Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KAiHIYHUX BUNPOGYBaHb, PO3rAAHYTMX Ha 3acigaHHax HEP Ne03 Big 11.02.2021,
HTP N204 Big 11.02.2021, Ha siKi 6yn11 OTPUMaHi MO3UTUBHI BUCHOBKMN EKCMNEPTIB.»

1. «[JocnigpkeHHsa I/l hasu, Wo NnpoBoAUTLCA 3 METOK BUBYEHHSA (hapMakoKiHeETUYHUX | hapMakogHaMibYHNX
B/MIACTUBOCTEN, a TaKOX OL|iHKM 6e3neYHOCTi M eddeKTMBHOCTI Map3enTtakory anbga (aKkTUBOBAHOrO) npu
NiKyBaHHI eni3oguyHMX KpPOBOTEY Y Maui€HTIB 3i CNaAKoBUMMM MOPYLUEHHSIMW 3rOpTaHHS KpOBi», Kof4
pocnipkeHHss MAA-202, pepakuis Big 19 yepsHs 2020 p., okanbHa nonpaeka 1.0 40 NPOTOKOMY KNiHIYHOIO
BMNpPOGYBaHHA (Nuwe ans Ykpaiiu) Big 04 ciyHa 2021 p., cnoHcop - «KeTenicT bailocaieHcns
IHKopnopeliTea» [Catalyst Biosciences, Inc.], CLUA

®aza - I/l

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

No M.1.6. BignoBigasibHOro AoCNiAHMKA

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. O.M.H. CtacuwmH O.B.

[JepxaBHa ycTaHoBa «|HCTUTYT NaToOrii KpOBi Ta TpaHCy3iliHOT MeanumHM HauioHasibHOT akagemil
MeMYHNX HayK YKpaiHW», BiAAI/IEHHA Xipypril Ta KiHiYHOT TpaHcdy3ionorii, M. JIbBiB

2. «ocnimkeHHs casu Il ansa ouiHK1 edpeKTMBHOCTI Ta 6e3neyHOCTi Map3enTakory asbga (akTMBOBaHOr0)
ONSA NigWwKipHoro BBEAEHHSI MPU fliKyBaHHI Ha BUMOrY Ta KOHTPO/IO €ni3ofiB KpoBOTEY Yy MalieHTiB 3
remocpinieto A abo remocpinieto B, 3 iHribiTopamu: gocnigxeHHs KpimcoH 1 [Crimson 1]», Kog A0CiAKEHHS
MAA-304, lNonpaska 1.0, 02 yepBHA 2020, JlokanbHa nonpaska MAA-304, Bepcisa 1.1 Big 04 ciuHa 2021 poky
(nvwe gnsa Ykpaidu), cnoHcop - «KeTtenicT BaiiocalieHcns, IHkoprnopeliTea» [Catalyst Biosciences, Inc.], CLUA
da3za - lll

3anBHUK - TOBAPUCTBO 3 06MEXEHO0 BiANOBiAaNbHICTI0 «MEAMENC YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1 K.M.H. ABep'aHoB €.B.

KomyHasibHe HekomepuiliHe mignpueMcTBO «KuiBCbka Micbka KiHiYHA nikapHA Ne9» BWKOHaBYOro
opraHy KuiBcbKOi MicbKOi paan (KMIBCbKOI MICbKOI AepXaBHOI agmiHicTpauil), MiCcbkuin HayKoBoO-
NPaKTUYHWIA LEHTP AiarHOCTUKM Ta NIiKyBaHHS XBOPUX 3 NATO/OriE0 remocTasy, M. Kuis

2 nikap Mununexko I'.B.

KomMyHanilbHEe HekoMepuiiHe nianpueMCTBO «Yepkacbkuii 06M1acHMIA  OHKOMOTIYHWIA - AucnaHcep
Uepkacbkoi o6nacHOi pagun», O6nacHuii NikyBaslbHO-AiarHOCTUYHUIA TeMaTosIoNYHNIA  LEHTP,

M. Yepkacu

3 A.M.H. CtacuwmH O.B.

JepxaBHa ycTaHoBa «IHCTUTYT naTosorii KPOBi Ta TpaHCY3iNHOT MeanUUHK HauioHannbHOT akagemii
MeAMYHNX HayK YKpaiHWy», BiAAINIEHHSA 3ara/ibHOl Ta reMaTosorivyHoi Xipyprii, M. J1bBiB

3. «PaHpgowmizoBaHe, noggiiiHe cnine, nnaueb0-kOHTPO/IbOBaHE AOCAIMKEHHS B MapasiefnlbHux rpynax,
TPUBAICTIO 12 TWXHIB Yy NaLUiEHTIB 3 igMonaTtuyHuMm siereHesnmM pibposom (I/19) Ana ouiHkM edeKTUBHOCTI,
6e3neyHoCTi i nepeHocumocTi npenapaty Bl 1015550 npu nepopasibHOMY NpUitoMi», kog, AocnigxkeHHs 1305-
0013, Bepcis 3.0 Big 02 yepBHs 2020 poky., cnoHcop - «bepiHrep IHrenbxaiim PLIB Tm6X eHg Ko KIM», AcTpist /
Boehringer Ingelheim RCV GmbH & Co KG, Austria

da3za -l

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

Ne MN.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAEeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. benocnyauesa K.O.

KomyHanibHe HekomepuiliHe nignpuemMcTBo «Micbka KfiHiYHa NikapHSA Ne6» [HIMPOBCLKOI MiCbKOT
pagun, TepaneBTMYHE BigdiNeHHs, [epxaBHuii 3aknag «[HinponeTpoBCbka MeAMyYHa akagemis
MiHiCTEepCTBa OXOPOHW 310POB's YKpaiHuy», kadepa BHYTPIWHbOT MeanuLmMHN 1, M. AHinpo




4. «PaHgomizoBaHe noggiliHe chnine niaueb60-KOHTPObOBaHE [AOCAIMKEHHA ha3n 3 478 OUiHKKM
edheKkTMBHOCTI, 6€e3NneYHOCTi Ta NepeHOCUMOCTi npenaparty BpeHcokaTib, L0 3aCTOCOBYETLCHA OAMH pa3 Ha
OEHb BMPOAOBX 52 TUXKHIB y NALEHTIB i3 HEMYKOBICLMAO3HUM GPOHXOEKTa3oM - gocnigpkeHHs ASPEN», koa
pocnigpkeHHs INS1007-301, Bepcia 1.0 Big 31 nunHa 2020 p., cnoHcop - «lHcmen IHkopnopenTen», CLUA
(Insmed Incorporated, USA)

®a3za - Il
3asaBHUK - ToBapncTBO 3 O6MEXeHOH BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapm-
YKkpaiHa»
No M.1.6. BignoBigasbHOro AocnigHMKa
n/n HasBa Micus npoBefeHHS KiHIYHOro BUNPO6yBaHHS
1 K.M.H. Bnaxko B.1.
KomyHanbHe HekomepuiliHe mignpuemctBo «Micbka KniHiuHa nikapHsa Nel3» XapkiBCbKOi MiCbKOT
paau, NynbMOHOOrYHe BigAineHHs Ne2, M. Xapkis
2 O.M.H., npod. AwwuHa 1.0.
[JepxaBHa ycTtaHoBa «HauioHanbHWUiA HCTUTYT oTusiatpii i nynbmoHonorii im. ®.I. AHOBCbKOro
HauioHanbHOT akagemii MeAMyYHUX HayK YKpaiHu», BigaineHHs AiarHOCTWKM, Tepanii Ta KAiHIYHOI
hapmakonorii 3axBoproBaHb siereHb, M. Knis
3 K.M.H. Knanoyx B.O.
KomyHasibHe HEKOMEpLUiiHE MiANPUEMCTBO XapKiBCbKOT 061acHOi paan «O6nacHa KniHivHa nikapHsa»,
ny/bMO-a/1eprosioriyHe BigAiNIeHHs 3 iIMyHONOTNYHUMN Ta TepaneBTUYHUMN NidKKamu, M. XapkiB
4 K.M.H. Jlebegp K.M.
KomyHaslbHe  HekomepuiiHe  NignpUEMCTBO  «XEpPCOHCbKa MiCbka  KiHIYHA  JliKapHa M.
€.€. Kapabenela» XepCcoHCbKOT MICbKOT paau, NyNbMoTepaneBTMYHe BiA4i/IEHHS, M. XEePCOH
5 nikap CmonsHuin O.1N.
KomMyHanlbHEe HekoMepuiiHe nignpuemcTBo «Opecbka ob6nacHa KiHiYHa nikapHsa»  OfecbKoi
06/1aCHOI paamn», Ny/IbMOHO/OrIYHE BiagineHHs, m. Ogeca
6 nikap Bunoecbka B.B.
KoMyHasibHEe HeKoMepuiitHe mMeguyHe NianpUMEMCTBO «KpemeHuylbka nepla MiCbka NikapHs iM.
O.T. boraeBcbKoro», Ny/IbMOHO/IONYHE BifAi/IeHHSA, M. KpeMeHuyK
7 K.M.H. MaHiHa C.C.
KniHika [epxXaBHOi YyCTaHOBU «YKpPaiHCbKUA [OepXaBHUI HayKOBO-AOCMIAHWUIA IHCTUTYT MeOuKo-
coujasibHMX npo6nem iHBaNigHOCTI MiHiCTepcTBa OXOPOHW 300pPOB'A YKpaiHW», TepaneBTU4YHe
BigAiNeHHs, M. AHINpo
8 A.M.H. OcTpoBCbkuiA M.M.
KomyHasibHe HekomepUiiHe NigNPUEMCTBO «IBaHO-PpaHKiBCbKMiA obnacHuii
pTM3ioNyIbMOHOMOTIYHNIA LEeHTP IBaHO-PpaHKiBCbKOT 061acHOT paan», Big4isieHHs nysbMOHONOrI
No2, M. IBaHO-®PpaHKiBCbK
9 K.M.H. Hopeliko B.A.
JlikyBanbHo-giarHocTnyHMiA ueHTp «XENCI EHA XEI» ToBapncTBa 3 06MEXEHOI0 BifgNoBiAa/IbHICTIO
«XENCI EHA XEMI», MeaudHwii KNiHIYHWIA [OCNIAHULBKMIA LEHTP, Big4in NyNbMOHOMONT i
anepronorii, M. Kuis

5. «baraToueHTpoBe, 3 OLHUM pPYKaBOM JliKyBaHHA, BigKpuUTe, [AOBroTpMBasie K/iHiYHE [AOCNIAXKEHHS
CrocTepexeHHss 6e3neyvyHocTi Cenekcinary y y4yacHuKiB, siki 6pann yyacTb Yy nonepeaHboMy KAiHiYHOMY
pocnimpkeHHi Cenekcinary», kof, aocnigpkeHHst 67896049PUH3001, sepcis 1.0 Big 04.03.2020 p., cnoHcop -
«AHCCEH ®APMALIEBTUKA HB>», benbris

®aza-Ill b

3asBHuK - «AHCCEH ®APMALEBTVIKA HB», benbris

No M.1.B. BignoBiganbHOro gocnigHmka
n/n Hasga Micusi npoBefeHHs KIiHIYHOrO BUNPO6YyBaHHSA
1 K.M.H., 3aB. Big. bnaxko B.I.

KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka KniHiyHa nikapHa Nel3» XapkiBCbKOi MiCbKOT
paau, nynbsmMoHonoriyHe BiggisieHHsa No2, M. Xapkis




6. «PaHgomizoBaHe noAgiliHe cnine nnaue60-KOHTPONbOBaHe GaraToueHTpoBe AocnimpkeHHs dasm I gns
OLiHKN edpeKTMBHOCTI Ta 6e3neyHocTi GDC-9545 y komGiHauii 3 Nas6oumKNiboM NopiBHAHO 3 KOMOGIHALED
netposony Ta nanbouuknidy Yy nauieHTiB 3  ecTporeH-peuentop-no3uTuBHUM, HER2-HeraTMBHUM
MiCLLEBOMOLLMPEHUM Y MeTacTaTUyHUM pakoM MOJIOYHOT 3a/103U», Kog AocnimxkeHHs BO41843, sepcia 1 Big,
14 ntotoro 2020 p., cnoHcop - ®.XodhchmaHH-/1a Pow /T4, LBseliuapis

®asza - Il

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

No M.1.6. BignosiganbHOro gocnigHnkKa

n/n Ha3Ba Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS

1. K.M.H. Agamuyk ".A.

KomyHanbHe nignpuemMcTBo «KpMBOPI3bKWMIA  OHKOMOTIYHWUIA — gucnaHcep»  [HiNponeTpoBCbKOI
06nacHol paan», XimioTepaneBTuYHe BiafineHHs, m. Kpusuii Pir

2. | nikap bep3soin O.A.

KomyHanlbHE HeKoMepuiiiHe nignpuemcTBo «Ogecbka ob6GnacHa KhiHiYHa nikapHs» OfecbKoi
o6nacHol paan», BiaaineHHsa TopakanbHOI Xipyprii, M. Ogeca

3. | A.M.H., npodp. BoHaapeHko |.M.

KomMyHasilbHe HeKkoMepLiiiHe nignpuemcTBo «Micbka KniHiyHa nikapHa Ne 4» [IHINPOBCbLKOT MiCbKOT
pagm», MiCbKWii XiMioTepaneBTUYHMIA LeHTp, M. [IHiNpo

4. | A.M.H., npodp. AyaHiyeHko O.C.

[epxaBHa ycTaHoBa «IHCTUTYT 3ara/sibHOi Ta HeBigkiagHoi Xipyprii imeHi B.T. 3aliueBa
HauioHanbHOT akagemii MeguuHuX Hayk YkpaiHu», BigdineHHs THIWHOT Xipyprii Ha 25 nikok 3
nasiaTo IHTEHCMBHOI Tepanii Ha 6 NixoK, XapkKiBCcbka MeAnyHa akagemis nicnaguniomMHol oCBiTH,
Kapepa oHKoNorii Ta ANTAY0T OHKOJOTIT, M. XapkKiB

5. | o.m.H., npodh. KpmxaHiscbka A.€.

KomyHanbHe HekomepLiiHe nignpueMcTBo «lprkapnaTcbkuid KiHIYHWA OHKONOrYHWI LeHTp IBaHo-
dpaHKiBCbKOT 06M1acCHOI pagu», MamosIoriyHe BIAA4ISIEHHS, |BaHO-®paHKIBCbKMIA HaLiOHaIbHWIA
MeANYHUI YHIBEPCUTET, kKadleapa OHKONOriT, M. |IBaHO-DpaHKIBCbK

6. | nikap KypoukiH A.B.

KomyHasibHe HekoMepLiiiHe nignprmemcTBo CyMCbKOi 061acHOT pagy CyMCbKWii 06/1aCHUIA KNiHIYHWIA
OHKOJIOTIYHWIA AncnaHcep, AMcnaHcepHe BigAdiNeHHa 3 AeHHVMM CTauioHapoM XiMioTepaneBTUYHOro
npodinto, m. Cymm

7. «PaHgowmizoBaHe, noggiiHe-cnine, 6araToLeHTpoBe, Nnaueb0-KOHTPO/IbOBaHe AO0CNiAKEHHs dasn 3 3
BIAKPUTUM NepiogoM AN OUiHKM eeKTUBHOCTI Ta 6e3neyHocTi iHeGinisymady y Aopocnnx nauieHTiB 3
MiacTeHi€eto rpasic», kog gocnimkeHHsn VIB0551.P3.S1, Bepcis 3.0, 24 yepsHsa 2020 p., cnoHcop - Biena baiio,
IHk., CLLUA (Viela Bio, Inc., USA)

®a3za - Il

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiAaNbHICTIO «MEAMENC YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHunka,

n/n HasBa Micusl npoBeAeHHS KIHIYHOrO BUNPO6YBaHHS
1 nikap Cemepsk O.M.
KomyHasnibHe HekomepuiiiHe nignpuemMcTBO JIbBIBCbKOI 06s1acHOi pagn «JlbBiBCbka oOb6nacHa
KNiHiYHa NikapHs», HEBPO/OTrivyHe BigaiNneHHs, M. JIbBiB
2 K.M.H. Kanbbyc O.l.
KoMyHasibHe MignpuemMcTBO «/[HINPONeTpoBCbka ob6nacHa KiHiuHa nikapHs im. |.I. MeyHikoBa»
[HinponeTpoBCbKOi 06NacHOi paau», BiadiNeHHs Hesponorii Nel, J[epxaBHuUin 3aknapg,
«[JHinponeTpoBcbKa MeanyHa akagemMis MO3 YkpaiHuy», kadpegpa Hespoorii, M. IHINpo
3 K.M.H. Wynera O.4.
KomMyHasibHe nignpnemMcTBo «BonnHcbka ob1acHa KniHivHa nikapHs» BonnHCLKOT 061acHOT pagu,
HeBPOJIOriYHe BigaineHHs, M. JTyubk
4 K.M.H., gou. JopoweHko O.0.
ToBapucTBo 3 O6GMEXEHOK BIAMNOBIAa/bHICTIO «Hellpo noban», niKyBaslbHO-AiarHOCTUYHNIA
ueHTp «Heipo-noban», IBaHo-®OpaHkiBCbka 06/1., M. IBaHO-PpaHKIBCbK, €. KpuxiBLi

8. «PaHpowmizoBaHe, nnauebo-kOHTPOIbOBaHe, NOABIiHE cnine, y napanenbHuX rpynax, nowykose, dasa 2,
JocnimpkeHHa edekTMBHOCTI i 6e3neyHocTi npenapaty AMT-101 ansd nepopasibHOro 3acToCyBaHHA Y
noefHaHHi 3 aganimymaboM y nauieHTiB 3 BUPA3KOBUM KOMITOM CepefHboro abo TSXKKOro CTyneHs», Kof



pocnipkeHHa AMT-101-203, sepcisa 2.0 Big 30 BepecHs 2020 poky., cnoHcop - Applied Molecular Transport
Inc. /«Ennaiig Monekbtonap TpeHcnopT IHK.», CLUA

®a3za -l

3asaBHUK - TOB «biomanac», YkpaiHa

No M.1.6. BigNoBiga/IbHOrO AOCNIAHKKA,

n/n Ha3Ba Micus npoBefeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1. | o.m.H., npodh. 3axapaw HO.M

MeanyHWii UEeHTp TOBapuCTBa 3 0OMEXEHOK BiAMnoBiga/IbHICTIO «[apMOHIs Kpacw», BiA4i/TEHHS
KMIHIYHUX BUNPOByBaHb, M. Kuis

9. «da3za 2A, paHgomi3oBaHe, NoABiHe cnine, naauebo-KOHTPOIbOBaHe, baraToueHTpoBe AOCAIMKEHHS 3
BM3HAYEHHS ONTMMasIbHOT 4031 A/151 OLiHKM 6e3neYvHOoCTi Ta edhekTnBHOCTI npenapaty ATI 2173 y kombGiHaUii 3
TEeHooBIpY AN30MpoKCcKy hymapaToM y NauieHTiB 3 XPOHIUHOL iHGEKLE Bipycy renatuTty B Ta y naujieHTiB
3 KoiHGbekLieto Bipycy renatuty D», koa gocnimpkeHHs ANTT201, sepcis 1.1, Big 07 rpyaHs 2020 poky, COHCop
- AHTioc TepanesTikc IHK., CLLUA / Antios Therapeutics, Inc., USA

®a3za-lla

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne MM.1.6. BignoBigaLHOro gocnigHuKa
n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNpo6yBaHHS
1 K.M.H. AHacTacii |.A.

MeanyHWiA LEeHTP TOBapuCTBa 3 OOMEXEHOH BiAMNOBIAALHICTIO «[[@pMOHIS Kpacu», BigdiNeHHs
KNiHIYHNX BUNPO6YBaHb, M. KniB

10. «PaHgomizoBaHe, noagiiHe crine, nnauebo-KoOHTPO/IbOBaHe, HGaraTOLEeHTPOBE KiHIYHE A0CNImKEHHS
chasn 2 3 METOH OLiHKM edDEKTMBHOCTI Ta 6€3NeYHOCTi NerueTakonsaHy y nauieHTiB 3 6iYHMM aMioTPOgRiYHNM
ckneposom (BAC)», koa gocnigpxkeHHss APL2-ALS-206, nonpaska 3.0 Big 27 nunHs 2020 p., cnoHcop - Anennic
dapmacsktoTikanc IHk., CLUA (Apellis Pharmaceuticals, Inc., USA)

®a3za -l

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

No M.1.B. BignoBiganbHOro gocnigHnka
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS
1 K.M.H. Micoubka O.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBposorii, ncuxiatpii Ta Hapkonorii HauioHanbHOI akagemii
MeANYHUX HayK YKpaiHuw», BigAieHHs ayTOIMyHHUX Ta AereHepaTtMBHUX 3axBOPIOBaHb HEPBOBOI
cucTemu, M. Xapkis

2 4.M.H. MypaToBa T.M.

LIeHTp pEeKOHCTPYKTMBHOI Ta BiAHOBHOT MeauuuHu (YHiBepcuTeTcbka K/iHika) OpfecbKoro
HaLlioHa1bHOro MeINYHOr0 YHIBEPCUTETY, HEBPOJOTiYHE BiAAiNeHHs, M. Ogeca

3 O.M.H., npod. Byyakuniicbka H.M.

KomyHaslbHe HekomepuiiiHe MigNpUEMCTBO «3anopidbka o6s1iacHa KiiHiYHA ikapHs» 3anopi3bKoi
obnacHoi paau, BiggineHHa Hesponorii Nel, [lepxaBHWin 3aknag «3anopidbka MeguyHa akagemis
nicnsAMnIOMHOI OCBITM MiHICTEpCTBa OXOPOHM 340POB'S YKpaiHu», kadeapa HepBOBMX XBOPOO,

M. 3anopixoks

11. «PAHOOMI3OBAHE, BIOKPUTE, BAFATOUEHTPOBE AOOCHNIIKEHHA ®A3M 11 ANA OUIHKW
E®EKTUBHOCTI TA BE3MEYHOCTI GDC-9545 Y T[IOPIBHAHHI 3 BWBPAHOKD J1IKAPEM
EHOOKPNHHOKO MOHOTEPAMIED Y MALIEHTIB 13 PAHIWE IKOBAHVM ECTPOIEH-PELIEMTOP-
NOo3NTBHMM, HER2-HETATUBHMM MICLEBO-MOWWNPEHM ABO METACTATWYHVM PAKOM
MOJIOYHOI 3AN03W», kog pocnimkeHHss WO42312, sepcia 1 Big 15 TpasHa 2020 p., CroHCop -
®.XothbdpmanH-/1sa Pow /114, LWBeliyapis

Pa3za -l

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

No M.1.6. BignoBigaibHOro AoCnNiAHMKA
n/n Hasga Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS
1 | K.M.H., 3aB. Big. Mpu6ay C.M.




KomMyHanbHe HekoMepuiiHe nignprMemctBo KuiBCcbKoi 061acHoi paan «KuiBCcbkuii o6nacHuiA
OHKOJIOTIYHWIA AMcnaHcep», MaMosioriyHe BigaineHHs, M. Kuis

2 | nikap KypoukiH A.B.
KomyHasnibHe HekomepLiiHe nignpuemcTBo CymcbKoi o61acHoi paam CyMCbKUii 061acHWI KNiHIYHWIA
OHKOJIOTIYHWIA AnucnaHcep, AucnaHcepHe BiA4iNeHHsA 3 AeHHWM cTauioHapoM XimioTepaneBTUYHOro
npodpinto, m. Cymm

3 | nikap NMineybka O.M.
KomyHanbHe HekomepuiiHe NignpueMcTBo «XXUTOMUPCbKMUIA 06/1acHW OHKOMOFIYHWIA AnucnaHcep»
YKutomupcbkoi o61acHoi paau, XimioTepaneBTUYHe BigdineHHs, M. XKutomup

4 | a.M.H. OcuHcbkmin O.C.
KomyHasibHe HekomepujiliHe MiagnpueMCTBO «KWIBCbKUIA MICBKUIA KMiHIYHWIA OHKOMOTIYHUIA LIEHTP»
BVKOHaBYOro opraHy KuiBcbkoi Micbkol paau (KuiBCbKOT MICbKOI AepaBHOI afMiHicTpadir),
BiAA4i/IeHHs XiMioTepanii AeHHOro nepebyBaHHsA XBOpUX, M. Kuis

5 | nikap Mepenagsa C.B.
JepxaBHa yctaHoBa «IHCTUTYT MeaunyHOI pazionorii Ta oHkosorii im. C.I1. I'purop’eBa HauioHansHOT
akajemii MeiM4HNX HayK YKpaiHu», BigAiNeHHa KNiHIYHOT OHKOJIOTIT i remartonorii, M. Xapkis

12. «PaHgomizoBaHe, noagiiHe chnine, nnauebo-KOHTPOo/bOBaHe AOCNiMKeHHs dasn 3 AN BUBYEHHS
npenapaTty Debio 1143 B kombGiHauil 3 XimioTepani€elo Ha OCHOBI npenapaTiB niaTvHW Ta NPOMEHEBOD
Tepanieto 3 MOAY/TbOBAHWUM 3@ iIHTEHCUBHICTIO MYyYKOM | CTaHAAPTHUM (PpakLioHYBaHHAM Y NaLieHTIB i3 MiCLLeBO
PO3MNOBCIOKEHOK MIOCKOKNITUHHOIO KapLMHOMOK T0/1I0BM Ta WKW, WO BiANOBi4ATbL KpuUTepiam ans
paavkansHol ximionpomeHesoi Tepanii (TrilynX)», kog gocnigpkeHHsa Debio1143-SCCHN-301, sepcisa 4.0 Big
23 nunHA 2020 p. 3 nonpaskamu 1-3, cnoHcop - Debiopharm International S.A., Switzerland (LLUefiuapis)
®a3za - Il

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

No M.1.6. BignoBiganbLHOro gocnigHuka,

n/n Ha3Ba Micus npoBefeHHs KAIHIYHOrO BUNPO6YBaHHS

1 nikap Cusak O.B.
ToBapuCcTBO 3 0OMEXEeHOK BianoBidasibHICTIO «MeanuHuiA UEeHTP iMeHi akagemika HOpis
MpokonoBuya CnikeHka», BiagineHHs oHKoxiMioTepanii, KniBcbka 06n1acTb, KNeBo-CBATOLUNHCHKWIA
paioH, c. KaniTaHiBka

2 K.M.H. lNoHoMapboBa O.B.
KomyHanibHe HekomepuiiHe NignpueMcTBO «KWUIBCbKMIA MICBKUIA KMIHIYHWIA OHKOMOFYHWIA LEHTP»
BukoHaB4yoro opraHy KuiBCbkOi Micbkoi pagu (KWiBCbKOI MICbKOT AepXaBHOI agmiHicTpauil),
BifgAiieHHs ximioTepanii Nel, M. KuiB

13. «PaHpgomizoBaHe, nopAgiiHe cnine, niauebo-KOHTPO/IbOBaHE AOC/MKEHHS ha3um 3  npenapary
AaposiyTamip, B ONOBHEHHA A0 aHAporeHaenpusauiiidoi Tepanii (ALAT) y nopiBHAHHI 3 nnaue6o nawc AATy
YOJIOBIKIB i3 MeTacTaTUYHMM rOPMOH-YYT/IMUBUM pakoM nepenmMixyposoi 3as103u (MMYPM3)», ko4 A0oCNifXKeHHA
21140, Bepcis Big, 24 BepecHs 2020 p., cnoHcop - Bayer Consumer Care AG, LUseiuapis
Pa3za - Il

3asBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

Ne
n/n

M.1.6. BigNOBIAa/ILHOrO AOCNIAHKKA,
HasBa Micu NpoBeAeHHS KNiHIYHOTO BUNPOBYBaHHS

1

anpekrtop IsaweHko MNM.b.

KomyHanibHe HekomepLuiiHe nignpuemMcTBO «KuiBCbKka MicbKa KNiHivHa nikapHs Ne3» BMKOHaBYOro
opraHy KuiBCbKOi Micbkoi paan (KMIBCbKOI MICbKOI AepXaBHOi agMmiHicTpauii), yponorivyHe
BigAiIeHHS, M. KuiB

3aB. BigAineHHsam Fonosko HO.C.
KomyHanbHe HekoMmepuiiHe nignpuemcTBo KuiBcbkoi o6nacHoi pagn «KuiBcbkuiA o6niacHuii
OHKOJIOTYHMI AMcnaHcep», BiaadineHHs abaoMiHanbHOI Xipyprii, M. Knis

anpekTtop MNMapamoHos B.B.
KomyHanbHe HekomepuiiiHe nignpnemMcTBo «Yepkacbkuii 06/1acHWil OHKOMOTiYHWI gucnaHcep
Uepkacbkoi 06n1acHoi pagm», O61acHUn LEHTP NAACTUYHOI PEKOHCTPYKTUBHOT Ta MaslIoiHBa3BHOI
OHKoyposorii, M. Yepkacu

14. «BigkpuTe paHAoMmi3oBaHe [HOCIMKEHHS 3 OUIHKM 6GIiOEKBIB/IEHTHOCTI

nikapcbkmMx npenaparis

«KNOBACK», kancynu tBepgi no 75 mr/75 mr (TOB HB® «MIKPOXIM», YkpaiHa) Ta «KOIMJIABIKC®»,




Tabnetkn, BKPUTI 060/10HKOK, No 75 mr/75 mr (CaHodi BiHTpon IHgoacTpia, ®paHuis) 3a yyacTio 340pOBUX
[06poBosbLiB», koA, AocnimkeHHa ASCL-TBE, Bepcis 2.0 Big 20.01.2021, cnoHcop - TOB HB® «MIKPOXIM»,
YkpaiHa

da3za - gocnimkeHHs 6i0ekBiBaSIEHTHOCTI

3asaBHUK - TOB HB® «MIKPOXIM», YkpaiHa

No M.1.b. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micusl NpoBeAEeHHS KAIHIYHOIO BUNPO6YBaHHS

1. | 3aB. Big. Bonkosa B.O.

JlikyBanbHo-giarHocTnyHniAi  ueHtp TOBAPUWCTBA 3 OBMEXXEHOK BIAMNOBIAANBHICTHO
«KNIHIKO-AIATHOCTUYHUIA LUEHTP «PAPMBIOTECT», cTauioHapHe BiAAiNeHHs
(TepaneBTnYHE), JlyraHcbKa 06/1., M. Py6ixHe

2. | 3aB. na6. MauwgeHko C.B.

BioaHanitnuHa nabopatopis TOBAPUCTBA 3 OBMEXEHOI BIAMNOBIAANTBHICTHO «KMIHIKO-
OIATHOCTUYHUA LIEHTP «®APMBIOTECT», JlyraHcbka 06/1., M. Py6ikHe

15. «KniHiyHe AoCnimKeHHS 3 BUBYEHHSI MEPEHOCMMOCTI Ta (hapMakoKiHETUKM NikapCbkoro 3acoby «C007/1»,
Tabnetku no 1, 2 Ta 5 mr, Bupo6bHULTBa TAB «IHTEPXIM», YKpaiHa 3 eckaniaujieto 403 3a y4acTio 340P0BUX
po6posonbyis (I haza)», kog gocnigpkeHHs C007/1, Bepcis 02 Big 30.12.2020, cnoHcop - ToBapucTBO 3
[onaTtkoBoto BignosigansHicTio “IHTEPXIM”, YkpaiHa

da3za - |

3asaBHUK - TOBApPUCTBO 3 A0AATKOBO BiAnosigasbHicTio «IHTEPXIM», YkpaiHa

No M.1.6. BignoBigasibHOro AocnigHvkKa

n/n Ha3Ba micLisl NpoBeAEeHHs KNiHIYHOIo BUNPOGYBaHHS

1 O.M.H., npod. 3ynaHeupb . A.

KniHiko-giarHoCTYHWiA LeHTp HauioHanbHOro dpapMaleBTUYHOIO YHIBEPCUTETY, Kadiegpa KAiHIYHOT
chapmakonorii Ta kniHiYHoi dhapmauii Heay, m. Xapkis

2 K.6.H. JliiHa B.B.

Na6opatopis capmakokiHeTukn (M. XapkiB) AN «depxaBHWiA ekcnepTHUA UeHTp MiHicTepcTBa
OXOPOHU 3[40POB’'st YKpaiHu», JlabopaTopisa hapMakoKiHETUKM, M. XapkiB

16. OHoBneHut po3pin «HAkicTb» [locbe AOCNIAKYBAHOIO JliKApCbKOro 3acol0y YnafaauuTuHiG
(ABT-494), Bepcia 10.0 C UA Big 31 cepnHa 2020 poKy; MoAoBXeHHs TepMiHy NpPUAATHOCTI
[ocnipKyBaHOro flikapcbKoro 3aco6y YnagauutuHio (ABT-494), Tabnetku XoBToro konbopy (ER-all)
15 mr go 60 wmicsauiB; MNopoBXeHHA TepMiHY NPUAATHOCTI AOCAIMAKYBAHOro NiKapcbKOro 3acooy
YnagauutuHio (ABT-494), TabneTkun xoBToro Konbopy (ER-all) 30 mr go 60 micawiB 0O NPOTOKONIB
KMIHIYHUX gocnigxeHb: «PaHgomMisoBaHe, noggiiHe chine gocnigpkeHns, Il pasu, Ans nopiBHAHHA npenaparty
YnagauuTtuHi6 (ABT-494) 3 nnaue6o Ta 3 agasiimymabom y nauieHTiB 3 akTMBHUM ncopiaTuiHUM apTpUTOM,
AKi MaloTb B aHaMHe3i HeaJekBaTHy BIANOBIAb MPUHAMHI HA OAMH HEBIONOriYHNIA XBOPO6O-MOANIKYHOUMiA
npotupeBmaTuyHuii  npenapat (XMIMPM) — SELECT - PsA 1», koA [AOCNIMKEHHS M15-572, 3
iHKOpNopoBaHMMM aMiHICTpaTUBHUMN 3MiHaMK 1, 2, 3, 41 5 Ta Monpaskamu 1, 1.01 (gna VHP kpaiH) 2, 3, 4,5
Ta 6 Big 15 TpaBHs 2020 poky; «baratoueHTpoBe, paHAOMi30BaHe, NoABiliHe chine, nnaue60-KoOHTPOiboBaHe
OOCNiMKEHHS IHAYKLIAHOT Tepanii As1s BUBYEHHSA e(pekTUBHOCTI Ta 6e3neyHocTi YnagaunTtuHioy (ABT-494) y
nawieHTiB 3 XxBopo60to KpoHa Bif, cepeHbOBaXKOT 4,0 BaXXKOT (DOPMU aKTUBHOCTI, Y AKUX BUHUKNA HeaJeKBaTHa
BIAMNOBIAb UM HEMNepeHOCUMICTb CTaHOAapTHOI Ta/abo GionoriyHoi Tepanii», Kog fdocnigpkeHHs M14-433,
iHKOopropoBaHuii nonpaekamu 1, 2, 3, 4 Ta 5 Big 29 kBiTHA 2020 poky; «baraToueHTpoBe, paHAoMi30BaHe,
noagiiHe cnine, nnawe60-KOHTPOIbOBaHe AOCAIMKEHHS IHAYKUINHOT Tepanii 418 BUBYEHHS eheKTUBHOCTI Ta
6e3neyHocTi YnapgauutuHioy (ABT-494) y nauieHTiB 3 XBOP0O6OK KpoHa Bif, cepefHbOBaXKOT [0 BaXKOi
hopMU aKTUBHOCTI, Y AKMX BUHWK/1A HeaaekBaTHa BiAMNoBiAb Ha 6ionoriyHy Tepanito abo i HenepeHOCUMICTb»,
Kog pocnimpkeHHs M14-431, iHkoprnopoBaHuii nmonpaskamu 1, 2, 3, 4 Ta 5 Big 29 kBiTHA 2020 poky;
«bararoueHTpoBe, paHAoMi30BaHe, NoAgiiHe cnine, niauebo-KOHTPONbOBaHe AOBIOCTPOKOBE MPOAOBXEHE
OOCiMKEeHHs NiATPUMYOHOT Tepanii ANs BUBYEHHS1 e(pekTUBHOCTI Ta 6e3neyHoCTi YnagaunTuHioy (ABT-494)
y NauieHTiB 3 XBOpo60to KpoHa, ki 3aBeplumnn gocnimkeHHsa M14-431 un M14-433», kog, gocnimpkeHHs M14-
430, iHkoprnopoBaHuin nonpaskamu 1, 2, 3, 4 1a 5 Big 29 kBiTHA 2020 poky; «PaHgomizoBaHe, noggiiHe crine,
nnauebo-KoOHTPo/IbOBaHe AocCnimkeHHss da3nm 3 Ans OuiHKM npenapaty ynagauyuTUHIO y nignitkie Ta
L0pPOC/IMX NALEHTIB 3 MOMIPHUM Ta TSXKUM aToMiYHUM AepMaTUTOM», KoA, focnimxkeHHss M16-045, sepcisa 5.0
Big 29 kBiTHA 2020 poky; «baraToueHTpoBe, paHAOMi3oBaHe, NoAgiiiHe chine gocnigxeHHa da3m 3b 3
NoOABIAHOK iMiTalielo Ta akTMBHUM KOHTPOMEM, Y SKOMY MOpPIBHIOETLCS 6e3neka Ta eeKTUBHICTb
YnagauuTtuHioy ta [yninymaty y opocnnx nauieHTiB 3 atoniyHuM AepMaTUTOM Bif, NOMIPHOro [0 BaXKKOro



CTYMeHsA BaXKOCTi», Kog AocnimkeHHs M16-046, Bepcia 2.0 Big 13 6epesHs 2020 poky; «[llporpama
paHAoMi30BaHuX, Naaueb0-kOHTPOIbOBaHNX NOABINHMX CAINMX AOCiAKeHb dha3n 3 AN OUiHKM ePEeKTUBHOCTI
Ta 6e3neyHocTi YnagaunTuHiOy y AOPOC/IMX NaLEHTIB 3 akCia/lbHUM CMOHANI0apTPUTOM, KO, AOCTIAKEHHS
M19-944, sepcisa 3.0 Big 01 notoro 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapis

17. BknouyeHHA [o0paTKOBOro imnoptepa npenapaTty cynyTtHboi Tepanii Prednisone (Prednison,
MpepHi3oH), TaGneTtkn wo Mictatb 5/10/20/50 mr npepgHi3oHy (5/10/20/50 mg GALEN tablets) -
GALENpharma GmbH, Wittland 13, 24109 Kiel, Germany; 3pa3ku MapKyBaHHA npenapaTry CynyTHbOI
Tepanii Prednisone (Prednison, lpepgHi3oH), Ta6netkm wo mictatb 5/10/20/50 Mr npepgHi3oHY
(5/10/20/50 mg GALEN tablets) Ta npenapary cynyTHboOi Tepanii Prednisone, Encorton, MNMpegHi3oH,
TabneTkn wWo mictatb 1 Mr npegHisoHy (1 mg tablets); BknroueHHs foaaTtkoBUX Miclb NpoBeAeHHA
KNiHIYHOrO BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO  AOCHiMKEHHA «BigkpuTe 6araToueHTpoBe
NpoAoBXeHHA aocnimkeHHs ARGX-113-1904 ans BMBYEHHS 6e3NeYHOCTi, NepeHOCUMOCTi Ta e(PeKTUBHOCTI
npenapaty Edpraptirimog PH20 ana niglwkipHOro BBEAEHHA y nauieHTiB 3 nyxupyaTkoro (ADDRESS+)», kof
pocnipkeHHs ARGX-113-1905, sepcia 1.0 Big 12 cepnHsa 2020 poky; crnoHcop - apaxeHkc BB, benbrisa /
argenx BV, Belgium

3asnBHMK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

No M.1.B. BignoBigasibHOro gocnigHnKa

n/n HasBa micus NpoBeAEeHHs KNiHIYHOTO BUNPOBYBaHHS

1. | K.M.H. AnekcaHgpyk O.4.

JlikyBa/IbHO-AjarHOCTUYHWIA LIEHTP TOBApUCTBa 3 0OMEXEHOK BiAnoBiAa/IbHICTIO «MeaeKkc Nc»,
NoNiKMiHIYHEe BiAAINEHHS, M. IBaHO-PpaHKiBCbK

2. | K.M.H. Yanank-Ymxo 1.0.

KomyHanibHe HekomepuiiHe nignpueMcTBO J1bBIBCbKOI 061acHOi pagn «J1bBiBCbKUI 06M1aCcHWIA
LLKipHO-BEHEPO/IOTiYHWIA AncnaHcep», NonikniHiyHe BigaineHHs Ne2, M. J1bBiB

18. BknueHHA [O0[aTKOBOro iMnoptepa npenapaTty cynyTtHboi Tepanii Prednisone (Prednison,
MpepaHi3oH), Ta6neTku wo mictATb 5/10/20/50 mr npepHisoHy (5/10/20/50 mg GALEN tablets) -
GALENpharma GmbH, Wittland 13, 24109 Kiel, Germany; 3pa3ku MapKyBaHHA npenapaty CynyTHbOI
Tepanii Prednisone (Prednison, lpepgHi3oH), Ta6netkn wo mictatb 5/10/20/50 Mr npepHi3oHY
(5/10/20/50 mg GALEN tablets); BxknioyeHHs f[oAaTKOBMX Miclb MpPOBeAEHHA KIiHIYHOro
BUNPOGYBaHHA [0 MNPOTOKO/Y KMIHIYHOTO [AoChifpkeHHs «PaHgomizoBaHe, nofgiiHe criine nnauebo-
KOHTPO/IbOBaHe [JOCMIMKEHHA A1 OUHKM edeKTMBHOCTI, 6e3neyHoCTi Ta NnepeHoCUMOCTi npenapaty
EdrapTtirimog PH20 ans nigwkipHOro BBeAEHHS1 Y AOPOCNUX NALEHTIB 3 NyxupyaTkow (3Bu4yaiiHoK abo
nuctonopgi6How) (ADDRESS)», kog pocnimkeHHss ARGX-113-1904, Bepcisa 1.0 Big 22 nunHsa 2020 poky;
CroHcop - apmkeHkc BB, benbrisa / argenx BV, Belgium

3asiBHUK - ToBapucTBO 3 ObMExXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauisi IHHodhapm-
YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Hasga Micus npoBefeHHs K/iHIYHOro BUNpPo6yBaHHS

1. | K.m.H. AnekcaHgpyk O.4.

NikyBaNibHO-AjarHOCTUYHWIA LLEHTP TOoBapMCTBa 3 OGMEXEHOI BiANoBIAAILHICTIO «MeAekc NC»,
nonikaiHiyHe BigdiNeHHsA, M. IBaHO-PpaHKiBCbK

2. | K.M.H. Yannuk-Yumxo 1.0.

KomyHasnibHe HekomepuiiiHe MignpueMcTBO JIbBIBCbKOI 06/1acHOi pagn «/1bBIBCbKUA 06MacHMiA
LUKIpHO-BEHEPO/IOTiYHWIA AncnaHcep», Nosik/iHiYHe BigaineHHs Ne2, M. J1bBiB

19. 36iNblweHHA TePMiIHY NPUAATHOCTiI AOCNIMAKYBAHOIO NiKapCbKOro 3aco6y LIMKnocunikar LMpKOHito
HaTpito 2.5 rirpam(a), NOPOLIOK ANA NepopasibHOI cycneHsii y cawe Ao 36 micAuiB; 36inbleHHsA
TEPMiHY NpuUAATHOCTI [OCAIAKYBaHOrO JliKapCbKOro 3acody LiMknocunikatr UMpPKOHito HaTpito 0.25
rirpam(a), NOPOLWOK ANA NepopasibHOI CycneHsil B Kancynax, Wo pPo3KpuBaroTbCcA A0 36 MmicAuiB;
3pas3oK AoAaTKOBOro MapKyBaHHS A1s AOCNIfKYBaHOro flikapcbKoro 3acooy Big 11 rpyaHa 2020 pokKy;
OHOB/IEHUIA pPO3A4iNn [OCbE Ha AOCNIMKYBaHWUIA JiKapCbKWUA 3acié LiknocunikaT LUPKOHiO HaTpito,
NopowoK AnA nepopasnbHoi cycneHsii: P.8.1 Stability Summary and Conclusion (Dossier Doc
ID-004448209), Bepcia 1.0 Big 26 xoBTHA 2020 p.; OHOBNEHUiA pPo34in AOCbE Ha AOCNIMKYyBaHWIA



nikapcbkuiA 3acié LiuknocunikaT UMpKOHilO HaTpito 0.25 rirpam(a), NMOpPOWOK AN NepopasibHOI
cycneHsii B kancynax: P.8.1A Stability Summary for Drug Product (Dossier Doc 1D-004448209), Bepcisi
1.0 Big, 26 )0BTHA 2020 p. 40 NPOTOKO/Y KIIHIYHOrO BUNPOBYBaHHA «JocnimKeHHs ha3n 3 i3 NigBULLEHHAM
[031 B AiTel i3 rinepkasiemieto BiKOM Bif, HApOMKeHHs A0 18 pokiB AN OUiHKM BMAAUBY MiABULLEHHSA [03
LMKocunikaty LUMpKOHito HaTpito (LLUH) i3 npuiiomom Tpuui Ha foby ANs KOPUryBaHHS rinepkastiemii, a
TaKoX A75 OUiHKM ed)eKTMBHOCTI Takol X go3u LLIH i3 npuiiomom ogvH pas Ha goby Ans nigTpyMaHHS
HOPM&J/TbHOTO PIBHIO KaUlito B OpraHi3mi NauieHTiB, ki NOTPeOyTb TPMBA/IOTO JIiKyBaHHSA», KO LOCIIKEHHS
D9481C00001, Bepcis 3.0 Big 26 yepBHA 2019 poky; cnoHcop - AcTpa3eHeka Ab, LUselis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

20. MopoBXEHHA TepMiHY nNpuUAATHOCTI Naaueéo [0 AOCAiAKYBaHOro nMiKapCcbKOro 3acoéy
okpenisymaé o 24 micsuis; OHoBneHu po3gin P.8.1 «Pe3stome wWoA0 cTabisIbHOCTi Ta BUCHOBKU»
(P.8.1_cmc374642) pocbe [OCNiAKYBAHOIO JlikapCcbKoro 3aco6y; OHoBneHun po3pain P.8.3 «/[laHi npo
cTabinbHicTb» (P.8.3_cmc374643) gocbe AoCNigKYyBaHOroO JIiIKAPCbKOro 3aco0y [0 NPOTOKOAIB KNiHIYHUX
pocnigxeHb: «baratoueHTpoBe, paH4oMi30BaHe, NoABiliHe cnine, KOHTPOIboBaHe AocaigxeHHs dasu lllb gns
OLiHKN edpeKTUBHOCTI, 6e3MeyHOCTi Ta (hpapMakoKiHeTUKM BULLUX 003 OKpeslisymMady y A0pOoC/IUX NauieHTIB 3
peunanBytouMM PO3CIAHUM CK1epo3oM», Kog aocnigpkeHHs BN42082, sepcis 1 Big 19 TpasHs 2020 p.;
«BbaraToueHTpoBe, paHAoOMi30BaHe, NoABiiHe chine, KOHTPOsiboBaHe AochigpkeHHs dasu b ans ouiHkn
ehekTnBHOCTI, 6e3ne4HOCTi Ta (hapMakOKIHETUKMA BULLMX [03 OKpenidymady Yy [O0pOoCanX 3 NepBUHHUM
NpOrpecyYmMM Po3CisitHUM CKIepo3oM», koa aocnimpkeHHss BN42083, sepcisi 1 Big, 19 TpasHsi 2020 p.; CNoHcop
- ®.XothdmaHH-/19 Pow /114, LWBeiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

21. OHoBeHe Jocbe AOCNiAKYBaHOro nikapcbkoro 3acody CX-072, sepcisa 8.0 Big 10 rpyaHa 2020 p.,
aHrniicbkol MoBOlO; MoAOBXEeHHA TepMiHy NpUAATHOCTI [ocAigKyBaHOro nikapCcbKoro 3acoby
CX-072, cTepunbHUIA KOHUEHTPAT A1 NPUroTyBaHHA PO34uHY AnA iHdysiii, 10 mr/imn 3 24 po 36
MicALiB 10 NPOTOKO/Y K/iHIYHOIo AOoCNiMkKeHHsA «BigkpuTe, 3 NigdopoM pexnmy A03yBaHHS i NiATBEPIKEHHAM
KoHLenuii, gocnimkeHHa CX-072, PD-L1 Probody™ Therapeutic, B SKOCTi MOHOTepanii Ta B KOMOGiHauji 3
Yervoy® (Ininimymab) a6o i3 Zelboraf® (BemypadieHi6) y nawieHTIB i3 NPpOrpecyryumMmn Yu peLmanByounmm
dhopmamm conigHux nyxnuH abo nimgomamm», kog gocnigpkeHHs CTMX-M-072-001, Mogynb npoTokony 09
Big 19.08.2020 p. 3 iHKoprnopoBaHoto nonpaBkoto 09 Big 19.08.2020 p.; cnoHcop - «LUnToMEKCc Tepan’'toTikc,
IHK.» [CytomX Therapeutics, Inc.], CLLA

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBiganbHICTIO «<MEAMENC YKPAIHA»

22. fopaHHA HOBUX (a/lbTepHATUBHUX) JliKapCbKUX 3aco6iB, WO BUKOPUCTOBYIOTLCA SIK npenapar
nopiBHAHHA: LIE®A3O/IIH nopowok pans posuvHy pansa  iHekuin 1,0 r, BuUpoGHUK AT
"KuiBmegnpenapart", YkpaiHa; LE®PA3O/IH nopoluok ansa posunHy ans in’ekuiii 1,0 r, Bupo6Huk MNAT
"Nekxim-XapkiB", YkpaiHa; LEDPA3O/H-BX®P3 nopoLuok Ans po3umHy A iH’ekuin 1000 mr, BUpOGHUK
NAT "HaykoBo-BMpPOGHUUMI UeHTp "BopuiariBcbkuii ximiko-chapmaueBTUUHMA 3aBoA", YKpaiHa [0
NPOTOKOY KNiHIYHOro BMNPobyBaHHS «PaHaoMi3oBaHe BigkpuTe AOC/IMKEHHS 3 aKTVBHUM KOHTPOJIEM, LLO
NPOBOAMTLCA 3 METOK OUiHKM  6e3neyYyHOoCTi, NepeHocuMocTi 1 edpekTnBHOCTI  adpaGiuuHy 4ns
BHYTPILLHbOBEHHOIO / MepopasibHOro 3aCTOCYBaHHS MPK JliKyBaHHI NaLieHTIB 3i CTaiNOKOKOBUMM iHDEKLISMN
KiICTOK abo cyrnobis», kog pocnimkeHHss Debio 1450-BJI-205, octatoyHa pepakuis 5.0 3 iHTerpoBaHow
Monpaskoto 2 Big 14 xo0BTHS 2020 p.; cnoHcop - «[ebiodhapm IHTepHeLwH CA» [Debiopharm International SA],
LLiBeiiyapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «I11 EC A-YKPATHA»

23. Nonpaska fo MNpoTokoy KNiHiYHOro BUNpoo6yBaHHs, Bepcis 04.1 ana Ykpainu Big, 30 rpyaHsa 2020
poky; OHoBneHuii MpoTokon K/iHIYHOro BUNPOGYBaHHSA, (hiHanbHa Bepcia 05.1 ana Ykpainu Big 30
rpyaHs 2020 poky 3 iHkopnopoBaHoto lMonpaBkoto 04.1 ans YkpaiHu Big 30 rpyaHa 2020 poky 1o
MPOTOKO/Y K/TiHIYHOrO AOCAimpKEHHS “MNpPoCcCnekTUBHE, BiAKPUTE, B OA4HIl rpyni, 6aratoLeHTPOBE A0CNILKEHHS
hapmakokiHETVKM Ta 6e3nekn OAHOKPaTHOI BHYTPILHBLOBEHHOI 4031 KOHUeHTpaTy IHriGiTopa C1 Ectepasu
(C1-INH), BnajineHoro 3 NACLKOT N1a3Mu, y nauieHTiB i3 BpoaxXeHow HegocTaTtHicTio C1-INH Ta cnagkoBum
aHrioHEBPOTMYHMM Habpsikom”, kog gocnigpkeHHs CONE-01, dhiHanbHa Bepcis 04.1 ans Ykpaium Big 03
TpaBHs 2020 poky 3 iHKoprnopoBaHoto Monpaskoto 03.1 ans Ykpainu Big 03 TpaBHs 2020 poKy; CNOHCOp -
«OkTathapma dapmaueBTika MpoaykuioHcrec.m.6.X.» (Octapharma Pharmazeutika Produktionsges.m.b.H.),
Austria

3aaBHUK - TOB «KapnaTtcbka gocnigHuubka rpyna», YkpaiHa



24. BKOYEHHA A0AATKOBOro Micusi NpoBeAeHHsA K/iHIYHOro BMNPOOYBaHHA [0 NPOTOKOJY KIiHIYHOrO
JocnipkeHHa «baraToueHTpoBe, 3 OAHUMM pPyKaBOM JliKyBaHHA, BigKpuTe, [OOBroTpuBaUie KNiHiYHE
OOcCnipKeHHA CrocTepexeHHs 6e3neyvHocTi Cenekcinary y yyacHukiB, siki 6pasin yyacTb y nonepegHbomy
KniHivHOMY focnimkeHHi Cenekcinary», kog, gocnigpkeHHs 67896049PUH3001, sepcis 1.0 Big 04.03.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

No MN.1.6. BignoBiganbHOro gocnigHnKa
n/n Ha3Ba micus npoBeAeHHs KIiHIYHOrO BUNPO6yBaHHS
1 O.M.H., npod. yneH-kop. HAMH Ykpainn NaBpuctok B.K.

[epxaBHa ycTaHoBa «HauioHanbHWiA IHCTUTYT doTmsiaTpii i nynbMoHonorii iM. ®.I. AHOBCbKOro
HaujoHanbHol akagemii MeanYHNX HayK YKpaiHW», KMiHiko-goyHKLIOHaNbHE BiaaineHHs, M. KuiB

25. OHOBJ1eHUII NPOTOKOJ1 KNiHiuHOro Bunpo6yBaHHA 1305-0013, Bepcis 4.0 Big 09 BepecHA 2020 poKy;
IHhopMauifa Ans yyacHUKIB AocimKeHHA i hopma 3roan yyacHUKiB gocnifmkKeHHs, Bepcisa 2.0 Big 30
XOBTHA 2020 poKy Ha OCHOBi ApanToBaHUX ANA YKpaiHu IHcopmauil AnA y4acHUKIB JOCNifKEHHS i
dopMun 3roau ydyacHukiB AochnimKeHHA, Bepcia 2.0 Big 22 BepecHsa 2020 poky [M_03_UKRO02]
(yKpaiHCbKOIO Ta pocCiicbKolo MoBamMu); [JOoNOBHEHHS A0 iHopMauii ANA YYACHUKIB [OC/IIAKEHHSA i
thopmMu 3roamn yyacHuKiB pocnimjxkeHHs (nuwe B ymMoBax, Konu BuHukna Covid-19), sepcisa 1.0 Big 30
XOBTHSA1 2020 poKy, Ha OCHOBi AflanToBaHOro Ans YKpaiHu lonoBHeHHs A0 IHopmauii AnA yyacHUKIB
pocnipkeHHa i dopMu 3roguM ydyacHuUKIiB AocnimkeHHsi, Bepcia 1.0 Big 15 xoBTHA 2020 poky
[02_02_UKRO01] (yKpaiHCbKOIO Ta POCINCbKO MoBamMu); OuiHKa CMiBBiQHOLIEHHS PU3UK-KOPUCTb Y
KOHTeKCTI naHgemii Covid-19 gna nauieHTiB, AKi NpuiAMaloTb y4yacTb Y KNiHIYHMX BMNPOGYBaHHAX
npenapary Bl 1015550, Big 27 cepnHAa 2020 poKy; BknloueHHA [0AATKOBOro Micus NpoBeAeHHsA
KMiHIYHOTrO BMNPOGOBYBaHHSA [0 NPOTOKO/Y KMIHIYHOrO AOChimkeHHs «PaHgomizoBaHe, noAgiiiHe chine,
nnauebo-KOHTPOIbOBaHe [OCNIMKEHHSA B napanefbHuxX rpynax, TPMBanicTio 12 TWXKHIB y nauieHTiB 3
igmonaTtuyHUM nereHesum qoidpo3om (I1P) oA OuiHKM edeKTMBHOCTI, 6e3neyHoCcTi | NepeHOCUMOCTi
npenapaTy Bl 1015550 npv nepopasibHOMY Npuitomi», kKog gocnimkeHHss 1305-0013, Bepcis 3.0 Big 02 YepBHS
2020 poky.; cnoHcop - «bepiHrep IHrenbxam PLB Mv6X eHg Ko KI», Asctpisi / Boehringer Ingelheim RCV
GmbH & Co KG, Austria

3aasBHuK - TOB «MAPEKCE/T YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHnka
n/n HasBa Micusi NpoBefeHHS KAIHIYHOIO BUNPO6YBaHHS

1 4.M.H., npodp. A3t065mk O.A

[epxaBHa ycTaHoBa «HauioHasibHWi IHCTUTYT dTU3iaTpil i nynbMoHonorii iMm. .. FHOBCbKOro
HauioHasibHOT akageMil MeanvHnX HayK YKpaiHu», Biagi/IeHHs TEXHOOTIN NiKkyBaHHSA HecneuniyHmx
3axXBOPHOBaHb siereHsb, M. Kuis

26. BkIOYEHHA A0AATKOBUX MiCLib NPOBeAEHHA K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnipkeHHs «BAFTATOLIEHTPOBE PAHAOMIZOBAHE MOABINHE CIME AOCNIIKEHHA ®A3M Il Y
MAPANENBHUX TPYMAX 3 NOABIMHUM KOHTPOJIEM M/ALEBO /1A OLIHKN E®EKTUBHOCTI TA
BE3MEYHOCTI ®EHEBPYTUHIBY MMOPIBHAHO 3 OKPEJ/I3YMABOM Y AOPOC/INX MNALIEHTIB 3
NMEPBVHHWMM MPOIPECYOUMM PO3CIAHNM CKNEPO30M», kog aocnigxkeHHsa GN41791, sepcisa 3 Big
09 BepecHs 2020 p.; cnoHcop - ®.XothdmanH-/15 Pow /114, LWBeliyapis

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

No MN.1.6. BignosiganbHOro gocnigHnkKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS
1. | k.m.H. Kanbbyc O.I.
KomyHanbHe nignpuemctBo «[HinponeTpoBCcbka 06/acHa KniHiyHa nikapHs iMm. LI, Me4yHumkoBa»

[HinponeTpoBCcbkOi 06nacHoOi pagw», BigdineHHs Hesponorii  Nel, [lepxaBHuWA 3aknag
«[JHinponeTpoBCcbka MenyHa akaaemMis MO3 YkpaiHu», kadpegpa HeBpoorii, M. [IHiNpo

2. | A.M.H., npod). MawkKoBcbkuii B.M.
KomyHasibHe HekoMmepLiiiHe MignprMeEMCTBO «Micbka KriHiyHa nikapHa Ne3» YepHiBelbKoi MiCbKOT
paan, HeBponorivyHe BigAiNeHHsA, M. YepHiBLi




27. fopatok 2 Bip 18.11.2020 p. o Bpowypu gocnigHuka JNJ-56021927 (ananyTtamig), BuaAaHHs 13 Big,
01.04.2020 p. A0 NPOTOKONY K/iHIYHOro BUNpobyBaHHSA «PaHgomisoBaHe, nnaueb0-KOHTPO/IboBaHe, NOABiHe
cnine, KMiHiuHe gocnimpkeHHs 3 dpasn npenapaty AnaslyTaMif B NOEAHAHHI 3 aHAPOreHHO AenpuBaLiiHo
Tepanieto (AAT) y nopiBHAHHI 3 AAT y naujieHTiB 3 MeTacTaTUyHUM rOPMOH-YYT/IMBUM Pakom nepenmixypoBoi
3as103n (MHNPC)», kog pgocnimkeHHs 56021927PCR3002, 3 nonpaskoto Amendment 5 Big 16.03.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

28. floBigHMK NayieHTa 3 Bi3UTIB gocnimpkeHHA A3921288, MonpaBka 3, Big 11 TpaBHA 2020 pokKy, Bepcisa
Ansa YKpainu 4 Big, 18 cepnHA 2020 poKy, YKPAIHCbKOKO Ta POCIiCbKOO MOBaMU [0 MPOTOKO/Y KAiHIYHOrO
pocnimpkeHHs «bararoueHTpoBe, NoABiiHe cine, paHAoMi3oBaHe, Y napasiefibHuX rpynax AocimpKeHHs dasu
3B/4 npenapaty TodauuTtuHié (CP-690,550) y nauieHTiB 3 BMPa3KOBMM KOJIITOM B CTiliKii pemicii», kog,
pocnipkeHHa A3921288, chiHanbHa Bepcis 3 iHkoprnoposaHoto nonpaskoto 3 Big 11 TpasHA 2020 p.; cnoHcop -
Pfizer Inc., USA/ daiizep IHk., CLUA

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

29. OHoBneHui NMpoToko KNiHiuHOro Bunpo6ysaHHsa D2912C00003, Bepcis 2.0 Big 23 nuctonaga 2020
POKY, aHrniicbkord MoBOK; TeKCT onUTyBaJlbHUKa acTMaTUYHOro cTaHy PaHkoBuii/BeuipHiii
LWOAEHHUK, ANIA eNIEKTPOHHOrIO WOoAEHHUKa, ANnA YKpaiHu, Big 27 xoBTHA 2020, yKpaiHCbKOKO MOBOIO;
IHchopmauia gnsa nadieHTa i popma iHchopmoBaHoi 3rogu ana YactnHu 1 BunpooyBaHHSA, A5 YKpaiHu,
Bepcia 1.1 Big 22 ciuHA 2021 p. Ha OCHOBI MaiicTep-Bepcii 1.0 Big 21 )xoBTHA 2020 p., aHINIiICbKOIO Ta
YKpaiHCbKOlo moBamMu; Joaatok ao IHdopmauii gna nauieHta i coopmun iHcpopmoBaHoi 3rogn anA
YacTtuHu 1 BUNpo6yBaHHA, As YKpaiHu, Bepcia 1.1 Big 22 ciuHa 2021 p. Ha ocHOBI MaiicTep-Bepcii 1.0
Bif 21 oBTHA 2020 p., aHINIAICbKOK Ta YKPaiHCbKOK MOBamMu (3 MeTOH NpPMBEAEHHA HUMXHbOTO
KONIOHTUTYNA Yy BigNoBigHicTb); IH(hopmaLia Npo He06GOB’A3KOBE reHeTUYHe AOCiMKEeHHA Ta hopma
iHhopMoBaHoI 3roau Ans YkpaiHu, ana YactuHu 1 i HactnHm 2 Bunpo6ysaHHA Bepcia 1.1 Big 11 civHA
2021 p. Ha ocHoBI maiicTep-Bepcii 1.0 Big 30 BepecHA 2020 p., aHIMiNCbKOI Ta YKPaiHCbKOIO MOBamu 10
MPOTOKOMY KIIHIYHOTO  [OCNiMKEHHS «PaHgomizoBaHe, noggiiHe cnine, nnauebo KOHTPO/IbOBaHe,
GaraTtoueHTpoBe [OCMIMKEHHS dha3m lla 3 BU3HAYEHHSA ONTMMa/IbHOI 403W, Y ABOX YacTuHax, A1 OLiHKK
ehekTMBHOCTI | 6e3NeYHOCTI TPbOX PIBHIB [O3YBaHHS iHransuiiHoro npenapaty AZD1402, wo npuimaeTses y
chopmi Cyxoro NOpoLLKy ABiYi Ha 400y NPOTAroM 4 TWXHIB, Y A0POC/ANX NALIEHTIB 3 OPOHXIa/IbHOK acTMOH0, SIKi
OTPUMYIOTb CEPEAHI 103U iHranauiiHUX KOpTUKOCTEPOIaiB», koa agocniskeHHss D2912C00003, sepcis 1.0 Bif
20 oBTHA 2020 poky; cnoHcop - AcTpa3eHeka Ab, LLBeujs/AstraZeneca AB, Sweden

3asBHuK - TOB «APEHCIA EKCIT/TIOPATOPI MEAICIH», YkpaiHa

30. OHoBneHa KopoTka xapakTepucTuka jlikapcbkoro sacoéy Ma6rtepa (putykcumao) 100 mr/500 mr,
KOHLIEHTpAT AN NPUroTyBaHHA PO3UMHY ANA iHQysiii, Big 25 6epesHs 2020p., aHINMIACbKO MOBOIO;
3miHa Ha3BU MicLb NpoBeAeHHS KMIHIYHOro BUNPOGYBaHHA /10 MPOTOKO/Y K/iHIYHOIo AocnimkeHHs «Pa3a
[ll, paHgomi3oBaHe, MNOABIiHE chine, KOHTPOJIbOBaHe, GaraToLeHTpOBe [AOCAifpKeHHs iHribiTopa PI3K
KonaHsicidy 3 BHYTPILUHBOBEHHUM LUSIXOM BBELEHHS B KOMOIHAL i3 CTaHAAPTHOK iMyHOXIMIOTEpaniew B
MOPIBHAHHI 3 CTaHAAPTHOK IMyHOXiMIOTEpanie y nauieHTiB 3 peuuguBoM iHAONEHTHOT HEXOMXKIHCHKOT
nimdomun (IHXT) — CHRONOS-4», kog pocnigpkeHHs BAY 80-6946 | 17833, Bepcis 7.0 3 iHTErpoBaHo
nonpaskoto 08 Big 14 cepnHa 2019; cnoHcop - baliep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

BYNO

CTAIO

3aB. UeHTpoM YceHko IM.B.

KomyHanbHuWiA 3aknapg, «[HinponeTpoBcbka Micbka
6araTonpodqinbHa KniHiYHa nikapHs No4>
[HinponeTpoBcbkoi  o6nacHoi  pagn,  Micbkuii
reMaTosiorivyHuiA ueHTp, M. [IHinpo

3aB. LeHTpoM YceHko IM.B.

KomyHanbHe  HekomepuiiiHe  nigNPUEMCTBO
«Micbka KniHiYHa nikapHa  Ned»  [HINPOBCLKOI
MiCcbkoOi paamn, MiCbkuiA reMaTosorvyHNiA UeHTp, M.

[AHinpo

4.M.H. Camypa B.B.

O.M.H. Camypa b.B.

KomyHanbHa ycTaHoBa «3anopisbka o6nacHa | KomyHasibHe  HeKomepuiiiHe  nignpuemMcTBO
KniHiYHa nikapHa» 3anopisbkol obnacHoi paau, | «3anopisbka obnacHa KNiHiYHa nNiKapHA»
remartosioriyHe Biafi/IeHHA, M. 3anopixksa 3anopi3bkoi  obnacHoi  pagn, remarosoriyHe

BigAiNeHHs, M. 3anopixxs

31. Bk/IIOUEHHA AOAATKOBUX MiCLib NPOBEAEHHA K/iHIYHOrO BUNPOGYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
pocnipkeHHs «PaHgomisoBaHe, nnaueb0-kOHTPoNbOBaHe, NoABiiHE chine KAiHIYHE [OCNiMKeHHS 3 dhasm
npenapaTy Hipanapu6 B koMbGiHaLji 3 abiparepoHa auetaTtoM Ta NpeAHi30HOM Y MOPIBHSIHHI 3 abipatepoHa
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aueTatom Ta MpefHi3oHOM A1a NiKyBaHHA MauieHTiB 3 MeTacTaTU4HUM  KacTpaT-yyT/IMBUM pPakoM
nepeamixypoBoi 3a103m (MCSPC) 3i WKigIMBOK repMiHa/ibHOK abo COMaTUYHOK MyTauli€l TeHiB, Lo
BigNoBifaloTb 3a penapaudito  WAAXOM  roMOJorivyHOT  pekombiHauii  (HRR)», kopg — AoChifXeHHs
67652000PCR3002, Big 10.06.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB>», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

No M.1.b. BignoBiganbHOro gocnigHnkKa

n/n HasBa MicLis npoBeAeHHs KNiHIYHOIro BUNPOOGYBaHHS

1 K.M.H. Xapeba l.l.

KomyHasibHe HekoMepLjiiHe NigNPUEMCTBO XapkiBCbKOi 06nacHoi pagn «O6nacHuii meguyHunii
KNIHIYHWIA LeHTp yponorii i Hedpponorii im. B.l. LLanoBana», BiggineHHA OHKOIOTIYHOT yposiorii Ne5,
M. XapkiB

2 O.M.H. KocTiok O.I".

KomyHanbHe HekomepuiiiHe nignpuemMcTBo «llofdinbCbKNiA  perioHasibHWiA  LLEHTP  OHKOJOTIi
BiHHMUBKOT 06/1ACHOT paamn», BiaAiNneHHs yponorii, M. BiHHMUs

3 nikap flineubka O.IM.

KomyHasnibHe  HekoMmepliliHe nignpuMeEMCTBO  «XKUTOMUPCbKWIA  06N1aCHWUIA  OHKOMOTIYHWIA
amcnaHcep» XXutoMmpcbkoi 061acHol paan, ximiotepaneBTUyHe BigaineHHs, M. XXutomup

4 aunpextop Cokyp |.B.

KomyHanbHe HekoMepLiiHe NignpUEMCTBO «XEePCOHCLKUIA 061acHNIA OHKOMOTIYHWIA gucnaHcep»
XepcoHcbKoi 06/1acHOi paau, AeHHWiA cTauioHap MOoNiKNiHIKKM 3 KabiHeToM amMO6ynaTopHOI
ximioTepanii, CMT AHTOHIBKa, M. XepCcoH

5 3aB. Big. Nonoeko HO.C.

KomyHanbHe HekomepuiiHe nignpuemcTBo KuiBcbkoi obnacHoi pagy «KuiBCbkuii o6nacHuii
OHKOJ10TiYHMI AncnaHcep», BiaadineHHs abaoMiHanbHOI Xipyprii, M. Knis

32. 3anyyeHHA [O[ATKOBMX MiCcUb NPOBefieHHS KMIHIYHOrO BUNPOOYBaHHA [0 NPOTOKOJY K/IiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, NOABiHE crine, naauebo-KoOHTPOoIbOBaHe AOCAIMKEHHS ha3u 2b ons ouiHKK
npenapaty EDP-938, L0 3aCTOCOBYETLCHA OPasIbHO AN MiKyBaHHA FOCTPOI iHEKLIT BEPXHIX AnUXasbHUX
LUIAXIB, BUK/IMKAHOT pecnipaToOpHO-CUHUMUTIA/IBHUM BipyCOM Y ambynaTopHux Aopocnmx nauieHtis (PCBIM)»,
koa gocnigpkeHHss EDP 938-102, Bepcisa 5.0 (rno6anbHa nonpaska 4.0) Big 20 TpaBHA 2020 p.; cnoHcop -
Enanta Pharmaceuticals, Inc., USA

3asBHUK - ToBapncTBO 3 O6MEXeHOoH BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

No MM.1.6. BignoBiganLHOro focnigHuKa
n/n Ha3Ba Micus NpoBeAEeHHS K/iHIYHOro BUNPO6YBaHHS

1 K.M.H. Mo3yp H.3.
KomyHanbHe HekomepuiiHe nignpuemctBo «Micbka KiHiuHa nikapHa Nel IBaHO-PpaHKIBCLKOT
MiCbKOI paau», BigaineHHsa Tepanii, M. IBaHO-PpaHKiBCbK

2 nikap Topba T.O.
KomyHanbHe HekomepuiiiHe nignpuemMcTBo «Micbka nosikniHika Ne9» XapkiBCbKOi MiCbKOT pagu,
ambynaTtopist Nel LleHTpy NnepBUHHOT MeAUKO-CaHITapHOT A0NOMOrn, M. Xapkis

3 O.M.H., npod. Kopx O.M.
Megmko-caHiTapHa 4YacTUHa NPMBATHOTO akLiOHEPHOTO TOBapuUCTBa «XapKiBCbKUA TpPaKTOPHWIA
3aB0/», TepaneBTUYHE BiA4i/IeHHS, M. XapkiB

4 O.M.H. Kainpgawes 1.
KomyHasibHe nignpuemMcTtBo «l-a Micbka KNiHiYHa nikapHsa [MontaBcbKOi MICbKOT  paam»,
TepaneBTUYHE BifAiieHHs, M. MonTasa

33. «HaragyBaHHA wWOA4O0 nNpusHaueHoro Bam Bi3uTy», Bepcia 2.2 yKpaiHCbKO MOBOLO,
64091742PCR3001-UKRO06 INT-2, Big 30.09.2019 p.; «HaragyBaHHs LW0OA40 HACTYNHOro Bi3UTy», Bepcif
2.1 pociiicbkolo MoBOW, 64091742PCR3001-RUU06 INT-2, Big 30.09.2019 p.; 64091742PCR3001
«PekomeHgoOBaHuii npuiiom AocnigpKyBaHUX npenapatiB», Bepcia 2.1 yKpaiHCLKOK MOBOIO,
64091742PCR3001-UKRO07 INT-3, Big 12.02.2020 p.; 64091742PCR3001 «PekomMeHAOBaHuiA Npuiiom
AocnigpkyBaHUX npenapariB», Bepcis 2.1 pociiicbkolo MoBoto, 64091742PCR3001-RUU07 INT-3, Big,
12.02.2020 p.; 64091742PCR3001 «PekomMeHAOBaHWiA NpuiioMm AocnimKyBaHUX npenapartiB gna 3-i
KOropTu y4yacHukiB», Bepcisi 1.1 ykpaiHcbKolo MoBO10, 64091742PCR3001-UKR23 INT-4, Big 03.07.2020
p.; 64091742PCR3001 «PekoMmeHAoOBaHWI NpuiioM AOCNigmKyBaHUX NpenapartiB Agns nauieHTtiB 3
Koroptu», Bepcia 1.1 pociiicbkolo MoBoOw, 64091742PCR3001-RUU23 INT-4, Big 03.07.2020 p.;
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«lHchopMmauis npo aHanisan Ha Giomapkepu», Bepcia 1.1, ykpaiHCcbkoi MoBow Big 10.06.2019 p.;
«lHchopmauis npo aHaniam Ha Giomapkepu», Bepcia 1.1, pocilicbkolo MoBot Big 10.06.2019 p.;
«lHchopmauiiHa Gpowypa nauieHta», Bepcia 5.1 ykpaiHCbko MoBoOt, 64091742PCR3001-UKR08
INT-4, Big 03.07.2020 p.; «IHpopmauiiiHa Gpolwypa nauieHTa», Bepcia 5.1 pociiCbKO MOBOIO,
64091742PCR3001-RUUO08 INT-4, Big 03.07.2020 p.; KapTka nogsku «Llupo askyemo Bam» Bepcia 1.1
yKpalHCbKOl0 mMoBOt0, 64091742PCR3001-UKR20 INT-1, Big 10.04.2019 p.; KapTtka nogsku «lLlupo
Asakyemo Bam» Bepcis 1.1 pociiicbkolo MoBoto, 64091742PCR3001-RUU20 INT-1, Big 10.04.2019 p.;
Kaptka nogsakmn «Bitaemo Bac y pocnigxeHHi Magnitude» Bepcis 1.1 yKpaiHCbKOWO MOBOIO,
64091742PCR3001-UKR21 INT-1, Big 10.04.2019 p.; KapTtka nogsaku «Bitaemo Bac y pocnimkeHHi
Magnitude»» Bepcia 1.1 pociiicbkoo MoBoto, 64091742PCR3001-RUU21 INT-1, Big 10.04.2019 p.;
Kaptka nogsakn «[iskyemo Bam» Bepcifi 1.1 ykpaiHCbKO0 MoBoOto, 64091742PCR3001-UKR22 INT-1, Big,
10.04.2019 p.; KapTtka nogskm «[skyemo Bam»» Bepcia 1.1 pociiicbkoo moBoto, 64091742PCR3001-
RUU22 INT-1, Big 10.04.2019 p. 40 NpOTOKO/Y KNiHIYHOrO AocnigkeHHs «PaHgomizoBaHe, nnaue6o-
KOHTpO/IbOBaHe, MoABiliHe crine KAiHiYHe gocnigxeHHs 3 dasu npenapaty Hipanapu6 y kom6iHauii 3
AbGipaTepoHa AueTtaTom Ta [peaHi30HOM Yy NOPiBHSAHHI 3 AbGipaTepoHa AuetatoMm Ta [lMpegHi3oHOM AN
NiKyBaHHA nauieHTiB 3 MeTacTaTUYHMM  pakoM  nepeamixypoBOi  3a/03u», KoL,  OOCNiAKEHHS
64091742PCR3001, 3 nonpaskoto Amendment 4 Big 03.07.2020; cnoHcop - «AHCCEH ®APMALIEBTUKA
HB>», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

34. OHoBneHa Bpouwypa pgocnigHuka ®acuHymaé (REGN475), Bepcia 13 Big 09 nuctonaga 2020 p.,
aHrNificbKOK MOBOKO A0 NPOTOKOY KNiHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnauebo-
KOHTPO/IbOBaHe AocnimkeHHs 3 hasu A1 OuiHKM edheKTUBHOCTI Ta AOBrOCTPOKOBOT 6e3NeYHOCTi Pi3HUX [03
thacMHymaby npu 3acToCyBaHHi y NaLieHTiB 3 601eM, BUK/TMKAHUM OCTE0aPTPUTOM KOJTIHHOMO YU KY/1bLLIOBOIr0o
cyrnoby», kog gocnimxkeHHss R475-PN-1523, 3 iHkoprnopoBaHoto nonpaskoto 9 Big 22 ksiTHA 2019 p.; cnoHcop -
Regeneron Pharmaceuticals, Inc., USA/ PemxeHepoH ®apmacbtoTikans, IHk., CLUA

3anBHUK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

35. 36inblUeHHS KiNIbKOCTi NaLUi€HTIB, AKi NPUAMalOTb y4acTb Y KMiHIYHOMY BUNPOGYBaHHi Ha TepUTopii
YKpaiHu, 3 68 go 142 oci6; BkntouyeHHA A0AATKOBUX MiCLb NMPOBEAEHHSA K/iHIYHOrO BUNPOGYBaHHS;
Bpouwypa gocnigHuka gnsa fanarnidnosnH nponaHgion/Dapagliflozin Propanediol, BugaHHsa 17 Big 23
nucrtonaga 2020 poky; MaTepiann ana nauieHTiB: 3HIMKM eKpaHa MOGISILHOT NporpamMn A1 nawieHTa
AZD5718 FLAIR (Medable Patient App), Bepcia 2.0 Big 12 nuctonaga 2020 poKy, YKpaiHCbKOIO Ta
pociiicbKol MoBamu [0 NPOTOKOJY KAiHIYHOro BUNpo6yBaHHs «PaHaoMi3oBaHe, NoABiiHe chine, nnate6o-
KOHTpO/IbOBaHe, baraToLeHTpoBe OOCNiLKeHHS 2b dhasum 3 nigbopy fo3un npenapaty AZD5718 y nauieHTis 3
XPOHIYHOK XBOPOOOK HMPOK 3 NPOTEIHYpPIED», koA aocnimkeHHs D7551C00001, sepcis 2.0 Big 05 cepnHs
2020 poky; cnoHcop - «AcTpa3eHeka Ab», LLIBeuisn / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

No M.1.6. BignoBiga/IbHOrO AocniAHMKA

n/n Ha3Ba micLs NpoBeAeHHSA K/iHIYHOro BUNPO6YyBaHHSA

1 4.M.H., npodp. CTyck B.IM.

KomyHasibHe nignpremcTso «[HinponeTpoBcbka ob6nacHa KiiHiyHa nikapHa imeHi |.I. MeuHrkoBa»
JHinponeTpoBCcLKOi 061aCHOI paaw, BigaineHHs Hedposorii, M. JHinpo

2 O.M.H., npod. Ayanap 1.O.

KomyHasibHe HekoMepuiiiHe nNignpuemMcTBO «KUIBCbKUIA MICbKWUIA LEHTP Hedposorii Ta gianisy»
BMKOHABYOro opraHy KuiBcbkoi Micbkol pagn (KWIBCbKOT MICbKOT AepXaBHOT aamiHicTpauii),
BigAiNneHHs rocnitasibHol Hedoponorii Ta gianisy Nel, m. Kuis

3 O.M.H., npody. BnaceHko M.B.

KomyHasbHe HekomepLiiHe nignNpUeMcTBO «BiHHULbKWIA o6nacHuii KNiHIYHWI
BMCOKOCMeLianizoBaHnii eHOO0KPUHOMOMIYHNIA LUEeHTP BiHHMUbLKOT 06nacHoi Pagu», TepaneBTUYHE
BigAineHHs No2, BiHHMLbKNIA HaUioHaIbHWIA MeaAnYHNIA YHIBepcuTeT iMeHi M.1. Muporosa, kadegpa
EeHA0KPUHONOrIT, M. BiHHMUA

4 nikap IsaHuyk O.B.

MpuBaTHE Mane NignPUEMCTBO, MeANYHUIA LeHTP «ITynbc», TepaneBTUYHe BidineHHs, M. BiHHMLUS
5 nikap KopHeesa C.IM.

KomyHasibHe HekoMepLiiHe MiANPUEMCTBO «3anopidbka o6s1acHa KiHiyHa fikapHs» 3anopi3bKoi
061acHol paaw, BigfisIeHHsA remogianizy, M. 3anopixks
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36. OHoBneHuit po3pgin 3.2.P «Jlikapcbkuii 3acié — 37,5 Mr Ta 75 Mr Ta6/1€TKM BKPUTi 0G0/IOHKOIO» Bif,
10.12.2020 locbe pocnigxyBaHoro nikapcbkoro sacod6y JNJ-67896062, mauiteHTaH 10 mr, 37,5 mr ta 75
Mr Ta BignoBigHoro niaue6o Big 19.05.2020 p.; NMofoBXEeHHA TepMiHY NpPUAATHOCTI fOCAIAKYBaHOIo
nikapcbkoro 3aco6y JNJ-67896062, mauiTeHTaH, Ta6neTkn BKPUTi 060/10HKOMO, no 37,5 mr Ta 75 mr o
24 wicauiB [0 NPOTOKO/Y KIIHIYHOTO BMNPOGYBaHHA «[lpocnekTMBHE, paHAOMi3oBaHe, MoAgiliHe chine,
baraToueHTpoBe, nauebo KOHTPONbOBaHe, B NapasiesibHUX rpynax, aganTMBHe KAiHiYHe AO0CAimKeHHsa 3-i
ha3n 3 BiAKPUTUM MNPOLOBXEHHAM [/1 OUHKM eeKTUBHOCTI Ta 6e3neyHOCTi MauiTeHTaHy 75 mr npwu
HeonepabenbHili abo CTiNkilA / peunanByoYiii XPOHIYHIA TPOMOOEMOONIYHIA fereHeBil rinepTeHsii», Ko,
pocnimpkeHHss 67896062CTP3001, 3 nonpaBkow 2 Bepcia 4 Big 13.07.2020 p. ; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbrisi

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

37. OHoBneHuit po3pgin 3.2.P «Jlikapcbkuii 3acié — 37,5 Mr Ta 75 Mr Ta6/1€TKM BKPUTi 0G0/IOHKOIO» Bif,
10.12.2020 locbe pocnigxyBaHoro nikapcbkoro sacod6y JNJ-67896062, mauiteHTaH 10 mr, 37,5 mr ta 75
Mr Ta BignoBigHoro niaue6o Big 19.05.2020 p.; NMoaoBXeHHA TepMiHY NpUAATHOCTI fOCNiAXYBaHOIo
nikapcbkoro 3aco6y JNJ-67896062, mauiTeHTaH, Ta6neTkn BKPUTi 060/10HKOMO, no 37,5 mr ta 75 mr o
24 wmicAuiB 40 NPOTOKONY K/IHIYHOrO BUMPobyBaHHSA «[lpocnekTBHe, GaraToLueHTpoBe, NOABiiHe cnine, 3
MOABIHO iMITaLi€l0, paHAOMiI30BaHe, 3 aKTMBHMM KOHTPOJIEM, B MapasiefNibHux rpynax, 3 mnocaigoBHUM
BK/TIOYEHHAM rpyn, afanTMBHe, KOHTPO/IbOBaHe 3a MNoAiAsMU KiHiYHe [OCNifXeHHA TpeTboi dhasn Ans
NOPIBHAHHA e)EeKTMBHOCTI, 6e3NeYHOCTi Ta NepPeHOCUMOCTI MaljiTeHTaHa 75 Mr 3 MauiteHTaHom 10 mr y
nauieHTiB 3 JlereHeBO apTepiasibHOK TiNepTeHsield 3 nogasbluMm NepiogoM BIAKPUTOro J/liKyBaHHS
MaviTeHTaHOM 75 Mr», Kog gocnigpkeHHss AC-055-315, nonpaska 1, Bepcisi 2 Big 13 nvnHsa 2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

38. OHOBNeHuiAi NpPoTOKON KMiHiYHOro BunpoGyBaHHA MK-3475-598, Bepcia 3 iHKOpNopoBaHOIO
nonpasBkoto 06 Big 11 rpyaHAa 2020 poky, aHriicbKko MOBOLO; YKpaiHa, MK-3475-598, Bepcis 3.00 Big,
18 rpyaHs 2020 p., yKpaiHCbKOIO MOBOIO, iH(popmauia Ta AOKYMEHT npo iHchopmoBaHy 3rogy Ansi
nauieHTa; YkpaiHa, MK-3475-598, Bepcis 3.00 Big 18 rpypgHs 2020 p., pociiicbkoio MOBOWO, iHthopmauis
Ta [OKYMeHT npo iHdopmoBaHy 3roay AN nNauieHTa [0 NPOTOKO/Y KNIHIYHOIO  AO0CNIIKEHHSA
«PaHgomizoBaHe noggiiHe cnine pgocnimkeHHs I dasn, nopiBHAHHA KOMOGiHaLii mem6ponizymady Ta
ininimymaby 3 KombiHalieto nemopoisymatdy Ta niauebo y paHille HesikoBaHUX NauieHTiB 3 MeTacTaTUyHUM
HeAPiIGHOKNITUHHUM pakoM fnereHb 4 ctagii 3 PD-L1-no3utmuBHUMK nyxnuHamu (TPS =50%)(KEYNOTE-598)»,
Koa pocnimkeHHs MK-3475-598, 3 iHkopnopoBaHoto nonpaskoto 05 Big 14 nvnHsa 2020 poky; cnoHcop - "Mepk
Wapn EHg Ooym Kopn.", pouipHe nignpuemctso'Mepk EHA Ko., IHK." (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLUA

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

39. 3miHa agpecu cnoHcopa; Jlocbe AocnigKyBaHOro siikapcbkoro 3aco6y: Tavapadon, Bepcis 2.0, Bif,
03 rpyaHsa 2020 p.; 3pa3ok etuketkn gnsa 5,0 mr, 1,0 mr, 0,25 mr TaBanagoHy (CVL-751) a6o 0 mr
(nnaue6o) TabneTku Asisa NepopasibHOroO 3acTocyBaHHA Bepcia 2.0 Big 16 xoBTHA 2020 p.; CVL-751-
PD-001_IHchopmaunia gna naudieHta i dopma iHhopmoBaHoOi 3rogu_Bepcia ana Ykpaiim 5.1.0 Big 04
rpygHAa 2020 p. yKpaiHCbKOIO Ta pociiicbkoto moBamu; CVL-751-PD-001 IHchopmauisa gns nauieHTa ta
dopma iHOopMOBaHOI 3roaun Ha yuyacTb Y HEOOOB’A3KOBOMY MaiiOyTHLOMY A0CAIAKEHHi GioNoriuHmx
3paskiB, Bepcia gns Ykpaiim 3.1.0 Big 04 rpygHa 2020 p., YKpPaiHCbKOK Ta pPOCIiliCbKOIO MOBamu;
CVL-751-PD-001 fljonoBHeHHs A0 dhopmMu iHchopmoBaHOi 3roau wopno COVID-19 _Bepcis ana YkpaiHu
3.2.0 Big 04 rpyaHa 2020 p. ykpaiHCbKOK Ta pociiicbkolo MoBamu; CVL-751-PD-001 dopma
iHbopMoBaHOI 3roan BariTHOI NapTHepKW, Bepcia Ana YkpaiHn 3.2.0 Big 04 rpygHa 2020 p.,
YKpaiHCbKOIO Ta pocilicbkolo MoBamu; CVL-751-PD-001 3HiMKM ekpaHy 3 Bigeo npo iHpopMoBaHy
3roay Bia 13 rpyaHa 2020 p. yKpaiHCbKOIO Ta pociiicbkolo moBamu; YHicdhikoBaHa PeiituHroBsa Lkana
XBopo6u MNapkiHCOHa

MDS-UPDRS, pns YkpaiHu ykpaiHCbKOo MoBoO Bepcia 1 Big 30 nuctonaga 2020 p. [CVL-751-
PD-001_MDS-UPDRS_Ukraine_Ukrainian_v1_2020_Nov_30]; TEMPO-1 - TlOCiGHUK 3 BWKOHaHHA
Bi3UTIB YKpaiHCbKOIO MOBOLO Bepcif 2.0 [20201130-UK-UKR-PI-VG1 - V2.0]; TEMPO-1 - MNMoci6HuK no
Bi3uTam pociiicbKoro MoBOto Bepcis 2.0 [20201130-UK-RUS-PI-VG1 - V2.0] TEMPO-1 JlucTt-BignoBigb
woao nnaue6o — BuxigHuii piBeHb, yKpaiHCbKOl0 MOBOLO Bepcia 1.1 [20201204-UA-UKR-PI-PRB1-
V1.1]; Nnct-BignoeBiab 3 iHhopmauieto woao nnaueoo (Ha BisuTi BUXiAHOro piBHA) ANna focnigkeHHA
TEMPO-1, pocilicbkolo Moot Bepcis 1.1 [20201204-UA-RUS-PI-PRB1-V1.1]; TEMPO-1 /lucT-
BiAnNoBiab woao nnaue6o — MNicns BUXigHOro piBHA, ykpaiHCbKo MoBoo Bepcis 1.1 [20201204-UA-
UKR-PI-PRP1-V1.1]; lucTt-BignoBigb 3 iHchopmauielo woao nnaue6o (nicns Bisuty BUXigHOro piBHA)
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Aana pocnipkeHHs TEMPO-1, pociiicbkoio moBow Bepcis 1.1 [20201204-UA-RUS-PI-PRP1-V1.1];
TEMPO-1 BitanbHuii nuct/indopmauia wogo COVID-19 ykpaiHCbKOO MoBOto Bepcis 1.1 [20201204-
UA-UKR-PI-COV1-V1.1]; BitanibHuiA nuct/IHopmaLiiiHuiA GloneTeHb WOoA0 KOPOHaBipPYCHOI iHheKuii
COVID-19 ansa pgocnigpkeHusa TEMPO-1, pociiicbkolo moBoto Bepcia 1.1 [20201204-UA-RUS-PI-COV1-
V1.1]; 3axucHa Macka A 06/myusa i3 CUMBOMIKOI AOC/IAKEHHSA, ALOKYMEHT YKPalHCbKOK MOBOLO
Bepcia 1.1. [20201204-UA-UKR-PI-FAC-V1.1]; Macka Ana o6suMuyusi i3 CMMBOJIIKOIO AOCNIAXEeHHS,
[OKYMEHT pociiicbkolo MoBoto Bepcia 1.1. [20201204-UA-RUS-PI-FAC-V1.1]; Manka pocnigXeHHs,
[OKYMEHT yKpaiHCbKolo mMoBolo Bepcia 1.1 [20201204-UA-UKR-PI-FOL-V1.1]; MNanka i3 cumBOnNikoto
[OCnNiopKeHHA, [OKYMEHT pocilicbKoto MmoBoto Bepcif 1.1. [20201204-UA-RUS-PI-FOL-V1.1]; CVL-751-
PD-001 ®opma oTpumMaHHA AoCNifAKyBaHOro npenapary nauieHtom Bepcia 1.0 Big 16 rpygHa 2020 p.,
YKpPaiHCbKOLO Ta POCICbKOK MOBaMU [0 NPOTOKO/Y KAiHIYHOTO AOCAIMKEHHS «PaHaoMi3oBaHe, NnoagiiHe
cnine, nnaueb0-KOHTPONbOBaHe AOCNIMKEHHS (ha3n 3 y napanesibHUX rpynax TPUBaICTO 27 TUXHIB A/1s
OUiHKM eheKTUBHOCTI, 6e3MeYHOCTi Ta NepeHoCUMOoCTi ABOX (hikcoBaHMX [03 TaBanaAoHy Yy naLieHTiB 3
XBOpo6oto MapkiHCcoHa Ha paHHiin cTagii (gocnimpkeHHs TEMPO-1)», koa gocnigxkeHHs CVL-751-PD-001,
OHoBrieHuii npoTokon Bepcid 2.0 Big 29 uepsHA 2020 p.; cnoHcop - CepeBen Tepan'toTike, JI/1C, CLLUA [Cerevel
Therapeutics, LLC, USA]

3asaBHUK - TOB «IHC Pecepu YkpaiHa»

BYNO CTANO

131 faptmayt Cr., ochic 502 BocToH, wWwT. | 222 [Mkeiiko6c Ct., odic 200 KemGpugxk, wWT.

Maccauycetrc 02116, CLUA [131 Dartmouth | Macca4yceTtc 02141, CWA

Street, Suite 502, Boston MA 02116 USA] [222 Jacobs Street, Suite 200 Cambridge, MA
02141 USA]

40. 3miHa agpecu cnoHcopa; [locbe JocnigKyBaHOro slikapcbKoro 3acooby: Tavapadon, Bepcis 2.0, Big,
03 rpyaHs 2020 p.; 3pa3ok etuketkm gna 5,0 mr, 1,0 mr, 0,25 mr taBanagoHy (CVL-751) a6o 0 mr
(nnaue6o) TaGneTkn ANA NepopasibHOro 3actocyBaHHA Bepcia 2.0 Big 16 oBTHA 2020 p.; CVL-751-
PD-002_IHchopmaunia gna naudieHta i dopma iHhopmoBaHoOi 3rogu_Bepcia ana Ykpaiim 4.1.0 Big 04
rpyaHa 2020 p. yKpaiHCbKOK Ta pocilicbkoto moBamu; CVL-751-PD-002 IHdhopmaLif Ansa nauieHTa 1a
®dopma iHpopMOBaHOI 3rogn Ha y4yacTb Y HEOO60B’I3KOBOMY MaiilGyTHbOMY A0CHifKEeHHi 6ionorivHnx
3paskiB, Bepcisa ana YkpaiHu 2.1.0 Big 04 rpygHa 2020 p., yKpaiHCbKOIO Ta POCiliCbKOKO MOBaMu;
CVL-751-PD-002 fonoBHeHHA A0 thopMmu iHpopmoBaHoi 3rogu woao COVID-19 _Bepcia ana YKpaiHu
3.2.0 Big 04 rpyaHa 2020 p. ykpaiHCbKOW Ta pociiicbkolo MoBamu; CVL-751-PD-002 dopma
iHbopMoBaHOi 3roau BariTHOI MapTHepku, Bepcia Aana YkpaiHn 2.2.0 Big 04 rpyaHsa 2020 p.,
YKpaiHCbKOIO Ta pocilicbkolo MmoBamu; CVL-751-PD-002 3HiMKM eKkpaHy 3 Bigeo npo iHpopMoBaHy
3roay Bia 13 rpygHa 2020 p. yKpaiHCbKOIO Ta pociiicbKolo moBamu; YHichikoBaHa PeiituHrosa Lkana
XBopo6u MapkiHcoHa MDS-UPDRS, gns YKpaiHu yKpaiHCbKOI0 MOBOLo Bepcis 1 Big 30 nuctonaga 2020
p. [CVL-751-PD-002_MDS-UPDRS_Ukraine_Ukrainian_v1_2020_Nov_30]; TEMPO-2 J/inct-BignoBiab
woao nnaueéo — BuxigHuii piBeHb, yKpaiHCbKOK MoBoOl Bepcisa 1.1 [20201204-UA-UKR-PI-PRB2-
V1.1]; Nnct-Bignoeiab 3 iHhopmauieto woao nnaueoo (Ha BisuTi BUXigHOro piBHA) ANna focnigkeHHA
TEMPO-2, pociiicbkoto Moot Bepcis 1.1 [20201204-UA-RUS-PI-PRB2-V1.1]; TEMPO-2 JlucT-
BiAnoBiab woao nnaue6o — MNicns BUXigHOro piBHA, YKpaiHCbKO MoBoo Bepcis 1.1 [20201204-UA-
UKR-PI-PRP2-V1.1]; IucTt-BignoBigb 3 iHchopmauielo woao nnaue6o (nicns BisUTy BUXiAHOro piBHA)
Ana pocnipkeHHsa TEMPO-2, pociiicbkoio moBow Bepcisa 1.1 [20201204-UA-RUS-PI-PRP2-V1.1];
TEMPO-2 BitanbHuii nuct/lndopmauia woao COVID-19 ykpaiHCbKOO MoBOKO Bepcia 1.1 [20201204-
UA-ESP-PI-COV2-V1.1]; BitanbHuii nuct/lHhopmauiiiHuii 6toneTeHb WOAO0 KOPOHaBIPYCHOI iHdeKwuii
COVID-19 ansa pocnigpxeHHa TEMPO-2, pociiicbkolo moBoto Bepcia 1.1 [20201204-UA-RUS-PI-COV2-
V1.1]; 3axucHa Macka gns o6sm4yusa i3 CUMBOJIKOK [OCiIfKEHHSA, AOKYMEHT YKPAIHCbKOI MOBOIO
Bepcia 1.1. [20201204-UA-UKR-PI-FAC-V1.1]; Macka ana o6suuusi i3 CMMBOJIIKOIO [OCHIoKEHHS,
[AOKYMEHT pocilicbkolo moBoto Bepcia 1.1. [20201204-UA-RUS-PI-FAC-V1.1]; Manka pgocnipgkxeHHs,
AOKYMEHT yKpaiHCbKOI MoBOK Bepcia 1.1 [20201204-UA-UKR-PI-FOL-V1.1]; Manka i3 cumBONiKoo
[OocnipXeHHs, AOKYMEHT pocilicbkolo MmoBoto Bepcis 1.1. [20201204-UA-RUS-PI-FOL-V1.1]; CVL-751-
PD-002 ®opma oTpMaHHA AOCNifKyBaHOro npenapary nauieHTom Bepcisa 1.0 Big 16 rpyaHs 2020 p.,
YKpPaiHCbKOKO Ta pociiicbkolo MoBamMu; 3MiHa Micus NpoBeAEeHHA KNiHIYHOro BUNPOGYBaHHA [0
MPOTOKO/ly  KAiHIYHOro BunNpobyBaHHA «PaHgomizoBaHe, noABiliHe cnine, nnaue60-KOHTPONbOBaHe
JocnimpkeHHs dpasn 3 y napanesibHUX rpynax TpUBaslicTio 27 TUXKHIB i3 THYYKUM Nig6opoM A03K ANS OLiHKK
ehekTMBHOCTI, 6e3neYHoCTi Ta NnepeHocumocTi TaBanafoHy Yy NauieHTiB 3 XBopo6oto NapkiHCOHa Ha paHHii
cTagii (mocnimkeHHa TEMPO-2)», kog pocnimkeHHs CVL-751-PD-002, sepcisa 2.0 Big 29 yepsHa 2020 p.;
crnoHcop - Cepesen Tepan'toTikc, J/I/IC, CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

| Byno | Ctano

14



131 AaptmayT CT., odhic 502 BOCTOH, LWUT. 222 [xeikobec Crt., odiic 200, Kembpuax, wWT.
Maccauycetc 02116, CLUA (131 Dartmouth Maccauycetc 02141, CLLUA
Street, Suite 502, Boston MA 02116 USA) (222 Jacobs Street, Suite 200, Cambridge, MA 02141
USA)

Byno Crano
O.M.H., npody. Mockosko C.IM. O.M.H., npody. Mockosko C.IM.
KoMmyHasnibHe  HekomepuiiHe  NigNPMEMCTBO | MeAnMYHUA  LEeHTp ToBapuctBa 3  OOMEXEHOH
«BiHHMUbKa obnacHa KniHiYHa | BignoBiganbHICTIO «MeauuHunii ueHTp «CantTem»,

NMCUXOHEBPOJIONYHA  JliKapHA iM. akaj. | nikyBanbHo-npocpinakTuuHuiA BigAin, M. BiHHMLA
O.l. KOweHka BiHHUUBLKOT 06nacHoi Pagun»,
HeBpoOJIOriyHe  BiggineHHsa Ne3, BiHHWLbKWIA
HauiOHa/IbHWIT MeanyHWiA yHiBepcuTeT iM. M.I.
MuporoBa, kadegpa  HeEpPBOBMX  XBOPOO,
M. BiHHMUS

41. OHOBNEeHuiA NPOTOKON KNiHiuHOro Bunpo6yBaHHA MK-3475-426, 3 iHKopnopoBaHoto nonpaskoto 18
Big 02 rpyaHs 2020 poKy, aHrNilicbKO MOBOH [0 MPOTOKOY KiHIYHOrO BUNPo6byBaHHS «PaHgomisoBaHe,
Bigkpute pocnimkeHHsa Il dasm gna ouiHkm edekTMBHOCTI Ta 6e3nekn nemoponisymadcy (MK-3475) B
KoMOiHaL,i 3 aKCiTiHiGOM B NOPIBHAHHI 3 MOHOTEpPANIE CYHITIHIOOM AK NiKyBaHHA NepLloi NiHii y nawieHTiB 3
JIOKa/1IbHO MPOrpecyoyoo abo MeTacTasyouoko CBIT/IOKNITUHHOW KapumrHoMoto HUpKN (KEYNOTE-426)», Koz
pocnipkeHHa MK-3475-426, 3 iHKOprnopoBaHoo nonpaskoto 16 Big 23 ciuHa 2020 poky; cnoHcop - «Mepk
Wapn EHA Ooym Kopn.», podipHe nianpuemctso'Mepk EHp Ko.lHk.»(Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLA

3anBHMK - TOBApMCTBO 3 06MEXEHOI BiAMNOBIAaUIbHICTIO «MC/], YkpaiHa»

42. 3miHa agpecu cnoHcopa; [locbe [ocnigKyBaHOro fiikapcbKoro 3acooy: Tavapadon, Bepcis 2.0, Big,
03 rpyaHsa 2020 p.; 3pa3ok etuketkm gna 5,0 mr, 1,0 mr, 0,25 mr taBanagoHy (CVL-751) a6o 0 mr
(nnaue6o0) TaGneTkn ANA NepopasibHOro 3actocyBaHHA Bepcia 2.0 Big 16 oBTHA 2020 p.; CVL-751-
PD-003_IHchopmaunia ana nauieHta i ®opma iHhopMoBaHoi 3rogu_Bepcia ana Ykpaiim 4.1.0 Big 04
rpyaHa 2020 p. yKpaiHCbKOK Ta pocilicbkoto moBamu; CVL-751-PD-003 IHdhopmaLia ansa nauieHTa Ta
®dopma iHpopMOBaHOI 3roaM Ha y4yacTb Y HEOO60B’I3KOBOMY MaiilGyTHbOMY A0CHifKEeHHiI BGionorivHnx
3paskKiB, Bepcisa ana YkpaiHu 2.2.0 Big 04 rpygHa 2020 p., yKpaiHCbKOIO Ta POCiliCbKOKO MOBaMu;
CVL-751-PD-003 lonoBHeHHs A0 dhopMu iH(hopmoBaHOi 3roau wopo COVID-19 _Bepcis ana YKpaiHu
3.2.0 Big 04 rpyaHa 2020 p. yKpaiHCbKOKO Ta pocilicbkoio mMoBamu; CVL-751-PD-003 dopma
iHbopMoBaHOi 3roau BariTHOI MapTHepku, Bepcia Ana YkpaiHn 2.2.0 Big 04 rpyaHsa 2020 p.,
YKpaiHCbKOlO Ta pocilicbkolo MmoBamu; CVL-751-PD-003 3HiMKM eKkpaHy 3 Bigeo npo iHpopMoBaHy
3rogy Bia 14 rpygHa 2020 p. yKpaiHCbLKOI Ta pocCiiicbKolo MoBamu; YHichikoBaHa PeiituHroBa Lkana
XBopo6u MNMapkiHCOHa

MDS-UPDRS, pnsa YKpaiHu ykKpaiHCbKol MoBot Bepcia 1 Big 30 nuctonaga 2020 p. [CVL-751-
PD-003_MDS-UPDRS_Ukraine_Ukrainian_v1l_2020_Nov_30]; TEMPO-3 - TlOCiOHMK 3 BWKOHaHHS
Bi3UTIB yKpaiHCbKO MoBolo Bepcifa 2.0 [20201203-UK-UKR-PI-VG3-V2.0]; TEMPO-3 — MNociGHuK no
Bi3uTaM pociiicbKolo MmoBol Bepcifa 2.0 [20201203-UK-RUS-PI-VG3-V2.0]; TEMPO-3 /lucTt-BignoBiab
wopao nnaue6o — BuxigHuii piBeHb, yKpaiHCbKOIO MoBoto Bepcisa 1.1 [20201204-UA-UKR-PI-PRB3-
V1.1]; NncT-BignoBiab 3 iHhopmauiero Wwoao nnauedo (Ha BisUTi BUXigHOro piBHA) Ans focnigxeHHA
TEMPO-3, pociiicbkoto Moot Bepcia [1.1 20201204-UA-RUS-PI-PRB3-V1.1]; TEMPO-3 JlucT-
Bignosigb wopao nnaue6o — lMicna BuxigHoro piBHSA, yKpaiHCbKOI0 MoBoOlo Bepcis 1.1 [20201204-UA-
UKR-PI-PRP3-V1.1]; lucTt-BignoBigb 3 iHchopMmauielo woao naaye6o (nicns Bisuty BUXiZHOro piBHA)
ana pocnipkeHHa TEMPO-3, pociiicbkoio moBow Bepcia 1.1 [20201204-UA-RUS-PI-PRP3-V1.1];
TEMPO-3 BitanbHuii nuctl/lndopmadisa wopo COVID-19 ykpaiHCcbKko0 MoBoto Bepcia 1.1 [20201204-
UA-UKR-PI-COV3-V1.1]; BitanbHuii nuct/iHchopmaviiiHuin 61oneTeHb WOA0 KOPOHABIPYCHOI iH(eKLiT
COVID-19 ansa gocnigpkeHus TEMPO-3, pociiicbkolo moBoto Bepcia 1.1 [20201204-UA-RUS-PI-COV3-
V1.1]; 3axucHa macka Ansi 0611Yys i3 CMMBOMIKOIO AOCNIMKEHHSA, AOKYMEHT YKpaiHCbKOIO MOBOIO
Bepcia 1.1. [20201204-UA-UKR-PI-FAC-V1.1]; Macka Ana o6auyus i3 CUMBOMIKOKO [OCAIgXEHHS,
LOKYMeHT pociiicbkotlo moBoto Bepcia 1.1. [20201204-UA-RUS-PI-FAC-V1.1]; Nanka pocnigXeHHs,
OOKYMEHT yKpaiHCbKOIo MoBot Bepcis 1.1 [20201204-UA-UKR-PI-FOL-V1.1]; Nanka i3 cMuMBONiKoO
BOCNiMHKEeHHA, AOKYMEHT pocilicbkolo MoBoto Bepcis 1.1. [20201204-UA-RUS-PI-FOL-V1.1]. CVL-751-
PD-003 ®opma oTpuMaHHA AOCAifKyBaHOro npenapary nauieHtom Bepcisa 1.0 Big 16 rpyaHs 2020 p.,
YKPaiHCbKOIO Ta POCIiICbKOIO MOBaMU [0 NPOTOKO/TY KIHIYHOTO AOCNIMKEHHS «PaHaomi3oBaHe, NoABiiHe
cnine, niayebo-KOHTPO/IbOBaHe AOC/IMKEHHA dha3n 3 y napasieflHUX rpynax TpUBAUICTIO 27 TUXKHIB i3
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FHYYKMM NigéopoM A03M ANS OUIHKU eeKTUBHOCTI, 6e3MneYHOoCTi Ta nepeHocMMocTi TaBanagoHy B SKOCTI
OONOMIXHOT Tepanii y AOpoc/vX NauieHTiB 3 XBOpo6ok [lapkiHCOHa 3 MOTOPHUMU (PAyKTyauiamu, ki
OTPUMYIOTb JliKyBaHHA npenapatoM Jlesogona (gocnimkeHHsa TEMPO-3)», ko pocnigpkeHHs CVL-751-
PD-003, Bepcia 2.0 Big 29 uepsBHa 2020 p.; crnoHcop - Cepeen Tepan'toTikc, JI/IC, CLUA [Cerevel
Therapeutics, LLC, USA]

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

BYNO CTANO

131 Jdaptmayt Cr1.,, odiic 502 BocToH, wWT. | 222 Oxeitko6c CT., ochic 200
Maccauycetc 02116, CLUA Kem6pugx, wr. Maccauycetc 02141, CLLUA
[131 Dartmouth Street, Suite 502, Boston MA | [222 Jacobs Street, Suite 200

02116 USA] Cambridge, MA 02141 USA]

43. NMonpaBka 1 go Gpowypu gocnigHuKa fikapcbkoro 3acody SAR650984 (izatykcumab), Bepcii Nell
Big 30 kBiTHA 2020p., pepakuia Nel Big 24 nuctonaga 2020p., aHriACbKOIO Ta POCINCLKOIO MOBaMu;
Bpouypa gocnigHuka nikapcbkoro 3aco6y SAR650984 (isatykcumab), Bepcis Nell 3 nonpaskoto 1 Big
24 nuctonaga 2020p., aHrMiINCbKOK MOBOK [0 MPOTOKONY K/IHIYHOro BUNpobyBaHHA "[ochimkeHHsa 1/2
hasn 3 eckanauierd 003N WOAO BMBYEHHS 6e3nekn, dpapmakoKiHETUMKM Ta eddeKTUBHOCTI GaraToKpaTHUX
BHYTPILLHbOBEHHUX iHAY3i r'yMaHi30BaHUX MOHOKIOHa/IbHNX aHTUTIN (SAR650984) no CD38 y naujieHTiB 3
CD38+ remobnactosamun”, kog gocnimkeHHsa TED10893, 3 nonpaskoto 14, Bepcis 1 Big 22 nunHsa 2020p.;
cnoHcop - sanofi-aventis recherche & developpement, France (CaHochi-ABEHTIC pellepLll e AeBesionMaH,
PpaHLis)

3aaBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

44. «<MDKHAPOAHE HEWPOMCUXIATPUYHE IHTEPB'FO MINI AN AOCAIAKEHb MCUXOTUYHUX
PO3/IAAIB - Ukrainian translation Version 7.0.2 - Ana DSM-5», Bepcia 1.2 Big, 22 rpyaHsa 2020 poky,
YKPaiHCbKOK MOBOIO 10 NPOTOKOJY K/IHIYHOro A0CNIAXEHHS «[JOCNiIKEHHA 019 OLiHKX BMN/AUBY npenapary
ALKS 3831 B NOpiBHAHHI 3 0f1aH3aniHOM Ha Bary Ti/fla y AOPOCMMX NauieHTiB MO0A40r0 BiKy, sKi HELWOAaBHO
3axBOPI/V Ha WN30dpeHito, Wn3odpeHothopMHIMiA po3nag abo 6inonspHuii posnag, | Tunys», Ko A0CNIIKEHHS
ALK3831-A307, 3 nonpaskoto 5.0 Big 19 yepsHa 2019 poky; cnoHcop - «Ankepmec, IHK.» (Alkermes, Inc.),
CWA

3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»

45, BKNIOYEHHA A0AATKOBOro MicLifl MpoBeAeHHs KMiHIYHOro BUNpoo6yBaHHs; 3MiHa Micus NpoBeAeHHA
KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKONY KAiHIYHOrO AochifkeHHa «baraToueHTpoBe, paHOoOMi3oBaHe,
noZgiiHe cnine, nnauebo KOHTPO/IbOBaHe, B MapasiesibHUX rpynax KiiHiYHe AOCAIMKEHHS TycenbKymaoy y
NavieHTIB 3 aKTUBHNM BOBYAKOBUM HedhpuTOoM», koA, fAocnimkeHHs CNTO1959LUN2001, 3 Monpaskoto 1 Bif,
07.05.2020 p.; cnoHcop - «AHCCEH ®APMALEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

Ne M.1.6. BigNOBiAaIbLHOrO AOCiAHMKA

n/n HasBa Micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 O.M.H., npodd. KysbmiHa I".I1.

KoMyHasibHe nianpremMcTBo «KprBoOpi3bka Micbka KniHivyHa nikapHs Ne2» KprBOpi3bKOT MiCbKOT pagu,
KapaionoriyHe BigaineHHsi, M. Kpusuin Pir

BYNO CTAO
nikap Kynuk A.B. 3aB. Big. Kynuk A.B.
KomyHaslbHE  HeKoMepLiiiHe  nignpueMcTBO | KoMyHasibHe HekomepLiiiHe nignpueMcTBO «Hepkacbka
«Yepkacbka o0b6nacHa nikapHA Yepkacbkoi | o6racHa nikapHa  Yepkacbkoi  0651acHOi  pagu»,
obnacHoi pagn», peBmaTtonoriyHe BiaggineHHs, | kKapgiopeBmaTtonorivyHe BigaineHHsa, M. Uepkacu
M. Yepkacu

46. 3miHa BigNoBigaNIbHOro AoCNigHUKA Y MicLi NPOBeAEeHHA K/1iHIYHOro BUNPOOYBaHHA 40 NPOTOKO/TY
KNIHIYHOTO pocnimxkeHHs PaHgomisoBaHe, Bigkpute, 6aratoueHTpoBe LOCNIMKEHHS (ha3n 3 AN BMBYEHHS
KOMbGiHauji 3aHyOpyTiHIOy (BGB-3111) 3 puTyKCMMaboM Yy MOPIBHSIHHI 3 KOMOGIHALEW OeHAaMyCTUHY 3
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pUTYKCMMaboM y NauieHTiB 3 paHiwe He JIiKOBaHOK MAaHTIHOKNITMHHOK /1IMJIOMOI0, SIKUM He MoKalaHa
TpaHcnaHTaujis cToBOYypoBUX KMITWH, Kog, gocnigpkeHHs BGB-3111-306, Bepcis 3 nonpaskoto 1 Big 23 NUnHS
2019 poky; cnoHcop - BelixeH JiTa [BeiGene Ltd], CLUA

3asBHUK - TOB «KOBAHC KNIHIKA JEBENOMNMEHT YKPAIHA»

BYNO CTANO
nikap Mununexko I.B. nikap Horaesa /1.1.
KomyHasnbHe HekomepLiHe nignpuemcTso | KomyHanbHe HekomepLUiiHe nignpuemMcTBo
«Yepkacbkuii 06/1aCHMIA OHKO/OFYHMIA aucnaHcep | «Yepkacbkuii 06nacHWiAi  OHKOMOTiUHUIA - AucrnaHcep
Uepkacbkol obnacHoi paan», ob6nacHuii | Yepkacbkoi o6nacHoi pagu», 06/1aCHUIA NikyBaslbHO-
NiKyBaUTbHO-AiarHOCTUYHWIA reMaTosIoNYHWA LEeHTP, | A4iarHOCTUYHWIA reMaToNorNvyHUA LLeHTp, M. Yepkacy
M. Yepkacu

47. Bpowypa gocnigHuka gnsa okpenisymady (RO4964913, Ocrevus®), Bepcia 19 Big nucronaga 2020 p.
[0 MPOTOKOMIB KAiHiYHUX BUNPobyBaHb: «BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABIVHE CINE
JOCNIIKEHHA ®A3U Il Y TTAPANENBHUX TPYTMNAX 3 I'IOLI,BII7IHI/IM KOHTPOJIEM MAALUEBO ONA
OUIHKN E®EKTVBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3 OKPENI3YMABOM Y
JOPOCNNX TMALUIEHTIB 3 MEPBUHHAM TMPOrPECYHOUYMM POS3CIAHUM CK/IEPO30OM», kopg
pocnipkeHHs GN41791, Bepcia 3 Big 09 BepecHsi 2020 p.; «baraToueHTpoBe, paHAOMi30BaHe, NOABiHE
cnine, KOHTPO/sIbOBaHe Aoc/imkeHHs asu llib ana ouiHkM edpekTuBHOCTI, 6e3ne4HOCTi Ta hapMakoKiHETUKU
BULLMX 403 OKpenidymMaly y AOPOC/IMX NaLEHTIB 3 peLAMBYHOYMM PO3CISHUM CK/TEPO30M>», KOA, AOCAIAKEHHS
BN42082, Bepcia 1 Big 19 TpaBHAa 2020 p.; «baratoueHTpoBe, paHAOMi30BaHe, noAgiliHe chine,
KOHTpO/IbOBaHe gocnimkeHHs dpasu lllb ans ouiHkn edhekTMBHOCTI, 6€3Ne4YHOCTI Ta hapMaKkoKIHETUKN BULLIMX
003 oKpenizymady y A0pOCAMX 3 NEPBMHHUM MPOrPECYOHUM PO3CIAHUM CKNEePO30M», KOA AOCAIMKEHHS
BN42083, Bepcis 1 Big 19 TpaBHs 2020 p.; cnoHcop - ®.XoddmaHH-/1a Pow JiTa, LBenuapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifgNOBiAa/bHICTIO «PoLw YkpaiHa»

48. bpouwypa pocnigHuka JNJ-54179060 Im6pyBika (I6pyTuHiIG), BUgaHHa 14 Big 10.12.2020 p. g0
NPOTOKONY KNiHIYHOrO AocnifkeHHs «PaHzoMizoBaHe BigKpuTe KiiHiYHe [ocnifxeHHs 6e3nekn Ta
edpekTvBHOCTI IGPYTUHIGY Yy negiaTpuyHmMx Ta MOJIOAMX [AOPOC/MX NauieHTiB 3  peuuamBHO abo
pedhpakTepHOIo 3piNot B-KNITUHHOK HEXOMKKIHCHKOK NiIMOMOI0», KOA AocnimpxkeHHsa 54179060LYM3003 ,
npotokon Amendment 6/RS-1 'pyna 1 (kpaiHu: IcnaHiq, Ykpaida) Big 06.10.2020 p.; cnoHcop - «AHCCEH
OAPMALEEBTUKA HB>», Benbris

3anBHuK - «AHCCEH ®»APMALEBTWKA HB», Benbris

49. bpouwypa pocnigHuka RO5541267, Tecentriq (atezolizumab), Bepcia 17 Big BepecHa 2020 p.,
aHrnivicbkor MoBoto; GO29527 IHdhopmauifa ana nauieHTa i oopma iHhopmoBaHoi 3roau, Bepcis 13.1
ANA YKpaiHu aHrnilicbkoto moBoto Big 17 rpyaHa 2020 p.; GO29527 Inchopmauis ana nauieHta i popma
iHdhopMoBaHoI 3rogu, Bepcia 13.1 ana YKpaiHn yKpaiHCbKOK MOBOIO Bif 17 rpyaHa 2020 p.; GO29527
IHhopMmauisa gns nauieHTa i oopma iHdhopMoBaHoi 3rogu, Bepcis 13.1 gns YKpaiHu pocilicbKOlo MOBOLO
Big 17 rpyaHa 2020 p. OO NPOTOKOMY K/HIYHOrO JOCHiMKEHHA «34 hasa, BigKpUTe, paHOoMi3oBaHe
OOCNiMKEHHA A/18 OUIHKM ehbeKTMBHOCTI Ta 6e3nekn npenaparty Atesonisymaé (ANTI-PD - L1 aHTuTINO) B
MOPIBHAHHI 3 ONTMM&/IbHOK NIATPUMYKOUOK Tepaniel nicna af'loBaHTHOI XiMioTepanii OCHOBaHOI Ha
LivcnnaTuHi y nauieHTiB 3 MOBHICTIO pe3ekTabenbHUM HeApiGHOKMITUHHUM pakoMm nereHb IB-11IA cTagii», koa
pocnipkeHHss GO29527, sepcis 8 Big 11 ntotoro 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland
(«®. XothdpmaHH-/15 Pow /1Ta», LBeiiyapis)

3anBHMK - ToBapucTBo 3 O6MexeHot BianosiganbHicTio «KOHTpaKTHO-A0CiAHMLbKA opraHizauis IHHoPapm-
YKkpaiHa»

50. 3anyuyeHHs [o0[AaTKOBOI BUPOGHUYOI ainbHULiI BiaHekc C.A. — 3aBog C (BiaHekc C), peuis ana
nikapcbKoro 3aco6y cynyTHbOI Tepanii MemeTpekces, NOPOLLOK AJI KOHLUEHTPATy AN PO3UMHY ANA
iHdy3iii 500 wmr; JopaBaHHA 3paskiB MapKyBaHHA MiKapCbKOro 3aco6y CcynyTHbOi Tepanii
MemeTpekcen, NOPOLIOK A/ KOHLEHTPATY AJIA PO3UMHY ANA iHdysiin 500 mr, Bepcisa Big 24 nuctonaga
2020 p. (NOV/24/2020), ykpaiHCbKOI0O MOBOIO A1l BUPOGOHMYOI AginbHuui BiaHekc C.A. - 3aBog C
(BiaHekc C), [lpeuisa [0 NPOTOKOMY K/IIHIYHOrO JocnimkeHHs «[lloggiiiHe cnine, 6GaraToueHTpoBe,
paHgomizoBaHe pgocnimkeHHs |l dasu ans ouiHkM edIeKTMBHOCTI Ta 6e3nekn Heoad'toBaHTHOI Tepanii
aresonizymaéom abo nnauebo B kOMGiHaUIT 3 XiMioTepanieto Ha OCHOBI MpenapariB NJIAaTUHN Y NaLiEHTIB 3
onepabenbHMM HeApiGHOKNITUHHMM pakom nereHs l, 1A i BubipkoBo IIIB cTagji», kog gocnigpkeHHs GO40241,
Bepcis 6 Big 12 uepsHsa 2020 p. ; cnoHcop - ®.XoddmaHH-/18 Pow JTa, LBeiiuapis
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3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiNoBiAa/IbHICTIO «PoLl YKpaiHa»

51. Bpowypa pgocnigHuka MK-6482, BuaaHHA 7 Big 02 nuctonaga 2020 poKy, aHrNilicbKOO MOBOIO;
YkpaiHa, MK-6482-005, Bepcis 1.01 Big 24 rpyaHa 2020 p., yKpaiHCbKOIO MOBOIO, iHpopMauia Ta
[OKYMeHT npo iHhopmoBaHy 3roay Ans nauieHTa; YkpaiHa, MK-6482-005, Bepcis 1.01 Big 24 rpyAaHs
2020 p., pocilicbkolo MOBOIO, iHpOpMauUifs Ta AOKYMEHT npo iHpopMoBaHy 3ropy A/1A Naui€eHTa;
OHoBneHi cekuii Jocbe O/13 MK-6482 DRUG SUBSTANCE S2. Manufacture, Bepcisa 05NZFR (05HPZJ)
Ta S.4 Control of Drug Substance, Bepcia 05NZFR (05GVWF) Big 18 rpyaHa 2020 p., aHr/1iiCbKOKO
MOBOIO [0 NPOTOKO/1Y K/iHIYHOro BUNpobyBaHHA «Bigkpute, paHaomizoBaHe gocnimpkeHHs 3 dha3u npenapary
MK-6482 B nopiBHSHHI 3 NpenapaTom eBepOoiMyC Y YY4aCHUKIB 3 MOLUMPEHUM HUPKOBO-KAITUHHUM PakoM, SIKUIA
nporpecysas nicnsa nonepegHeoi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», kog gocnimpkeHHs MK-6482-005, 3
iHKopnoposaHoto nonpaskoto 02 Big 14 TpasHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AodipHe
nignpmemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

52. Bpowypa pgocnigHuka Kampenisyma6 (SHR-1210), Bepcis 7.0 Big 23 nunHsa 2020 poKy, aHIM1iiCbKOKO
MoBoto; IHhopMmauiiHuii nucTok i hopma 3roau, Bepcis V3.0UKR(uk)1.0 Big 26 nuctonaga 2020 poky,
nepeknag ykpaiHcbkoo MoBolo Big 07 rpyaHsa 2020 poky; IHchopmauiiHuiA nucToK i hopma 3rogn,
Bepcifa V3.0UKR(ru)1.0 Big 26 nuctonaga 2020 poKy, nepeknag, pociicbKoro MoBoto Big 07 rpyaHs 2020
poKy; Aocbe fgocnigKyBaHOro slikapcbkoro 3acooy SHR-1210 (Kampenisymag) 3 gogatkamu, Bepcis 4.0
Big 02 nuctonaga 2020 poKy, aHrMiNiCbKOK MOBOK; [OCbE AOCMiAKYBAHOIO NiKapCbKOro 3acooy
PuBouepaHi6 me3unart, Bepcis 4.0 Big 01 BepecHA 2020 poKy, aHrAilicbkolo mMoBoto; flogatok 1 o
Aocbe pocnigxyBaHoOro nikapcbKkoro 3aco6y PuBouepaHio mesunar, Bepcisa 4.0 Big 01 BepecHs 2020
POKy, aHrniicbKo MOBOM; 306iNblIEHHA KiIbKOCTI gocnigkyBaHux B YKpaiHi 3 30 go 45 oci6é ao
NMPOTOKONY KNiHIYHOTO AOC/iAXeHHA «PaHAoMi3oBaHe, BigkpuTe, MiKHapoAHe, GaraToueHTpoBe, KJliHiYHe
JocnigpkeHHs a3 3 kombiHoBaHOro 3actocyBaHHA npenapaty SHR-1210, sikuid AB/sie CO600 aHTUTINO A0
PD-1, Ta anaTuHiby me3unarty (pusoLepaHiby) NopiBHAHO 3 3aCTOCyBaHHAM copadieHidy sk Tepanii nepLuoi
NiHITy nauieHTiB i3 noWwMpeHoto renatoLentonAapHoto kapunHomoto (M'UK), ski paHille He 0TpUMyBasiM CUCTEMHY
Tepanito», kog, aocnigpkeHHs SHR-1210-111-310, sepcis 5.0-EMEA Big 01 TpaBHs 2020 poky; crnioHcop - Jiangsu
Hengrui Medicine Co., Ltd., China

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

53. OHOBJIEHMIA NPOTOKOJ KMAIHIYHOro BUNpPoGyBaHHs, Bepcia 1.0 3 NMonpaskoto 4-UA Big 02 OBTHA
2020 p., aHrniiicbkolo mMoBoto; CuHoncuc [poTokony KhiHiYHOro BuUNpoGyBaHHA, Bepcia 1.0 3
MonpaBkoto 4-UA Big 02 xoBTHA 2020 p., YKpaiHCbKOO MOBOI; 3MiHa agpecyu CnoHcopa KniHiYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y K/THIYHOrO AOCNiMKEHHA «52-TXXHEBE BiJKPUTE A04AaTKOBE OOCNIMKEHHSA 3
BMBYEHHA MiMaBaHCEPUHY Y MaLieHTIB 3 BeNUKMM [EnpPecuBHUM pPO3NafoM i BiACYTHICTIO afekBaTHOI
Bi4NOBIAj HA NiKyBaHHA aHTMAenpecaHTamu», ko gocnimkeHHs ACP-103-055, sepcia 1.0 3 MNMonpaskoto 4 Bif,
11 cepnHsa 2020 p.; cnoHcop - «AKALIA dapmacbkioTikasic IHK.», CLUA

3asBHIK - TOB «BOP/IABANL KMIHIKA TPAINC YKP»

BYNO CTANIO

«AKALIA dapmacbkioTikan3 [HK.», 3611 Benni | «Akagis ®apmacbioTikan3 IHK.», 12830 Enb KamiHo
CeHTe [JpaiiB, Ocpic 300, m. Can-fiero, wTtat | Pin, Odcpic 400, m. Can-[iero, wrat KanidopHis
KanichopHisa 92130, CLUA, (3611 Valley Centre | 92130, CLUA, (12830 El Camino Real, Suite 400,
Drive, Suite 300, San Diego, CA 92130 USA) San Diego, CA 92130 USA)

54. 3anyueHHs [oAaTKOBUX BUPOOHUKIB AocnigkyBaHOro siikapcbkoro 3aco6y Harpiii Imetenbcrar
(GRN163L): Catalent Indiana, LLC, CLUA; Cilag AG, LUBeiiyapis; Fisher Clinical Services GmbH,
LWBenyapis; Fisher Clinical Services, CLLUA (MeHcunbBaHisn); Fisher Clinical Services, CLUA (InniHoiic);
Associates of Cape Cod, CLUA; PPD Development, LP, CLUA; PHAST Development GmbH & Co. KG,
HiMmeuuuHa; 3aslyueHHs [0[aTKOBUMX BUPOOHUKIB nnauedo A0 AOCNigKYBaHOro fNikapCbKoro sacooy
Harpiii Imetenbctat (GRN163L): PHAST Development GmbH & Co. KG, HimeuunHa; Fisher Clinical
Services GmbH, WBeiiyapis; Fisher Clinical Services, CLLUA (MeHcunbBaHin); Fisher Clinical Services,
CLUA (lnniHoWic) 4o NpOTOKO/Y K/TIHIYHOMO AOC/IMKEHHS «[JOCiMpKEHHS 3 OUiHKM npenapaTty ImeTenbcTar
(GRN163L) y nikyBaHHi 3a/1eXHWX Big, TpaHCy3iii nauieHTiB 3 MienogucnaactudyHum cuHgpomom (MAC) 3
«HU3bKNUM» ab0 «MPOMDKHUM-1» CTYMeHeM PU3NKYy 3a LWKasiok IPSS, 3 nporpecyBaHHsIM ab0 BifACYTHICTHO
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BiAMNOBIA Ha Tepanito eputponoes-cTumynoynmmn areHtamm (ECA)», ko gocnimpkeHHs 63935937MDS3001,
3 nonpaekoto 5 Bifg 29 yepBHs 2020 poky; cnoHcop - FepoH KopnopeiwH, CLUA / Geron Corporation, USA
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

55. bpollypa gocnigHvKa AocnigpKyBaHOro fikapcbkoro 3aco6y AGemauiknio (LY2835219), Bepcis Bipg,
10 rpyaHs 2020 pokKy aHriicbko MOBOO; IHhopMauiliHMii NUCT Wwoao GioMmapKkepiB paky, Bepcia 1 Big,
23 rpyAaHs 2020 POKy POCiiCbKOIO moBoto(I3Y-MC-
JPCF_PatientNewsletterBiomarker_v1_Trans_Paper_Russian-UA_23Dec2020 #EI254842, JPCF-RU-
UA-NEWSLETTER-V4); IHchopmaLiiiHWiA NUCT WOAO0 AOBroCTPOKOBOINO NOAA/IbLLIOIO CNOCTEPEXEHHS,
Bepcisa 1 Big 04 rpyaHA 2020 POKy pocilicbKoto MOBOIO (I3Y-MC-
JPCF_PatientNewsletterLTFU_v1_Trans_Paper_Russian-UA_04Dec2020 #EI254842, JPCF-RU-UA-
NEWSLETTER-V3) [0 npoToKosy KAiHIYHOro pgochifpkeHHsa «MonarchE: PaHgomisoBaHe, BigkpuTe
pocnigpkeHHs 1l dpasu Tepanii abemauiknioom B KOMOiHaLT 3i CTaHAAPTHOK af'toBaHTHOK rOpMOHOTEepanieto
B NOPIBHSAHHI 3i CTAHAAPTHO a/'t0BaHTHO rOPMOHa/IbHOK MOHOTEpanNi€ero y NaLieHTiB i3 N0YaTKOBOO CTadieto
rOPMOH-PeLenToOpP-NO3MTUBHOTO, 3 HEraTVBHMM PeLenTOpHMM CTaTyCOM /II0ACLKOrO enigepManbHoro chakropa
pOCTY 2-r0 TUny, NaxBoBUX NiMATUYHMX BY3/iB NO3UTUBHOIO paky MOSIOYHOT 3a/103U BUCOKOTO PU3NKY», KOZ
pocnigpkeHHs 13Y-MC-JPCF, 3 iHkoprnoposaHoto nornpaskoto (d) Big 25 yepsHsa 2019 poky; cnoHcop - Eni Nlinni
eHa KomnaHi, CLLUA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

56. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3BM Micus NpPoBeAEeHHSA KNiHIYHOro BUNPOOYBaHHSA
[0 MPOTOKOAY KiHIYHOro gocnigxeHHs «PaHaomizoBaHe, 6araToLeHTpoBe, BiakpuTe gocnimpkeHHs Il dpasm
Akana6pyTiHioy (ACP-196) B nopiBHAHHI 3 abo lgenanicibom y noegHaHHi 3 PuTtykcumabom, ab6o
BeHgamMycCTiHOM y noefHaHHI 3 PuTykcumabom, Ha BMOGIp fJocnigHvka, y nauieHTiB 3 peuuausytoyoo abo
pedpakTOPHOK XPOHIYHOI AiMdoLMTapHOR NeiikeMieto», koa gocnigpkeHHss ACE-CL-309, 3 iHKOpnopoBaHOH
nonpaskoto, Bepcia 6.0 Big 03 uepsHA 2020 poky ; cnoHcop - Acerta Pharma BV, HigepnaHau

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

BYno CTANO

nikap Mununexko I.B. nikap Horaesa J1.1.
KomyHanbHuii 3aknag «Yepkacbkuii o6nacHuii | KOMyHanbHe  HekomepuiiiHe  MigNPUEMCTBO
OHKOJIOTiYHMIA  gucnaHcep» Yepkacbkoi 06/1acHol | «YepKacbkuiA 06/1aCcHUA OHKOJIOTIYHMIA AucnaHcep

paau, O6nacHwuit NiKyBaNIbHO-AjarHOCTUYHWIA | YepKacbKoi o6nacHoi paau, Ob6nacHwi
remaTosioriuHuii LeHTp, M. Yepkacu NiKyBa/IbHO-AjarHOCTUYHWIA TeMaTOosI0rMYHNIA LEeHTp,
M. Yepkacu

57. QopaTtok o iHpopmauiliHoro nncTka nauieHTa Ta popmu iHchopMoBaHOI 3rogu: NpsiMa gocTaBKa
npenaparty nauieHTy, YKpaiHa, Bepcia 1.0 Big 01 rpyaHa 2020 poky YKpaiHCbKOK Ta POCilfiCbKO
moBamu; Jopatok Ao iHcopmauiiiHoro nMcTka naudieHTa Ta popmu iHpopMoBaHOi 3rogu: npsaAmMa
[ocTaBKa npenapaty nauieHty, YkpaiHa, MMB: 17001, BignoBiganbHuii gocnigHuk — KO.10. Yomonsik,
micTto: Yxropop, Bepcia 1.0 Big 16 rpygHa 2020 poky yropcbkow MoBoi; dopma nepepgadi
pocnipxysaHoro npenapary ([M) 6esanocepefHbLO NalieHTOBI, YKpaiHa, Bepcisa 1.0 Big 04 rpygHa 2020
POKY YKpaiHCbKOI Ta pociiicbkoo mMoBamu; dopma nepepadvi gocnigxyBaHoro npenaparty (A4M)
6e3nocepegHbLO NauieHTOBI, YkpaiHa, MIMB: 17001, BignoBiganbHuii gocnigHuk - HO.FHO. Yomonsk,
MmicTo: Yxropoa, Bepcia 1.0 Big 16 rpygHa 2020 poKy YropCbKOK MOBOK [0 NPOTOKOAY KAiHIYHOrO
OocnimpkeHHs1 «baraToueHTpoBe, BiAKpUTE, A0AAaTKOBE [AOCAIMAKEHHS, SKe MNPOBOAMTLCA A1 OL|iHKM
6e3neYyHoCTi AOBroTpMBaUIOl af loBaHTHOI Tepanil LeHoGamMaToM y NauieHTIB i3 NepBMHHO-reHepani3oBaHMm
TOHIKO-K/TOHIYHUMKM Hanagamu», kog gocnigpkeHHs YKP3089C033, 3 nonpaBkoto 1 Bifg 22 kBiTHA 2019 poky;
cnoHcop - SK Life Science, Inc., CLLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

58. NlucTt-nogska, pepakuis 4.0, nata nepeknagy: 7 kBitHa 2020 p., yKpalHCbKOIO MOBOIO [10 MPOTOKOY
KMIHIYHOTO [ocnimxeHHs «PaHgomizoBaHe, noggiiHe cnine, naaue60-KOHTPONbOBaHE AOCAIMKEHHS, L0
CKMafaeTbCs 3 [ABOX 4YacCTWH, AN OUHKM edeKTMBHOCTI Ta 6e3neyHocTi gyninymady y nauieHTiB 3
HEKOHTPONbOBAHUM XPOHIYHUM PUHOCUHYCUTOM 6e3 noninody Hoca (XPCO6MH)», koA [ocnimKeHHs
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EFC16723, Bepcia 1 Big 14 BepecHsa 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHohi-ABeHTIC pellepl e gesenonmMad, PpaHuis)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

59. 3pa3ok TekcTy wkanu PANSS-IC Bepcif 2.0 Big 24 nuctonaga 2020, ykpaiHCbKOIO MOBOIO; 3pa3okK
TeKcTy wKanu PANSS-IC Bepcis 2.0 Big 19 nuctonaga 2020, pocCiiicbKoio MOBOI0; 3pa30K TEKCTY LUKa/n
WASI-Il Bepcis 1.0 Big 30 rpygHa 2020 p., yKpaiHCbKOIO MOBOI0; 3pa30K TeKcTy wkanu WASI-II Bepcis
1.0 Big 30 rpygHa 2020 p., pocilicbkoto MoBOI; 3pa3ok TekcTy wkanu WASI-Il Supplemental pages
Bepcia 1.0 Big 30 rpyaHsa 2020 p., yKpaiHCbKOO MOBOIO; 3pa3ok TeKcTy wkanm WASI-II Supplemental
pages Bepcis 1.0 Big 30 rpyaHsa 2020 p., pociicbKOO MOBOI0: 3pa3okK TeKCcTy wKann PAS-SI Bepcis 1.0
BiA 15 rpyaHsa 2020 poKy, yKpaiHCbKO MOBOIO; 3pa3okK TeKCTy Wwkanu PAS-SI Bepcia 1.0 Big, 10 rpyaHsa
2020 poKy, pociiiCbKOI0 MOBOIO [0 NPOTOKO/Y KAIHIYHOIO AoCNigKeHHs «baraToueHTpoBe, paHaoMi3oBaHe,
noagiiHe cnine, y napasienbHUX rpynax, nnauebo-KoHTposiboBaHe A[OoCAimKeHHs a3 || gns ouiHKmM
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaTy RO6889450 (PanMiTapoHT) y NOPIBHAHHI 3 Nnauebo y nauieHTis i3
Ln3odppeHieto abo 3 Wn3oad)eKTUBHUM PO3M1afoM Y CTafii 3aroCTpeHHs», ko, aocnigxeHHs BP41743, Bepcis
3 Big 17 BepecHsa 2020 poky; cnoHcop - ®. XoddmanH-/1a Pow fta, Weeiiuapia (F. Hoffmann-La Roche Ltd,
Switzerland)

3asnBHMK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

60. Bpowypa pocnigHuka Mipikisymaoy (LY3074828), Bepcia Big 12 nuctonaga 2020 poky,
aHrNiNcbKOK MOBOIO /10 NPOTOKO/Y K/iHIYHOrO AocnigkeHHs «BaraTolueHTpoBe, paHAoMizoBaHe, niaue6o-
KOHTPO/IbOBaHe AOCNiMKEHHA dha3mn 2, WO NPoBOAUTLCA B NapanenbHuX rpynax, npenapary LY3074828 npu
3aCTOCyBaHHi y nauieHTiB i3 xBopo6oto KpoHa B akTuBHii chopmi (SERENITY)», kog gocnigxeHHs 16T-MC-
AMAG, 3 iHKopnopoBaHoto nonpaskoto (b) Big 11 nunHA 2018 poky; cnoHcop - «Eni flinni eHg Komnawi», CLUA
(Eli Lilly and Company, United States)

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

61. fopatok 1 Big 01 BepecHA 2020 poky o Bpowypu gocnigHuka I6pyTuHi6, BugaHHa 13 Big 20
rpygHa 2019 poky, aHrnificbKko MmoBolo; Bpowypa gocnigHuka BeHeToknakc, BUgaHHA 12 Big 14 ciuHsa
2020 poKy, aHrniiicbkolo moBoto; IHchopmauiliHuii nucTok i chopma 3rogm nauieHta i3
peunguByrounm/pecbpakTepHMM nepedirom 3axsoproBaHHA, Bepcia V10.0UKR(uk)1.0 Big 13 xoBTHA
2020 poKy, nepeknap, yKpaiHCbKol MOBOLO Big, 22 rpyaHsa 2020 poky; IHchopmauiiHnii nuctok i dhopma
3rogu nauieHra i3 peyuausyrounm/pedpakTepHMM nepedirom 3axeoproBaHHs, Bepcia V10.0UKR(ru)1.0
Big 07 noToro 2020 poKy, nepeknag pociiicbkolo MoBoto Big, 20 ntotoro 2020 poky; IHdhopMauiiHniA
nuctok i dopma iHhopMOBaHOI 3roau nNauieHTa, WO paHdille He OTPUMyBaB JliKyBaHHSl, Bepcia
V3.1UKR(uk)1.0 Big 14 rpyaHsa 2020 poky, nepeknaj yKpaiHCbKO0 MOBOIO Bif, 22 rpyaHa 2020 poky;
IHhopMmauiiHnii nucTok i hopma iHhbopMoBaHOT 3roan NaLi€eHTa, WO paHille He OTPUMYBAaB JliKyBaHHS,
Bepcisa V3.1UKR(ru)1.0 Big 14 rpyaHsa 2020 poKy, nepeknag, pociiicbkolo MOBOIO Bif, 22 rpyaHa 2020
poky; MNofoBXeHHA TPUBAIOCTI KNiHIYHOro AOCniMKeHHs B YKpaiHi fo 21 cepnHAa 2023 poky [0
MPOTOKOSY KNIHIYHOTO AOCAIMKEHHS «oCNimKeHHs dha3mn 3 3 OLiHKM 3aCTOCYBaHHS ibpyTrHIGa B kKOMGiHaL,T 3
BEHETOK/NAKCOM Y NaLieHTIB 3 MaHTINHOKNITUHHOI nimdomotro (MK/)», kog pocnigxkeHHs PCYC-1143-CA, 3
iHKoprnopoBaHoto nonpaskoto 2 Big 07 nuctonaga 2019 poky; cnoHcop - Pharmacyclics LLC, CLUA (BxoauTb B
rpyny komnaHin «AbbVie»)

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

62. 36iNbleHHA KiNbKOCTI NauieHTiB, fKi 6epyTb yyacTb Yy KNiHIYHOMY BUMNPOOYBaHHi Ha TepuTopil
YkpaiHu, 3 60 go 80 oci6 [0 MPOTOKOMY KMIHIYHOTO AOChimKeHHs «PaHgomizoBaHe noggiiiHe chine
b6aratoueHTpoBe pa3n Il kniiHiYHe  gocnigkeHHA  HLX10  (pekom6GiHaHTHOro  rymadizoBaHoro
MOHOK/TOH&a/TbHOTO aHTuTiNa go PD-1 (aHTK-PD-1) ans iH'ekuiin) + ximioTepanis (kapb6oniaTnH + 3B’A3aHUIA 3
anbOymMiHOBUMUW HaHOYaCTMHKaMKM naknaiTakcen (Hab- nakniTakces) ) y MOPIBHAHHI 3 XimioTepaniew
(kapbonniatmH + Hab-makniTakces) B SAKOCTI Tepanii nepwoi AiHil npy  MicLueBO-nowmMpeHomy abo
MeTacTaTU4YHOMY MSIOCKOKAITUHHOMY HeApiGHOKNITUHHOMY paky neredi (HAKPM)», kog aocnigxeHHs HLX10-
004-NSCLC303, Bepcisa 4.0 Big 08 nunHa 2020 poky; cnoHcop - Shanghai Henlius Biotech, Inc., China /
LWaHxan XeHniyc baiioTek, IHK., KuTaii

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»
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63. 3006paXeHHs1 eKpaHy TeKCTy onuTyBa/ibHUKa PaHKOBOro uwoAeHHUKa, ANA eNIeKTPOHHOro
woaeHHuKa, Bepcia 1,00 Big 11 rpyaHsa 2020 poky, aHrNifiCbKOO i YKpaiHCbKOKO MOBOH; 306paXKeHHs
eKpaHy TeKCTY onuTyBa/ibHUKa BedipHbOro woAeHHUKa, ANA eNIeKTPOHHOro WoaeHHUKa, Bepcia 1,00
Big 11 rpyaHsa 2020 poKy, aHIiACHKOIO | YKPATHCbKOIO MOBOIO; 306paXKeHHA eKpaHy TeKCTY IHCTPyKu,il
Ta OnNUTyBa/lbHUKW, ANA €NIEKTPOHHOro LWoAeHHuKa, Bepcia 1,00 Big 11 rpygHa 2020 poky,
aHrNifcbKoK i YKpaiHCbKOK MOBOK; 300paKeHHA eKpaHy TeKcTy HaBua/lbHOro tecTyBaHHA AnA
y4YaCHUKIB, A1 €/IEKTPOHHOIO wWoAeHHuKa, Bepcia 1,00 Big 11 rpygHa 2020 pokKy, aHrNifiCbKOIO i
YKpaiHCbKOI0 MOBOI0; 300paXXeHHA eKpaHy TeKcTy HaBuasibHe Bifeo A1 yyacHuKa (3a G6akaHHAM),
ANA eNeKTPOHHOro WoAeHHUKa, Bepcia 1,00 Big 11 rpygHAa 2020 poKy, aHIMiNCbKOK i YKPAiHCbKOK
MOBOI0; 300paXKeHHA eKpaHy TeKCTY HaByasibHe Bifjeo ANsl yYacHUKa, A1 eNIeKTPOHHOrO LWOoAEeHHUKA,
Bepcia 1,00 Big 11 rpyaHA 2020 pokKy, aHrNifiCbKOIO | YKPaiHCbKOKO MOBOIO; 300paXXe€HHSA eKpaHy TEKCTY
HaBuanbHWii mogynb (3a 6aXaHHAM), Asl €/IeKTPOHHOIO WoAeHHMKa, Bepcia 1,00 Big 11 rpyaHa 2020
POKY, aHrNificbKO i YKpaiHCbKOID MOBOIO; 300paKeHHA eKpaHy TeKCcTy HaBuanbHuii Mopynb, AnA
€/IeKTPOHHOT O WoAeHHUKa, Bepcia 1,00 Big 11 rpyaHa 2020 poKy, aHrNifiCbKOIO i yKpaiHCbKOI MOBOLO;
Kaptka [sikyemo, Bepcia 1.0 Big 25 BepecHsi 2020 pokKy, yKpaiHCbKOKO MOBOI0; KOpPOTKMiA npakTUuHMiA
noci6HuK ans nauieHTiB AM3 Asthma Monitor, Bepcis Ana YKpaiHu, yKpaiHCbKOI0 MOBO10; 306paXKeHHA
eKpaHy yHiBepca/ibHOi KapTku Ana CTapTy eNeKTPOHHOrOo woaeHHuKa Ha npuctpoi Bluebird SF550 no
MPOTOKOMY KIIHIYHOTO  JOCNiMKEHHS «PaHgomizoBaHe, noggiiHe cnine, nnauebo KOHTPO/IbOBaHe,
GaraTtoueHTpoBe [OCMIMKEHHS dha3m lla 3 BU3HAYEHHSA ONTMMa/IbHOI 403K, Y ABOX YacTuHax, A1 OLiHKK
ehekTMBHOCTI | 6e3NeYHOCTI TPbOX PIBHIB [03YBaHHS iHransuiiHoro npenaparty AZD1402, 1o npuiiMaeTbes y
chopmi Cyxoro NOpoLLKy ABiYi Ha 400y NPOTAroM 4 TWXHIB, Y A0POC/ANX NALIEHTIB 3 OPOHXIa/IbHOK acTMOH0, SIKi
OTPUMYIOTb CEPEAHI 103U iHranauiiHUX KOpTUKOCTEPOiaiB», koa gocniskeHHss D2912C00003, sepcis 1.0 Bif
20 oBTHA 2020 poky; cnoHcop - AcTpa3eHeka Ab, LLBeujsi/AstraZeneca AB, Sweden

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

64. IHopmauiliHMiA NMCTOK nauieHTa Ta dpopma iHPOPMOBaHOI 3roan Ha y4yacTb Yy AOCJifHKEHHI,
octaTtouHa pepakuisi Ne5.0 gna YkpaiHu Big 12 ciuHa 2021 p., ocTaTOYHUIA NepeKknag 3 aHrniicbKoi
MOBM Ha YKpaiHCbKy MOBY Bif 14 ciuHA 2021 p., ocTaTOuHMiA nepeknag 3 aHrniicbKoi MOBM Ha
pociiicbKy MoBY Big, 14 ciuHa 2021 p. 4O NPOTOKO/Y K/IHIYHOTO AOC/iIAKEHHS «[OPIBHANBHE AOCTIAKEHHS
edhekTnBHOCTI Ta 6e3neyHocTi npenapaty PB006 (6ioaHanora HaTanisymaby) Tta Tizabpi® npu nikyBaHHI
nauieHTIiB i3 peunauByro4yMM pemiTyroumMM poscisHum ckieposomM (PPPC) (kofoBe no3HayeHHs: Antelope)»,
Koa gocnigxeHHs PB006-03-01, octatouHa pegakuis 4.0 Big 15 nunHs 2020 p.; cnoHcop - «lMonbgapma
Banonompkukc C.A.» [Polpharma Biologics S.A.], Monbuwa

3asBHNK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

65. Fno6anbHa Bpowypa gocnigHuka TAK-831, BupaHHa 6 Big 22 xoBTHA 2020 poKy, aHrNificbKOO
MoBoto; IHhopmoBaHa 3roga Ha yyacTb Yy HayKoBoMy pociimxeHHi, Bepcia V4.3UKR(uk)2.0 Big 30
rpyaHs 2020 poky, nepeknaj yKkpaiHCbKolo MoBolo Big 07 ciuHa 2021 poky; IHhbopmoBaHa 3roga Ha
yyacTb y HaykoBoMy pocnigkeHHi, Bepcia V4.3UKR(ru)2.0 Big 30 rpyaHa 2020 poky, nepeknag
pociiicbkolo MOBOI Bif 07 cidHA 2021 poKy [0 NPOTOKO/Y KIIHIYHOTO AOCNIMKEHHS «12-TUXHEBe,
paHAoMi3oBaHe, NoABiliHe cine, nnauebo-KOHTPObOBaHEe AOCMKEHHS ddasn 2 B napasiesibHuX rpynax ans
OLiHKM eheKTUBHOCTI, 6e3neYHOCTi, NTePEHOCMMOCTI Ta (hapmakokiHeTMKM 3-X piBHIB [03 npenapaty TAK-831
SIK af'tOHKTMBHOI Tepanii y AOPOC/NX NaLEHTIB i3 HEraTUBHUMKN CUMNTOMaMM LUN30QPEHIT», KOA, AOCIIKEHHS
TAK-831-2002, 3 iHkoprnopoBaHot nonpaBkoo 04 Big 08 uepBHA 2020 poky; cnoHcop - «MinneHHiym
dapmackioTikans, IHk.» (Millennium Pharmaceuticals, Inc.) (go4ipHs KOMNaHis, WO 3HaxXoAUTbCS Y MOBHIN
B/1aCHOCTI KoMnaHil «Takega ®apmacotoTikan Komnati flivitea» (Takeda Pharmaceutical Company Limited)),
CLWA

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

66. 301 MOCIGHUK 3 IHCTPYKLiAMMU LWO0A0 3aCTOCYBaHHA AOCNIAXYBaHUX NiKApCbKUX 3aC006iB, 22 NUNHSA
2020 p. [V01 UKR(uk)], ykpaiHCbkolo moBO10; 301 IHCTPYKLiA WOoA0 3acTOCyBaHHA AOCAiAXYyBaHOro
npenapary, 22 nunHs 2020 p. [V01 UKR(ru)], pociicbkoro MOBOIO [0 NPOTOKO/TY KAIHIYHOrO BUNpO6yBaHHS
«ADVANCE OUTCOMES pgocnigpkeHHs ed)eKkTUMBHOCTI Ta 6e3neyHoCTi paniHenary, CnpsMoOBaHe Ha
NOAINLLIEHHS pe3yNbTaTiB fliKyBaHHS NaLIEHTIB i3 /IereHEeBO apTepiasibHO FiNepTeHsie», Kog, A0CNIKEHHS
ROR-PH-301 (APD811-301), 3 iHKopnopoBaHoto nonpaskoto 3 Big 02 TpaBHs 2019 poky; cnoHcop - «fOHalTes
Tepan'toTikc KopnopeliwH» (United Therapeutics Corporation), United States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK IOBIA PAC YkpaiHa»
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67. Bpowypa gocnigHuka Okpenisyma6/ OkpeByc®, Bepcis 19 Big nuctonaga 2020 poky, aHr/1iiCbKo
MOBOIO [0 MNPOTOKOJY K/IIHIYHOrO [ABUNPOGYBaHHA «baratoueHTpoBe, paHAOMi30BaHe 4acTKoOBO Criine
JocnipKkeHHA y napasniesnibHux rpynax asu ll, KoHTponboBaHe no nnauebo 1a ABOHEKCY®, AN BU3HAYEHHSA
[03yBaHHA 3 METOH OLHKM e(peKTUBHOCTI, L0 BUMIPIOETLCA 3a YPaXKeHHAMM ro/I0BHOr0 MO3KY 3a [J0NOMOror
MPT, Ta 6e3ne4yHOCTi ABOX [03yBaHb OKpenisymady [Ans nauieHTiB, WO cTpaxgalTb Ha PPPC», kopg
pocnimpkeHHa WA21493/ACT4422g, sepcisa K Big 30 nunHa 2020 poky; cnoHcop - ®. XoddmaH-/la Pow /114
(Hoffmann-La Roche Ltd), LLBeiiyapis

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

68. MoaoOBXEHHA TPUBANOCTI KNiHIYHOrO BUNPOOGYBaHHA B YKpaiHi o 31 rpygHAa 2021 poky Ao
NPOTOKONY KNiHIYHOrO BUNPO6yBaHHSA «[lMpocnekTuBHe, 6araToueHTPOoBe, BiAKpUTE AOCAIMKEHHS dhasn 3 3
METOK BUBYEHHSA 6e3MeyvHOCTi, IMyHOreHHOCTI Ta remoctaTuyHoi edhekTuBHOCTI MEliboBaHoro akropa
3ropTtaHHs kposi VIII (BAX 855) npu 3acTocyBaHHi y nauieHTiB, BIKOM < 6 pOKiB, 3 BaXKKO0 hopmoto remoqoinii A
(FVIII < 1%), siki paHile He OTpMMyBanu NikyBaHHS», KoA AocigpkeHHs 261203, iHKopnopoBaHWii MoNpaBKoo
4 Big 08 noToro 2018 poky; cnoHcop - «bakcanTa IHHOBelWH3 MTM6X» (Baxalta Innovations GmbH), AscTpis
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

69. MoCiGHMK 3 IHCTPYKLIAMU WOAO0 3aCTOCYBaHHA /iKAPCbKOro npenapaty npoTAroM AOC/IiAKEHHA
303, 14 nunHa 2020 p. [V02 UKR(uk)], ykpaiHCbKolo mMOBOL0; 303 IHCTPyKLUis WOAO0 3aCTOCYBaHHA
pocnipkyBaHoro npenapaty, 14 nunHa 2020 p. [VO1 UKR(ru)], pociicbKOO MOBOIO [0 MPOTOKOY
KniHiyHoro BunpobysaHHs «ADVANCE EXTENSION Bigkpute po3wnpeHe AOCNIMKEHHS 3 OLiHKK
[OBroCTPOKOBOI eheKTMBHOCTI Ta 6e3neyHOCTi pasiiHenary B NauieHTIB i3 /1ereHeBO apTepiasibHO
rinepteHsieto», kog pocnimkeHHss ROR-PH-303 (APD811-303), 3 iHKOprnopoBaHOK nonpaskow 3 Big 28
yepBHa 2019 poky; cnoHcop - «HOHaiTen Tepan'toTikc KopnopeliwH» (United Therapeutics Corporation),
United States

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

70. Inchopmauia Ta chopma 3rogu Ans [OPOCINX YYACHUKIB focCigxXeHHs JlokanbHa Bepcist Homep 6.0
ANA YKpaiHM YKPaiHCbKOI Ta POCiiCbKOI0 MoBamu, Aata Bepcii 13 ciuHA 2021 poky Ha ocHoBiI Mactep
Bepcii Homep 7.0 Big 22 rpyaHa 2020 poKy A0 NPOTOKOY KiHIYHOrO BUMNPOOYBaHHSA «PaHaomi3oBaHe,
GaraToLEHTPOBE, BiAKpUTE, NOPiBHAIbHE AochimkeHHs Il dha3n ans Bu3HauyeHHs epekTUBHOCTI JypBanymaby
un kombGiHauii lypBanymaty i Tpemenimymaty y Kom6iHauil 3 n1aTMHOBMICHO XiMioTepanieto y nepuiii AiHii
NiKyBaHHS NauieHTiB 3 NOWNPEHUM APIGHOKNITUHHUM pakom nereHis (4PJ1) (KACMIAH)», Koa [oCAioKeHHS
D419QC00001, sBepcis 6.0 Big 16 ciuHa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

71. bpouypa ans nauieHTiB, peaakuia A, Bepcis 2.0 — MonpaBka Ao npoTokosy 03, Big 30 BepecHA 2020
POKy, YKpaiHCbKOI0 MOBO0; Bpoluypa A ans nauieHTa, Bepcisa 2 — Nonpaska Ao npoTtokony 03, Big 30
BepecHs 2020 poKy, pociiicbkolo MOBOIO; KepiBHULTBO 3 Bi3uTIB gocnigpkeHHA Hercules gnsa nayieHTa,
pepakuisa A, Bepcif 2.0 - Monpaska go npoTtokony 03, Big 14 BepecHsi 2020 poKy, YKpaiHCbKOIO MOBOIO;
KepiBHuUTBO A No Bi3uTam nauieHTta gnsa gocnipkeHHA Hercules, Bepcis 2.0 - MonpaBka A0 NPOTOKOY
03, Big, 14 BepecHs 2020 poKy, pociiicbKoto MoBot0; KapTka KpuUTepiiB BK/1IOUYEHHA/BUK/TIOUEHHSA, Bepcis
2.0 - NonpaBka go nportokony 03, Big 10 nuctonaga 2020 poKy, YKpaiHCbKOO MOBOIO; KapTka 3
KpuTepiaMu BKIIOUEeHHA/BUKIOUEHHSA, Bepcisa 2.0 - MonpaBka o npoTtokony 03, Big 10 nuctonaga 2020
pPOKy, pocilicbkolo moBow; padchik 3axogiB pocnigpkeHHs Hercules, Bepcia 2.0 - MonpaBka Ao
nportokony 03, Big 30 BepecHA 2020 poKy, yKpaiHCbKOK MOBOIO; paddik 3axopiB AocnigKeHHA
Hercules, Bepcis 2.0 - MonpaBka go npotokony 03, Big 30 BepecHA 2020 poKy, poOCilicbKOl0 MOBOI A0
MPOTOKO/Y KAIHIYHOro AocnigpkeHHs «PaHgomizoBaHe noggiliHe cnine gocnimkeHHs 1l a3 3 BUBYEHHSA
edhekTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 N1aLebo cepef, y4acHUKIB 3 BTOPUHHO-
nporpecytynum poscisHuM ckiiepo3oM 6e3 peunamsis (HERCULES)», kog pocnigpxeHHsa EFC16645, 3
nonpaekot 01, Bepcia 1 Big 15 TpaBHa 2020 poky; cnoHcop - Genzyme Corporation, USA (xeH3aim
KopnopeiiwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

72. OHoBneHuii MpoTokon KniHiuHoro gocnigkeHHs OP - 109, pepakuin 2.1, MonpaBka 2 Big 23 rpygHs
2020 p.; CuHoncuc oHoBneHoro MpoTtokony kniHiYHoro gocnimkeHHa OP - 109, pepakuia 2.1 Big 23
rpyaHa 2020 p., nepeknag 3 aHrNificbKoi MOBU Ha yKpaiHCbKY MOBY Big 15 ciuHa 2021 p. 4o NpoToKony
KMiHIYHOTO foCNiMKeHHS «PaHaoMi30BaHe nepexpecHe focnimxeHHs Il dpasu, LWo NnpoBoAMTLCA Y ABa eTanu 3
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METOI0 MOPIBHAHHA (DapMaKOKIHETUUHUX XapakTepUCTMK ¢ OUiHKM 6e3neyHOoCTi Ta MepeHOCUMOCTI
MendynydeHy npu BHYTPILULHLOBEHHOMY BBeAEHHI B nepudiepuyHi Ta UEeHTpasibHi BEHW MpU NiKyBaHHi
nauieHTIB i3 peunauBHOO Ta pethpakTepHO MHOXMHHOIO MIENOMOI0», KOA4 AocnimkeHHsa OP-109, pegakuis
2.0 Big 30 kBiTHA 2020 p.; cnoHcop - "OHkonenTtainac AB" [Oncopeptides AB], LLBeuis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

73. 36inbLEHHA KiNbKOCTI NayieHTiB B YKpaiHi 3i 120 go 180 oci6 [0 NPOTOKOY KAIHIYHOTO AOCAIAKEHHS
«baratoueHTpoBe, paHAOMI3oBaHe, MNoABiliHe crine, naueb0-KOHTPONbOBaHe AOCAIMKEHHA 2 da3n y
napanenibHux rpynax 3 OUIHKM eekTUBHOCTI Ta 6e3nekn ST-0529 y nauieHTiB 3 noMipHUM abo
BMCOKOAKTMBHUM BMPA3KOBMM KOMITOM», KOA AocnimkeHHss CYC-202, sepcis 3.0 Big 21 uepsHs 2019 p.;
crnoHcop - Cabnimiti TepanbtoTike (Xong Ko.) N114., Ipnangis (Sublimity Therapeutics (Hold Co) Ltd., Ireland)
3asBHUK - TOB «MB KBecT», YkpaiHa

74. OHoBNeHu MpoToKon KNiHiuHOro gocnigpkeHHA 0171, Bepcia 1.0 3 iHKOPNOpoOBaHOIO NOMPaBKOK 2
Bif 05 cepnHA 2020 poKy, aHIMiACbKOIO MOBOIO; 3MiHa MOBHOI Ha3BU K/iHIYHOro BUNpoGoyBaHHA: 182-
TWKHEBe, Bigkpute AocnimjxeHHA ¢hasn 3 AnA ouiHKM 6e3nevyHOCTi Ta NMepeHOCUMMOCTi npenapary
TD-9855 npwu nikyBaHHi CUMNTOMATUYHOT HEWPOreHHOT OPTOCTATUYHOT rinoTeHsii (CHOIN) y nauieHTiB i3
nepBMHHOIO BereTtaTMBHOIO HegocTaTHicTio; HoBa HasBa: BIAKPUTE PO3LWWPEHE 182-TMXXKHEBE
AOCNIAXEHHA $PA3N 3 ANA BUBYEHHA BE3MNEYHOCTI TA NMEPEHOCUMMOCTI MPEMAPATY
TD-9855 MPU JNIIKYBAHHI CUMMTOMATUYHOI HEWPOrEHHOI OPTOCTATWUYHOI TIMOTEH3II
(cumntomaTtuuyHoi HOI) Y MAUIEHTIB I3 NEPBUHHOK BEFETATMBHOKO HEAOCTATHICTHO.
Bpouwypa gocnigHuka AmnpenokceTuH (TD-9855), BuaaHHsa 8 Big 21 KBiTHA 2020 poKy, aHIMiNCbKOK
MoBoto; IHchopMmauiiiHuii nuctok i chopma iHchopMoBaHOI 3roau yyacHuUKa [OCNiAKEHHs, Bepcis
V5.0UKR(uk)2.0 Big 21 rpyaHs 2020 poky, nepeknap yKpaiHCbKO MOBOKO Bif 05 ciuHa 2021 poky;
IHchbopmauiliHuiA NNCTOK | Ppopma iHPopMOBaHOI 3roaun yuacHuka gocnigmkeHHs, sepcia V5.0UKR(ru)2.0
Big 21 rpygHa 2020 poky, nepeknap pociiicbkolo MoBow Big 05 ciuHa 2021 poky; MociGHuK i3
pocnipkeHHA Ana nauieHTa, Bepcia [V03 UKR(uk)] Big 12 rpyaHa 2020 poKy, YKpaiHCbKOKO MOBOIO;
KepiBHMUTBO i3 gocnimkeHHa ansa naugieHTa, Bepcia VO3UKR(ru) Big 12 rpyaHsa 2020 poky, nepeknap,
pociiicbkolo MoBOW; Cnaign 3 iHpopmauieto_Ampreloxetine Study 0171, aHrniicbKoio MOBOLIO;
MNonituka koHdpigeHuinHocTi_CCR_App_ Privacy_Policy, Bepcia v1.0, aHrnilicbkoro MOBOK; YMOBMU
kopuctyBaHHA_KCR Terms and Conditions, Bepcia v1.0 Big 15 BepecHA 2020 poKy, aHrNiiicbKOK
MOBOI0; TeKCT iHCTPYKLUiiA ANns eKpaHy efieKTPOHHOro npucTporo_HanawTyBaHHA [UCTaHUiiHOroO
BisuTy [0 KniHiku_Telehealth, nepeknap ykpaiHCbKOWO MOBOK); TeKCT IHCTPYKUIA ANnsa eKpaHy
€/IeKTPOHHOro NpucTpolo_HanawTyBaHHA AUCTaHUiliHOro Bi3uTy Ao KniHiku_Telehealth, nepeknag
pociiicbKkolo MOBOLO; [loCcbE AOCNiAKYBaHOrO Jlikapcbkoro 3aco6y TD-9855, BugaHHsa 5.0 Big 30 nunHA
2020 pokKy, aHrNilicbKo MOBOO; JloCbLE HEAOCNIAKYBAHOIO NTiIKAPCbKOro 3acC00y eKCTPEeHOoT MeaNLMHN
Gutron® (MigogpuHy Figpoxnopupg), Bepcia 2.0 Big 05 cepnHsa 2020 poKy, aHrNifiCbKOO MOBOIO;
3pasok mapkyBaHHA [1/13 TD-9855, 10 mr aonA nasiduewku, Big 17 ciuHa 2019 poKy, YKpaiHCbKOI0 MOBOIO;
3pa30K MapKyBaHHS J1iKapCbKOro 3acoby eKcTpeHoi meguuuHu MigogpuHy Figpoxnopua, 2,5 Mmr gns
6nictepy, Big 26 uepBHA 2019 poKy, YKpPaAiHCLKOIO MOBOI; 3pa3oK MapKyBaHHA JliKapCbKOro 3acooy
eKcTpeHoi meauuuHu MigogpuvHy Figpoxnopupg, 2,5 mr gns Kopooku, Big 04 niotoro 2020 poky,
YKPaiHCbKOK0 MOBOIO [10 NPOTOKO/1Y K/iHIYHOro A0CNiAXeHH:A «182-TuxKHeBe, BigKkpuTe AocnigpKeHHs dpa3n 3
[ONs OUiHKM 6e3neYHOoCTi Ta nepeHocumocTi npenapaty TD-9855 npu nikyBaHHI CUMATOMATUYHOT HEPOreHHO
OPTOCTaTUYHOT riNoTeH3ii (CHOIN) y NauieHTIB i3 NEPBUHHOO BEreTaTUBHOK HEAOCTATHICTIO», KOA AOCAIAKEHHS
0171, sepcis 1.0 3 nonpaskoto 1 Big 16 BepecHsi 2019 poky; cnoHcop - Theravance Biopharma Ireland Limited,
IpnaHgais

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

HegocTaTHICTO"

BYNO CTANO
"182-TmxHeBe, BigkpuTe gocnigkeHHs dasu 3 ana | "BIAKPUTE POSLWMPEHE 182-TMXKHEBE
OUjiHKM 6e3neyHoCTi Ta nepeHocumocTi npenapaty | AOCNIAKEHHA ®A3M 3 O1A  BUMBYEHHA
TD-9855 npu NiKyBaHHi cumnTomatuyHol | BE3MEYHOCTI TA NMEPEHOCUMOCTI
HeliporeHHol opTocTaTWyHOI rinoTeHsii (cHOI) y | MPEMAPATY TD-9855 MnPn NIKYBAHHI
naujieHTiB i3 NepBUHHO0 BeretatmeHolo | CUMNTOMATUYHOI HEMPOrEHHOI

OPTOCTATWYHOI TINOTEH3II (cumnToMaTU4Hoi
HOI) Yy MALIEHTIB I3 MEPBMHHOKO
BETETATUBHOKO HEOCTATHICTHO"

75. OHOBJ/IEHMI NMPOTOKO/ KNiHIYHOTO JociigKeHHs 3 nonpaBkot 03, Bepcia 1 Big 03 nuctonaga
2020p., aHrniicbKkoto MoBO1O; OCHOBHa iHhopmauisa npo gocnimkeHHA i hopma iHthopmoBaHoi 3rogn,
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Bepcia 5 Big 03 nuctonaga 2020p., aHrnificbkoo MoBol; IHcopmauis gna nauieHta i dpopma
iHdbopMoBaHoI 3roau, Bepcia ana YkpaiHu Ne 5 Big 03 rpyaHa 2020 p. (Ha ocHoBi OCHOBHOI iHchopmauii
npo AocnigpkeHHA i hopmu iHdhopmoBaHoi 3rogu Bepcia 5 Big 03 nuctonaga 2020p.) aHrnilicbKoto
MoBolo; IHchopmauis ana nauieHTa i popma iHpopMoBaHoi 3rogun, Bepcia Ana YkpaiHu Ne 5 Big 03
rpygHa 2020p. (Ha ocHoBi OCHOBHOI iHchopMmauii npo gocnipkeHHA i opmun iHhopMmoBaHOi 3roau,
Bepcisa 5 Big 03 nuctonaga 2020p.) ykpaiHCbKOIO MOBOIO; IH(hopmauia ana naudieHta Ta dopma
iHbopMoBaHOi 3roau, Bepcisa ana YkpaiHu Ne 5 Big 03 rpyaHs 2020p. (Ha ocHoBi OCHOBHOI iHpopmaLii
npo gocnimpkeHHsa i popmu iHchpopmoBaHoi 3rogu, Bepcisa 5 Big 03 nuctonaga 2020p.) pociiicbkoro
MoBolo; LLloaeHHUK nauieHTa Ana peectpaudii npuiiomy AN, Bepcia 5.0 Big 10 nuctonaga 2020 p.,
AHrNICbKOKO, YKPAiIHCbKOK Ta pPOCIACBLKOI MOBaMM [0 MpPOTOKONY K/HIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe noagiviHe cnine gocnimpkeHus 1l ha3m 3 BUBYEHHST e(PEKTUBHOCTI Ta 6e3ne4HOCTi npenapaTty
SAR442168 y nopiBHAHHI 3 Nnauebo cepep y4acHUKIB 3 BTOPMHHO-MPOrPeCYoUnMM PO3CistHUM CKepo3oM 6e3
peunamsis (HERCULES)», kog, pocnipxkeHHs EFC16645, 3 nonpaskoto 01, Bepcis 1 Big 15 TpasHA 2020 poky;
cnoHcop - Genzyme Corporation, USA (JxeH3aiim KopnopeiiwH, CLLA)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

76. MNpoTtokon pocnipkeHHs NN9535-4321, chiHanbHa Bepcia 4.0, Big, 11 nuctonaaa 2020; IHcopmauis
Ans ydyacHukiB Ta ¢opma 3rogu Ha iH(popMyBaHHA MNpPO OAHOYACHY Yy4yacTb Y AOCAIOKEHHI,
nos’saisaHomy 3 COVID-19, chiHanbHa Bepcis 1.0-UA(UK) Big 30 nuctonaga 2020, ykpaiHCbKOIO MOBOIO;
IHchopmauia gna yyacHuKiB Ta hopma 3rogu Ha iHOpMyBaHHS NPO OAHOYACHY yYacTb Y AOCNIKEHHI,
nos’sisaHomy 3 COVID-19, chiHanbHa Bepcifa 1.0-UA(RU) Big 30 nuctonaga 2020, pocificbKolo MOBOIO [10
NPOTOKONY KiHIYHOro AocnimpkeHHs «FLOW — BnAvB cemarnytupy B MOPIBHSHHI 3 niauebo Ha piBeHb
NOripLIEeHHSA dYHKLIT HAPOK Y XBOPUX Ha LIYKPOBWiIA AiabeT TN 2 pa3oM i3 XPOHIYHOK XBOPOOOK HUPOK», KOpA,
pocnipkeHHa NN9535-4321, chiHanbHa Bepcis 2.0 Big 07 rpyaHsa 2018 poky. ; cnoHcop - Novo Nordisk A/S,
Denmark

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

77. OHoBneHwuii MpoTtokon pocnigkeHHa — MpoTtokon NN1436-4478, Bepcia 2.0, chiHanbHa, Big 30
nucronaga 2020 p. (Protocol NN1436-4478, version 2.0, Final, dated 30 November 2020); OHOBNneHa
Bpouwypa JocnigHuka gna npenapaty ailkogek, BugaHHA 7, Bepcia 1.0, dpiHanbHa, Big 18 nuctonaga
2020 (Investigator's Brochure; Insulin icodec; Project: NN1436; Diabetes mellitus. Edition #7, version
1.0, Final, dated 18 November 2020), Bknwoualouum popatkm (Appendix 1 «Nonclinical Study
Tabulations»; Appendix 2 «Summary of Clinical Data from Completed Clinical Trials»; Appendix 3
«Trial 4225 - Tables, Figures and Listings (preliminary results)»); OHOBNneHa KOPOTKa XxapaKTepucTuka
Ha NikapcbKkuii 3aci6 iHcyniH pgerntogek (npenapaT NOpPiBHSIHHA), WO po3MmilieHa Ha caiiti EMA -
Product Information for Tresiba (insulin degludec) published on EMA webpage 24/09/2020 (Tresiba -
EMEA/HICI002498 - WS/1901); IHchopmaLifa AnAa yyacHUKa ta Popma 3rogm Ha yuyactb Y AOC/iAKEHHI,
Bepcis 2.0-UA(UK), dbiHanbHa, Big 11 rpyaHs 2020, ykpaiHCbKOI MOBOIO; IH(hopmauis ansa ydacHuka Ta
dopma 3roaM Ha y4yacTb Yy pochnimkeHHi, Bepcia 2.0-UA(RU), diHanbHa, Big 11 rpyaHs 2020,
POCi/iCbKOIO MOBOIO [0 MPOTOKONY KAiHIYHOrO BUNPOGYBaHHA «26-TXXHEBE AOC/IAXEHHA e(DeKTUBHOCTI Ta
6e3nekn LWOTWKHEBOrO NPMnoMy iHCY iHY alikogek (icodec) y NOpiBHSHHI 3 LWOAEHHUM NPUAOMOM iHCY/TIHY
pernogek (degludec) y naujieHTiB 3 LyKpoBMM AiabeTom 2-ro Tuny, siki NikyrTbCa 6a3asibHMM iHCYNiHOM 3 a60
6e3 3acTOCyBaHHS HeIiHCYNiHOBMX nNpoTuaiabeTnyHux npenapartie»., kog pocnimkeHHs NN1436-4478,
ocTtaTtoyHa Bepcis 1.0 Big 02 nunHs 2020 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

78. MpoTokon KniHiyHoro BunpooysaHHA ACE-LY-308 3 iHKkopnopoBaHolo nonpasKoto, Bepcis 3.0 Big,
08 uyepBHA 2020 poky; MpoTokon KniHiyHOro Bunpo6yBaHHAa ACE-LY-308 3 iHKkopnopoBaHOIO
nonpaBkoto, Bepcis 2.0 Big 17 6epe3Ha 2020 poky; IHchopmauiiiHuii nuct gna nauieHta i dpopma
iHhbopmoBaHoi 3rogu, Bepcia ana YkpaiHu 8.1.1 Big 04.08.2020 ykpaiHCbKOIO MOBOHO; IH(hopMaviiiHnii
nueT gna nadieHta i popma iHpopmoBaHoi 3rogu, Bepcia ans YkpaiHun 8.1.1 Big 04.08.2020
pociiicbkolo MOBOIO; [loCb€E AOCAIAKYBAHOIO Jlikapcbkoro 3aco6y ACP-196 (Acalabrutinib) (Global +
Placebo), Bepcia 11 Big 10 rpypHa 2018 poKy; 3asly4yeHHA [O4ATKOBUX BUPOGHUKIB AOCNimKyBaHUX
nikapcbkux 3aco6iB ACP-196 (Acalabrutinib) (ACP-196; Acalabrutinib); kancynu; 100 mr, NMNnauye6o go
ACP-196 (Acalabrutinib); kancynu, i npenapariB nopiBHAHHA - Levact® (Bendamustine hydrochloride)
(Bendamustine hydrochloride); nopoLwok gns npurotyBaHHA KOHUEHTpAaTy A8 PO3UuHY Ansa iHdys3iii
100 mr y conakoHi; 2,5 mr/mn Ta MABTEPA® (Putykcumag) (RITUXIMAB); KOHLEHTpAT A1 PO3UUHY ANA
iHdoy3iii y chnakoni 500 mr/50 mn; 10 mr/mn: AstraZeneca AB, R&D Gothenburg, Pepparedsleden 1,
SE-431 83 Molndal, Sweden; Almac Clinical Services (Ireland) Limited, Finnabair Industrial Estate,
Dundalk Co. Louth, A91P9KD, Ireland; Fisher Clinical Services GmbH, Im Worth 3, 79576 Weil am
Rhein, Germany [0 NpoTOKO/ly KAIHIYHOrO AocnimkeHHs «PaHAomizoBaHe, noggiiHe-cnine, nnaue6o
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KOHTPO/IbOBaHe, 6araTtoueHTpoBe AOCNimKeHHA (hasn 3 3 ouiHKM 6eHAAaMYCTUHY Ta puTykcumaoy (BR)
OKPEMO Yy MOPIBHAHHI 3 X KOMGiHauielo 3 akanabpyTuHibom (ACP 196) y nmauieHTiB 3 MaHTIHOKAITUHHOW
nimdomolo, AKi paHille He oTpuMmyBasIM NiKyBaHHA», kof, JocnimpkeHHsa ACE-LY-308, 3 iHKOpnopoBaHo
nonpaskoto, Bepcia 1.0 Big 23 6epe3Ha 2018 poky; cnoHcop - Acerta Pharma BV, HigepnaHau

3asaBHUK - TOB «IHC Pecepu YkpaiHa»

79. OHoBneHun Mpotokon KhiHiyHOro paocnimkeHHa OP-108, pepakuis 2.1, MonpaBka 2 Big 25
nucrtonaga 2020 p.; CuHoncuc oHoBneHoro MNpoTokoy KniHiuHoro gocnigpkeHHAa OP-108, pegakuin 2.1
Big, 25 nuctonaga 2020 p., nepeknaj 3 aHrNiicbKoi MOBU Ha YKpaiHCbKy MoBY Big 01 rpygHa 2020 p.;
IHchopmauia gna nauyieHta Ta chopma iH(popMOBaHOI 3rogu Ha ydyacTb Yy AOCAIQKEHHI, ocTaTouHa
pepakuia 2.0 gna YkpaiHu Big 16 rpygHs 2020 p., ocTaToOuHUI Nepeknaf 3 aHrliicbKoi MOBM Ha
pociiicbKy MoBYy Big 29 rpygHs 2020 p., ocTaTOuHUI Nepeknag, 3 aHrNilicbKoi MOBU Ha YKpaiHCbKY MOBY
BiA 29 rpyaHsa 2020 p.; ®opma iHhopmoBaHOI 3roaun ANA BariTHOI NapTHEPKN YYaCHUKa AOCNIMKEHHSA
Ha HajgaHHA mMepu4vHoi iHdopMaLii, octaTouyHa pegakuis 2.0 ana YkpaiHu Big 19 »oBTHA 2020 p.,
OCTaTOUHMIA NepeKknag 3 aHrNificbKoi MOBM Ha pociiicbky MoBY Bif, 11 nuctonaga 2020 p., ocTaTOUHUIA
nepeknaj 3 aHrniicbKoi MOBM Ha YKpaiHCbKy MOBY Big 11 nuctonaga 2020 p.; IHdopmauia gns
nauieHTa Ta ¢popma iHhopMOBaHOi 3roan Ha nepexpecHy 3MiHy JlikyBaHHS B MeXax AOC/igKeHHs,
ocTaTo4yHa pegakuis 1.0 ana Ykpainu Big 20 )xoBTHsA 2020 p., ocTaTOUYHWI Nepekniag 3 aHrMiicbKoi MOBU
Ha pocilicbKy MOBY Big 27 nuctonaga 2020 p., ocTaTO4HWIA nepeknag 3 aHraiicbKkoi MOBU Ha
YKpaiHCbKYy MOBY Big, 27 nuctonaga 2020 p.; LLkana ansa ouiHK1 BUpaXeHOCTi 60110, peaakuisa Ne2.0 Bipg,
12 tpaBHA 2020 p., ocTaTOUYHWIT NepeKnag 3 aHrNiNnCbKOI MOBU Ha POCiiCbKy MOBY Big, 21 »xoBTHsA 2020
p., OCTaTOUHUIA NepeKnas 3 aHrniiCcbKoi MOBU Ha YKpaiHCbLKY MOBY Big 19 xoBTHA 2020 p.; Bpowypa
ANna pocnigHuka 3 npenaparty mendnydeH, pegakuia 10.0 Big 26 nuctonaga 2020 p.; Aocbe
pocnipkyBaHoro nikapcbkoro 3acooy Melflufen (IMPD): Po3pgin "AkicTb Jlikapcbka Cy6cTaHuis |/
Quality Drug Substance", pegakuis Big 01 rpygHa 2020 p.; Posgin "Akictb Jlikapcbkiii npenapart /
Quality Medicinal Product”, pepakuia Big 01 rpyaHsa 2020 p.; BknrouyeHHs fopaTKOBUX Micub
npoBefieHHs1 KNiHiYHOro AocnifxeHHA; 3MiHa BignoBiga/IbHOro Aoc/igHMKa y Micli npoBefeHHSA
KNiHIYHOro pocnimpkeHHs; CynyTHi MaTepiasin, wo OyAyTb BUKOPUCTOBYBATUCA Y K/iHIYUHOMY
BunpobyeaHHi OP-108: LUnpuy BD Plastipak™ 20 mn, Tun kpinneHHsa BD Luer-Lok™, 120 wTyKk B
ynakoBui; Fonka iH'ekuiina BD Microlance™ 3, 100 wtyk B ynakoBui; Monka BD i3 Tynum KiHUuem Ta
thinbTpom, po3mip ronkm 18G X 1 % (1.2mm x 40mm), 100 wiTyk B ynakosui; Koenavyok BD Luer-Lok™;
Bupo6HukK: Becton Dickinson Ao NpoTOKOYy KAIHIYHOrO AOCAIMKEHHS «PaHaoMi3oBaHe KOHTPO/IbOBaHe,
BigkpuTe pocnimpkeHHs 1l a3 3 MeTOo MNOpPIBHAMbHOT OUiHKM mendynydieHy, Lo 3acTOCOBYETLCS B
noeAHaHHi 3 gapaTyMmymaooMm, i gapaTyMymaby npu fikyBaHHi NalieHTiB i3 peynanBHO abo peunansBHo Ta
pethpakTepHO0 MHOXWHHOK MIENOMOKO», Kog, AocnimkeHHss OP-108, pepgakuis 1.0 Big 29 ciuHa 2020 p. ;
cnoHcop — «OHkonenTaligc Ab» [Oncopeptides AB], LUBeLis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «I11 EC A-YKPATHA»

Ne M.1.B. BignoBigabLHOro focnigHnKa

n/n HasBa Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1. | A.M.H. Macnsk 3.B.

[JepxaBHa ycTaHOBa «IHCTUTYT NaTo/Oril KPOBI Ta TpaHcy3iliHOT MeanuuHM HalioHanbHOT akagemil
MeAMYHUX HayK YKpaiHW», BiA4i/IeHH:A remaTonorii, M. JIbBiB

2. | 3aB. Big. HaropHa A.TN.

KomyHasibHe HekOMepUiiiHe MiANPUEMCTBO «UepHIriBCbKMii MeANYHWIA LEHTP Cy4acHOT OHKOJIONii»
YepHiriBCcbkoi 061aCHOI pagn, rematosioriyHe BifAiIeHHs, M. YepHiriB

BY/NO CTANO
nikap NMununexko I.B. nikap Horaesa /1.1.
KomyHanbHe HekomepLiiHe nignpnemcteo | KomyHanbHe HekomepLiiHe nignpuemMcTBo
«UYepKacbkuii 06n1acHWin OHKOMOriYHKIA gucnaHcep | «Yepkacbknii 06nacHWini OHKOMOriYHWIA gucnaHcep
Uepkacbkoi  obnacHoi  paaw», O6nacHuin | Yepkacbkoi ob6nacHoi pagam», O6nacHui
NiKyBa/IbHO-AjarHOCTUYHWIA FeMaTOsIOrNYHWI LEHTP, | NiKyBa/lbHO-AiarHOCTUYHWUIA TEMATOSIONYHWIA LEHTP,
M. Yepkacu M. Yepkacu

80. OHOBMEHMIT NPOTOKOAN KAiHIYHOrO AocnigkeHHA 20140346, iHkopnopoBaHWii 3aMiHOIO MonpaBKy 6
Big 02 nuctonaga 2020 pokKy; OcHoBHa chopma iHpopMoBaHoi 3rogu, sepciss YKP 8.0 Big 30 BepecHs
2020 yKkpaiHCcbKolo MOBOO; OcHOBHa (hopma iHchopmoBaHOi 3roau, Bepcis YKP 8.0 Big 30 BepecHs 2020
pociiicbkolo MoBolto; IHchopmauis Ta hopma 3rogm Ha pUCTaHLUiliHY nepeBipKy Ta aHani3 gaHux npo
y4yacHUKIiB nig yac o6mMeXxeHb, NOB’A3aHUX 3 naHaemielo COVID - 19 - fAonoBHeHHA 1.1 Big 06
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nuctonaga 2020 poky, yKpaiHCbKOI MOBOIO; IHhopmaLif Ta popma 3rogm Ha AUCTaHLIHY NepeBipKy
Ta aHa/li3 gaHUX MNpPo YYyacCHUKIB Nif 4yac oOGMeXeHb, NOB’A3aHUX 3 naHgemiero COVID - 19 -
JonoBHeHHA 1.1 Big 06 nuctonaga 2020 poKy, pociicbkoo MOBOI; OHOB/IEHHA Ha3BU KNiHIYHOro
BUNPOGYBaHHA:

BYNO CTAIO
RECITE: PaHgomizoBaHe, nnaue6o- | RECITE: PaHgomizoBaHe, nnaueb0-KkOHTPOSIbOBaHe,
KOHTpO/IbOBaHe, NoABiiHe chine gocnifgxeHHa 3 | noAgiinHe cnine pgocnigxeHHa |l gasum gns ouiHkmM

hasu 418 OUiHKXW POMIMIOCTUMY NPW JliKyBaHHI | pOMINIOCTUMY — MpU  NiKyBaHHI  TPOMOOLUTONEHIT,
TPOMOOLMTONEHIT BUKIMKAHOT XiMioTepani€el Yy | BUKNUKAHOT  XimioTepaniew, Yy  NauieHTiB, SKUM
nauieHTiB, SKUM MpoOBOAATbL XiMiOoTepanilo Ha | NPOBOAATL XiMiOTepanito Ha OCHOBI OKcaslinnaTuHy ans
ocHOBi cxemun DONPOKC pana  fikyBaHHA | NiKyBaHHSA LL/TYHKOBO-KULLIKOBOIO paky, paky
LL/TYHKOBO-KMLLKOBOTO  @b0  KOJIOPEeKTaNibHOro | NigLnyHKOBOT 3a/1031 260 KOIOPEKTasIbHOIO paky
paky
[0 NpOTOKONY K/iHiYHOro BunpobyBaHHs «RECITE: PaHgomizoBaHe, nnauebo-KoOHTPO/boBaHe, NoABiiHE
cnine pocnipkeHHs 3 a3 AN OuiHKA pPoMINAOCTUMY MNpy NiKyBaHHI TPOMOOUMTOMNEHIT BUKIMKAHOI
ximioTepanieto y nauieHTiB, sSiKUM NPOBOAATbL XiMmioTepanito Ha ocHOBi cxemn POSIPOKC ansa nikyBaHHSA
LL/TYHKOBO-KULLIKOBOTO ab0 KO/IOpeKTaslbHOro paky», Kof AocnimkeHHs 20140346, iHKopnopoBaHWii
nonpaskoto 4 Big 19 cepnHa 2019 poky; cnoHcop - «AmxeH IHK.» (Amgen Inc.), CLUA

3asBHUK - NignpreMcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

81. OHoBNeHuiAi NpoToKON KhiHiuHOro BunpoGyBaHHA MK-7339-008, Bepcii 3 iHKOpNoOpoBaHOIO
nonpaskoto 03 Big 08 rpyaHa 2020 poKy, aHI1iiCbKOIO MOBOIO; YKpaiHa, MK-7339-008, Bepcis 4.0 Big 28
rpygHa 2020 poKy, YKpaiHCbLKOK MOBOIO, iH(popMaLisi Ta AOKYMEHT npo iHpopmoBaHy 3rogy Ans
nauieHTa; YkpaiHa, MK-7339-008, Bepcis 4.0 Big 28 rpyaHs 2020 poky, pociiicbKot MOBOI0, iHthopmauis
Ta JOKYMEHT npo iHpopmoBaHy 3rogy A/s naudieHta; YKpaiHa, MK-7339-008, Bepcis 01 Big, 28 rpygHa
2020 poOKy YKpaiHCbKOK MOBOIO, iH(hopMaUiiHWMiA NUCTOK i JOKYMEHT Npo iH(hopMoBaHy 3rogy Ha
MalilGyTHE GiomepguuHe pocnigkeHHs; YKpaiHa, MK-7339-008, Bepcia 01 Big 28 rpygHsa 2020 poky
pociiicbkolo MOBOIO, iH(hopMaLiiHMIA NINCTOK i JOKYMEHT npo iHhopMoBaHy 3rogy Ha MalGyTHE
GioMeAuYHe AOCNIMKEHHA [0 MNPOTOKO/Y KNiHIYHOTO BUNpPoOyBaHHA «JocnimkeHHsa 1l cdasm pna
neMm6ponisymady y kom6iHauii 3 kapbonnatuHom / TakcaHoMm (MakniTakcen abo Hab-naknitakcen) 3
nofasibLLINM BBEAEHHAM neMoponisymady y KombiHauil 3 NigTprMyo4mMM NikyBaHHAM onanapubéom abo 6e3
HbOro B AKOCTI Tepanii nepwoi MiHil y nauieHTiB i3 MeTacTaTMYHUM MJIOCKOKNITUHHUM HeApiGHOKNITUHHUM
pakom nerexis (HOKPM)», kog gocnigkeHHs MK-7339-008, 3 iHkopriopoBaHoto nonpaskoto 02 Bifg 4 BepecHs
2019 poky; cnoHcop - «Mepk Wapn EHAg Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

82. OHOB/IEHUI NPOTOKOJ1 KniHiuHOro Bunpo6yBaHHsas ANTT101, Bepcia 4.0 (nonpaBka 03) Big 07
rpyaHs 2020 poKy, aHrniicbkoto MoBoH; IHchopmauiiiHuii nncTok nadieHTa i popma iHchopmoBaHoi
srogn anAa YkpaiHu, Bepcia 4.0 Big 14 rpygHa 2020 poKy Ha OCHOBi Mavictep-Bepcii Popmu
iHbopmoBaHoi 3roau, Bepcis 3.0 Big 14.12.2020 poKy aHrniiicbKor Ta YKpaiHCbKOlo MoBaMu; loaatok
Ao IHdopmauiiiHoro nuctka nauieHta i popmu iHchopmoBaHoi 3rogn Ans YkpaiHu, sepcia 4.0 Big 14
rpyaHs 2020 poKy Ha OCHOBI MmalicTep-Bepcii ®opmu iHchopmoBaHoT 3rogu, Bepcia 3.0 Big 14.12.2020
POKY aHI/iACbKOIO Ta YKpaiHCbKOIO MoBaMu; [locbe focnigKyBaHoro nikapcbkoro 3aco6y ATI-2173 (5
Mmr, 25 mMr) Ta nnaue6o, Bepcia 2.1 Big rpyaHAa 2020 p., aHrNilicbKolo MOBOLO; MOAOBXEHHA TEPMiHY
NpUAaTHOCTI AOCNIgKYBAHOro NikapcbKoro 3aco6y ATI-2173 kancynu 5 mr, 25 mr Ta nnaue6o go 24
MicaLiB 40 NPOTOKONY KNiHIYHOIO AocnimpkeHHs «®dasa 1, noAgiiHe cnine JOCAIMKEHHA 015 OLIHKN 6e3neku,
NepeHoCMMOCTi, hapMakoKiHETUKM Ta NPOTUBIPYCHOT akTUBHOCTI Npenaparty ATI-2173 y 340poBuKX OCi6 Ta y
0Ci6 3 XPOHIYHOK iHGEKLE, BUKTMKAHOK BipycoM renatuTy Bx», kog gocnimpkeHHs ANTT101, sepcia 3.0
(nonpaska 02) Big 26 cepnHs 2020 poky; cnoHcop - AHTioc TepaneBTikc IHK., CLUA / Antios Therapeutics, Inc.,
USA

3aaBHUK - TOB «ApeHcisa Ekcnnopatopi MegiciH», YkpaiHa

83. bpouuypa ansa nauieHTiB, pegakuia A, Bepcia 3 — NonpaBka go nportokony 03, Big 30 BepecHs 2020
POKy, YKpaiHCbKOI0 MOBOI0; Bpowypa B nauieHTa, pegakuis 3 — NMonpaska ao npotokony 03, Big 30
BepecHs 2020 poKy, pociiicbkolo MOBO10; KepiBHULITBO 3 Bi3nUTIB gocnigpkeHHs Gemini 2 gnsa nauieHTa,
pepakuisa A, Bepcis 2.0 - NMonpaska go npoTtokony 03, Big 14 BepecHsi 2020 poKy, YKpaiHCbKOIO MOBOIO;
KepiBHuUTBO A no BisuTam nauieHTa ana gocnimxkeHHss Gemini 2, sepcis 2.0 - MonpaBka A0 NpoToKoNny
03, Big, 14 BepecHs 2020 poKy, pociiicbkoto MoBo0; KapTka KpuUTepiiB BK/1IOYEeHHA/BUK/TIOUEHHSA, BepcCis
2.0 - NonpaBka go nportokony 03, Big 10 nuctonaga 2020 poKy, YKpaiHCbKOIO MOBOIO; KapTka 3
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KpuTepiaMmu BKIIOUEeHHA/BUKIOUEHHSA, Bepcisa 2.0 - MonpaBka Ao npoTtokony 03, Big 10 nuctonaga 2020
pPOKy, pociiicbkolo MoBol; pachik 3axogiB gocnimkeHHA Gemini 2, Bepcia 2.0 - MNMonpaBka fo
npoTtokony 03, Big 30 BepecHA 2020 poKy, yKpalHCbKOIO MOBOLO; Mpadik 3axopgiB gocnimpkeHHA Gemini
2, Bepcia 2.0 - MonpaBka go npotokony 03, Big 30 BepecHA 2020 poKy, pOCIiCbKOKO MOBOK [0
MPOTOKOY KMIHIYHOIO JoChifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine AOCNigpKeHHA 3 doa3n 4715 BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHsAHHI 3 TepudnyHomigom (Obamkio®) B
yyacHVKIB 3 peuuaveyounmMm oopmamu poscisHoro ckneposy (GEMINI 2)», kon pocaikeHHsa EFC16034, 3
nonpaekot 03, Bepcia 1 Big 28 BepecHsa 2020p.; cnoHcop - Genzyme Corporation, USA (IxeH3aim
KopnopeliwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa
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