 2021 poKy, aHrNilicbKOKO MOBOIO;
YKkpaiHa, MK-3475-641, IHchopmauis Ta AOKYMeEHT npo iHhopmoBaHy 3rogy A/is nauieHta, Bepcia 1.01
Big 05 TpaBHA 2021 p., YKpaiHCbKOK Ta pocilicbkolo moBamu; MK-3475-641, XXypHan peecTtpauii
npuiiomy 3HeGoMOBa/IbHMX npenapartiB, Bepcia v1.0_00_1.0, gna YKpaiHW YKpaiHCbKOK Ta
pociiicbkoto moBaMmu; MOCIGHMK 3 BUKOPUCTAHHA Balloro eNneKTpoHHOro WoAeHHUKa A1 yyacHUKa
pocnipkeHHa MK-3475-641 (A-1346-0052-5151 QRG ukUA), Bepcia 1 Big 29 kBiTHA 2021 p., Ans
YKpaiHn yKpaiHCbKO MOBOIO; MOCIGHMK 3 BUKOPUCTaAHHA Bawloro efieKTpPOHHOro wWoAeHHUKa Ans
y4yacHuka gocnipkeHHa MK3475-641 (A-1346-0052-5151 QRG ruUA), Bepcisa 1 Big 27 kBiTHA 2021 p.,
ANA YKpaiHM pocificbKolo MOBOIO; 306paXeHHA Ha eIeKTPOHHUX LWoAeHHUKaxX Ansa nauieHta MK3475-
641 (A-1346-0052) - Subject Facing Screen Report, Mpuctpiii: TrialMax Touch, A-1346-0050_51-diary-
vl-pl, Bepcia 1 Big 27 kBiTHA 2021 p., AnA YKpaiHM YKPAIHCbKOK Ta POCIACHLKOI MOBaMW;
300paXeHHA Ha €eNeKTPOHHUX LWOoAEeHHUKaX AnA naugieHTa MK3475-641 (A-1346-0052) - Subject
Facing Screen Report, Mpuctpiii: TrialMax Slate, A-1346-0050_51_ 52-slate-v1-pl, Bepcia 1 Big 27
KBiTHA 2021 p., Ana YKpaiHM YKPAIHCbKOK Ta poOCilicbKOold MoBamMu; 3pa3oK MapKyBaHHA
€/1IeKTPOHHOro woaeHHMka MK3475-641 (A-1346-0052), Bepcia 1 Big 01 kBiTHA 2021 p., AnA YKpaiHu
YKpPaiHCbKOIO Ta pociicbKolo MoBamu; 3pa3oK MapKyBaHHA AOCNiAKYBaHOro NMikapCbKoro 3acoo6y
Ensanytamig, Enzalutamide_Bottle, Bepcia 2.0 Big 27 kBiTHA 2021 poKy, aHrAilicbkol Ta
YKpPaiHCbKOO MOBaMW [0 NpPOTOKO/Y KAIHIYHOTO AochifpkeHHs «PaHgomizoBaHe, noAgiliHe cnine
pocnipkeHHs Il ¢asnm nemo6ponisymady (MK-3475) y kombGiHauii 3 eH3anyTaMigomM MNOPIBHAHO 3
eH3anyTamifom 3 Maauebo Yy yyacHuWKiB 3 MeTacTaTMYHUM  KacTpauiiHo- pPe3UCTEHTHWM  pakoMm
nepeamixyposoi 3anosn (MCRPC) (KEYNOTE-641)», kof pocnimpkeHHa MK-3475-641, Bepcia 3
iHkopnoposaHoto nomnpaskoto 04 Big 11 rpyaHa 2020 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.»,
podipHe nignpnemctBo «Mepk eHp, Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OGMEXEHOI0 BianoBigasbHICTI0O «MC/, YKpaiHa»

39. 3HiMKM eKpaHy MOPTATUBHOrO NMPUCTPOIO AN peecTpaLii eNeKTPOHHUX KNiHiYHMX AaHux (eCOA
Screen Report Handheld), Bepcia 5.0 yKpaiHCbKOHO MOBOK AnA YKpaiHW; 3HIMKN eKpaHy
NOPTATUBHOIO MNPUCTPOI AN pPeecTpauii eNeKTPOHHUX KNiHiYHUX paHux (eCOA Screen Report
Handheld), Ta Bepcisa 3.0 pocilicbkolo MOBOI ANns YKpaiHM [0 NPOTOKO/Y KIIHIYHOTO A0CAIMKEHHS
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«baraToueHTpoBe, paHAOMi3oBaHe, MoABiHe chine, Nnauebo-KOHTPOMIbOBaHe AOCAiMKEHHS da3n 2 B
napanenbHnx rpynax Ass oOuiHkyM edeKTMBHOCTI Ta 6e3neyHoCTi iHAYKUiHOT Tepanii gBoma gosamu
npenapaty TD-1473 y nauieHTiB i3 XBOpo60K0 KpoHa Bif MOMIPHOIO A0 BaXKKOro CTYMNeHs akTUBHOCTI», KOZ
pocnipkeHHs 0173, 3 nonpasBkot 4 Big 09 uepsHA 2020 poky ; cnoHcop - Theravance Biopharma Ireland
Limited, IpnaHgis

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

40. Bpowypa pgocnigHuka O/13 MK-3475, BupgaHHa 20 Big 08 Gepe3Hs 2021 poKy, aHrAilicbKolo
MoBOI0; IHhopmauisa Ta AOKYMEHT npo iHhopmoBaHy 3rogy AMA nauieHTa, YKpaiHa, MK-3475-B21 |
ENGOT-enl1l /| GOG-3053, Bepcia 01 Big 11 TpaBHA 2021 p., yKpaiHCbKOO MOBOIO; IHhopmauia Ta
OOKYMeHT npo iHhopmoBaHy 3roay AN nauieHTa, YKpaiHa, MK-3475-B21 | ENGOT-enl11 /| GOG-3053,
Bepcia 01 Big 11 TpaBHA 2021 p., POCIViCbKOIO MOBOK [0 NPOTOKO/Y KAIHIYHOTO [OCAigKEHHS
«PaHpomizoBaHe, nogpifiHe cnine pocnimkeHHa 1l dasm gns ouiHkM nemGponisymaly MOpPIBHAHO 3
nnauebo y KombGiHauii 3 af'toBaHTHOK XiMmioTepanielo 3 abo 6e3 npomMeHeBOi Tepanii Ans ikyBaHHSA
NayiEHTOK 3 HeAABHO AiarHOCTOBAHUM PakoM eHAOMEeTPIS 3 BUCOKMM PU3UKOM Mic/s onepawii 3 NikyBanbHO
meToo (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», kof pocnimpkeHHs MK-3475-B21 | ENGOT-en1l /
GOG-3053, Bepcia 00 Big 09 BepecHa 2020 poky; crnoHcop - «Mepk Lapn EHg Joym Kopn.», AouipHe
nignpunemcteo «Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigasbHICTI0O «MC/, YKkpaiHa»

41. 3anyyeHHs [OAAaTKOBOro Micus NpoBefeHHA KNiHIYHOro BMNPOOGYBaHHA [0 NPOTOKO/Y KAiHIYHOTO
BUNpoOyBaHHA «baraToueHTpoBe BigKpuUTe JOC/iMKEHHS ha3n 1b ana ouiHkM 6e3neyHocTi, NepeHOCUMOCTI,
edekTuBHOCTI, (hapmakokiHeTUKM Ta hapmakogmHamikm npenapaty AEVI-007 y nauieHTiB i3 xBopo6oto
Crinna, Wwo po3BuUHynaca y Aopocnomy Bili», kog gocnimpkeHHa AEVI-007-AOSD-101, sepcisa 3.0 Big 14
rpyaHa 2020 poky; cnoHcop - Cerecor, Inc. (Uepekop, IHk.), CLUA

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

No M.1.6. BignoBigasibHOro AocnigHuka

n/n HasBa micus npoBeAeHHs K/iHIYHOIo BUNPOGYBaHHS

1. O.M.H., npod. CwmisiH C.I.

KomyHasnlbHe HekoMepLiiiHe nignpuMEMCTBO «TepHoMifibCbka YHIBEpCUTETCbKa  NiKapHs»
TepHoMiNbCbKOT 06MacHOi paau, peBMaTtosioriyHe BigAifieHHs, TepHOMiNbCbKNIA HauioHabHWIA
MeaAnYHUA yHIBepcuTeT iMeHi |.A. FTopbaveBcbkoro MiHiCTEpCTBa OXOPOHM 3[0POB'st YKpaiHu,
Katheapa BHYTPILIHLOT MeanLUumHN Ne2, M. TepHonisb

42. BK/IOYEHHA [O0[AaTKOBOrO Micus npoBeAeHHs KAiHIYHOroO BUNPOOYBaHHSA; OnNUTYBa/lbHUK
«ABQOL» gns YKpaiuu, BanigoBaHuii 03 notoro 2021 poKy, YKpaiHCbKOK MOBOK; OnNuUTyBaJIbHUK
«ABQOL» pgna YkpaiHu, BanigoBaHuii 08 rpyaHa 2020 poky, pociiicbkolo MoOBOW; IHpopmauia ans
nauieHTa, Wo Oyae HagaBaTUCA Ha efleKTPOHHOMY npucTtpoi «ARGX-113-1904 1905 (A-1458-
0004 _5)_Subject Facing Screen Report_Ukrainian (Ukraine)», Bepcia 1 Big 04 6epe3Ha 2021 poky,
YKpaiHCbKOI0 MOBOHO; IHhopMauis AnA nauieHTa, Wo OyAe HagaBaTUCA Ha €N1IeKTPOHHOMY NMPUCTPOI
«ARGX-113-1904_1905_(A-1458-0004_5)_Subject Facing Screen Report_Russian (Ukraine)», Bepcis 1
Big 07 ciuHa 2021 poKy, pOCifiCbKOIO MOBOIO [0 MPOTOKOJ/TY KIIHIYHOIO AOCNIMKEHHS «PaHoMi3oBaHe,
noagiiHe cnine nauebo0-KOHTPO/IbOBAHE AOCAIMKEHHA A1 OUiHKM  edekTMBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty Edprapririmog PH20 ana nigwkipHoro BBeAEHHA Y O0POCNUX NauieHTiB 3
nyxmpyaTkoro (3BMyaiHow abo nuctonogioHow) (ADDRESS)», kog gocnimkeHHss ARGX-113-1904, Bepcis
2.0 Big 10 ntoTtoro 2021 poKy; cnoHcop - apaxeHke BB, benbrisa / argenx BV, Belgium

3aaBHMK - ToBapuctBo 3 O6MmexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuupka OpraHisauis
IHHOGhapM-YKpaiHa»

Ne M.1.6. BignoBigabHOro focigHuKa

n/n Ha3Ba MicLs NpoBeAEeHHSA K/iHIYHOro BUNPO6YBaHHSA
1 O.M.H., npodh. OwoatoH A L.
KomyHanbHe nignpnemcteo «O6/1acHW LWKIPHO-BEHEPOSIOTiYHWIA AucnaHcep» [JHINponeTpoBCbKOI
obnacHoi pagw», AeHHWA cTauioHap MONIKAIHIYHOTO BiAAiNeHHs, [HIMPOBCbKUIA AepXaBHWUIA
MeAMNYHUIA YHIBEpCUTET, kadheapa LIKIPHUX Ta BEHEPUYHUX XBOPO6, M. [IHINpo
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43. lHdopmauiiiHiii GloneTeHb AnA nauieHTa «Mporpama KniHiuHux gocnipxkeHb «YELLOWSTONE»
npu nikyBaHHi xBopoo6u KpoHa» (Advocacy Fact Sheet), pepakuis 3 yKpalHCbKOIO MOBOIO ANs
YKpaiHu Big, 25 »xoBTHsA 2020 p., pegakuia 3 pociiicbkolo MOBOIO A1 YKpaiHu Big 25 )oBTHA 2020 p.;
IHCTpYKUiA 3 HagsaHHA iHopmoBaHol 3rogn «Bawa iHCTPYKUiA 3 HagaHHA iHopmoBaHOI 3rogu»
(Flipchart), pepakuia 3 yKpaiHCbKOIO MOBOI Ans YKpaiHu Big 25 »oBTHA 2020 p., pepakuia 3
POCIiCbKOI0 MOBOIO AJ1s YKpaiHu Big 25 )xoBTHA 2020 p.; IHCTPYKLiA 3 NPOXOMKEHHSA Bi3UTIB «Bal ripg,
y AOChifmKeHi 3 ouiHKM nigTpuMylodoi Tepanii 3a nporpamoro «YELLOWSTONE» ornsapg BisuTiB y
pamkax Bawoi y4yacTti y ybomy KniHiuHomy pocnigpkeHHi» (Visit Guide), pegakuia 3 yKpaiHCbKOIO
MOBOIO A1 YKpaiHu Big 25 xoBTHA 2020 p., peaakuis 3 pociiCbKO MOBOK Ans YKpaiHu Big 25
YXOBTHS 2020 p. 0 NPOTOKO/Y KAiHIYHOrO AoCNimKeHHs «baraToleHTpoBe paHAoMi30BaHe, NoABiiHO chine,
nnauebo-KoHTPOIboBaHe AocnimkeHHs |l dhasu 3 MeTol OUiHKM 03aHiMoAy A/ NepopasibHOro npuinomy
npu NpoBefEeHHI NiATpUMYOYOi Tepanii nauieHTam i3 cepefHbOTSHXKKMM abo TSHXKKUM nepebirom XBopoobu
KpoHa B akTuBHIli chopmi», kog, gocnimkeHHs RPC01-3203, pegakuis 5.0 Big 28 cepnHsa 2020 p.; cnoHcop -
«CenpxeH IHTepHewwHn |l Capn» (Celgene International 1l Sarl), LLseliyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

44. bpowypa pgocnigHuka, pocnimpkyBaHwii  nikapcbkuii  3aci6  Olanzapine/Samidorphan
(OnansaniH/CamigopdaH), Bepcisa 9.0 Big 28 kBiTHA 2021 pokKy. YTOUHEHHA Ha3BX AOC/iAKYyBaHOro
nikapcbkoro 3aco6y ALKS 3831 y 3B’A3Ky 3 fofaBaHHAM OHOB/eHOI Ha3Bu Olanzapine/Samidorphan
(Onan3aniH/CamigopchaH). Popma iH(hopMoBaHOI 3rogu nauieHTa Ta 3aXUCTy NepCcoHa/IbHUX AaHUX,
Bepcis 4.0 gna YKpaiHu Big 22 KBiTHA 2021 poKy, YKpaiHCbKOI Ta POCiiCbKO0 MOBaMW 10 NPOTOKO/Y
KNIHIYHOrO  JochimpkeHHA «JocnimkeHHa [na ouiHkM Bnavey npenapaty ALKS 3831 B nOpiBHAHHI 3
oNaH3aniHoOM Ha Bary Tina y fopoc/vX NauieHTiB MOSI0L0r0 BikKy, SKi HELLOAaBHO 3aXBOPI/IM Ha LWM30dPeEHito,
LWn3odpeHodopmHMiA po3nag abo 6inonspHuii po3nag | Tuny», kog pocnigkeHHs ALK3831-A307, 3
nonpaskoto 5.0 Big 19 uepBHA 2019 poky; cnoHcop - «Ankepmec, IHK.» (Alkermes, Inc.), CLLA

3asaBHUK - TOB «[lMpeM’ep Pecepy YkpaiHa»

45. OHoBneHHa Bpowypu JdocnigHuka (/loHadapHiG), Bepcia 8.0 Big 21 ciuHAa 2021 poky
(aHrniiicbkolo MoBO10); OHOBNEHHA JOCbE AOCNIAKYBaAHOro JiKapcbKoro 3aco6y (JloHachapHio),
Bepcia 4.0 Big 11 BepecHsa 2020 poKy (aHrniiicbkold MOBOLO); OHOB/IEHHAA CKOpouYeHOro focbe
pocnipkyBaHoro nikapcbkoro 3aco6y (Hopgip (PutoHasip) Ta MEFACIC (MerinboBaHuii iHTepchepoH
anbda-2a)) Big, 13 cepnHa 2020 poky (aHrniicbKo MOBOI) [0 NPOTOKO/Y KAIHIYHOTO A0CNiAKEHHS
«PaHpomi3oBaHe, 4acTKOBO MoABiliHe cnine, matpuyHe gocnigkeHHs Il has3n 3 BUBYUEHHSI eDEKTUBHOCTI Ta
6e3nekn 50 ™Mr noHadpapHioy/100 Mr puToHaBipy [ABidi Ha p[00y B NOEAHaHHI 3 NeriboBaHUM
iHTepdepoHom anbha-2a y o3i 180 mkr abo 6e3 Hboro NPOTArom 48 TWXHIB Y NOPIBHAHHI i3 MOHOTEparniew
nerinboBaHUM iHTepdhepoHOM asibha-2a Ta JlikyBaHHAM niaLebo y nauieHTiB 3 XPOHIYHOLO iH(heKLieto Bipycy
renaTuty gesnbTa, CTaH AKX NiATPUMYETLCA 3a A0NOMOrol0 HyKNeo3naHoi (HykneotugHoi) aHtu-HBY Tepanii
(D-LIVR)», kog pocnipxeHHs EIG-LNF-011, nonpaBka 02 Big 12 motoro 2020; cnoHcop - «Eiirep
bio®apmachktoTikans, IHk.» (Eiger BioPharmaceuticals, Inc.), USA

3aaBHuUK - «biopaci, En-En-Ci», CLLUA

46. BKOUeHHA A0[aTKOBOro Micus NpoBefeHHA KAiHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOro
pocnimpkeHHss «PaHaomizoBaHe, nnauebo-KoOHTPoNboBaHe, NOABIMHE crine K/iHiYHe AocnimkeHHs 3 dhasu
npenapaTy Hipanapn6 B kom6iHauii 3 abipaTepoHa aueTatoM Ta npefHi30HOM Y NOPIBHAHHI 3 abipaTtepoHa
auetatoMm Ta nNPefHi30HOM A1 JliKyBaHHA MalieHTIB 3 MeTacTaTUYHUM KacTpaT-YyT/IMBUM PakoM
nepeamixypoBoi 3as1031 (MCSPC) 3i WKignMBoK repMiHasibHO abo COMaTUYHOK MyTali€l TeHiB, Lo
BiAMOBifalOTL 3@ penapauiio  WIAXoM  roMOoJoryHoi  pekombiHauii  (HRR)», koA — JocnigkKeHHs
67652000PCR3002, 3 lNMonpaskot 1 Big 21.12.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB»,
Benbris

3aaBHUK - «<AHCCEH ®APMALIEBTUVKA HB>», Benbris

No M.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa Micusi NpoBeAEeHHS KAIHIYHOrO BUNPO6YBaHHS

1. | nikap MigBep6eubka A.B.

O6nacHe KOMyHaJlbHE HEeKOMepLUiiiHe NigNPUEMCTBO «BYKOBMHCBHKUIA KAIHIYHWUIA OHKOMOTIYHWIA
LEeHTP», CTPYKTYPHUIA NiApo34in AEHHOro cTtauioHapy, M. YepHiBLj
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47. InchopmauiiiHnii GroneTeHb ANA nauieHTa "Mporpama KniHiuHUX gocnigkeHb "YELLOWSTONE"
npu nikyeBaHHi xeopoou KpoHa" (Advocacy Fact Sheet), pegakuis 3 yKpaiHCbKOI0O MOBOIO A5 YKpaiHU
Bif 25 XoBTHA 2020 p., pepakuis 3 pociiicbkolo MOBOK AnA YKpaiHu Big 25 oBTHA 2020 p.;
IHCTpyKUiA 3 HagaHHA iHcopmoBaHOi 3roau "Bawa iHCTPYKUis 3 HagaHHA iHcopmoBaHoi 3rogu”
(Flipchart), pepakuia 3 yKpaiHCbKOIO MOBOIO AN YKpaiHu Big 25 XoBTHA 2020 p., pepakuis 3
pOCiiicbKOI0 MOBOIO Asis YKpaiHu Big 25 oBTHA 2020 p.; IHCTPYKLiA 3 NPOXOMKEHHA Bi3uTiB "Baw rig,
y BigKpuTOMYy AoAaTKOBOMY AocnimkeHi 3a nporpamoto "YELLOWSTONE" ornspg BisuTiB y pamkax
Bawoi yyacTi y uboMy KniHiyHOMY aocnimkeHHi" (Visit Guide), pegakuia 3 ykpaiHCbKOI0O MOBOIO A5l
YKpaiHu Big 25 xoBTHA 2020 p., pegakuia 3 pociicbKO MOBOI A/ YKpaiHu Big 25 oBTHA 2020 p.
[0 MPOTOKONYy KiHIYHOro BUMNpPOoOyBaHHA «[joaaTkoBe GaraToLeHTpoBe Bigkpute pocnimkeHHs Il cdhasm 3
METOI OLHKM 03aHiMoAgy A5 NepopasibHOro NpuUioMy MpuW fiKyBaHHI NauieHTIB i3 cepeaHbOTSXKMM abo
TSOKKMM Nepebirom XxBopobu KpoHa B akTUBHIN dhopMi», kog aocnigpkeHHss RPC01-3204, pepakuis 5.0 Big 03
BepecHs 2020 p.; cnoHcop - «CengpxeH IHTepHewHn I Capnx» (Celgene International Il Sarl), LLBeliyapis
3asaBHuK - TOBAPVCTBO 3 OBEMEXXEHORO BIAMNOBIJAJIBHICTHO «[MI EC AA-YKPATHA»

48. IHhopmauis Ta popmMa 3roan Ha AUCTAHLiHY NepeBiPKY AAaHMX y4YacHUKa AOCiMKEHHA B nepiop,
naHgemii COVID-19 Big 04 ntotoro 2021 poky, yKkpalHCbKOI0 MOBOO; IHhopmauis Ta cpopma 3rogu Ha
AVCTaHLilfiHY NepeBipKy AaHUX y4YacHUKa AOC/iMHKeHHA B nepiog naHgemii COVID-19 Big 04 nwoTtoro
2021 poky, pOCIACbKOK MOBOK [0 NPOTOKO/Y KAiHIYHOro BMnpobyeBaHHsa «PROCLAIM: PaHgomizoBaHe,
nnaueb0-KoOHTPOIbOBaHe, NOABIHO ciine gocnimkeHHs 3 da3n A8 OUiHKM POMINAOCTUMY NpuW NiKyBaHHi
BMK/IMKAHOI XiMioTepanielo TpoOMOOUUTONEHIT Yy MNauieHTIB, SIKMM NpPOBOAATbL XiMioTepanito Ansi NiKyBaHHS
HeAPiGHOKNITUHHOIO paky flereHb, paky seYHMKIB abo paky MOJIOHYHOT 3a/103U», Kog, AocnigxeHHs 20170770,
iHKOpnopoBaHuin nonpaskoto 7 Bif 08 uepBHA 2020 poky; CnoHcop - «AMXeH IHK.» (Amgen Inc.), CLUA
3anBHWK - NignpuemcTBo 3 100% iHOo3eMHolo iHBecTULico «ANKHOBIA PAC YkpaiHa»

49. DopaTtok 2.0 Bif, 16 kBiTHA 2021 poky ao Bpowypu gocnigHuka SEP-363856, Bepcii 10.0 Big 14
rpyaHa 2020 poKy, aHrnificbkold MOBOK [0 NPOTOKOAIB KIIHIYHMX AochimpkeHb «PaHgomizoBaHe,
noAgiviHe cnine, nnawLeb60-KkOHTPOIbOBaHe, 6araToLueHTPoBe AOCNIMKEHHS, L0 NPOBOAMTLCSA B NapasiesibHuX
rpynax, i3 3acTocyBaHHSAM (DiKCOBaHUX [03 A5 OUiHKM edeKTMBHOCTI Ta 6e3neyvHocTi npenapaTty SEP-
363856 y naujieHTIB i3 LUM30MPEHIED Y TOCTPOMY MCUXOTUYHOMY eni3ofi», koA aocnimpkeHHAs SEP361-301,
Bepcisa 4.00 3 iHKopnopoBaHOo cyTTeBOK nonpaskoto 3.00 Big 26 ciuHa 2021 poky; «Bigkpute poswmnpeHe
OOCMIMKEHHST AN OUiHKM 6e3neyvyHocTi Ta nepeHocMMocTi npenapaty SEP-363856 Yy nauieHTiB i3
Lwm3odopeHieto», kog pocnigxkeHHs SEP361-303, sepcis 3.01 3 iHKOpPNOpPOBaHOK HECYTTEBOK MOMPAaBKOH
2.00 Big 25 ciuHa 2021 poky; «PaHgomisoBaHe, noAgiiiHe cnine, nnauebo-KOHTposiboBaHe, 6araToueHTpoBe
OOCTIAKEHHSs, WO NpOBOAMTLCA B MapasieflbHUX rpynax, i3 3acTocyBaHHAM (IKCOBaHWX A03 A718 OLiHKU
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y nauieHTiB i3 WW30QIPEHIEd Yy roCTpoMy
NCUXOTUYHOMY €eni3ofi», kog pocnimkeHHsa SEP361-302, Bepcia 3.00 3 iHKOPNOpPOBAHOK CYTTEBOIO
nonpaskoto 2.00 Big 26 ciuHsa 2021 poky; «PaHgomizoBaHe, noagiliHe cnine fOCAiMKEHHS, O NPOBOANTLCA
3 BMKOPUCTa@HHAM aKTMBHOrO npenapaTy B SKOCTI KOHTPOMIO A5 OLUiHKW AOBrOTpMBasIol 6e3neyHoCTi i
nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 wWmn3odpeHieto», kog JocnimpkeHHs SEP361-304,
Bepcia 3.00 3 iHKoprnopoBaHoK cyTTEBOK nornpasBkoto 2.00 Big 14 ciuHa 2021 poky; cnoHcop - «CyHOBIOH
®apmachbloTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBeCTULje «ANK'IOBIA PAC YkpaiHa»

50. MociGHuUK i3 gocnimKkeHHA aNnsa nauieHTa, 14 ciuHa 2021 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
MociGHuK i3 gocnimkeHHA ANA nauieHTiB, 14 ciuHa 2021 poky [VO1 UKR(ru)], pociiicbkoo MOBO}O;
NucTiBKa 3 BUCNIOBNEHHAM NoAasku, 27 ciuHa 2021 poky [V01 UKR(uk)], ykpaiHcbKolo moBoto; KapTka
3 BAAYHICTIO, 27 ciuHA 2021 poky [V01 UKR(ru)], pociiicbkoro MOBOK A0 NPOTOKOAY KAiHIYHOrO
pocnipxeHHs «PaHgomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPOboBaHe, 6araToLeHTpoBe AOCAIMKEHHS B
napanenbHUX rpynax Ans OuiHkM dhapmakoguHamikv, dpapMakoKiHeTVKK1, 6e3neyHOCTi Ta NepeHOCUMOCTI
npenapaty GLPG3970 npu nepopanibHOMY 3acTOCyBaHHi MPOTAromMm 12 TWXHIB Y LOPOC/AMX NaUieHTIB 3
aKTVBHUM CUCTEMHUM YEpBOHMM BOBYAKOM», KoA pocnimkeHHs GLPG3970-CL-102, sepcia 1.0 Big 17
BepecHs 2020 poky; cnoHcop - Galapagos NV, Belgium

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBeCTULjel «ANK'IOBIA PAC YkpaiHa»

51. Bpowypa gocnigHuka MK-3475, BugaHHa 20 Big 08 6epe3Hsa 2021 poKy, aHINilicCbKOKO MOBOIO;
YkpaiHa, MK-7339-008, IHchopmaLia Ta [OKYMEHT nNpo iHopMOBaHy 3rogy pAMA nNauieHTa,
YKpaiHCbKOIO MoOBOI0, Bepcia 5.0 Big 14 TpaBHA 2021 poky; YkpaiHa, MK-7339-008, IHdhopMmauisa Ta
AOKYMeHT npo iHchopmoBaHy 3rody AN nauieHTa, pociicbkol MoOBOMO, Bepcis 5.0 Big 14 TpaBHA
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2021 poKy [0 NPOTOKO/Y KAHIYHOro pocnimpkeHHs «focnimpkeHHs 1l dpasm ans nemoéponisymady y
KoMb6iHaLji 3 kapb6ornniaTuHoM / TakcaHoM (MaknitTakcen abo Hab-naknitakcen) 3 nofasiblUnMM BBeLEHHAM
nemoéponizymady y kombiHaujii 3 niagTpyMyrouMMm nikyBaHHAM ofianapnbom abo 6e3 Hboro B SKOCTiI Tepanil
nepLoi AiHIT y nauieHTiB i3 MeTacTaTUYHUM NAIOCKOKNITUHHUM HeApPiGHOKTITUHHUM pakom nereHis (HAKP/T)»,
Kon pocnimkeHHs MK-7339-008, 3 iHkoprnioposaHoto nonpaskoto 03 Big 08 rpyaHs 2020 poky; crioHcop -
«Mepk Wapn EHg Joym Kopn.», godipHe nignpmemctso «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAASIbHICTIO «MC/[], YkpaiHa»

52. OHoBneHuii nNpoToKon pocnigxkeHHa CBP-307CN002, Bepcis 6.0 Big 25 rpygHa 2020 poky,
aHrniicbkolo MoBot; Bpowypa gocnigHuka ans npenapatry CBP-307, Bepcis 6.0 Big, 15 rpygHsa 2020
POKy, aHrniicbKolo MoBOIO; IHchopmauiliHuiA nucTok i popma iHchopmoBaHoOi 3roau, anAa cragii 1,
Bepcia V5UKR(uk)1.0 Big 05 kBiTHA 2021 poKy, nepeknapg yKkpaiHCbKOlo MOBOI Big 12 kBiTHA 2021
poky; IHdopmauiiHuii nucTok i hopma iHhopmoBaHoi 3roau, ansa ctaaii 1, sepcia VS5UKR(ru)1.0 Big,
05 kBiTHA 2021 poky, nepeknag pociiicbkoto MoBoto Big 12 kBiTHA 2021 poky; IHhopmaLiiiHUii NMCTOK
i hbopma iHcbopmoBaHoI 3rogu, ana ctagii 2, Bepcia VS5UKR(uk)1.0 Big 05 kBiTHA 2021 poKy, nepeknag,
YKpaiHCbKOl0 MOBOMO Bifg 12 kBiTHA 2021 poky; IHopmauyiiiHuii nnctok i popma iHchopmoBaHoOI
3roam, ana cragii 2, sepcia VS5UKR(ru)1.0 Big 05 kBiTHA 2021 poKy, nepeksiag pociicbKoo MOBOIO Bij
12 kBiTHA 2021 poKy; IHpopmauLiiiHMii NNCTOK | hopMa iH(hopmoBaHOI 3rogn BariTHOT NApTHEPKMU Ha
npoBefeHHs aHasli3y Ha BariTHICTb i BignoBigHe nogasnblie crnocTepexeHHA, Bepcia V2.0UKR(uk)1.0
Big 05 KBiTHA 2021 poKy, nepeknag yKpaiHCbKO MOBOI Bif, 09 kBiTHA 2021 poky; IHchopmauiiHuia
nnctok i popma iHhopmoBaHOI 3rogu BariTHOI MapTHEPKN Ha NPOBeAEHHA aHasli3y Ha BariTHICTb i
BignoBigHe noganblue crnocrepexeHHs, Bepcia V2.0UKR(ru)l1.0 Big 05 kBiTHA 2021 poKy, nepeknap,
pociiicbkoto moBoto Big 09 kBiTHA 2021 poky; KapTka yyacHuKa gocnipgxeHHs, Bepcia 3.0 Big 29 ciuHsA
2021, nepeknapg, ykpalHCbKOI0 MOBOIO Bif, 12 KBiTHA 2021; KapTKka y4acHukKa gocnigpxeHHs, sepcia 3.0
Big 29 ciuHa 2021, nepeknag pociiicbkolo MoBOK Big 12 kBiTHA 2021 [0 NPOTOKOAY KIHIYHOMO
pocnipkeHHs «baraToueHTpoBe, paHAOMiI30BaHe, MoABiliHe chine, nnaueb60-KOHTPOsIbOBaHE  KAiHIYHE
pocnipkeHHa a3 Il gna ouiHkym ed)eKTMBHOCTI Ta 6e3neyHocTi npenapatry CBP-307 y naujieHTiB i3
BMpa3koBuM KonitoM (BK) cepeHbOro ta BaXKoro cTyneHs», kog gocnimkeHHs CBP-307CN002, sepcis 5.0
Big 17 rpyaHsa 2019 poky; cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

3anBHuK - MignpuemcTso 3 100% iHo3eMHOI iHBecTuLjeln «AVK'HOBIA PAC YkpaiHa»

53. OHoBneHwuid MpoTokon pocnipkeHHA — Mpotokon NN1436-4478, Bepcia 3.0 ciHanbHa, Big 14
KBiTHA 2021 p. (Protocol NN1436-4478, version 3.0, Final, dated 14 Apr 2021). CynyTHi matepianu,
O MOXYTb HaflaBaTUCb NaLi€eHTaM — KaTasior CTapTOBOro Habopy ydyacHuUKa aocnigkeHHs, piHanbHa
Bepcia 1.0-UA(UK) Big, 21 kBiTHA 2021 p., YKpPAIHCLKOIO MOBOIO [0 MPOTOKOJY KNiHIYHOTO AOCNiLKEHHS
«26-TKHEBe AocnigpKeHHs edeKTMBHOCTI Ta 6e3nekun WOoTWXHEBOro Npuitomy iHCyniHy alikogek (icodec) y
MOPIBHSAHHI 3 LOAEHHUM NpUiioMoM IHCYNiHy aerntogek (degludec) y nauieHTiB 3 LyKpoBUM giabeTom 2-ro
UMy, SAKi NiKyloTbCA 6asasibHUM iHCY/IiHOM 3 abo 6e3 3acToCyBaHHS HEeiHCYNIHOBUX NpOTUAiabeTUYHNX
npenaparTis»., kog gocnigxeHHss NN1436-4478, sepcia 2.0, chiHasbHa, Big 30 ictonaga 2020 p.; CnoHcop -
Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBo Hopgick YkpaiHa»

54. OHOBANEHNIT NPOTOKO KNiHiYHOro BunpoGysaHHA HLX10-005-SCLC301, Bepcia 4.0 Big 05 ntotoro
2021 poky; Bpowypa pocnigHuka gna HLX10, Bepcia 4.1 Big 25 xoBTHA 2020 poky; dopma
iHhopMoBaHOI 3rogn ANA ydyacTti Y KNiHIYUHOMY HayKOBOMY AOCAiMKeHHi, Mmofgenb ANA YKpaiHu,
Bepcia 5.0 Big 30 Gepe3sHa 2021 poky (yKpaiHCbKO Ta pociiicbkoio moBamu); fogatkoBa chopma
iHhopMoOBaHOI 3roau Ha NikyBaHHsA NicnsA nporpecyBaHHA 3axBOpPlOBaHHA (HEOOGOB’A3KOBA), MoAesnb
ANnA YKpaiHu, Bepcia 4.0 Big 30 Gepe3Hsa 2021 poky (YKpaiHCbKOKO Ta POCiificbKOoo MoBamu) o0
MPOTOKOY KMIHIYHOTO AOC/iAKEHHS «PaHgoMi30BaHe MOABIHE chine 6araToUEHTPOBE [OCNIMKEHHS dhasu
[l ans NoOpiBHAHHA K/iHIYHOT edekTuBHOCTI Ta 6e3nedyHocTi HLX10 (pekoMGiHaHTHOro rymaHi3oBaHoro
MOHOK/OHa/IbHOro aHTuTiNa go PD-1 (aHTn-PD-1) ans iH'exuiin) B koMGiHauji 3 ximioTepanieto (kapboniaTuH
+ eTonos3ug) y paHile HenikoBaHWX MNauieHTiB 3 MOLWMPEHOK (DOPMOK APIGHOKMITUHHOIO paky JiereHi
(OKP)», ko gocnimpkeHHs HLX10-005-SCLC301, sepcist 3.0 Big 08 kBiTHA 2020 poky; crnoHcop - Shanghai
Henlius Biotech, Inc., China / LWaHxaii XeHniyc baioTek, IHk., Kutaii

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

55. OHOBNEHUI NPOTOKON KAiHIYHOro BUNpoGyBaHHA MK-3475-585 3 iHkopnopoBaHOK nonpaskoto 08
Big 16 kBiTHA 2021 p.aHrnilicbkolo moBoto; Bpowypa gocnigHuka MK-3475, BugaHHs 20 Big 08
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Gepe3HA 2021 poKy, aHrnilicbkolo MoBOO; YKpaiHa, MK-3475-585, Bepcis 03 Big 21 kBiTHA 2021 p.
YKpaiHCbKOIO MOBOIO, iH(POpMaLLif Ta AOKYMEHT Npo iHhopmoBaHy 3rogy Ans nauieHTa; YkpaiHa, MK-
3475-585, Bepcia 03 Big 21 kBiTHA 2021 p. pociiicbKold MOBO, iHhopMauis Ta [OKYMEHT npo
iHhopmoBaHy 3rogy ANA nauieHTa 40 NPOTOKO/Y KAIHIYHOrO AocnimpkeHHs «PaHgomizoBaHe, noAgiliHe-
cnine kniHiyHe pocnipkeHHa 1l dasn nemoéponizymady (MK-3475) ta ximiotepanii (XP a6o FP) B
NnopiBHAHHI 3 niauebo Ta ximiotepanieto (XP abo FP) B AkoCTi Heoan toBaHTHOro / afi'toBaHTHOIO JiKyBaHHS
nauieHTIB 3 aleHOKapLMHOMOK LUNYHKY Ta LUIYHKOBO-CTpaBoXxigHoro 3'‘egHaHHsa (LUC3) (KEYNOTE-585)»,
kof pocnigpxkeHHsa MK-3475-585, 3 iHkopnopoBaHoto nonpaskoto 07 Big 11 ciuHa 2021 poky; CnoHcop -
«Mepk Wapn EHA oym Kopn.», godipHe nignpmemctBo «Mepk EHp Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/, YKkpaiHa»

56. OHoBneHuii MpoTokon KniHiuHOro BuNpoG6yBaHHA 63935937MDS3001, 3 nonpaBkok 6 Big 01
KBIiTHA 2021 pOKy [0 NPOTOKOJTY KIHIYHOrO AOCNiMKEHHA «JocnimpKeHHA 3 OuiHkM npenapaty ImeTenbcrar
(GRN163L) y nikyBaHHi 3a/1€XHUX Bifg TpaHCysiil nauieHTiB 3 mienogucnaactnyHmm cuHgpomom (MAC) 3
CHU3bKUM» ab0 «MPOMDKHUM-1» CTyrneHem pu3nky 3a wkanot IPSS, 3 nporpecysaHHAM abo BiACYTHICTIO
BignoBsigi Ha  Tepanito  epuTponoes-ctumynoouMmy  areHtamm  (ECA)»,  kof  AOCNiAKEHHSA
63935937MDS3001, 3 nonpaskoto 5 Big 29 uepBHs 2020 poky; cnoHcop - MepoH KopnopeiiwH, CLUA / Geron
Corporation, USA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

57. OHOBNEHNI NPOTOKO/ K/iHIYHOrO BUMNPOGYBaHHsA, Bepcia 2.0 Big 11 nuctonaga 2020 poky
aHrniicbkoo mMoBoto; IHhopmauiiiHuii IMCTOK nauieHTa Ta chopma iHchopmoBaHoi 3rogu, Bepcis 3.0
Bif 19 6epe3Hs 2021 poKy yKpaiHCbKOLO Ta pociiicbkolo moBamMu; IHpopmauiliHMiA NMCTOK NauieHTa Ta
thopma iHbopmoOBaHOI 3rogn ANA MOAYNA FeHeTUYHOro AocnigkeHHs, Bepcia 1.0 Big 19 GepesHs
2021 poKy yKpaiHCbKOK Ta pocilficbkoo MoBamu; KapTka yyacHuKa K/iHIYHOrO [OC/ifKEHHS Ha
BMNaAO0K HaA3BUYalHOI cutyauii, Bepcis 2.0 Big 22 rpyaHs 2020 poKy yKpaiHCbKOK Ta pPOCIiiCbKOI
MoBaMu; 3arasibHa oLuiHKa CniBBIAHOLWEHHSA PU3MKY Ta KOPUCTI, Bepcisa 2.0 Big nuctonaga 2020 poky
aHrikcbKo MOBOIO; MoOAOBXEHHA TEPMiHY NPOBEAEHHSA KNiHIYHOro BUNPo6yBaHHA B YKpaiHi fo 26
ciuHa 2025 poky; BknlOuyeHHs [0[AaTKOBOrO A[OCAIAKYBAHOroO JikapcbKoro 3acoGy - Hipanapi6
(Niraparib)/ 3egxyna (Zejula) (L-001946812-005R, MK-4827, C1508283, GSK3985771), kancynu, 100
Mr, BUpoGHMKU: Mayne Pharma, Inc., CLLUA; Quotient Sciences - Philadelphia, LLC, CLUA; Shanghai
STA Pharmaceutical Product Co. Ltd., Kutait; Almac Clinical Services Limited, BenukoGpurtaHis;
Almac Clinical Services, CLUA; Almac Clinical Services (Ireland) Limited, IpnaHgif; BkntoueHHsA
[0AaTKOBOro AocCnigKyBaHOro nikapcbkoro sacooy — Mnaue6o go Hipanapioy (Niraparib)l 3empxyna
(Zejula), kancynu, Bupo6Huku: Patheon Inc., KaHaga; Mayne Pharma, Inc., CLLA; Quotient Sciences -
Philadelphia, LLC, CLLUA; Almac Clinical Services Limited, Benuko6putaHisi; Almac Clinical Services,
CWA; Almac Clinical Services (Ireland) Limited, IpnaHaif; Bk/IlOUYEeHHA [0[aTKOBOro
pocnipkyBaHoro Jiikapcbkoro 3acody - Hipanapio (Niraparib) (L-001946812-005R, MK-4827,
C1508283, GSK3985771), TaGsieTKn, BKPUTI NMIBKOBOIO 0GOJIOHKOW, 100 mr, BUpOOHMKU: Mayne
Pharma, Inc., CLLUA; Wuxi STA Pharmaceutical Co., Ltd., Kutaii; Almac Clinical Services Limited,
Benuko6puTtaHis; Almac Clinical Services, CLUA; Almac Clinical Services (Ireland) Limited, IpnaHgis;
GlaxoSmithKline Research & Development Limited, Benuko6purtaHifi; GlaxoSmithKline Research and
Development Limited, IpnaHgisa; GlaxoSmithKline LLC, CLUA; DHL Supply Chain (Ireland) Limited,
IpnaHpin; BKkioueHHA A0[aTKOBOro AOCigKyBaHOroO flikapcbkoro 3aco6y - Mnaue6o ao Hipanapioy
(Niraparib), Ta6neTku, BKpUTi NJ1iBKOBOIO 000/I0OHKOIO, BUPOGHUKU: Mayne Pharma, Inc., CLLUA; Wuxi
STA Pharmaceutical Co., Ltd., Kutaii; Almac Clinical Services Limited, Benuko6purtaHisa; Almac
Clinical Services, CLUA; Almac Clinical Services (Ireland) Limited, IpnaHpgis; GlaxoSmithKline
Research & Development Limited, Benuko6purtaHifi; GlaxoSmithKline Research and Development
Limited, IpnaHgia; GlaxoSmithKline LLC, CLUA; DHL Supply Chain (Ireland) Limited, Ipnanpgis;
Bpouypa gocnigHuka gocnifmpkysaHoro nikapcbkoro sacooy Hipanapi6 (Niraparib), Bepcia 11 Big 17
yepBHA 2020 pOKy aHrIiACbKOI MOBOLO; [locbe AOCMifAKyBaHOro nikapcbKkoro 3aco6y Hipanapi6
(Niraparib) y kancynax, Bepcia 10.0 Big BepecHA 2020 poKy aHIMiNCbKOK MOBOM; [locbe
pocnigpkyBaHoro siikapcbkoro 3aco6y Hipanapi6 (Niraparib) y TabneTtkax, Bepcisa 2.0 Big nunHa 2020
POKY aHrnificbko MOBOIO; 3pa30K MapKyBaHHA NepBUMHHOT ynakoBku gns Hipanapioy (Niraparib) a6o
BignosigHoro nnaue6o, kancynu, 100 mr, Big 16 notoro 2021 poKy yKpaiHCbKO MOBOIO; 3pa3ok
MapKyBaHHA NepBUHHOI ynakoBku ansa Hipanapioy (Niraparib) a6o BignoBigHoro nnawue6o, TadneTku,
100 wr, Big 12 6epe3Hsa 2021 poKy YKpaiHCbKOIO MOBOIO; [lOCb€e AOCNIAKYBAHOIO NMiKapCbKOro 3acooy
[octapnima6, Bepcia 7.0 Big Oepe3sHs 2021 poKy aHI/MIACbKOIO MOBOW; [loAaHHA Kopy
«GSK4057190A» oo onucy AocnifkyBaHOro sikapcbkoro saco6y: AJoctapnimaé (Dostarlimab) (TSR
042, WBP-285), po3unH ans iHdysiid, 500 mr/10 mn (50 mr/mn); 3anyuyeHHA BOAATKOBUX BUPOGHUUMX
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AINAHOK ANA fOCNigpKyBaHOro slikapcbKoro 3acooy floctapnima6 (Dostarlimab) (TSR 042, WBP-285),
po3uuH ansa indysiin, 500 mr/10 mn (50 mrimn): Fisher Clinical Services GmbH, HimeuunHa; Almac
Clinical Services Limited, BenukooputaHis; Almac Clinical Services, CLUA; Almac Clinical Services
(Ireland) Limited, lpnaHgia [0 NpPOTOKOMY KIIHIYHOTO AOCAiMKEHHs «PaHAoMmi3oBaHe noAgiliHe cnine
baratoueHTpoBe [ocnimkeHHa da3u 3 pocTtapnimadby (TSR-042) B kom6iHauii 3 kapbonnarvHOM i
nakniTakcesioM MOPIBHSAHO 3 niauebo B kOMGiHaUii 3 kKapbomiaTUHOM i MakAiTakcesioM y nauieHToK 3
peunavBHUM abo NepBUMHHMM MNOLUMPEHUM pakom eHgomeTpito (RUBY)», kog pocnigxeHHs 4010-03-001,
Bepcis 1.1 Big 13 6epesHa 2019 poky; cnoHcop - TESARO, Inc., CLUA

3aaBHnKk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIOANBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

58. OHoBeHuii MpPoTOKON KAiHIYHOro AocnimkeHHA, kog gocnimpkeHHA: FCZIDXIGIGI-01, Bepcia Ne 3
Big 03.03.2021; oHoBneHa IHhopmauis ana naudieHTa (iHPopmaLiiHMiA INCT yyacHUKa AOCHifKEHHS
Ta cpopma iHpopmoBaHOI 3roAuM nNalieHTa Ha yyacTb B K/iHIYHOMY AOCAIMKEHHI) YKpPaiHCbKOKO
MoBolo, Kof, aocnipkeHHs: FCZIDXIGIGI-01, sepcis Ne 3 Big 03.03.2021; oHoBneHa IHhopmauisa ana
nauieHTa (iHdpopMauifiHU NUCT y4acHUKa [OCiAKEHHA Ta hopMa iH(hopMOBaHOI 3roau nauieHTa Ha
yyacTb B K/1iHIYHOMY AOCNiAKeHHi) pociicbKolo MOBOIO, Kog, gocnimpxkeHHa: FCZ/DXIGIG/-01, Bepcis
Ne 3 Big 03.03.2021; oHoBneHa IHauBigyanbHa peecTpaudiiHa ¢opma, Kop A[OoCnimKeHHS:
FCZIDXIGIGI-01, Bepcia Ne 3 Big 03.03.2021; oHoBneHuit CuHoncuc [poTokony KniHiYHOro
pocnipkeHHs, kog pocnipkeHHsa: FCZIDXIGIGI-01, Bepcisa Ne 3 Big 03.03.2021; oHoBneHui LLogeHHUK
nayieHTa yKpaiHCbKOIO MOBOIO, Koa aocnipxkeHHA: FCZIDXIGIGI-01, Bepcia Ne 3 Big 03.03.2021;
OHOBAeHni LLoaeHHNK nawljieHTa pociicbKol MOBOIO, Kog pgocnipkeHHA: FCZIDXIGIGI-01, Bepcia Ne
3 Big 03.03.2021; MopoBXeHHA TepMiHY NpUAATHOCTI [OCAIMKYBaHOro NikapcbKoro 3acooy [fekca-
3popoB’A, renb, 3 30 po 36 wmicAuwiB; oHoBneHwii Po3gin 3.2.P.8 «Crta6iNnbHiCTb» AOCbE
AocnipKyBaHOro niikapcbKoro 3aco6y [fekca-3a0poB’s, renb, kog 122/CT/24/18/UA, Bepcia 03/2021;
OHOB/IeHUI TeKCT MapKyBaHHAA MEePBUHHOI YynakoBku (Ty6a) pAns  KAiHIYHUX BUNPOGyBaHb
AocnigpKyBaHOro ikapcbkoro 3aco6y [fekca-300poB’a, renb, Bepcia 03/2021; oHoBneHuii 3pasok
€TUKETKU ANA KNiHIYHUX AochifKeHb AOCNIMKYBaHOro nikapcbKoro sacoody [ekca-300poB’sa, refb,
Bepcifa 03/2021; smiHa BignoBiganbHoro gocnigHuka i Micua npoBefieHHA KNiHIYUHOro BUNPOOYBaHHS:
Byno- nikap opTtoneg-tpaBmatonor — MasHsakoB Cepriii MuxaiinoBuu KomyHasibHe HekomepuiiiHe
nignpnemcteo «Micbka KiiHiuHa GaratonpodpinbHa nikapHA Ne 17» XapkiBCbKOi MiCbKOi pagw,
TpaBMaTosioriuHe BiggineHHA, npocn. MockoBCbKuid, 6ya. 195, M. XapkiB, 61037, YkpaiHa; Ctano-
3aBifgyBay 00/1aCHOrO JliKyBa/lbHO-AiarHOCTMYHOIO PEeBMATO/IONYHOrO LEeHTPY - MoppieHko OneHa
BiktopiBHa KomyHanbHe nignpnemctBo «lontaBcbka oGslacHa KhiHiyHa nikapHa im. M.B.
CknichocoBcbkoro lMontaBcbkoi  o6GnacHoOi  pagu», O06GMacHWii  NiKkyBa/ibHO-AiarHOCTUYHUIA
peBMaTonoriyHuii ueHTp, M. MonTtaBa, Byn. LleBueHka, 23, 36011, YkpaiHa A0 NPOTOKO/Y KAiHIYHOrO
pocnimpkeHHs «lopiBHANbHA OLiHKa eeKTUBHOCTI Ta nepeHocuMocTi npenapaty Aekca-3a40poB'a, refb
BMpoGHMLUTBa TOB «dapmaleBTnyHa KOMNaHisa «340poB'a» Ta npenaparty EHaHresnb, refb BMPOGHMLTBA
kKomnaHil «Laboratorios Menarini, S.A.» y nauieHTiB 3 TpaBMaTUYHUMMK YLUKOMKEHHAMMU CYXOXUbHO-
3B'A3KOBOr0 anapaty», koA pgocnipkeHHs FCZIDXIGIGI-01, Bepcia npotokony Ne 2 Big 14.12.2019;
CroHcop - ToBapnCTBO 3 0OMEXEHO0 BiAMNOBiAANbLHICTIO «PapmaleBTUYHA KOMMaHisa «340poB'a», YkpaiHa

3asBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAA/IbHICTIO «DapMaueBTUYHa KoMNaHis «340poB'a», YkpaiHa

BYNO CTANO

nikap MasHsikos C. M. 3aB. LeHTpy MNopaieHko O. B.

KomyHanbHe  HekomepuiiiHe  nignpuemctBo | KomyHasibHe  nignpuemctBo  «lMonTaBcbka

«Micbka KniHiyHa GaratonpodpinbHa nikapHa Ne | o6nacHa KniHiYHa nikapHa im.

17» XapkiBCbKOT MiCbKOi pagun, | M.B. CknichocoBcbKOro MonTtaBcbKol

TpaBmaTosioriyHe BigAineHHs M. XapkiB o6nacHoi paau», o06GnacHWii JNiKyBa/lbHO-
[iarHOCTMUHMIA PEeBMAaTOJNIONIYHUIA LIEeHTP, M.
MonrtaBa
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