JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne10 Big 27.05.2021,
HTP Ne18 Big 27.05.2021, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «[ocnigpkeHHs 1/2 chasn 3acTocyBaHHSA nepopasibHOro iHribitopy TRK napoTpekTiHiOy y nauieHTiB
OVTAYOro Biky 3 NPOrpecyynMy CoMigHMMM NyXnHaMyM abo NePBUHHMMUK NYX/IMHAMUW LEHTPasIbHOT HEPBOBOT
cucTemu, Kog gocnimpkeHHs No. BAY 2757556 | 20290, sepcis 12.0 Big, 21 kBiTHA 2020; JlokasibHa nonpaska
oo lMpotokony, Bepcisa 1.0 Big 18 ciuHg 2021, cnoHcop - baiiep KoHcblomep Kep Al, LLBeliuapis

Pa3za - Il

3anBHUK - TOB «baliep», YkpaiHa

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 nikap Kisuma P.B.

KomyHanbHe HekomepuiliHe nignpueMcTBo JIbBIBCbKOI 06nacHOi pagn  «3axiAHOYKpaiHCbKUiA
cnewjianisoBaHUii ANTAYUIA MEANYHWIA LEHTP», XipypridHe BigAineHHs, M. J1bBiB

2 K.M.H. KnumHiok I".1.

KniHika HauioHaIbHOro iHCTUTYTY paky, HaykoBO-A0ChigHe BiadiNeHHA ANTAY0T OHKONOriT, M. KWiB

2. «[logsiiiHe cnine, nNpocnekTyBHe, paHAOMI30BaHe, Maueb0-KOHTPONbOoBaHe, GaraToLeHTpoBe
pocnimpkeHHa Il dasm, Wwo npoBoAUTLCHA 3 METOH OUiHKM eddeKTUBHOCTI Ta 6e3nekn Liesipa (Cevira®) y
nawuieHTiB 3  LepBiKasIbHOK  TICTOMIONYHO  MiATBEPKEHOK  BWCOKO  BUP&XEHOK  M/IOCKOK/TITUHHO
iHTpaeniTeniansHoo Heonnasieto (HSIL)», kog pocnimkeHHs YHGT-CEV-R1, sepcia 1.0 Big 24.04.2020,
cnoHcop - Acipic MegiTek Ko., 1T4., (Asieris MediTech Co., Ltd), Kutaii

®a3za - Il

3anBHuK - Onepa KoHTpakT Picepu OpraniseiiwH CPJ1, PymyHisi/Opera Contract Research Organization SRL,
Romania

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1. | nikap CiHenbHikoB I.B.

KOMYHANBHE MIAMPUEMCTBO  «BOJIMHCBbKUA  OBJIACHUWA  MEAUYHWUA  LIEHTP
OHKONOri» BONMHCLKOI OB/IACHOI PAJIM, OHKOTIHEKOMOTiYHE BigAineHHs, M. JTyLbK

2. | nikap NigBep6eLlbka A.B.

OBNACHE KOMYHA/IbHE HEKOMEPUIVHE MIAMNPUEMCTBO «BYKOBUHCBKW KNIHIYHAN
OHKOOTIYHWI LIEHTP», OHKOTIHEKONOTiYHUI CTPYKTYPHWIA Nigpo3ain, M. YepHisLi

3. «PaHaomi3oBaHe, noAgiiHe cnine, nnauebo-kOHTPOIboBaHe, baraToLeHTpoBe AocAimKeHHS das3n 2b ana
OUiHKM ed)eKTUBHOCTI, 6e3neyHOCTi i MepeHOCMMOCTi NiKyBaHHA nepopasibHUM npenapatom AZD9977 i
panarnidpnosnHoOM Yy nauieHTiB 3 CepLEBOI0 HEAOCTATHICTIO 3 (opakLieo BUKAAY NiBOro wnyHouka (PBJILL)
Hx4e 55% Ta XPOHIYHOK XBOPOHOI HUPOK», KoA gocnimkeHHss D6402C00001, sepcis 2.0 Big 06 xxoBTHA 2020
poky, cnoHcop - «AcTpa3eHeka Ab», LLBeuin / AstraZeneca AB, Sweden

®aza-Ilb

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 K.M.H. KapneHko O.1.

KomMyHanibHe HekomepLiiiHe nignpruemMcTBO «KWiBCbKa Micbka KniHiyHa nikapHa Ne 1» BMKOHaBYOro
opraHy KuiBcbKkoi Micbkol paau (KuiBcbkoi MICbKOT AepXaBHOI agMiHicTpalii), KapgionoriyHe
BigAineHHs, M. Knis

2 K.M.H. FTono6opoapko b.1.

JlikyBa/lbHO-jarHOCTUYHWI LEHTP TOBapUCTBa 3 0OMEXEHO BigNoBiganbHICTIO «[iMm MeauumHmns,
KOHCY/IbTATUBHO-AiarHoCTMYHe BigAainieHHs, M. Ogeca

3 nikap Mpoxopos O.B.

KomyHasnibHe HekomepuiiiHe mignprueMcTBo «Micbka K/liHiYHa fikapHSa Ne 27» XapkiBCbKOi MICbKOT
paawu, kapfionoriyHe BigdiNeHHA AN XBOPUX HA iHAPKT Miokapay, M. Xapkis




4 nikap PyaeHko /1.B.

KomyHasibHe HekoMepLjiiHe nignpnemcTBo «KuiBCbka MiCbKa KiHIYHA MiKapHS LWBWAKOT MeanyHOl
ponomorv» BukoHaBuoro opraHy KuiBcbkoi Micbkol pagu  (KWIBCbKOI  MICbKOI  AepXaBHoi
aaMiHicTpaLii), kapgionoriyHe BigaineHHs, M. Knis

5 K.M.H. BepeHdyc B.A.

KomyHanbHe HekomepLiiHe MignprMeMCTBO «4-a MiCbka KAiHiYHa sikapHA M. JlbBOBa», BiAAiNEHHS
OEHHOro ctauioHapy 3 KapAionoriyHuMm sixkkamn, M. J1bBiB

6 O.M.H., npodp. Bakantok 1.IM.

KomyHanbHe  HekoMmepuiliHe — mignpuemcTBo  «IBaHO-®PpaHKiBCbkUiA  06MacHWn  KAIHIYHWI
KapgionoriyHmin  LeHTp IBaHO-PpaHKiBCbKOI 06nacHOi pagw», BIAAINEHHS XPOHIYHOT ieMiYHOI
XBOPO6YU cepus, M. |IBaHO-DpaHKIBCbK

7 4.M.H. Pyank HO.C.

JepxaBHa ycTaHoBa «HauioHasnbHWIA iHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOT akagemii
MEeONYHNX HayK YKpaiHu», BigA4in KAiHIYHOT dpapmakonorii 1a ¢papmMakoreHeTUKN HeiHheKUinHmX
3axBOPHOBaHb, M. XapKiB

8 4.M.H., npod., MNmpiHa O.M.

JlikyBa/IbHO-AjarHOCTUYHWIA LLEHTP TOBapuUCTBa 3 OOMEXEHOK BiANOBIAA/BbHICTIO «JliKkyBa/lbHO-
[iarHOCTUYHUIA LLEeHTP «AJIoHiC Mntoc», ambynatopHe BigaineHHs, M. Kuis

4. «KniHiyHe gocnigkeHHsa ha3m 1b 3 G6araTtokpaTHMM yBefeHHsM 3pocTatoyoil Ao3n npenapaty EQO01 y
nawieHTiB i3 CUCTEMHMM YEPBOHUM BOBYAKOM i3 aKTMBHWM nponipepatvBHUM stonyc-Hedputom um 6e3
HbOro», kog, gocnimxeHHs EQ001-19-002, sepcia 3.0 Big 22 nunHA 2020 poky, cnoHcop - «Eksiniym, [HK.»
(Equillium, Inc.), CLLA

®aza- Ib

3asaBHUK - TOB «IHC Pecepu YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHunkKa,

n/n Ha3Ba micus npoBeAeHHs KiHIYHOro BUNPoGYyBaHHSA

1. | k.M.H. Binsscbka 1O.B.

KniHika [epxaBHOi ycTaHOBM «HalioHa/IbHWI HayKoBWUIA LEHTp «IHCTUTYT Kapgionorii iMeHi
akagemika M.[. CTpaxecka» HaujioHanbHOI akagemii MeAMYHNX HayK YKpaiHu, Bigain HEKOPOHapHMX
XBOPO6 cepus, peBmarosorii Ta Tepanii, M. Kuis

2. | o.m.H., npodp. Aynap 1.O.

KomyHanbHe HekomepujiiiHe nignpuemMcTBo «KWMIBCbKMIA MICbKWIA LEeHTp Hedoponorii Ta Aaianisy»
BMKOHABYOro opraHy KuiBcbkoi Micbkoi pagn (KWIBCbKOI MICbKOT AepXaBHOT agmiHicTpauir),
BigAiNneHHs Hedppoorii Ta nepuToHeasibHOro fgianisy, M. Kuis

3. | A.M.H., npod. KonecHuk M.O.

[epxaBHa ycTaHoBa «IHCTUTYT Hedpposnorii HauioHasbHOI akagemii MeguuHuX HayK YKpaiHu»,
BigAineHHs Hedponorii, fianizy Ta IT-3abe3neyeHHs, M. KuiB

4. | A.M.H., npoch. Ky3sbMmiHa I".I1.

KomyHasibHe nignpnemMcTBo «KpuBopisbka Micbka KniHiyHa nikapHa Ne2» KpuBOpi3bKoT MICLKOT paau,
KapgionoriyHe BigAiNieHHs 3 peBMaTofioriYHuMK nikkamu, [epxaBHuin 3aknag, «HinponeTpoBcbka
MegnuHa akagemis MiHicTepcTBa OXOpPOHWM 3[0POB'A YKpaiHu», kadeapa Tepanii, kapaionorii Ta
CiMeNHOT MeanunHM hakynbTeTy NicAaannIoOMHOT ocBiT, M. Kpmsuii Pir

5. | A.-M.H., npodp., CmisH C.I.

KomyHanbHe  HekoMmepuiiiHe  MignpuveEMCTBO  «TepHOMNiSIbCbKa  YHIBEPCUTETCbKa  MiKapHs»
TepHOMINbCbKOI 06MacHOi pagwn, BiAA4INeHHA peBMaTonorii, TepHOMNINbCbKWI  HaUiOHa/TbHWI
MeauyHuiA yHiBepcuTeT iMeHi |.A. FopbadveBcbkoro MiHicTepcTBa OXOPOHM 3[0pOB'A  YKpaiHu,
Kadhespa BHYTPIiLLIHLOT MeanumHu Ne2, M. TepHonisb

5. «[NopggiiiHo cnine, paHgomi3oBaHe, Naaueb0-KOHTPO/IbOBaHE AOCIMKEHHS 3 OAHOKPATHUM | 6araTokpaTHUM
3acTocyBaHHAM npenapaTy AB-836, kancugHoro iHribitopa BipycHoro renatuty B, ans ouiHku noro
6€e3neYyHoCTi, NepeHoCMMOCTi Ta (PapMakOKiIHETUKMA Y 3[0POBMX YYaCHUKIB Ta B YYaCHUKIB 3 XPOHIYHOH
iHdhekuieto BipycHoro renatuty B», kog gocnigpkeHHs AB-836-001, sepcis 1.1 Big 14 ciuHs 2021 poky, CnoHcop
- ApbyTyc Biodhapma KopnopeiiwH, CLUA/ Arbutus Biopharma Corporation, USA

da3za - |

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

No MM.1.b. BignoBigansHoOro gocigHuka
n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHS




1. | K.M.H. Konomiinuyk J1.A.
MeauyHmiA LeHTP ToBapMCTBa 3 06MEXEHOH BigNOBIgaIbHICTIO «"apMOHisa Kpacw», BigaineHHs
KNiHIYHUX BUNPOBYBaHb, M. K1iB

6. «JocnigpxeHHsa |l dha3n nemoéponisymady (MK-3475) koxHi 6 TWXHIB y nauieHTiB 3 peunamnByoyoo abo
pethpakTepHO0 KiacuyHo NiMoMoo XoMkKiHa abo y nauieHTiB 3 peunauBylouod abo pedipakTepHoro
NepBUHHOK MefiaCTUHA/IbHOK B- KpYMHOKNITUHHOW fiMdboMoto», kog aocnigpkeHHsa MK-3475-B68, sepcis 00
Big 26 ciuHa 2021 poky, crnoHcop - «Mepk LWapn eHa Joym Kopn.», govipHe nignpuemctso «Mepk eHg Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

Pa3za -l

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

Ne MN.1.6. BigNoBiga/IbHOro AOCNIAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. Kyukosa O.}O.

KomyHanilbHe HekomepuiiHe nignpuemMcTBo «O6GMacHWIA  LEHTP OHKO/Orii», remarosoriyHe
BigAiNEeHHs, M. XapkKiB

2. | A.M.H., npodh. Kpsyok |.A.

HaujoHanbHWA IHCTUTYT paky, HaykKoBO-AOC/iAHE BiAAdineHHs XimioTepanii remo6nacTosiB Ta
af'toBaHTHUX MeTOAIB NiKyBaHHSA, BigAiNEeHHS OHKOremaTosiorii 3 CEKTOPOM af'loBaHTHUX METO/iB
nikyBaHHs, M. Knis

7. «PaHpgomizoBaHe, noggiliHe cnine, nnauebo-KOHTPOSIbOBaHE AOCAIMKEHHA da3m 3 A4S OUiHKK
ehekTMBHOCTI Ta 6e3MeYHOCTi pisiemaToBipa y HEMOBAAT Ta Aiteld ( BikOM Big = 28 gHiB fo <5 pokiB ) Ta
3rofoM y HOBOHapOKeHUX (BIKOM < 28 [HIB), rocnitasizoBaHnxX 3 NPUBOAY rOCTPOT iHPEeKUiT AnXasibHUX
LUIAXIB, CPUYUHEHOI pecnipaTopHo-cuHUMTIaibH1M Bipycom (PCB)», kog gocnigkeHHs 53718678RSV3001,
Big 17.08.2020 p., cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

dasza - Il

3aaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

No M.1.6. BignoBigasibHOro AocnigHMKa
n/n Ha3ssa micus npoBefeHHs K1iHIYHOro BUNPOBYBaHHSA

1. O.M.H., Npod., yneH-kop. HAMH Y«kpainu Apsie M.J1.

KomyHasibHe HekomepujiiHe nianpueMcTBo «Oecbka ob6nacHa AuTaYa KiiHiyHa nikapHsa» Ogecbkol
obnacHoi pagu», negiatpuyHe BigAieHHA A AiTeil paHHLOro Biky, M. Ofeca

2. K.M.H. MakefioHCbKa |.B.

KomyHanbHe HekomepuiiHe nignprueMcTBo «Micbka autada KniHiyHa nikapHsa Ne5» [HiNpoBCbKOI
MiCbKOI paau, negiaTpuyHe BigaineHHs, M. [IHinpo

3. | 3aB. Big. Kpaesa O.B.

KomyHasibHe HekomepujiiiHe MiANPUEMCTBO «3anopisbka o06/lacHa K/liHIYHA aAuTAYa NikapHs»
3anopi3bKoi 06/1acHol paaw, AiarHoCTUYHO-60KCOBaHe BiaAiNneHHs, M. 3anopixoks

4. | A.m.H. Cypkos .M.

KomyHasibHe  mignpuemMcTBO  «[IHiNponeTpoBCbka o06s1acHa  AMTAYa  KAiHIYHA  NiKapHS»
JHiNponeTpoBCbLKOi 061aCHOT paan», iIHPEKLiIHO-O0KCOBaHe BigAineHHs, M. [JHINpo

8. «<MUPA30J1 (MIRASOL): PaHpomizoBaHe, Bigkpute [JocnigxeHHsa ®a3n 3, B SKOMY MOPIBHIOETLCA
MipBeTtykcimab CopaBTaHCiH i3 O6paHoto [jocnigHukom XimioTepanieto MNporpecyrouoro BUcoko3nosikicHoro
Paky feuyHukiB, PesncteHTHoro Ao MpenapartiB MNnatuHu, MNepBuHHOrO MeputoHeasibHoro Paky abo Paky
dannoniesoi Tpybu 3 Bucokor Ekcnpecieto Peuentopa ®donieBoi Kucnotn Anbga.», Kog A0CMIOKEHHS
IMGN853-0416, nonpaska 1 Big 09 rpygHsa 2019, cnoHcop - ImyHoreH, [Hk., CLUA (ImmunoGen, Inc., USA)
®a3za - Il

3anBHUK - AVK'IOBIA Biotek En-En-Ci» (IQVIA Biotech LLC), CnonyueHi LLTaTti AMepukm

Ne MM.1.6. BignoBigaLHOro AocnigHuKa
n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YyBaHHS
1 O.M.H. CyxiH B.C.
KniHika [epxaBHOi yCTaHOBU «IHCTUTYT MeAuyHOI pagionorii Ta oHkosorii im. C.M. purop’esa
HauioHanbHoT akagemii MeANYHNX HaYK YKpaiHW», BiAAINEHHS padiauiiiHoi OHKOMOriT, M. XapkiB




2 O.M.H., npodd. KpmxaHiBcbka A.€.

KomyHanbHe HekomepLiiHe nignprveMcTBo «lpukapnaTCbKUiA KNiHIYHUIA OHKONOFiYHWIA LEHTpP IBaHO-
®paHKiBCbKOT 06/1aCHOT paau», XipypriyHe BiggineHHa Ne3 (OHKOriHeKosoriyHe BiffinieHHs), IBaHo-
PpaHKiBCbKMIA HALLIOHA/TbHMI MeMYHMIA YHIBEpPCUTET, Kaddepa OHKOOrii, M. IBaHO-PpaHKIBCbK

3 AuvpexTop MNapamoHos B.B.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Yepkacbkuii o6nacHWiA OHKOMOTIYHUIA - AmcnaHcep
Uepkacbkoi o6nacHoi pagu», O6nacHUiA LeHTp KiHiYHOT OHkoNorii (OHKOXiMIOTEpaneBTUYHNIA),
M. Yepkacu

4 K.M.H. Pucnaesa [.E.

JlikyBaNbHO-AiarHOCTUYHNIA LLEHTP TOBapuCcTBa 3 OOMEXEHOK BiAMOBigaNbHICTIO «Megikc-pei
[HTepHewHN Fpyn» JlikapHA i3painbCcbkol OHKoMOriT «LISOD», BigaineHHA KNiHIYHUX Ta HayKoBMX
gocnimpkeHs, c. MawTtn, Kniscbka 06., O6yXiBCbKWI p-H

5 nikap 3y6 O.B.

KomyHasibHe HekomepuiliHe NignpueMcTBO «YepHIriBCbKWUi MEeOUYHUIA LEHTP Cy4YacHOi OHKOJIONii»
UepHiriBCbKOi 06/1aCHOI paau, BiaaileHHS KAiHIYHOT OHKONOrT i riHekonorii, M. YepHiris

6 K.M.H. [T ssTHMUbKa T.B.

KoMyHaslbHE HeEKOMepUiiHe MiANPUEMCTBO «XMESIbHULbKNA 06NAaCHUA NPOTUNYXANHHUIA LEHTP»
XMenbHULUbKOI 061aCHOT paaw, riHeKoorivyHe BiaaineHHs, M. XMenbHULbKNI

9. OHoBneHwuii MpoTokon NN7415-4307, chiHanbHa Bepcis 5.0 Big 25 6epe3HA 2021 p., aHrNifiCbKOO
MoBoto; flogatok 1 ao MNMpotokony NN7415-4307, chbiHanbHa Bepcis 5.0 Big 25 6epe3HAa 2021 poky,
aHrnificbkoro MoBot; OHoBneHa Bpowypa focnigHuka KoHuusyma6, npoekt NN7415, Femodinia A
ycKnagHeHa ab0 HeycknagHeHa iHriitopamu go ®VIIl, Femodpinia B ycknagHeHa abo HeyCcKnagHeHa
iHriGiTopamu go ®IX, BugaHHs 10, chiHanbHa Bepcia 1.0 Big 17 6epe3HAa 2021 p., aHMMiliCbKOIO MOBOIO;
OHoBnenuit flogatok 1 «Nonclinical Study Tabulations», chiHanbHa Bepcia 1.0 Big 17 6epe3Hs 2021
poky ao Bpouwypu JocnigHuka KoHumsymaO, npoekt NN7415, Femodpinia A ycknagHeHa aGo
HeycKnagHeHa iHrioitopamu go ®VIIl, Femodpinis B ycknagHeHa a6o HeycKagHeHa iHri6itTopamu go
®IX, BugaHHa 10, octatouHa Bepcia 1.0 Big 17 6epe3HAa 2021 p., aHr1iACbLKOIO MOBOLD; OHOBNEHUA
Aopatok 2 «<Summary of Clinical Data from Completed Clinical Trials», ¢piHanbHa Bepcia 1.0 Big 17
Gepe3HAa 2021 poKy o bpowypu focnigHuka KoHunsyma6, npoekt NN7415, Femodinia A ycknagHeHa
abo HeycknagHeHa iHricitopamu go ®VIll, Femodpinia B ycknagHeHa a60 HeycknagHeHa iHriditopamu
Ao ®IX, BugaHHa 10, octatouHa Bepcia 1.0 Big 17 6epe3HAa 2021 p., aHINMiicbKOKO MOBOIO 10 NPOTOKO/Y
KNiHIYHOro gocnimpkeHHa «EgekTVBHICTL Ta 6e3neka npoduifiakTUYHOro 3actocyBaHHs KoHuusymaody vy
nawieHTiB 3 remodpinieto A un B, He ycknagHeHoto iHribiTopammu», kog, gocnigpkeHHsa NN7415-4307, ciHanbHa
Bepcia 4.0 Big 06 nunHA 2020 p.; cnoHcop - Novo Nordisk A/S (JaHif)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

10. OHoBneHnid NMpoTtokon NN7415-4311, chiHanbHa Bepcifa 6.0 Big 25 6epe3Ha 2021 p., aHriACbLKOIO
moBoto; flogatok 1 go Mpotokony NN7415-4311, chiHanbHa Bepcia 6.0 Big 25 6epe3Hsa 2021 poky,
aHrniicokoto moBoto; OHoBrieHa Bpouwypa fdocnigHuka KoHuu3ymao, npoekt NN7415, Femodpinia A
yCKnagHeHa aGo HeycKnagHeHa iHriéitopamu go ®VIiil, Femodhinia B ycknagHeHa a60 HeycKnagHeHa
iHriitTopamu go PIX, BugaHHs 10, hiHanbHa Bepcis 1.0 Big 17 6epe3Ha 2021 p., aHrNilicbKOKO MOBOIO;
OHoBneHuit JopaTtok 1 «Nonclinical Study Tabulations», chiHanbHa Bepcis 1.0 Big 17 6epe3Hsa 2021
poky Ao Bbpouwypu JocnigHuka KoHumsyma6, npoekt NN7415, Femodpinia A ycknagHeHa a6o
HeycK/lagHeHa iHri6itTopamu go PVIll, Femodinia B ycknagHeHa a6o HeycknagHeHa iHriitopamu go
®IX, BugaHHAa 10, octatouHa Bepcia 1.0 Big 17 6epe3HA 2021 p., aHrNilicbKOlo MOBOK; OHOBNEHUIA
Hbopatok 2 «Summary of Clinical Data from Completed Clinical Trials», cpiHanbHa Bepcia 1.0 Big 17
G6epe3HA 2021 poky Ao Bpowypu docnigHnka KoHuusyma6, npoekt NN7415, Femodpinia A ycknapgHeHa
a6o HeycknagHeHa iHri6itopamu go ®VIll, Femodinisa B ycknagHeHa abo HeycKknagHeHa iHriGitopamu
Ao DIX, BugaHHsa 10, octatouHa Bepcia 1.0 Big 17 6epe3Ha 2021 p., aHINiiCbKOK MOBOIO 10 NPOTOKONY
KNiHIYHOro AocnimkeHHs «EQekTMBHICTL Ta 6e3neka npoduifiakTUYHOro 3actocyBaHHs KoHuusymaoy vy
nauieHTiB 3 remodoinieto A un b, ycknagHeHoto iHribiTopamm», kog gocnimkeHHss NN7415-4311, dhiHanibHa
Bepcis 4.0 Big 08 nunHsa 2020 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

11. OHoBNeHa KopoTka xapaKkTepucTuUKa [OC/ifgKyBaHOro nikapcbKoro sacooy MetoTtpekcar, Big 10
cepnHA 2020 pokKy [0 NPOTOKONY KAiHIYHOTO BMNpPoOyBaHHA «PaHgomi3oBaHe, NoABiiHE cine AOoCNioKEHHS
[l basn gna nopiBHAHHA Npenapaty YnagauuTtuHié (ABT-494) y surnsgi MoHoTepanii oguH pas Ha feHb 3
MeToTpekcaTom y BUIMALI MOHOTepanii y nauieHTiB 3 CepelHbOTSXKKOI Ta THAXKOK popmMamMu akTUBHOMO
peBMartoifHOro apTpuTy, L0 paHille He OoTpUMyBaNu MeTOoTpekcart», Kof AocnimpkeHHs M13-545, 3
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iHKoprnopoBaHMn AgMiHicTpaTtuBHUMK 3MiHamn 1, 2, 314 Ta Monpaekamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03 rpyaHs
2020 poky; cnoHcop - E66BI IHk, CLLUA / AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

12. OHoBneHwuii po3gin 3.2.S «JocnigkyBaHa pedoBuHa JNJ-67864238-AAJ» [locke A/13 Big 01.10.2019
p.; OHoBneHui posgin 3.2.P «Jlikapcbkuii 3aci6 — JNJ-67864238-AAJ tabnetku» focbe A3 Big
21.04.2020 p.; OHoBneHui pospin 3.2.P «Jlikapcbkuil 3aci6 — niauye6o Taénetku» Jocbe AJ13 Big
24.09.2019 p.; 36inbWEHHA TepMiHy npupgaTHoOcTi o 36 micauiB gna JNJ-67864238 (JNJ-67864238-
AAJ), Ta6netku BKpuUTi 06onoHkow, 300 mr, Ta Mnaue6o o JINJ-67864238, TaGNeTKU BKpPUTI
06O0JIOHKOK 10 MPOTOKO/Y K/iHIYHOrO AocCnimkeHHs «baraTtoueHTpoBe, paHaoMi3oBaHe, NofaBiliHe chine,
nnauebo-KOHTPO/IbOBaHE K/iHIYHE AocChifKeHHsA-nnaTopma 2 ¢da3un, Wo BMBYAE edqeKTUBHICTL Ta
6e3rneyHicTb NikyBaHHA NauieHTIB 3 aKTUBHOIO XBOPO60t0 KpoHa Bif, NOMIPHOro 0 BaXKOro CTYMNeHs TSXKOCTI.
PRISM. OcHoBHWiA KniHiYHMIA npoTokon PLATFORMPACRD2001. [ogaTok WoAo crneuudiyHoro metoay
NiKyBaHHS 3 KOHKPETHUM NpenapaTom 40 OCHOBHOrO K/liHiYHOro npotokony PLATFORMPACRD2001, PRISM-
SCARLET. NpoTtokon 67864238PACRD2001, 2a haza», kog gocnigpkeHHas PLATFORMPACRD2001; 2 cha3za
3 nonpaBkow 2 Big 17.09.2020 p. Ta OHOBMEHHMIA [oAatok WOAO0 cneumdiyHoro MeToady /iKyBaHHA 3
KOHKPeTHVUM npenapatomM npoTtokosly 67864238PACRD2001; chasa 2a 3 nonpaskoiw 4 Big 14.12.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbrist

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

13. OHoBneHui npotokon 1002-043 3 iHKOPNOPOBAHOK MOMpaBKoK 5 Big 24 BepecHs 2020 poKy;
Bpowypa pgocnigHuka bemnegoigHa kucnorta (ETC-1002), BugaHHa 16.0 Big 10 rpygHa 2020 poky,
aHrnificbkoro MoBoto; IHhopmauiiHuii nucTok i hopma iHchopmoBaHoi 3roau, Bepcia V8.1UKR(uk)1.0
BiAg 12 nuctonaga 2020 poky, nepeknag YyKpaiHCbKOlo MoBor Big 05 nwToro 2021 poky;
IHchbopmauiiiHuii nuctok i popma iHchopmoBaHoi 3rogu, Bepcia V8.1UKR(ru)1.0 Big 12 nuctonaga 2020
POKy, nepeknag pociiicbKoto moBoto Big 05 ntotoro 2021 poky; IHchopmaviiiHuii TMCTOK ANA NauieHTa
Ta chopma iHhopMoBaHOi 3rogu WoOA0 HEOOGOB’AI3KOBOIT NOCNYIN 3 HAACUNAHHA NalieHTaM HaragyBaHb
3a gonomoroto CMC-noBigomsieHb a60 NOBiIJOMJ/IEHb €/IEKTPOHHOIO nowToto, Bepcisa V8.1UKR(uk)1.0
Big 13 nuctonaga 2020 poky, nepeknag YyKpaiHCbKOO MoOBOK Big 05 notoro 2021 poky;
IHhopMauiiHMii TNCTOK AN naudieHTa Ta popma iHhopmoBaHOi 3rogu WoOA40 HEOG0B A3KOBOT NOCYrn
3 HaAcuNaHHA nauieHTam HaragyBaHb 3a jgonomoroio CMC-noBigomneHb a60 MNOBigOMJ/IEHb
e/1IeKTPOHHOoLO nowToto, Bepcia V8.1UKR(ru)1.0 Big 13 nuctonaga 2020 poKy, nepeknag pociicbKoto
MoBoto Big, 05 ntotoro 2021 poky; IHchopmauiiiHuii GloneTeHb ANA NauieHTa, BUAAHHA NpUcBAYeHe
COVID-19, Bepcia 2.0, BepeceHb 2020 poky [V02 UKR(uk)], nepeknag ykpaiHCbKoo moBolo Big 05
XOBTHS 2020 poKy; IHpopmaLiliHMii GloneTeHb A/1A NayieHTa, BUAaHHA, npucBsayeHe COVID-19, Bepcis
2.0, BepeceHb 2020 poky [V02 UKR(ru)], nepeknag pociicbkoto moBoto Big 05 xoBTHA 2020 poky; Jiuct
[0 ydyacHuKa gocnipkeHHs, Bepcisa 2.0 Big 15 oBTHA 2020 poKy, nepeknag yKpaiHCbKOI MOBOIO Big 09
noToro 2021 poky; /luct fo ydyacHUKa gocnimKeHHs1, Bepcia 2.0 Big, 15 »oBTHA 2020 poky, nepeknag,
pociiicbkolo MoBol Big 09 notoro 2021 poky;3aco6u Ans [onomoru nauieHtTam i 3aco6wm
iHauBigyanbHoro 3axucty (313) Big kopoHaBipycHOI xBopoou COVID-19 ans nauieHTIB B foOCAigKeHHi
CLEAR Outcomes, Bepcis 02 Big 30 BepecHs 2020 poky, nepeknaj yKpaiHCbKOI0 MOBOIO Big, 10 noToro
2021 poky; IHchopmauiiiHuii 6GroneTeHb AnA nagieHTa, BUnyck 17, sepcisa 1.0, rpygeHb 2020 poky [V01
UKR(uk) 01], ykpaiHCbKOIO MOBOLO; IH(hopmauiliHuiA GloneTeHb AN1A NauieHTiB, Bunyck 17, Bepcis 1.0,
rpyaeHb 2020 poky [VO1 UKR(ru) 01], pociiicbkoto moBoto; IHhopmauiiHnii 6loneTeHb ANsA NayieHTa,
Bunyck 18, Bepcia 1.0, rpyaeHb 2020 poky [V01 UKR(uk) 01], ykpaiHCbKOIO MOBOLO; IHhopmaviiiHnii
GloneTeHb ANA nauieHTiB, Bunyck 18, Bepcis 1.0, rpyaeHb 2020 poky [V01 UKR(ru) 01], pociiicbkoto
MoBol10; IHchopMmauiiiHuii GloneTeHb Ans nauieHTa, Bunyck 19, Bepcia 1.0, rpygeHb 2020 poky [VO01
UKR(uk) 01] , ykpaiHcbKkoto MoBoOto; IHhopmaLiiiHWiA GroneTeHb ANA nauieHTiB, BUnyck 19, Bepcis 1.0,
rpyaeHb 2020 poky [V01 UKR(ru) 01], pociiicbkolo MOBOHO; IHchopmauiiiHuii GloneTeHb ANA NayieHTa,
Bunyck 20, Bepcisa 1.0, rpyaeHb 2020 poky [V01 UKR(uk) 01], ykpaiHCbKol MoOBOIO; IH¢hopmauiiiHuii
GrloneTeHb ANA nauieHTiB, Bunyck 20, Bepcia 1.0, rpyaeHb 2020 poky [V01 UKR(ru) 01], pociiicbkoto
MOBOIO [0 MPOTOKOJTY K/TiHIYHOrO AocnigpKeHHs «PaHgomMisoBaHe, noagiliHe cnine, nnaueb0-KOHTPO/IboBaHe
LOCNimpKeHHA ANS OUiHKM 4ii 6emnepgoigHoi kucnotu (ETC-1002) Ha NosiBY TSHXKKMX CEPLEBO-CYAUHHMX SBULL
y MauieHTIB i3 CepLeBO-CYAMHHOK XBOPOOOK abo 3 BMCOKMM PU3NKOM Ti BUHWKHEHHS, SIKi HE MEepPeHOCATb
NiKyBaHHs1 cTaTMHaMu», Kog, AgocnigkeHHs 1002-043, 3 iHKOpnopoBaHOoK nonpasko 4 Big 19 rpyaHs 2019
POKy; cnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion Therapeutics, Inc.), CLUA

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

14. BknoyeHHA foAaTKOBUX MiCUb NPOBEAEHHA KMIHIYHOro BUMNPOOGYBaHHA [0 MPOTOKOY KAiHIYHOro
JocnipkeHHa «PaHgomizoBaHe, MoABiHe crine, nnaueb0-KoOHTPoNiboBaHe, 6araToLEHTPOBE AOCAIAKEHHS
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hasn 2b ana ouiHkM edheKTUBHOCTI, 6E3NeYHOCTi i NePEeHOCUMOCTI JliKyBaHHA MepopasibHUM npenapaTromM
AZD9977 i panarnidpio3MHOM Y NaLieHTiB 3 CepLeBol0 HeQOCTATHICTIO 3 (ppakuieto BUKMAY MiBOrO LWYHOUYKA
(PBJILL) Hkue 55% Ta XPOHIUHOK XBOPO6OID HUPOK», KoA JocnimkeHHs D6402C00001, sepcisa 2.0 sig 06
XO0BTHA 2020 poky; cnoHcop - «AcTpa3eHeka Ab», LLBeujs / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

No M.1.B. BignoBigasbHOro AocnigHNKa

n/n Ha3Ba MicLa NpoBeEeHHA K/iHIYHOro BUNPOOYBaHHA

1 | A.M.H., npod. BopoHkos J1.T".

KniHika fepxaBHoi ycTaHOBU «HauioHanbHWiA HayKOBWIA LEHTP «IHCTUTYT Kapaionorii imeHi akagemika
M.[. Ctpaxecka» HauioHanbHOT AKkafemii MeAnYHNX HayK YKpaiHu, BiaAis cepLeBol HeJoCTaTHOCTI,
M. Knis

2 | K.M.H. ManunHoBcbkuiA 1.B.

KoMyHaslbHEe HekoMepuiiiHe nignpuemMcTBo «O6MacHWA MeANYHUI LEHTP CepLeBO-CYANHHMX
3axBOpHOBaHb» 3anopi3bkoi 06/1aCHOT paaK, BiAAiNEeHHS CEPLLEBOT HEAOCTATHOCTI, M. 3anOpiXOKa

15. Martepianm pns ydyacHuUKIiB pocnigpkeHHs: OnuTyBasibHUK «Balwe 340poB’s i caMonoyyTTs.
3axBoploBaHHA HUPOK i AKicTb XuTTAa (KDQOLTM-36), Bepcisa 1, 2000 pik, yKpaiHCbKOIO Ta poCiiiCbKOLO0
MoBamu; ONUTYBa/IbHUK «3arajibHe BPaXEeHHS NauieHTa Npo CTyniHb TSHKKOCTIi CUMNTOMIB cepLeBoi
HefoCTaTHOCTI», YKpaiHCbKOI Ta pociiicbkoio moBamu; KC AHketa 3 Kapgiomionartii (Micto KaH3ac)
(KCCQ), Bepcis Big 18 kBiTHA 2008 poKy, YKpaiHCbKOI0 MOBOIO; ONMPOCHUK No Kapguomuonatum (Ffopoa
Kansac) (KCCQ), Bepcis Big 09 TpaBHA 2008 poKy, pociiicbkolo MoBoto; IHhbpmauiiiHa 6powypa woao
BeG-caiiTy HaBirauiiHoi nporpamu 3ag/is oTpUMMaHHA iH(hopMoOBaHOI 3roagu nauieHTa, « AstraZeneca
D6402C00001 MIRACLE Consent Navigator», Bepcis 1.0, ykpaiHCbKOlO MOBoOI0; UHdopmaynoHHas
Gpowtopa o BeG-canTe «HaBurayms no nHpopmmpoBaHHOMY cornacuio», «AstraZeneca D6402C00001
MIRACLE Consent Navigator», Bepcia 1.0, pociiicbkol0 MoBOW; JINCTOK 3 MigKaskamu wWoA0
BUKOPUCTaHHA roguHHukKa Apple Watch «FoguHHuk Apple Watch ta 3acTocyHoK nauieHta AZ Miracle
D6402C00001», pegakuia 1.0, ykpaiHCbKOIO MOBOIO; PekomeHgauum no ncnosib3oBaHuto yacos Apple
Watch «Apple Watch n AZ Miracle — npunoxeHue nauneHta D6402C00001», Bepcisa 1.0, pociicbKoo
MoBoO10; IHchopMmauiiiHuii NMCT WOAO0 BUKOPUCTAHHA OHMAH AopaTtky Ans nauieHta AZ Miracle
(AZMiracleStudyStrings) Big 14 BepecHsA 2020 pokKy, YKpaiHCbKOIO Ta pocilicbKolo MoBamu; JINCTOK 3
nigkaskaMmy WoOAO0 BUKOPUCTaAHHA OHNaiH gopatky anAa nauieHta AZ MIRACLE (HF), «3acTtocyHok
nauieHTa AstraZeneca MIRACLE D6402C00001», pepaxuia 1.0, ykpaiHCbKOI0 MOBOI0; PekomeHpauum
no MCNoJsib30BaHUKO npunoxeHua ana nauyneHta AZ MIRACLE (HF), «AstraZeneca MIRACLE —
npunoxeHue nauveHta D6402C00001», Bepcia 1.0, pociiicbkolo MOBOIO; JIUCTOK 3 MigKasKkamu LWoA0
BUKOPUCTAHHA KUnumka ans cHy Withings «AstraZeneca MIRACLE kunumok gnsi cHy D6402C00001»,
pepakuia 1.0, ykpaiHCbKOIO MOBOIO; PekomeHgauun no ucnonb3oBaHuio KoBpuka ans cHa Withings
«KoBpuk gnsa cHa AstraZeneca MIRACLE D6402C00001», Bepcia 1.0, pociliicbkolo MOBOLO; IHCTPYKUiT
ANA NayieHTiB WoAo0 camMOCTiliHOro 360py 3paskiB BAOMAa, YKPAIHCLKOK Ta pPOCiliCbKO MoBaMu /10
NPOTOKONY  K/IHIYHOTO  AOChifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, niaueb0-KOHTPONibOBaHe,
GaraToLeHTpoBe AocnimkeHHs ¢a3un 2b Ana OUiHKM e(heKTUBHOCTI, 6e3NeYHOCTi i NePEHOCUMOCTI NiKyBaHHS
nepopasibH1UM npenapatom AZD9977 i aanarnich/103MHOM Y NaLieHTiB 3 CEPLLEBOIO HEAOCTATHICTIO 3 opakLiEto
BUKUAY niBOro wyHouka (®BJIW) Huxye 55% Ta XPOHIYHOK XBOPOOOH HUPOK», KOA4 LOCNILXKEHHS
D6402C00001, Bepcisa 2.0 Big 06 xoBTHA 2020 poky; cnoHcop - «AcTpa3eHeka Ab», LLIBeuis / AstraZeneca AB,
Sweden

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

16. OHOB/IEHMI A NPOTOKO/S  KMiHIYHOro BuNpoGyBaHHA M15-555 3  iHKOpnopoBaHMMM
AaMiHicTpatTuBHuMM 3miHammn 1, 2, 3,5, 7, 8,9, 10 Ta 11 i Monpaskamu 1, 2, 2.02, 3, 3.02, 4, 5, 5.02,6 Ta 7
Big 04 rpyaHa 2020 poky; IHchopmauia Ana nauieHTa Ta iHopmoBaHa 3roga Ha y4acTb Yy HAyKOBOMY
pocnipkeHHi Ta He0O6G0OB’A3KOBOMY AlOC/iMKEHHI, Bepcia 11.1 ana YKpaiHu Bifg, 28 kBiTHA 2021 poky,
YKpPaiHCbKOIO Ta POCIliICbKOI0 MOBaMM [0 NPOTOKO/TY KIHIYHOTO AOCNifKEHHS «PaHaomi3oBaHe, NoABiiHe
cnine gocnimkeHHs, |l pasu, gnsa nopiBHAHHA NpenapaTy Ynagauutulio (ABT-494) y surnsgi MoHoTepanii 3
MEeTOTPEeKCaTOM, Y NAUEHTIB 3 CepeJHbOTSKOK abo TSXKO hopMaMy akTUBHOIO peBMaToIgHOro apTpuTy, 3
BIACYTHICTIO aJeKkBaTHOI BIiZNOBIAI Ha MeToTpekcaT», KoA AochigpkeHHs M15-555, 3 iHKOpnopoBaHMMM
AOMmiHicTpaTBHMMMK 3miHaMn 1, 2, 3,5, 7, 8,9, 10 ta 11 i Monpaekamu 1, 2, 2.02, 3, 3.02, 4, 5, 5.02 Ta 6 Big 30
yepBHSA 2020 poky ; cnoHcop - AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis



17. CkpiHWwOoTN «PRESORS (CKpPUHIHT) + BN/IMB Ha NiKNyBa/IbHUKa» YKPAiHCbKOI MOBOIO ANA YKpPaiHu,
Bepcisa 1.0 Big 21.01.2021 p.; CKpiHWOTK «OnuTyBanibHUK PRESORS (CKPUHIHT) + NUTaHHA NPO BN/IUB
Ha oco0y, Lo aornsgae» PociiicbKo MOBOK Ans YkpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CKpiHWOTH
«PRESORS (Ha BuxigHomMy piBHi nepeg npuiAiMaHHAM A,03U)» YKPATHCbKOKO MOBOHO AJ15 YKpaiHu, Bepcia
1.0 Big 21.01.2021 p.; CkpiHwoTu «OnuTyBasibHUK PRESORS (BuXigHWi cTaH A0 npuiiMaHHA
npenapary)» pocificbKoo MOBOIO A YKpaiHu, Bepcis 1.0 Big 21.01.2021 p.; CkpiHwotn «PRESORS
(Ha BuUXigHOMY piBHI Nicnsa npuiiMaHHAM [03u) + Bnave Ha niknyBa/ibHUKa» YKPATHCLKOKO MOBOIO A
YKpainu, Bepcia 1.0 Big 21.01.2021p.; CkpiHwoTn «OnutyBasibHUK PRESORS (BuxigHuii ctaH nicns
npuiiMaHHAM npenapary) + NMTaHHA NPO BMJIMB Ha OCOGYy, WO AOornsagae» pPociicbKo MOBOIO AN
YkpaiHu, Bepcia 1.0 Big 21.01.2021p.; CKkpiHwoTM «PRESORS (BpaHLUi)» YKpaiHCbKOK MOBOI A5l
YKpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CKpiHWOTN «OnutyBasibHUK PRESORS (3anoBHIOBaTU BpaHLii)»
pociiicbkolo MOBOK AnA YKpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CkpiHwoTtu «PRESORS (yBeuepi) +
BnauB Ha niknyBa/ibHUKa» YKPaiHCbKOIO MOBOI ANA YKpaiHu, Bepcis 1.0 Big 21.01.2021 p.; CKpiHWOTH
«OnutyBasibHMK PRESORS (3anoBHI0BaTu BBe4epi) + NUTaHHA NPO BMJIMB HAa OCOOY, WO Aornsagae»
pociiicbkolo MoBoto ans YKpaiHu, Bepcis 1.0 Big 21.01.2021 p.; CkpiHwoTtn «PRESORS (nepepg cHom) +
Bnaue Ha niknyBa/ibHUKa» YKPaiHCbKOIO MOBOIO ANA YKpaiHu, Bepcis 1.0 Big 21.01.2021 p.; CKpiHWOTH
«OnutyBasibHMK PRESORS (3anoBHioBaTu nepea CHOM) + NUTaHHA Npo BMAMB Ha 0OcCoOy, WO
[Ornapac)» pociiicbkoro MOBOO AN YKpaiHu, Bepcis 1.0 Big 21.01.2021p.; CKpiHWOTU «3anuTaHHA
WoAO0 NpPUMaHHA [OC/ifAKYBaHOrO npenapaty» YKpaiHCbKOIO MOBOIO Asis YKpaiHu, Bepcia 1.0 Big
21.01.2021 p.; CKpiHWOTN «[OCNiAKEHHA NPUAHATHOCTI Ta CMaKOBUX AKOCTEN AOCAigKyBaHOro
NiKapCbKOro npenapary» pociicbKo MOBOIO Al YKpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CKpiHWOTH
«lHpopMauis Npo niknyBasibHUKa» YKPATHCbKOK MOBOIO ANA YKpaiHu, Bepcia 1.0 Big 21.01.2021 p.;
CkpiHwoTn «lHdhopMauisi npo ocoby, Wo aornagae» pociicbKo MOBOK AnA YKpaiHu, Bepcia 1.0 Big,
21.01.2021 p.; CKpiHwoTKn «Janssen 53718678RSV3001 Other Subject Facing Text» ykpaiHCbKOMO
MOBOIO AnA YkpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CkpiHwoTn «Janssen 53718678RSV3001 Other
Subject Facing Text» pociiicbkolo MoBOKW Ansa YKpaiHu, Bepcia 1.0 Big 19.01.2021 p.; CKpiHWOTK
«LlLlogeHHUK HaBYaHHA» YKpPaTHCbLKOIO MOBOIO A5 YKpaiHu, Bepcia 1.0 Big 21.01.2021 p.; CKpiHWIOTH
«HaBuanbHMii Moaynb» pociiicbKolo MOBOIO AN YkpaiHu, Bepcia 1.0 Big 21.01.2021 p.; MapKkyBaHHSA
Ha nnaHwet, Janssen DAISY 53718678RSV3001, ykpaiHCbLKOO MOBOIO A YKpaiHu, Bepcisa 1.0;
MapkyBaHHA Ha nnaHweTt, Janssen DAISY 53718678RSV3001, pociiicbkolo MOBOK AN YKpaiHu,
Bepcia 1.0; «fornagauy. KopoTkuii nocioHuk. Janssen 53718678RSV3001 (DAISY)» ykpaiHCbKOLO
MOBOIO AnsA YkpaiHu, Bepcia 1.0; «Oco6a, wo gornsgae. Kopotke goBigkoBe KepiBHULTBO Janssen
53718678RSV3001 (DAISY)» pociiicbkolo MoBoOKW pans YkpaiHu, Bepcia 1.0.; KapTtka-nogska
YKpaiHCbKOIO MOBOIO; KapTka-nogsika pPOCINCbKOK MOBOK [0 MPOTOKONY K/IHIYHOrO AOCNiAXKEHHS
«PaHgomizoBaHe, noAgiiHe cnine, niaueb0-KOHTPONbOBaHe AOCAIMKEHHSA ha3n 3 ANs OUiHKM edDEKTUBHOCTI
Ta 6e3neyHoCTi pinemaTtoBipa y HEMOBAAT Ta fAiTei ( BiKOM Big =28 AHIB A0 <5 pokiB ) Ta 3rogom y
HOBOHapomKeHux (BikOM < 28 [HIB), rocnitanisoBaHnx 3 NpuBoAy rocTpol iHGeKuil AuXasibHUX LUNSXIB,
CNPUYNHEHOT pecnipaTopHO-CUHUMTIaNbHUM BipycoM (PCB)», kop pocnigpkeHHs 53718678RSV3001, sBif
17.08.2020 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

18. BK/1lOUEHHA [0AATKOBUX MiCUb NMPOBEAEHHSA KMIHIYHOIO BUMMPOGYBaHHSA [0 MPOTOKOY KAiHIYHOIOo
JocnipkeHHs «PaHaomizoBaHe, NoABiHe cnine, naaue60-KOHTPONbOBaHe AOCNIMKEHHSA dha3n 3 A1 OLIHKK
edheKTMBHOCTI Ta 6e3neyYHOCTi piiemaToBipa y HEMOB/IAT Ta fiTei (BIKOM Bif, > 28 AHIB A0 <5 pokiB) Ta 3roaom
Yy HOBOHapomkeHux (BikoM < 28 AHIB), rocniTaniaoBaHux 3 NpuBoAy rocTpoil iHeKLil AnxanbHUX LWIAXIB,
CMpUYMHEHOT pecnipaTtopHo-cuHUMTianbsHuM Bipycom (PCB)», kop pocnigxeHHs 53718678RSV3001, Bif
17.08.2020 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

No MN.1.6. BignoBiganbHOro gocnigHnkKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1 K.M.H. JlutBnHosa T.B.

KomyHasibHe nianprMemcTBo «KprBopi3bka Micbka KniHivyHa nikapHsi Ne 8» KprBopi3bKoT MiCbKOT paau,
negiatpuyHe BigdineHHs, OHINPOBCbKUA AepXaBHWIT MeAMYHWUIA yHiBepcuTeT, kadiegpa negiaTpii,
ciMeiiHOT MeanuMHK Ta K/iHIYHOT NabopaTopHOi AiarHOCTMKN dhakyNbTeTy MiCAAMNIOMHOT OCBITH,
M. KpmBuia Pir

2 A.M.H., npod. Hesroga I.1.

KoMyHasnbHe HekomepujiliHe nignprveMcTBO «BiHHMUbKA O6nacHa KiHiYHa AuTava iHgekuiiHa
nikapHs BiHHWLBKOT 06/1aCHOT paan», iHheKUiiHO-60KCcoBaHe BiaAineHHs, BiHHMLUbKWI HauioOHabHWIA
MeAnYHUIA yHiBepcuTeT iM. M.1. MNMuporosa, kadeapa AMTAYMX iHeKUiHUX XBOpO6, M. BiHHMUA

3 O.M.H., npod. CmisH O..
KoMmyHasnibHe HekoMepLiiiHe MianpreMcTBO «nTava KniHiyHa nikapHa CeATol 3iHaign» CymcbKoi

7



MiCbKOT paau, iHgekuiHe BigaineHHs Nel, CyMCbKUin gepXaBHUIA yHiBepcuTeT, Kadeapa negiaTpii,
M. Cymun

19. 3anyyeHHA A0AATKOBUX Miclb NPOBefEeHHA KNIHIYHOrO BUNPOOYBaHHA [0 NPOTOKO/Y KMiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noggiiHe chine, niaueb6o0-KOHTpoboBaHe pocnimkeHHs |l dasm 3
afanTMBHUM Au3aiiHOM 3 MeTol ouiHku npenapaty LY3471851 (NKTR-358) y nauieHTiB i3 akTMBHUM
BMPAa3KOBMM KOJIITOM Bif MOMIPHOTO [0 TSHXKKOrO nepebiry», kog pocnigpkeHHs J1P-MC-KFAH, sepcis 3
nonpaskoto (a) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Jlinni eng Komnarwi, CLUA / Eli Lilly and Company,
USA

3anBHuUK - «Eni Ninni Boctok CA», LLBeliLapis

Ne MM.1.6. BigNoOBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micLa NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 | nikap Cknbano C.A.

MegnuHunii ueHTp «OkK!KniHik+» ToBapucTBa 3 0OMEXEHOW BiAnNoBiAa/bHICTIO «MiKHapoAHWIA
IHCTUTYT  KNiHIYHWUX  [OCNIMKEHb», BiA4IN racTpPoeHTeposiorii Ta renatosorii  crauioHapHOro
BigAineHHs, M. Knis

2 | nikap KOpkis A.€E.

KomyHasnibHe HekomepuiiHe nignpuemctBo «Opecbka 065acHa KhiHiYHa nikapHsa» OpecbKoi
ob6n1acHol pagu», 06/1aCHUIA raCTPOEHTEPO/IOTNYHWI LEHTP, NOAIKIHIYHE BigaineHHs, M. Ogeca

3 | K.M.H. MonNbOHKIH €. I.

MeauuHWii LeHTp ToBaprcTBa 3 0OMEXEHOI BiANOBIAANLHICTIO «/[ialeHTp», raCTPOeHTePooriyHe
BigAiNEeHHs , M. 3anopixoks

4 | 3aB.BigaineHHsAM 360piBCcbkuii A.M.

KomyHasibHe HekoMepujiiHe nignpremcTBo JIbBiBCbKOI 061acHOi paan «J/1bBiBCbka 061acHa KniHivHa
nikapHa», XipypriyHe sigainieHHa Nel, M. J1bBIiB

5 | nikap Piwko A.®.

KomyHasibHe HEKOMepLUiiHe MiANPUEMCTBO «3akapnartcbka 06/1acHa KniHiYHa nikapHA iMeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOT paju, raCTPOEHTEPOONiYHE BiAAISIEHHS, M. Y)Xropos

6 | K.M.H. Tomarukesuy I'.1.

KomyHasibHe  HekomepuiiHe nignpuMeEMCTBO  «BiHHMLUbka Micbka KMiHIYHA nikapHa  Nolx,
racTPOEHTEPOsIONiYHE BiAAINEHHS, BIHHULUBKUIA HauiOHa/IbHUIA MeAMYHWUIA YyHIBEPCUMTET iMeHi. M.I.
Muporosa, kad)egpa nponeaeBTUKM BHYTPILLHbOT MeANLMHN, M. BiHHMLSA

20. OHOB/MEHWA MNPOTOKON  KNiHiYHOro Bunpo6yBaHHA M16-000 3 iHKOpnopoBaHUMU
aamiHicTpatTuBHuMM 3MiHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 30 nuctonaga 2020 poky;
IHpopMmauia pgnAa nauieHTa Ta iHopMOBaHa 3rofa Ha y4yacTb Y HayKOBOMY [AOC/iKEHHi Ta
He0o6O0B’sI3KOBOMY AOC/iMKEHHI, Bepcis 7.0 aAna YKpaiHu Bif, 17 6epe3Ha 2021 poKy, YKpalHCLKOIO Ta
pociiicbkolo moBamu; 3MiHa BifnoBifa/IbHOrO AOCAiIAHMKA Ta 3MiHA Ha3BU MiCUA NpPOBEAEHHSA
KNiHIYHOrO BUMPOGYBaHHA [0 MPOTOKONY K/HIYHOIO AocnigpkeHHs «baratoueHTpoBe, paHAOMi30oBaHe,
noAgiiHe cnine, nnaue6b0-KOHTPO/IbOBaHe 52-TWXKHEBE AOCAIMKEHHS NIATPUMYHOYOT Ta  BIAKPUTOI
NPOAOBXEHOT Tepanii Ans OuiHKM eddeKTUBHOCTI Ta 6e3neyYyHOCTi picaHKisymaly y nauieHTiB 3 XBOpOOOH
KpoHa», ko, gocnimpkeHHss M16-000, 3 iHKOpnopoBaHUMM aAMiHICTPaTUBHUMM 3MiHaMK 1, 2, 4 Ta nonpaBkamu
1,2,3,4,5,6 1a78ig 29 nunHa 2020 poky; cnoHcop - AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'm6X», LLseliuapis

BYNo CTANO
nikap MapkeBuny L.J1. nikap LapuHHa H.M.

MeanuHuii  LeHTp «Ok!KniHik+» ToBapuctBa 3 | Meanunuii  ueHTp «Ok!KniHik+» ToBapuctea 3
06MEXeHOo  BignoBigasibHicTIO  «MiXHapoaHuii | OOMEXeHO  BiAMNoBifasIbHICTIO  «MiXHapoAHwiA

IHCTUTYT KNiHIYHWMX AOCNiMKeHb», TepaneBTUUHe | IHCTUTYT KNiHIYHKX AOCIIKEHbY, BiaAin
BigAineHHA 3 racTPOEHTEPONOriYHUMM NidKKaMuy, | FacTpoeHTepoorii Ta renaTonorii
M. Kni cTauioHapHoro BigaineHHs, M. Kuis

21. bBpouypa gocnigHuka ansa deHe6pyTUHI6y (RO7010939, GDC-0853), Bepcia 10 Big rpyaHs 2020 p.;
®dopma iHpopmMoBaHOi 3rogun, Bepcia 3.0 ana YKpaiHM yKpaiHCbKOK Ta pocilicbkolo moBamu Big 05
KBiTHA 2021 p. Ha ocHoOBi mMaiicTep-Bepcii hopmu iHpopMoBaHOi 3roau ana gocnipkeHHAa GN41791,
Bepcia 3, Big 09 BepecHsa 2020 p.; KapTka yyacHuKa gocnigxeHHs, Bepcia 1 Big, 24 cepnHa 2020 poky,
YKpPAiHCbKOIO Ta pocilicbkolo MoBamu; [ogaBaHHA albTEPHATUBHOINO BUPOOHUKA AOCAiAKYBaHUX
NiKapCcbKuX 3aco6iB deHeGpyTUMHIG no 100 mMr, TabneTkn, BKPUTI NNIBKOBOIO OGOMOHKOI Ne64 Ta



nnaue6o 2 Ao PeHeGpPYTUHIOY, TaGNeTKU, BKPUTI NNiBKOBOIO 060/10HKOK Ne64 - Pecichapm JleraHec
C..LI0. Kanne CeBepo Ouoa 13, JleraHec 28914, IcnaHif; [opaBaHHA 3pasKy MapKyBaHHS
®PeHeOpyTUHI6 No 100 Mr, TaGneTKU, BKPUTi NNiBKOBOIO 060/I0HKOIO a60 nnawue6o Ne64, ykpaiHCbKOLO
MOBOIO a/ibTepHaTUBHOro BUpoGHuKa Pecichapm fleraHec C.J1.HO. Kanne CeBepo Ouoa 13, JleraHec
28914, IcnaHis; OHOBJIEHI PO34iNY AOCLE AOCAIAKYBAHUX NiKAPCbKUX 3aco6iB heHeOpyTUHIO (2.1.P.2
Pharmaceutical Development, 2.1.P.3.1 Manufacturer(s), 2.1.P.5.4 Batch analyses, 2.1.P.8.1 Stability
summary and conclusion, 2.1.P.8.3 Stability data, 2.1.A.2 Adventitious Agents Safety Evaluation) Ta
reHepuyHe nnaye6o o peHe6pyTUHIGY (2.1.P.3.1 Manufacturer(s), 2.1.P.5.4 Batch analyses, 2.1.P.8.1
Stability summary and conclusion, 2.1.P.8.3 Stability data, 2.1.A.2 Adventitious Agents Safety
Evaluation) Big 6epe3Hsa 2021 p.; OHOBNEHUiII PoO3Ain AOCLE [OCAIAKYBaHUX NiKApCbKUX 3aco6iB
nnaue6o 0o heHeGPYTUHIOY, OKpenizymab Ta niaue6o Ao okpenisymaoy Big 6epesHs 2021 p.: 2.1.P.3
Manufacturer(s) 0o npoTokony KhiHiYHOro BUNpobyBaHHA «BAFATOLEHTPOBE PAHAOMI3BOBAHE
I'IO,EI,BII7IHE CNnNe AOCNIA>KEHHA ©A3W 11T Y MAPANENTIBHNX TPYTIAX 3 I'IOLI,BII7IHI/IM KOHTPOJIEM
MIAUEBO AONA OUIHKM E®EKTMBHOCTI TA BE3MNEYHOCTI ®EHEBEPYTUHIBY MOPIBHAHO 3
OKPENIBYMABOM Y [OOPOC/INX MAUIEHTIB 3 TMEPBVHHUM TPOIPECYHOUUM PO3CIAHNM
CKNEPO30M», koa gocnigpkeHHa GN41791, sepcisa 3 Big 09 BepecHs 2020 p.; cnoHcop - ®.XohhmaHH-
Na Pow /14, Weeliyapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

22. focbe pocnipkKyBaHOro Jsikapcbkoro 3acooy BAY 1841788 Bepcia 028 Big 04 GepesHa 2021;
Bpowypa JocnigHuka Bepcisa 6.0 Big 04 6epe3Ha 2021 pa3om 3 NPUMITKOIO A0 AOKyMeHTa Bepcia 1.0
Big 19 GepesHAa 2021 [0 NPOTOKO/Y KAIHIYHOTO BUNPOGYBaHHA «Bigkpute, oAHOrpynoBse, AofaTKoBe
OOCNiMKEHHsT An1a 3abe3nevyeHHs NPoAOBXEHHS NiKyBaHHS AaposyTamMifgoM NauieHTiB, SKi 6yn BKAOYEHI y
nonepeaHi JocnigpkeHHA KomnaHii Baliep.», ko gocnigpkeHHs BAY 1841788/ 20321, Big 02 ciuna 2020;
cnoHcop - baitep KoHcblomep Kep Arl, Lseliyapis

3asBHUK - TOB «baliep», YkpaiHa

23. OHoBneHui po3gin P.8 «Cta6inbHiCTb» i3 3BiTamu 3i cTaGinbHOCTI JOCbE AOCMiAKYBaHOro
NikapcbKkoro 3aco6y YnagauuTtuHi6 (ABT-494), Bepcia 6.0 G UA Big 24 GepesHa 2021 poky;
MopoBXeHHA TepMiHY NPUBATHOCTI AOC/IMKYBAHOIO JliKapCbKOro 3acooy YnapgauutuHio (ABT-494),
tabnetkn (ER-All) 7,5 mr, go 60 MmicAWiB A0 MPOTOKO/Y K/IHIYHOTO AOCAIAXEHHS «baraTtoueHTpoBe,
paHAomi3oBaHe, MoABiHe cnine, nnaye60-KOHTPONIbOBaHE AOCNIAXKEHHS 3 OLUiHKM 6e3neyHocTi Ta
edheKTMBHOCTI Npenapaty YnagauyutuHio (ABT-494) ans iHAYKUiIMHOT Ta nigTpumytodoi Tepanii y nauieHTis 3
cepeaHbOTSXKOK abo TSXKOK hopMamy akTMBHOIO BMPAa3KOBOro KOAMiTy», kOf, AochimkeHHA M14-234, 3
iHKopnopoBaHuMu AgMmiHicTpaTuBHUMK 3MiHamMu 1, 2 i 3 (Tinbkn ana Kanagw) ta Monpaskamu 0.01, 0.02, 1, 2,
3, 3.01, 4, 5 Ta 6 Big 31 nunHA 2020 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliyapis

24. OHoBneHui po3gin P.8 «Crta6inbHiCTb» i3 3BiTamu 3i cTaGinbHOCTI JOCbE AOCMIAKYBaHOro
Nikapcbkoro 3acoly YnagauutuHi6 (ABT-494), Bepcia 11.0 C UA Big 24 GepesHa 2021 poky;
MopoBXeHHA TepMiHY NPUBATHOCTI AOC/IfKYBaHOIO JliKapCbKOro 3acody YnapgauutuHio (ABT-494),
Tabnetkn (ER-all) 7,5 mr, 5o 60 MicALiB 40 NPOTOKO/IB K/iHIYHMX AOC/IAKEHb: «PaHaoMi30BaHe, NoABiiHe
cnine pgocnimkeHus, Il dpasn, ona nopiBHAHHA npenapaty YnagauutuHié (ABT-494) 3 nnaue6o Ta 3
aganimymabom y nauieHTiB 3 akTMBHWM MNCOPIiaTUYHUM apTpUTOM, SKi MaloTb B aHaMHe3i HeafeKBaTHY
BiANOBiAb MNpMHaNMHI Ha oAWH HeGIoNOoriYHMA XBOPOOGO-MOAMQIKYHOUNA NPOTUPEBMATUYHMI npenapart
(XMMPM) — SELECT — PsA 1», kof gocnigpkeHHa M15-572, 3 iHkoprnopoBaH/MY afgMiHiCTpaTUBHUMK 3MiHAMM
1, 2, 3, 4 i 5 1a MNMonpaskamn 1, 1.01 (gns VHP «kpaiH) 2, 3, 4, 5 Ta 6 Big 15 TpaBHa 2020 poky;
«BbaraTtoueHTpoBe, paHAoOMi3oBaHe, NoAgiiiHe cnine, naauebo-kOHTPOSIbOBaHE AOCAIMKEHHSA IHAYKUIAHOT
Tepanii 4N BUBYEHHA eeKTUBHOCTI Ta 6e3nevyHoCTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XBopo6oto
KpoHa Bif, cepefHbOBaXKOI [0 BaXKOi (DOPMU aKTUBHOCTI, ¥ SIKUX BUHUKNA HeajekBaTHa BifgnoBigb un
HenepeHoOCMMICTb CTaHAapTHOI Ta/abo 6ionoriyHoi Tepanii», ko4 JocnigpkeHHs M14-433, iHKopnopoBaHwii
nonpaekamu 1, 2, 3, 4 1a 5 Big 29 kBiTHA 2020 poky; «baratoueHTpoBe, paHAOMi30BaHe, noAgiHe cnine,
nnaue60-KOHTPO/IbOBaHE [OBrOCTPOKOBE MPOLOBXEHE AOC/IMKEHHS NIATPUMYHOUOI Tepanii AN BUBYEHHS
edheKTMBHOCTI Ta 6e3nevyHocTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XBOpo60ot KpoHa, siki 3aBepLuniv
pocnimpkeHHss M14-431 un M14-433», koa gocnigxeHHs M14-430, iHkoprnopoBaHuii nonpaBkamn 1, 2, 3,4 1a 5
Big 29 kBiTHs 2020 poky; «PaHgomizoBaHe, nNoAgiliHe crine, nnauebo-KoHTPoAboBaHe AocAimpKeHHA da3un 3
ONS OUiHKK NpenapaTty ynagauuMTuHIO y NigniTkiB Ta 4OPOCNNX NAUIEHTIB 3 MOMIPHUM Ta TSHKKAM aToNiYHUM
AepmaTutom», Ko gocnimkeHHs M16-045, sepcis 5.0 Big 29 kBiTHA 2020 poky; «IporpaMa paH4oMi30BaHuX,
nnaueb0-KOHTPO/IbOBaHNX NOABIMHUX CAINUX AOCAimpKeHb dha3n 3 4NS OLiHKM edeKTMBHOCTI Ta 6e3neyHOCTi
YnagauutuHioy y [opoc/mxX nauieHTiB 3 akCia/lbHUM CMOoHAMN0apTPUTOM», Kog AocnimkeHHa M19-944,
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Bepcia 3.0 Big 01 nwoTtoro 2020 poky; «Bigkpute pocnimkeHHs 3b asn 3 ouiHkM NpofoBXeHHA Tepanil
ynagaumMTuHioomMm y [opoc/nxX NauieHTiB 3 aTonmiyHUM AepMaTUTOM Bif NOMIPHOrO A0 Ba&XKOro CTYMeHs
TSKKOCTI, SIKi 3aBepLUMIN NiKyBaHHA Y Mexax AocnimjkeHHsa M16-046x», kog gocnigpxkeHHsa M19-850, sepcis 5.0
Big 07 ciuHA 2021 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapis

25. OHoBneHui po3gin P.8 «CrtabinbHiCTb» i3 3BiTamu 3i cTaGinbHOCTI JOCbE AOCMIAKYBaHOro
NniKapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcia 6.0 E UA Big 24 Gepe3Ha 2021 poKy;
MoaoBXeHHA TepMiHy NPUAATHOCTI AOCIAKYBAHOIO NiKApCbKOro 3acody YnagauutuHio (ABT-494),
Tabnetkn (ER-All) 7,5 mr, go 60 micAuiB 00 NPOTOKOMY KAiHIYHOrO BMNPOOYBaHHSA «baraToueHTpoBe,
TpuBasie noAoBXeHe pAocnimkeHHs |l dasn 3 OUiHKM 6e3neyHOCTi Ta edqIeKTUBHOCTI YnajauuTuHIoy
(ABT-494) y nauieHTiB 3 BMPa3KoOBMM KOMITOM», KOZ4 AocnimkeHHs M14-533, 3 iHKopnopoBaHWMM
ApmiHicTpaTnBHuMu 3miHamu 1, 3, 5, 6, 71 8 (Tinbkn ana KaHagw) Ta Monpaskamu 0.01, 1, 2, 3, 4, 5 Ta 6 Big 31
nvnHa 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachktoTikan3 TM6X», LLseliLapis

26. 3miHa Ha3BM MicLb NMPOBEAEHHSA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNIHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, GaraTtoueHTpoBe, NoAgiiHe chine, niauebo KOHTPOSIbOBaHe, B MapasieflbHUX rpynax,
KOHTPO/IbOBaHe 3a NoAisiMU KNiHiYHe AOCIMKEHHS 3 NOCAIA0BHMM BK/THOUEHHSIM TPy, 3 NEPIOAOM BiAKPUTOro
NOAOBXEHOro NikyBaHHS ANs1 OLiHKN eheKTUBHOCTI Ta 6e3neYHOoCTi cenekcinary, sk 4oAaTKoBoi Tepanii o
CTaHAapTHOI CXeMu fiKyBaHHS y AiTei BIKOM Bif =2 A0 <18 pokiB 3 IereHEBOK0 apTepiasibHOO riNepTEH3IEND.»,
Koa pgocnimkeHHs AC-065A310, Bepcis 4 3 nonpaskoto Amendment 2 Big 13.10.2020p.; cnoHcop - « AHCCEH
SAPMALIEBTUKA HB», benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

BYNO CTANO
A.M.H., npod). MakegoHcbkuii 1.0. A.M.H., npod. MakegoHcbkuii 1.0.
KomyHanbHuiAi 3aknap «[HinponeTpoBcbKkuii | KomyHanbHe nignpuemMcTBO

cneyianizoBaHuii  KMiHIYHUMIA MeAUYHWUI LEeHTp
Matepi Ta AUTUHM iM. npod. M.dP.PyaHeBa»
[HinponeTpoBCbLKOi 06/1IACHOT paaun, KiHIKo-
JiarHocTuyHe BigaineHHs, m. JHinpo

«[lHinponeTpoBCbKNiA cneujianizoBaHuii
KNIHIYHWA MegUYHNIA LEHTP MaTepi Ta AUTUHMU iM.
npodp. M.®. PygHeBa» [HinponeTpoBCbLKOI
oGniacHOI pagu», KNiHIKO-4jarHOCTUYHE BIOLI/TEHHS,
M. [JHinpo

3aB. Big. Pyposa O.l.

KomyHanbHa yctaHoBa «3anopisbka o6slacHa
KniHiYHa guTAYa nikapHsa» 3anopi3abKoi 06/1acHOT
paaum, KapaiopeBMaTtosioriyHe BigAiNeHHs,
M. 3anopixoks

3aB. Big. Pygosa O.l.

KomyHanbHe HeKoMepuiliHe nigNpueEMcTBO
«3anopi3bka o6/1acHa KNiHiYHa guTaYa nikapHa»
3anopisbKoi o6nacHoi pagn,
KapgiopeBmartonoriyHe BigaineHHs, M. 3anopixoks

27. bpouypa gocnigHuka JNJ-61186372 (amivantamab), BugaHHA 5 Big 08.03.2021 p.; «A WO, K iCHY€e
iHWIMIA Nigxig [0 NiKyBaHHA paKy nereHb, Ha AKWIA BU XBopieTe?», 61186372NSC3001- UKRO03, Bepcis
1.0 Big 17.07.2020 p., yKpaiHCbKOIO MOBOI; «ANbTePHATUBHUI NiAXiA [0 NiKyBaHHA paKy NnereHb»,
61186372NSC3001- RUUO03, Bepcis 1.0 Big 17.07.2020 p., poCiiCbKOIO MOBOIO; «A L0, AK iICHYE iHLWWIA
nigxia Ao nikyBaHHSA paky siereHb, Ha KU BU xBopieTe?», 61186372NSC3001- UKRO06, Bepcis 1.0 Big
17.07.2020 p., YKpaiHCbLKOK MOBOI; «A/IbTEPHATMBHUIA NipgXig A0 JliKyBaHHA PpaKy JIereHb»,
61186372NSC3001- RUUO06, Bepcis 1.0 Big 17.07.2020 p., pociiicbkoio mMoBOIO; «lIHthopmauiiHuiA
OlonetTeHb AocnimkeHHs», 61186372NSC3001- UKR23, Bepcia 1.0 Big 17.07.2020 p., yKpaiHCbKOIO
MoBOI0; «lHthopmauiliHuiA GloneTeHb NPO AocAigKeHHA», 61186372NSC3001- RUU23, Bepcia 1.0 Big,
17.07.2020 p., pocilicbkolo MOBOIO; Di3nuHe hyHKLioOHyBaHHA — KopoTka chopma 8c - 7 gHiB, PROMIS
SF v2.0, yKkpaiHCbKOI0 MOBOIO Bif 14.12.2020 p.; LLlogeHHe thyHKUioHYBaHHA — KopoTtka dhopma 8c. 7
BHiB, PROMIS, pociiicbkoto moBoI0 Big 21.07.2019 p.; 3pa3oK 3HIMKiB eKpaHy «HaBYasibHUIA Moay b i3
KOPUCTYBaHHA nnaHweToM», Bepcia 1.00 ykpaiHCbKol MoOBOW Big 11.09.2020 p.; 3pa3oK 3HIMKIiB
ekpaHy «HaBuasibHMiI MOAYNb i3 KOPUCTYBaHHA MjaHWeToM», Bepcia 1.00 pocilicbkolo MOBOIO Bif,
11.09.2020 p.; 3pa3ok 3HiIMKIB ekpaHy «BkasiBKu Ana nauieHTa A0 noyaTky onuTyBaHHA», Bepcia 1.00
yKpaiHCbKolo MoBoto Big 08.10.2020 p.; 3pa3ok 3HIMKIB eKpaHy «BuxigHi IHCTPYKUii ANA nauieHTa»,
Bepcia 1.00 pociiicbkoto moBoto Big 09.10.2020 p.; 3pa3oK 3HIMKIB eKpaHy «BkasiBku Ans nauieHTa
nicnsa 3aBepLUEHHS ONUTYBaHHsA», Bepcis 1.00 ykpaiHCbKoo MoBoto Bif, 08.10.2020 p.; 3pa3okK 3HIMKIB
eKkpaHy «KiHLUeBi iIHCTPYKLii Ana nauieHTa», Bepcis 1.00 pociiicbkoto moBoto Big 09.10.2020 p.; 3pa3ok
3HIMKIB eKpaHy «EQ-5D-5L», Bepcia 1.00 ykpaiHCbKOO MOBOI Big, 26.10.2020 p.; 3pa3oK 3HiIMKIiB
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ekpaHy «EQ-5D-5L», Bepcia 1.00 pociiicbkolo MOBOIO Bifg 26.10.2020 p.; 3pa3oKk 3HIMKIB eKpaHy
«lHTepB’lo EQ-5D-5L», Bepcisa 1.00 ykpaiHCbKO0 MOBOI Big 05.11.2020 p.; 3pa3oK 3HIMKIB eKpaHy
«IHTepB’to EQ-5D-5L», Bepcia 1.00 pociiicbkolo MOBOIO ANnA YKpaiHu Big 26.10.2020 p.; 3pa3oK 3HIMKIiB
eKkpaHy «QLQ-C30», Bepcifa 1.00 ykpaiHCcbKolo MoBoOIO Big, 08.10.2020 p.; 3pa3okK 3HIMKIB ekpaHy «QLQ-
C30», Bepcis 1.00 pociiicbkoto moBoto Big 09.10.2020 p.; 3pa3ok 3HiIMKIB ekpaHy «IHTepB’io QLQ-C30»,
Bepcia 1.00 ykpailHCbKOIO MOBOK Ansi YKpaiHu Big 08.10.2020 p.; 3pa30oK 3HiIMKIB eKpaHy «IHTepB’t0
QLQ-C30», Bepcia 1.00 pocilicbkoto MoBoto ans YkpaiHu Big 09.10.2020 p.; 3pa3oK 3HIMKIB eKpaHy
«PROMIS PF», Bepcia 1.00 ykpaiHCbKOIO MOBO0 Bif, 18.12.2020 p.; 3pa30K 3HiMKiB ekpaHy « PROMIS
PF», Bepcia 2.00 pociiicbkolo MoBor Big 16.10.2020 p. A0 NPOTOKO/Y KNIHIYHOTO BMNPOOGYBaHHS
«PaHpgomizoBaHe BigkpuTe KNiHIYHE pocnipkeHHs da3n 3 KombiHauii AmiBaHTamalGy Ta Tepanii
Kapb6onnatnHom Ta NemeTpekceaom y NopiBHAHHI 3 Kapb6onnaTuH-NemeTpekcegom Yy nauieHTiB 3 MiCLeBO-
nowmnpeHnm abo metactTaTUYHUM HeAPiIGHOKNITUHHUM PaKOM fiereHb 3 MyTaLlielo peLenTopiB enigepmMasibHOro
thakTopa pocty (EGFR) 3i BcTaBkamu B ek30Hi 20 (Exon 20ins)», kog, focnimpkeHHs 61186372NSC3001, Bif,
17.07.2020 p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

3asaBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

28. bpouwypa pgocnigHuka MK-3475, BugaHHsa 20 Big 08 Gepe3Hs 2021 poOKy, aHI/iliCbKOO MOBOIO;
Bpouwypa gocnigHnka MK-1308A, BuaaHHs 1 Big 26 notoro 2021 poky, aHr1iicbKoo MOBOI; Bpowypa
pocnigHuka Belzutifan (MK-6482), BugaHHs 8 Big, 25 notoro 2021 poky, aHrniiicbKoo MOBOIO; YKpaiHa,
MK-6482-012, IHchopmania Ta AOKYMEHT npo iHhopmoBaHy 3rogy nnsA nauieHTta, Bepcia 02 Big 12
KBiTHA 2021 p. yKpaiHCbKOIO MOBOIO, CTBOpPE€Ha Ha OCHOBI rno6asbHOro wabsoHy, Bepcia 1.01 Big 25
Gepe3HA 2021 p., a TAaKOX LIAGNIOHY, 3aTBEpPAKEHOro AnA YKpaiHu, Bepcia Big 15 ciuHa 2021 p.
YKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-6482-012, IHchopmauis Ta JOKYMEHT Npo iHhopmoBaHy 3rogy Ans
nauieHta, Bepcia 02 Big 12 kBiTHA 2021 p. poCiliCbKOIO MOBOIO, CTBOPEHA HAa OCHOBI NM0Ga/IbLHOrO
wabnoHy, Bepcia 1.01 Big 25 6epes3Hs 2021 p., a TaKkoX WAGNOHY, 3aTBEPAKEHOro ANA YKpaiHu, Bepcia
Big, 15 ciuHA 2021 p. poCiACbKOW MOBOK [0 MNPOTOKO/Y K/IHIYHOTO AOCAiMKEHHA «BigkpuTe,
paHgomizoBaHe pochimpkeHHa I da3nm ana ouiHkM edpekTMBHOCTI Ta 6e3neyHocTi nemMoposisymady
(MK-3475) y komb6iHauji 3 6ensytudpaHom (MK-6482) Ta neHsaTuHiobom (MK-7902), a6o MK-1308A y
KOMOiHauji 3 TeHBaTMHIBOM NOPIBHAHO 3 NeMOpoizyMadoM i IeHBATUHIOOM B AKOCTI NepLuoi NiHii Tepanii ans
YYacCHVKIB 3 PO3MOBCIOKEHOK CBIT/IOKNITUHHOK HUPKOBO-KNITUHHOI KapLUMHOMOK», KO AOCNILKEHHSA
MK-6482-012, 3 iHkopnoposaHoto nonpaskoto 01 Big 26 ciuHa 2021 poky; cnoHcop - «Mepk LWapn eHg Joym
Kopn.», goyipHe nignpuemcTtBo «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

29. BKNOUEeHHA A0[aTKOBOIro Micus NnpoBeAeHHs KiHIYHOro Bunpo6yBaHHA; JNJ-53718678, BkasiBku
i3 3acTtocyBaHHsl, 53718678RSV3001-UKR15, Bepcia 2.2 ykpaiHCbKOlo MoBow Big 17.08.2020 p.;
IHCTPYKUiT 3 f03yBaHHA AocnimKyBaHoro npenaparty JNJ-53718678, 53718678RSV3001-RUU15, Bepcisa
2.0 pociiicbkoo MoBoOl Big 17.08.2020 p. 40 NPOTOKOY KIIHIYHOTO AOCAiMKEeHHS «PaHaomi3oBaHe,
noZBiiiHe cnine, Niaueb0-KOHTPOIbOBaHEe [OCMIMKEHHS (pa3n 3 AN OUiHKM eDEKTUBHOCTI Ta 6e3MeYHOCTI
pinemaToBipa y HEMOB/AT Ta AjTei (BikoM Bifg = 28 AHiB A0 < 5 pOkKiB) Ta 3roJ0M Y HOBOHaPOKEHNX (BIKOM <
28 [HIB), rocnitasizoBaHUX 3 MpPUBOAY FOCTPOI IHAEKUIT AMXanbHUX LUAAXiB, CNPUYMHEHOT pecnipaTopHO-
cvHumMTianbHuM Bipycom (PCB)», koa pocnimpkeHHs 53718678RSV3001, Big 17.08.2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB», Benebris

3anBHuK - «AHCCEH ®PAPMALLEBTUKA HB», Benbris

Ne M.1.6. BignoBigasbHOro AocnigHuka

n/n Ha3Ba Micus NPOBeAEHHS KMiHIYHOro BUNPOOYBaHHA

1 O.M.H., npody. Makeesa H.I.

KomyHanbHe HekomepLiiHe nignpveMcTBO «Micbka KniHiYHa AuTada nikapHa Nel6» XapkiBCbKOT
MiCbKOI pagu, negiatpuyHe BiggineHHs, XapkiBCbKMI HaLiOHaUTbHUIA MeANYHWIA yHIBEpCUTET, kadoeapa
negiatpii Ne2, M. Xapkis

30. Bpowypa gocnigHnka MK-3475, BugaHHa 20 Big 08 Gepe3HsAa 2021 poKy, aHIiACbKOIO MOBOLO;
IHchopMaLia Ta fOKYMeHT npo iHpopmoBaHy 3rogy Ans nauieHTa, Bepcia 06 Big 12 kBiTHA 2021 poky,
Ans YKpaiHu, yKpaiHCbKOK MOBOIO; IHhopmaLlisi Ta AOKYMEHT npo iHpopMmoBaHy 3rofy ANA nauieHTa,
Bepcia 06 Big 13 kBiTHA 2021 poKy, ANA YKpaiHW, POCiicCbKOO MOBOIO; MOAOBXEHHA TPUBAJOCTI
KMiHiYHOrO BUNPOOYyBaHHA B CBiTi Ta B YKpaiHi o 08 cepnHa 2024 p. [0 NPOTOKOMY KAIHIYHOMO
BMNpo6yBaHHA "PaHgomizoBaHe, Il dha3mn, nopgiiiHe cnine pAocnimkeHHs KOMOIHaUil TpacTy3ymaoy,
ximioTepanii Ta nemM6ponisymady y NOpiBHSIHHI 3 KOMOiHaLjieo TpacTy3ymaby, ximioTepanii Ta niauebo sk
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Tepanii nepwoi NiHii y nayieHtisB 3 HER2-NO3UTUBHOIO METaCTaTUYHOK aJeHOKapUUHOMOKO LUMYHKY abo
LUTYHKOBO-CTpaBoxigHoro 3'egHaHHsa (KEYNOTE 811)", kog pocnigpkeHHs MK-3475-811, 3 iHKOpNopoBaHO0
nonpaskoto 06 Big 07 nunHa 2020 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», AoYipHE NigNpUEMCTBO
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/], YKkpaiHa»

31. fopatok Nel Big rpyaHa 2020 p. go 6powypu gocnigHuka ansa anekTnHioy (RO5424802), sepcisa 11
Big, BepecHs 2020 p. A0 NPOTOKONIB KNiHIYHUX BUNPOOYBaHb: «PaHaoMi3oBaHe, baraToueHTpoBe, asu 3,
BIAKpPUTE  OOCNIMKEHHS ANEKTUHIOY Yy TMOPIBHAHHI i3  KPU3OTMHIGOM npu  AiKyBaHHI MOLWMPEHOro
HeAPiGHOKNITUHHOrO paky fiereHb, NO3NTUBHOIO A0 KiHa3n aHan1acTUYHOT nlimcpomun, 3 NPUBOAY SKOro paHille
He nNpoBoAMIOCS NiKyBaHHS», KO focnimkeHHs BO28984, sepcisa 6 Big 04 nuctonaga 2019 p.; «BigkpuTe,
paHAomizoBaHe gocnigxeHHsa Il dasm ana ouiHku edekTMBHOCTI Ta 6e3neku anekTUHiGYy B SKOCTI
af'toBaHTHOI Tepanii B NOPIBHAHHI 3 a/,10BAHTHOIO XiMioTepanieto npenaparaMmy Ha OCHOBI NATUHW Y NaLieHTIB
3 HeJPiIGHOK/ITUHHUM pakoMm nereHb ctagii 1B (MyxnvHu 2 4 cm) - [HIA, NO3UTUBHUM LWOAO0 KiHa3n aHannacTUYHoI
nimchomu, 3 MOBHOK pe3eKUIED NyXIMHW», Kog, aocnimkeHHs BO40336, Bepcisa 5 Big 26 nuctonaga 2019 p.;
cnoHcop - «®. XothdpmaHH-/1a Pow Jita» (F. Hoffmann-La Roche Ltd), LLBeiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

32. OHoBNeHa Bepcia bpowypu pocnigHuka, BugaHHa 2020 Big 10 GepesHsa 2021; 3miHa Micus
npoBefieHHs1 KMIHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOrO [ocnimkeHHsa «baraToueHTpose,
NPOCMNeKTUBHe, paHoMi3oBaHe, noAgiiHe chnine, nnauebo-koHTpPonboBaHe pocnimkeHHa Il dasn, wo
NPOBOAMTBLCA MPOTATOM 24 TWXKHIB 3 MOXJIMBICTIO MOLOBXEHHSA TepMiHy JliKyBaHHSA, ¥ ABOX NapanenbHux
rpynax 3 paHgoMi3auielo MmauieHTiB y CniBBigHOWEHHI 1:1, 3 MEeTOK OUuiHKA edeKTMBHOCTI Ta 6e3neku
nepopasibHOr0 MAaCIiTUHIOY Yy MOPIBHSIHHI 3 Naauebo npu fikyBaHHI MaLiEHTIB 3 MOBISIbHO MPOrpecyrymm
CUCTEMHUM Ta IHAOMEHTHUM CUCTEMHUM MACTOLMTO30M 3  TSKKUMW  CUMNTOMATUYHUMK NPOSiBaMU,
PE3NCTEHTHMM A0 ONTUMasIbHOI CMMNTOMATMYHOI Tepanii», ko4 gocnimpkeHHs AB15003, Bepcia 5.0 Big 18
rpyaHsa 2019; cnoHcop - AB Science, ®paHuis

3aaBHUK - TOB «CiHepmkun pynn YkpaiHa», YKkpaiHa

BYNo CTANIO
O.M.H., npodp. CeATeHko T.B. A.M.H., npod. CBaTeHko T.B.
MeguuHuii UEHTP npuBaTHOro nignpuemcTBa | MeguuHuii  LEHTP  MpUBATHOrO  NigNpPUMEMCTBA
«fizepkano», M. [JHiNpo «[13epkano», nikyBasibHO-NpodinakTMuHMIA
nigposain 3 kaGiHeTamMu AepMaToBeHeposiora,
M. [IHinpo

33. OHoBneHuit npotokost APD334-302, 3 iHkopnopoBaHoto nonpaBkoto 3.0 Big 22 noTtoro 2021 pokKy;
Bpouwypa gocnigHuka Etpacimog (APD334), BugaHHa 8.0 Big 09 nuctonaga 2020 poKy, aHIriiCbKOK
MoBolo; IHchopmauiiiHuii nucTtok Ta chopma 3rogu, Bepcia V4.0UKR(uk)1.0 Big 08 kBiTHA 2021 poky,
nepeknaj yKkpaiHCbKo MOBOIO Big, 15 KBiTHA 2021 pokKy; IHchopmauiiiHuii NucToK Ta chopma 3rogn,
Bepcia V4.0UKR(ru)1.0 Big 08 kBiTHA 2021 poKy, nepeknag pociicbKo MOBOLO Big 15 kBiTHA 2021
poky; Aocbe ocnigKyBaHOro likapcbKoro 3acody Etpacimog, Bepcisa 14 Big 10 nuctonaga 2020 poky,
aHrNifcbKoO MOBOIO; AOoAaBaHHA 060B’sA3KiB BTOPMHHOIO NakyBaHHA FOTOBOIO JliKApCbKOro 3acooy
BUPOGHUUUM ginsAaHkam Xerimis Inc., USA, Xerimis Ltd, United Kingdom, Marken Germany GmbH,
Germany, Xerimis B.V., The Netherlands, PCI Pharma Services, USA [0 nNpOTOKO/MY KANiHIYHOrO
BMNpobyBaHHA «PaHaomizoBaHe, noagiiiHe cnine, nnaueb0-koOHTPO/IboBaHe, 12-TxHeBe AOCNIMKEHHS dha3n
3 AN OUiHKN e(PeKTUBHOCTI Ta 6e3MeyYHOCTi eTpaciMoAy B MauieHTiB 3 akTUBHUM BUPa3KOBMM KOMITOM Bif,
MOMIPHOTO [0 BaXKKOIO CTYNEHs TSHXKOCTi», kog, aocnigkeHHs APD334-302, 3 iHKoprnopoBaHoHo rnonpaskoto 2.0
Big 07 notoro 2020 poky; cnoHcop - «ApeHa ®apmackloTikan3s, IHk.» (Arena Pharmaceuticals, Inc.), United
States

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

34. 3miHa Ha3BMu MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO AOCAIAKEHHS
«baratoueHTpoBe, 3 OOHVWM pYyKaBOM JliKyBaHHS, BigKpuTe, [OBroTpuMBasie K/iHIYHE OOCNILKEHHS
cnocTepexeHHs 6esneyHocti Cenekcinary y ydacHukiB, siki 6pasiv yvacTb y nonepesHboMy K/iHIYHOMY
pocnipkeHHi Cenekcinary», kog, gocnigpkeHHs 67896049PUH3001, 3 [Monpaskot 1 Big 08.12.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
3asBHUK - «AHCCEH ®PAPMALIEBTUKA HB», Benebris
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BYNo CTANO

K.M.H. Bacunbesa J1.1. K.M.H., Bacunbesa J1.1.

KomyHasibHe nignpuemcTBo  «[HINponeTpoBCbkuid | KOMyHasibHe nignpuemMcTBO  «[JHINPONeTpOBChHKUI
06nacHuiA  KNiHIYHWIA  UeHTp  kapgionorii  Ta | o6nacHuiA  KAIHIYHWIA  UeHTp  kapgionorii - Ta
Kappioxipyprii»  [HinponeTpoBCbKoi  06nacHoil | kapaioxipyprii»  [HiNponeTpoBCbKoi  06n1acHOI
pagv», BiggineHHsa  kapgionorii, /[AepXaBHUW | pagu», BigAINeHHS kapgionorii, [AHINPOBCbKWIA
3aKknag «[lHinponeTpoBCbKa MeAUYHA akageMmisl | AepXaBHUiA MeAWUHMIA YHiBepcuTeT, kadegpa
MiHicTepcTBa OXOPOHM 3[0POB‘A YKpaiHW», | BHYTPIWHLOI MeauumHn 3, M. JHinpo

Kadhespa BHYTPILUHBLOT MeauLMHN 3, M. [JHINpo

35. BK/IOUYEHHA A0JATKOBOro Micus NPoOBeAEeHHA K/iHIYHOro BMNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOro
OocnimkeHHs1 «Bigkpute, 6araToUeHTpoBe AOCAIMKEHHS 2 dhasn ANs OLiHKM 6e3MeyYHOCTi Ta edDEKTUBHOCTI
npenapaty KRT-232 a6o TL-895 y naujieHTiB 3 Mi€nodibpo3om, Ski paHile He OTpUMyBan NiKyBaHHS
iHriGiTopamu siHyc-kiHas», ko gocnimkeHHs KRT-232-114, Bepcis Big 17 nunHa 2020 poky; cnoHcop - «KapToc
Tepan'toTike, IHK.» [Kartos Therapeutics, Inc], CLLUA

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BiANoBigabHICTIO «<MEAMEVC YKPAIHA»

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHS KIiHIYHOro BUNpo6yBaHHS

1. K.M.H. flnca T.I.

KomyHasibHe HekoMepLiiiHe nignprueMcTBo «O61acHa KniHivHa nikapHs iM. O.®. Fepb6ayeBCbLKOro»
XXutommpcbkoi obnacHoi paaun, remarosioriyHe BiAfiNeHHA 3 JIbkKkaMy iHTeHCUBHOI Tepanii,
M. XKutomup

36. Bpowypa gocnigHuka gocnigpkyBaHoro nikapcbkoro 3acooy YKP3089, Bepcia 15.0 Big 09 ntotoro
2021 poOKy aHr/iNiCbKOK MOBOI [0 MPOTOKOY KAIHIYHOrO BMNpobyBaHHs «baraToueHTpoBe, BigkpuTe,
[oOaTkoBe AOCAIMKEHHS, sike NMPOBOAMTLCSA OIS OLjHKM 6Ee3MneyYHOCTi AOBroTpMBasiol af'toBaHTHOI Tepanii
LeHo6aMaToM Yy MaujieHTIB i3 NePBUHHO-TeHepani3oBaHNMM TOHIKO-KNOHIYHUMW Hanagamu», Ko AOCNIKEHHS
YKP3089C033, 3 nonpaskoto 1 Bif, 22 kBiTHA 2019 poky; cnoHcop - SK Life Science, Inc., CLUA

3aaBHnk - TOBAPUWCTBO 3 OBMEXXEHOK BIAMOBIOA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

37. bpowypa pocnigHuka Pominnoctum (AMG 531) BugaHHAa 16.0 Big 09 rpygHa 2020 poky,
aHrniincbKko moBoto; OcHoBHa chopma iHhopmoBaHoi 3rogun, Bepcia YKP 8.1 Big 09 kBiTHA 2021,
YKpaiHCbKOIO MoBOK; OcHoBHa chopma iHthopmoBaHoi 3rogu, Bepcia YKP 8.1 Big 09 kBiTHAa 2021,
POCIACbKOIO MOBOK [0 NPOTOKOMY KAiHIYHOrO pocnimkeHHs «PROCLAIM: PaHgomizoBaHe, nnaue6o-
KOHTPO/IbOBaHe, NOABINHO cnine gocnimpkeHHs 3 ha3un /18 OLiHKM POMINAOCTUMY NpY AiKyBaHHI BUKINKAHOT
ximioTepanieto TPOMOOUMTOMNEHIT Yy NauieHTiB, $SKAM NPOBOAATbL  XiMmioTepanito Ans  fikyBaHHSA
HeApPiGHOKNITUHHOTO paky fereHb, paky Se4YHUKiB abo paky MOJIOYHOT 3a103U», Ko4 Aoc/imkeHHsA 20170770,
iHkoprnopoBaHwuii nonpaskoto 7 Big 08 yepBHA 2020 poky; cnoHcop - «AMxeH IHK.» (Amgen Inc.), CLUA
3asBHUK - MNignpremMcTBo 3 100% iHO3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

38. bpouwypa pgocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3Hs 2021 poKy, aHI/NiACbKOIO MOBOIO;
IHcpopmaLia Ta 4OKYMEHT npo iHpopMoBaHy 3rofy nauieHTa, Bepcisa 11.0 ana YkpaiHu Big 12 KBiTHA
2021 p., yKpaiHCbKOIO Ta POCifiCbKOIO MOBaMU [0 MPOTOKOY KIIHIYHOTO AOC/iMKEHHSA «PaHaomizoBaHe,
BigkpuTe pocnimkeHHs 1l dpasn gnsa ouiHkn edpekTMBHOCTI Ta 6e3nekn nemoponizymady (MK-3475) B
KOMOGiHaL,ii 3 akCiTiHIGOM B MOPIBHAHHI 3 MOHOTEpAnNIE CYHITIHIOOM SIK NiKyBaHHS NepLUOT NiHIT y nauieHTiB 3
JIOKa/TIbHO MPOrpecyoyoo abo MeTacTasyuok CBIT/TIOKNITUHHOW KapunHoMoto HUpkn (KEYNOTE-426)», kop,
pocnipkeHHss MK-3475-426, 3 iHkoprnopoBaHot nonpaskoto 18 Big 02 rpyaHsa 2020 poky; cnoHcop - "Mepk
Wapn Exg doym Kopn.", godipHe nignpuemcteo"Mepk EHZ Ko.,IHK." (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc.), CLLA

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

39. bpouwypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 20 Big 21 ciuHa 2021
POKy, aHr1iicbKO0 MOBOIO; YKpaiHa, MK-7339-003, IHchopmauis Ta JOKYMEHT Npo iHPopMoBaHy 3rogy
Ans naudieHta, Bepcia 02 Big 13 KkBiTHA 2021 p. yKpaiHCbLKOKO MOBOIO; YKpaiHa, MK-7339-003,
IHcbopmauia Ta AOKYMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcia 02 Big 13 kBiTHA 2021 p.
pPOCilicbKOI0 MOBOI [0 MPOTOKO/Y KNIHIYHOTO AOCAIMKEHHSA «PaHaoMi3oBaHe, BiAKpUTE AOCAIMKEHHS 3
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hasnm gna ouiHkM  edhekTMBHOCTI Ta 6e3neyHocTi MoHoTepanii onanapuéom abo y kom6GiHauii 3
6eBaLn3ymabom, Yy MOPIBHAHHI i3 3acTocyBaHHAM 6eBauu3ymady i3 5-(pTopypaunsioMm y nauieHTis 3
HeonepabenbHUM abo MeTacTaTUYHUM KOJIOPEKTa/IbHUM pakoM 6e3 03HaK NporpecyBaHHsA XBOpPO6W nicns
iHOYKUiMHOT Tepanii nepwoi fiHii 3a cxemoo FOLFOX (®ONPOKC) y noegHaHHi 3 6GeBauusymabom
(LYNK-003)», kog, gocnigpkeHHss MK-7339-003, Bepcis 3 iHkopriopoBaHoto nonpaskoto 02 Big 13 kBiTHA 2020;
cnoHcop - «Mepk Wapn EHg Joym Kopr.», fodipHe nignpnemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

40. BKnoveHHA A00aTKOBOro MicLA NpoBeAeHHA BUNPOoGyBaHHA; 3MiHa BignoBiganbHOro gocnigHuka
B MicLi NpoBeAeHHA BUNPOGYBAaHHA [0 NPOTOKO/Y KAIHIYHOTO AOCAIMKEHHA «JocnigxeHHa dasn 2
3actocyBaHHs npenapaty INCB086550 (iHribitopa PD-L1 gns nepopasibHOro npuilioMy) B Y4YacCHWKIB
OOCNiHKEHHA i3 BUOPAHUMMU COMIAHMMU MyXJIMHAMK, L0 paHile He oTpumyBasv NiKyBaHHS iHribiTopamu
iIMYHHUX KOHTPOJIbHUX TOYOK», koA, aocnimkeHHs INCB 86550-203, sepcis 1 Big 01 kBiTHA 2020 poky; cnoHcop
- Incyte Corporation, United States

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

Ne M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa MicLsi NpoBeAEeHHS KIIHIYHOIO BUNPO6YBaHHS

1. | A.M.H., npod. MoTbkO €.C.

KomyHasibHe HekomepuiliHe MignpueMCTBO «LieHTpasibHa MiCbKa KMiHiYHa JTiKapHa» Y)XropoackbKoi
MICbKOI  pagyu, MICbKUA OHKOMOFYHUIA UEeHTP, [epXaBHWii BUWMIA HaBYas/lbHWI  3aknag
«YXXropoACbKWIA HaLjiOHa/IbHWUIA YHIBEPCUTET», Kadieapa OHKOMOrii Ta pagionorii dpakynbTeTy
nicNsAMNIOMHOI OCBITU Ta AOYHIBEPCUTETCLKOI NiATOTOBKM, M. YXXropoa,

BYNO CTANIO
3aB. Big. KnimaHos M.1O. nikap TapaceHko T.€.
MeanyHwii  LUeHTp ToBapucTBa 3 O0OOMeXeHOow | MeAnyHWii UEeHTp ToBapucTBa 3 OOMEXEHO
BignosiganbHicTiO «MeaunyHa KkiiHika «lHHOBauis», | BignoBiganbHicTIO «MeanyHa KiiHika «lHHOBaUis»,
BifAiNeHHsa  ximioTepanir, KuiBcbka 06nacTb, | BiggineHHa  ximioTepanii, KuiBcbka  06/11acThb,
ByLWIropoacbKuin paiioH, c. JTTix Buwiropogcbkuii panoH, c. JIoTix

41. 36inblUEeHHA KiJIBKOCTI gocnigKyBaHNX B YKpaiHi Big nonepeaHbo 3aniaHoBaHoi 3 500 go 730 oci6
00 MPOTOKO/Y KAIHIYHOTO [OCMiMKEHHS «52-TuxHeBe, GaraToueHTpoBe, paHAOMi3oBaHe, MoAgiiHe chine
JocnimkeHHss dpasn 3 Ansa OuiHKM edpeKTUBHOCTI Ta 6esneyvHocTi npenapaty GSK3196165 y kombiHauii 3
METOTPEKCATOM Y NOPIBHAHHI 3 Nnauebo i TohaynTUHIGOM Y NaLEHTIB 3 aKTUBHUM peBMAaTOiAHNM apTpPUTOM
CepefHbOoro Ta TSXKKOro CTYMEeHs, SiKi MasM HeAoCTaTHIO BiAMnoOBiAb Ha MiKyBaHHS MeTOTpeKkcaToM» , Kop,
pocnimpkeHHs 201790, 3 nonpasBkoto 02 Big 21 ciuHsa 2020 poky; cnoHcop - GlaxoSmithKline Research &
Development Limited, United Kingdom

3aaBHUK - MNignpremcTso 3 100% iHo3eMHoM iHBecTULicio «AK'IOBIA PAC YkpaiHa»

42. bpouwypa gocnigHuka MK-3475, BugaHHsa 20 Big 08 Gepe3Hs 2021 poKy, aHr/iACbKOIO MOBOLO;
Bpouwypa gocnigHuka Onanapu6, BugaHHsa 20 Big, 21 ciuHA 2021 poky, aHIiNCbKOIO MOBOIO; YKpaiHa,
MK-7339-007, Bepcia 04 Big 09 kBiTHA 2021 p., yKpaiHCbKOI0O MOBOIO, iH(popMaLif Ta AOKYMEHT npo
iHhopMoBaHy 3roay Ana nauieHTa; YkpaiHa, MK-7339-007, Bepcis 04 Big 09 kBiTHA 2021 p., pociiicbKoto
MOBOI0, iHhopmauisa Ta AOKYMEHT npo iHchopMoBaHy 3roay ANA nauieHTa; YkpaiHa, MK-7339-007,
Bepcina 01 Big 24 6epe3Ha 2021 p., yKpaiHCbKOIO MOBOIO, AONOBHEHHS A0 iHthopMaL,ii Ta LOKYMEHTY Npo
iHbopmoBaHy 3rogy ANA nauieHTa ANA NiKkyBaHHA Micns nporpecyBaHHA XBOpo6u; YKpaiHa, MK-7339-
007, Bepcis 01 Big 24 6epe3Hs 2021 p., pocCiliicbKO MOBOIO, [,ONOBHEHHS A0 iHthopmauii Ta fOKYMEHTY
npo iHchopmoBaHy 3roay AnA nauieHTa Ans NiKyBaHHSA Nicns nporpecyBaHHA XBOPOGU [0 NPOTOKO/Y
KNiHIYHOro gocnimkeHHs «JocnimpkeHHsa dasm 2 onanapuoy y koMbiHauii 3 nembponizymabom y nauieHTis 3
paHile nikoBaHWM PO3MOBCIOKEHUM PaKOM 3 MyTaui€l reHa y CMUCTEMi rOMOJOriYHOI pekoMObiHauinHOoT
penapauii (HRRm) AHK Ta/abo 3 nopyLeHHAM roMosioriyHoi pekomb6iHauii (HRD) OHK», kog gocnigkeHHs
MK-7339-007, 3 iHkoprnopoBaHoto nornpaskoto 01 Big 09 BepecHsA 2019 poky; cnoHcop - «Mepk Wapn EHA,
[Joym Kopn.», govipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»
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43. IHchopmauis anA nauieHTa gocnimkeHHA Ta Popma IHpopMoBaHoi 3roaun ANA yyacTi y AOCNiMKEHHI
AN BUKOPUCTaHHA B YKpaiHi, Bepcii Ne 12.0 yKpaiHCbKOIO Ta pOCiiicbKol MOBaMu Bif, 22 KBiTHA 2021
poky; IHchopmauiiiHuii GloneteHb, Bepcia 1 Big 06 KBiTHA 2021 poKy yKpaiHCbkow moBoto (I3Y-MC-
JPCF_PatientNewsletterPO Results_v1_Trans_Paper_Ukrainian-UA_06Aprr2021 #EI1261718, JPCF-UA-
UK-NEWSLETTER-V5); HoBMHHa po3cunka, Bepcisa 1 Big 06 kBiTHA 2021 poKy pociiicbkoto moBoto (I3Y-
MC-JPCF_PatientNewsletterPO Results_v1_Trans_Paper_Russian-UA_06Apr2021 #EI261707, JPCF-
UA-RU-NEWSLETTER-V5) 10 NpoTOKO/Y KNiHIYHOrO BUNpo6yBaHHA «MonarchE: PaHgomizoBaHe, BigkpuTe
pocnipkenHs |l dpasm Tepanii abemauiksiiGoMm B KOMOIHAL,T 3i CTaHAAPTHOK af'toBaHTHOK rOPMOHOTEpanieto
B MOPIBHSHHI 3i CTaHAAPTHO af'toBaHTHOK rOPMOHa/IbHO MOHOTEpAaNI€er Y NaLEHTIB i3 NOYaTKOBOK CTafi€to
rOPMOH-PeLenToP-NO3MTUBHOIO, 3 HEraTVBHMUM PeLEenTOpPHUM CTaTyCOM JII0ACBLKOr0 enigepmManbHoro dhakropa
POCTY 2-10 TUMYy, NaxBoBUX NiIMAATUYHMX BY3/iB NO3UTUBHOIO Paky MOJIOYHOT 3aU103U BUCOKOTO PU3NKY», KOZ,
pocnipkeHHs 1I3Y-MC-JPCF, 3 iHkoprnopoBaHoto nonpaskoto (d) Big 25 yepBHsa 2019 poky; cnoHcop - Eni flinni
eHp, KomnaHi, CLUA

3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

44, 3miHa TpUBANOCTI K/iHIYHOro BUNPoGyBaHHA B CBITi Ta B YKpaiHi 3 2-ro kBapTtany 2021 poky [0 4-ro
KBapTany 2021 poky [0 [MpOTOKO/Y KiHIYHOrO BUNpobyBaHHA «MixHapoaHe, 6GaraToueHTpoBe,
paHAOoMi30BaHe, BigKpuTe, MOPIBHANbHE AOCAIMKEHHA a3 3 MO BU3HAYEHHID edhekTnBHOCTI dypBanymady
un KombGiHauii Qypsanymaby i Tpemenimymaby i3 nnaTtMHOBMICHOK XimioTepanieto ans 1-i niHii nikyBaHHS
nauieHTiB 3 MeTacTaTU4YHMM HeApiOHOKMITUHHMM pakom nereHis (HOKPJT) (POSEIDON)», ko, AOCAiMKEHHS
D419MC00004, Bepcisi 5 Big 20 kBiTHA 2020 poky; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

45. 3miHa Has3BM pocnipKyBaHOro nikapcbkoro 3aco6y Ha Mobocertinib; Bpowypa aocnigHuka
AocnigkyBaHoro nikapcbkoro saco6y Mobocertinib, BupaHHs 5 Big 24 6epe3Hsa 2021p., aHrniicbKoto
MOBOIO [10 NPOTOKO/Y K/IIHIYHOrO JOC/iMKEHHA «PaHaoMi3oBaHe, 6araToueHTpoBe, BifKpUTe AOC/IIKEHHS
hasm Il ana ouiHkm edpektuBHOCTi npenapaty TAK-788 B akocTi Tepanii nepwloi MiHil y MOPIBHAHHI 3
XiMmioTepanieto Ha OCHOBI Npenapartis NaTMHW Y NaLEHTIB i3 HEAPIOHOKNITUHHUM PaKOM JIEFEHI 3 IHCEePLUIiHUMK
MyTauigmmn y 20-My eKk30Hi reHa peuenTtopa enigepmansHoro akropa pocty (EGFR)», kon [ocnigkeHHs
TAK-788-3001, Bepcid i3 nonpaskot 6 Big 22 ciuHa 2021 p.; cnoHcop - MinneHHiym ®apmacbloTikans, IHK.,
CWA (Millennium Pharmaceuticals, Inc., USA)

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

46. 36inbLeHHsA 3an1aHOBaHOI KifIbKOCTi A0CNiAKyBaHUX A1 BKIIOYEHHA Y K/liHiYHe BUNPOGYBaHHA B
YkpaiHi 3i 150 go 200 10 NpOTOKO/Y KNiHIYHOrO AOCNigpKeHHs «baraToueHTpoBe, paHAOMi30oBaHe, NoAagiliHe
cnine, KOHTPO/IbOBaHe Aoc/imkeHHsa dasu llib anga ouiHkn edpeKTUBHOCTI, 6e3MeUYHOCTi Ta hapMakoKiHeTUKN
BULLMX [03 OKpeni3yMaly y AOPOC/IMX NaLieHTIB 3 peLyarByOYMM PO3CISHUM CK/1EPO30M», KOA, AOCNiAKEHHSA
BN42082, Bepcis 1 Big 19 TpaBHsa 2020 p.; cnoHcop - ®.XodchmaHH-/1a Pow Jitg, LWeeiuapis

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

47. BK/1IOUEHHS A,0[4aTKOBOro Micus npoBeAeHHsA BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro A0CNiAXEHHS
«PaHgomizoBaHe noAgiiHe cnine 6aratoueHTpoBe AO0C/IMKEHHST dha3n 3 AN NOPIBHAHHSA eIeKTUBHOCTI Ta
6e3neyHocTi npenapaTy FYB203, 3anponoHoBaHoro 6ioaHasora adnibepcenty, Ta npenapaty Annia® y
naLieHTiB i3 HeoBacKyNspHO BiKoBOW MakynoaucTpodieto (MAGELLAN-AMD)», kog gocnimkeHHs FYB203-
03-01, Bepcia 2.0 Big 16 rpyaHa 2019 poky; cnoHcop - Bioeq GmbH, Germany

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

Ne n/n MN.1.B. BignoBiganbHOro gocnigHnka

Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHs

1 3aB. Big. MNnatoHoBa O.1.

KomyHanbHe HekoMepLiliHe NigNPUEMCTBO «XePCOHCbKa MiCbKa KiHiYHa NikapHs imeHi AchaHacis i
Onbru TponiHmx» XepCoHChKOT MiCbKOT paan, 0hTasibMOJIONYHe BigaiIeHHs, M. XepCcoH

48. 36inblUEHHA Ki/IbKOCTI yYaCHUKIB AOCNifKeHHA B YKpaiHi Big nonepeaHbo 3ansiaHoBaHoi 3 300 go
500 oci6 [0 MpOTOKONY K/HIYHOrO AOCNifkeHHs «baratoueHTpoBe, paH4oOMi3oBaHe, noggiiHe cnine, 3
NOABINHO iMiTaLi€l0, KOHTPO/IbOBAHE aKTUBHMM NpenapartoM, gochigxeHHs Il dasn, wo npoBoaMTLCS B
napanesibHuX rpynax 3 ouiHku edpekTMBHOCTI Ta 6e3neYHOCTi eBOOPYTUHIGA y MOPIBHSAHHI 3 TepnthAyHOMIAOM
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B YYaCHVKIB i3 peunamByouM po3CisiHM CKI1epo30M», KOA, focnimxkeHHss MS200527_0080, sepcis 2.0 Big 27
nnctonaaa 2020 poky; cnoHcop - Merck Healthcare KGaA, HimeuyunHa
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

49, 36inblUEHHA KiNIbKOCTI YYaCHUKIB AOCNifKeHHA B YKpaiHi Big nonepeaHbo 3ansiaHoBaHoi 3 400 go
600 oci6 [0 MpPOTOKONY K/IIHIYHOrO AOCNifKEeHHs «baraTtoueHTpoBe, paHA4OoMi3oBaHe, noAgiiHe chnine, 3
NOZBIHOIO IMITaLi€l0, KOHTPO/IbOBAHE aKTMBHWM NpenapatoM, focnimkeHHs Il dasm, wo npoBoamTbCs B
napanesibHUX rpynax 3 ouiHku eddekTMBHOCTI Ta 6e3neyYHOCTi eBOOPYTUHIGA Yy MOPIBHSAHHI 3 Tepndh/1yHOMIAOM
B YYaCHMKIB i3 peLnanByo4MM po3CisHUM CK1ep0o30M», Kog gocnimpkeHHs MS200527_0082, sepcis 2.0 Big 09
rpyaHsa 2020 poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

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

50. ®opma iHhopmMoBaHOi 3roau, Bepcis 3.0 Ana YKpaiHn yKpaiHCbKOIO Ta pPocCilicbKoo MoBaMu Big 27
KBiTHA 2021 p. Ha ocHoBI maiicTep-Bepcii popmu iHpopmoBaHOi 3roan Ans gocnimpxkeHHs Y042137,
Bepcia 3 Big 15 BepecHA 2020 p.; A03BiN Ha BUKOPUCTaAHHA Ta nepegayy mMeauyHoi iHpopmauii npo
BariTHICTb, Bepcia 2.0 Ana YKpaiHM yKpaiHCbKOKO Ta pPOCilicbKolo MmoBamu Big 27 kBiTHA 2021 p. Ha
OCHOBi Malictep-Bepcii ¢opmu 3rogm Ha HagaHHA iHopmauii BariTHOIO napTHeEpPKOK AnsA
pocnipkeHHa YO042137, Bepcia 2 Big 15 BepecHA 2020 p. [0 NPOTOKOMAY K/IHIYHOTO [AOCNIAXEHHS
«PaHpomizoBaHe, noggiiiHe cnine, nnauebo-koHTponboBaHe ha3n Il gocnimpkeHHs aTte3onisymady B
noeAHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTMTINO) abo 6e3 Tiparonymaby y nauieHTiB i3 Hepe3ekTabenbHO
MiCLLeBO-MOLLMPEHOIO NMSTIOCKOKNITUHHOI KapLUHOMOK CTPaBOX0Ay», Ko AocnimpkeHHs YO42137, sepcis 3 Big
16 BepecHs 2020 p.; cnoHcop - ®.XohdmaHH-/15 Pow /114, LBeiiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

51. OHoBneHwuii NpoToKon KniHiuHoro gocnimkeHHAa ANAM-17-21, octatouHa pepakuia 4.0, Big 22
6epesHA 2021 p.; CuHoncuc OHOBJ/IEHONO NPOTOKOJ1Y KNiHiYHOro gocnimpkeHHa ANAM-17-21, octaTouHa
pepakuis 4.0 Big 22 6epe3Hs 2021 p., nepeknag 3 aHr1iiCbKOi MOBU Ha YKPAiHCbKY MOBY Bipf, 14 KBiTHSA
2021 p.; IHcpopmauis ana nauieHTa Ta popma iHpopmoBaHOI 3rogu, ocTaTouyHa pepgakuisa 2.0 gns
YKpaiHu Big, 19 kBiTHA 2021 p., OCTaTOYHWI NepeKnag 3 aHrNificCbKOi MOBU Ha YKpaiHCbKY MOBY Bifg, 22
KBiTHA 2021 p., OCTAaTOUHWUIA NepeKnaj 3 aHrinCbKOI MOBU Ha POCiiCbKy MOBY Big 22 KBiTHA 2021 p.;
TeKcT 3anuTasibHUKA A1A 3araJibHOT OLiHKM 3MiHU CTaHy 3[40pOB’A nauieHToM, pegakuisa Ne2.00 Big 04
Gepe3HA 2021 p., ocTaTOUHMIT NepeKnaj 3 aHrNiNCbKOI MOBU Ha YKpaiHCbKY MOBY Bif, 24 6epe3Hsa 2021
p., OCTaTOUYHWIA Nepeknag 3 aHrMiucbKOi MOBU Ha pociicbky MOBY Bif 22 Gepe3Hsa 2021 p.; TekcT
3anuTasibHUKA A4 3ara/ibHOT OLIHKM CTYNEeHs1 BUPaXKEeHHA CUMMNTOMIB nauieHToM, peaakuis Ne2.00 Big,
04 Gepe3Hsa 2021 p., oCTATOUHMIA Nepekaz 3 aHr/iliCbKOi MOBM Ha YKpaiHCbKy MOBY Bif 24 Gepe3Hs
2021 p., ocTaTOYHUIA Nepeknag 3 aHrMiNcbKoT MOBU Ha pociiicbKy MOBY Bif, 22 6epe3Hs 2021 p.; locbe
pocnipKyBaHOro Jlikapcbkoro zacooy AHamopeniHy rigpoxnopug (HCI) (IMPD): posgin "Bctyn" |/
"Introduction”, pepakuia Big 24 OGepe3Ha 2021 p. [0 MPOTOKONY K/IIHIYHOTO BUNPOOGYBAHHSA
«BbaraToueHTpoBe paHAOMI30BaHe, MOABINHO cnine, naaue60-koOHTpoNboBaHe gocnimpkeHHs Il dasm, wo
NPOBOANTLCA 3 METOK OUiHKM edIEKTUBHOCTI Ta 6e3neyHoCTi aHamopeniHy rigpoxnopugy, SKuii
3aCTOCOBYETLCA AN NOMOBHEHHA AediuuTy mMacu Tina Ta JfiikyBaHHA aHOPEKCIl, WO PO3BUHYNINCA Ha (DOHI
NOLUMPEHOr0 HeApiGHOKNITUHHOTO paky fiereHi B JOPOC/AWX MauieHTiB», kog pocnimkeHHs ANAM-17-21,
ocTaTouyHa pefakuis 3.0 Big 04 ntotoro 2019 p.; cnoHcop - «XencuHH Xenckea CA» [Helsinn Healthcare SA],
LLseiiyapis

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

52. OHoBneHwnii npotokon 1VIT15043, chiHanbHa Bepcia 3 Big 11 ciuHa 2021 poky; 1VIT15043_
IHchopmauiiiHuii nucTok i popma iHhopmoBaHOI 3roam ANA [,0AATKOBOro AocCifkeHHs, Bepcia 1.0 Big
01 kBiTHA 2021 p. ANnA YKpaiHM yKpaiHCbKOIO MOBOIO, Ha OCHOBI aHIilicbKoi maiicTep-Bepcii 1.0 ans
€sponu Big 19 6epesHs 2021 p.; 1VIT15043_ InchopmauiiiHnii nMcToK i hopma iHhopmoBaHOi 3roam
ANA [o[faTKOBOro gociimkeHHs, Bepcis 1.0 Big 01 kBiTHA 2021 p. gns YKpaiHM POCiliCbKOIO MOBOIO, Ha
OCHOBI aHrniicbkoi maiictep-Bepcii 1.0 ana €sponu Big 19 6epe3HA 2021 p. 40 NPOTOKONY KIIHIYHOTO
pocnimpkeHHss «PaHgomisoBaHe, noAgiliHe criine, nnauebo-KOHTPOsIbOBaHE AOCNIMKEHHS [O/11 BMBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaTy IHxekTacep® (Kapb6okcumanbTtos3a 3anisa) ansd /ikyBaHHS
cepLeBOi HeJoCTaTHOCTI NpW 3ani3oaediunTHUX cTaHax», koA gocnimkeHHs 1VIT15043, diHanbHa apadT
Bepcis 2 ansa FDA Big 29 nuctonaga 2018 p; cnoHcop - «AMepikaH PemkeHT, IHK.», CLUA (American Regent,
Inc., USA)

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBifasibHICTIO «KLP YkpaiHa»
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53. IHhopmauia Ta fOKYMEHT npo iHhbopMoBaHy 3rofy ANA nauieHTa, YKkpaiHa, MK-7264-042, sepcisa 01
BiA 30 KBiTHA 2021 poKy, YKpaiHCbKOIO MOBOLO; IH(hopMaLis Ta [OKYMEHT Npo iH(hopMmoBaHy 3roay Ans
nauieHta, YkpaiHa, MK-7264-042, Bepcia 01 Big 30 kBiTHA 2021 poKy, POCIACbKOW MOBOIO;
IHhopMauUiiHMii TNCTOK | fOKYMEHT Npo iHthopmoBaHy 3roay Ha MaiioyTHE GiomegnUuHe JoCNigKEHHS,
YkpaiHa, MK-7264-042, Bepcisa 01 Big 30 kBiTHA 2021 poKy, YKpaiHCbKOI MOBOIO; IHhOpMaLiiiHMiA
JINCTOK i JOKYMEHT Mpo iHpopMOBaHy 3rogy Ha MailGyTHE GiomeguuHe AOCNiIMKEHHA, YKpaiHa,
MK-7264-042, Bepcia 01 Big 30 kBiTHA 2021 poOKy, POCINCbLKOKO MOBOK [0 MPOTOKO/Y K/iHIYHOIO
JocnimpkeHHs «PaHgomMizoBaHe, NoAgiiHe cnine, nnaueb0-KoHTPo/IboBaHe, GaraToLEHTPOBE AO0CAIMKEHHS
thasn 3b on1a ouiHKM ePeKTUBHOCTI Ta 6e3nekn redpanikCaHTy Yy XIHOK 3 XPOHIYHMM KallsleM Ta CTPeCcOBUM
HeTpMMaHHAM cedi», kog, agocnipkeHHs MK-7264-042, 3 iHkopnopoBaHow nonpaskoto 03 Big 23 nuctonaga
2020 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

54. OHOBNEeHWii NPOTOKOJ K/iHiYHOro BUNpo6yBaHHsA M16-066, iHkopnopoBaHuii MonpaBkavu 1, 2, 3 Ta
4 Bipg 01 oBTHA 2020 poky; ApMiHicTpaTUBHA 3MiHa 2 Big 28 oBTHA 2020 poKy OO MPOTOKONy
KNiHiYHOro BMNpoGyBaHHA M16-066; 3miHa Ha3BM NPOTOKOJ1Y KJTiIHIYMHOro BUNpoGyBaHHSA; Mog0BXeHHSA
nepioay NpoBeAeHHA K/iHIYHOro BUNPo6yBaHHA B YKpaiHi 3 5 pokiB 6 MicAuUiB A0 5 pokiB 9 micAuiB;
IHcbopmania anAa naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HAyKOBOMY [AOC/igKeHHi Ta
He06OB’sI3KOBOMY AlOCNiAKEHHI, Bepcia 4.0 ansa YkpaiHu Big 25 nuctonaga 2020 poky, yKpaiHCbKOIO Ta
pocilicbkolo MmoBamu; HoBi 3anuTaHHA wopeHHUKa ana M16-067 ta M16-066, Bepcia 1 gna YkpaiHu
YKpaiHCbKOK MOBOIO Bif 15 uepBHa 2020 poKy Ta Bepcia 1 gns YKpaiHu pocilicbKolo moBoto Big 16
yepBHSA 2020 poky; LLoaeHHUK [03yBaHHA JliKapCbKOro 3acoby Ta NpoBefeHHA TeCcTy Ha BariTHICTb
Baoma (M16-066, MigaocnimpkeHHs 1 | NigaocnimkeHHa 2), Bepcia 1.0 Big 21 oBTHA 2020 poky
(yKpaiHCbKOIO Ta pociiicbkoio MoBamu); IHchopmauiiiHa kapTka nauieHTa, gocnigkeHHAa M16-066,
Bepcis Big 01 xoBTHA 2020 pokKy, YKpaiHCbLKOK Ta pOCiicbKOo MoBamMu; 3MiHa agpecu 3asiBHUKa
KniHiuHOro BuNpoGyBaHHA - «EGOBi BiodapmacbioTtikand I'm6X», LBeiiuapia; BkioueHHs
[OAATKOBMX Micub MNpPOBEAEHHA KMiHIYHOro BUNPOGYBaHHA [0 npoTtokony «baratoueHTpose,
paHAoMi3oBaHe, NoAsiliHe cnine, nnaueb0-KOHTPONbOBaHe 52-TWXKHEBE BiAKPUTE MPOLOBXEHE AO0CNIIKEHHS
NigTPMMYyOYOI Tepanii 4ns BUBYEHHS eqPeKTUBHOCTI Ta 6e3nedHOocCTi PicaHkisymMaly y naujieHTiB 3 BUPa3KoBUM
KOITOM, Y SIKMX CrocTepiranacs BignoBiAb Ha iHAYKUINHY Tepanito y gocnimkeHHi M16-067 a6o M16-065», kof
pocnigpkeHHss M16-066, iHkoprniopoBaHuii nonpaskamu 1, 2 Ta 3 Bif, 20 kBiTHA 2020 poky; cnoHcop - AbbVie Inc.,
USA

3aaBHUK - «<E66BI biothapmackloTikans 'mM6X», LLseliuapis

byno Crasnio
«baraToueHTpoBe, paHaoMizoBaHe, noABiitHe chnine, | «baraToyeHTpoBe, paHaoMizoBaHe, NoABiiHe
nnaueb0-KOHTPOIbOBaHe 52-TmxHeBe BigKpuTe | cnine, nnaue60-KOHTPONbOBaHe 52-TWXHEBE
NPOAOBXEHEe [AOCAiMKEHHA MiATPMMYOYOI Tepanii gns | BigkpuTe NpPOAOBXeEHE [OCAigpKEHHSN

BMBYEHHSA e(DEKTUBHOCTI Ta 6e3neyHocTi PicaHkizymaby y | niaTpumyrouoi  Tepanii  AnA  BUBYEHHA
naLieHTiB 3 BUPa3KOBYM KOJIITOM, Y IKUX criocTepiranacs | edekTnBHOCTI Ta 6e3neyHocTi PicaHkizymaby
BiANOBiAb Ha iHAYKLUiliHY Tepanito y gocnigkeHHi M16- | y naujieHTiB 3 BUPa3KOBUM KOJTITOM».

067 a6o0 M16-065»

Byno Crano
Heiixopwtpacce 23, 6341 ™. baap, | Anbte WTaiHxaysepwTtpacce 14, 6330 Xawm, LLseiiyapis
Weeiuapia (Neuhofstrasse 23, 6341 Baar, | (Alte Steinhauserstrasse 14, 6330 Cham, Switzerland)
Switzerland)

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl NnpoBeAEeHHS K/IiHIYHOTO BUNPO6GYBaHHS
1 K.M.H. KpaBueHko T.I".
KomyHasibHe HekomepLiiHe NignpuemMcTBo «KuiBCcbka Micbka KiiHiyHa slikapHs Nel8» BMKOHABYOrO
opraHy KuiBcbkoi Micbkoi paaun (KuiBCbKOT MICbKOT AepXaBHOI afMiHicTpaLil), NpOKTosoriyHe
BigAineHHs, M. Kuis
2 nikap NMorpaHigi T.1.
KomyHanbHe HekoMepLiiHe nignpruemcTao KniBcbkol 061acHol paan «KniBcbka 061acHa nikapHs»,
TepaneBTUYHE BiaAineHHs, M. Knis
3 reHepasibHUin gupektop Manuupka A.T.
KomyHasnlbHe  HekoMepLiiiHe  MiAnpUMEMCTBO  «XEpCOHCbKA  MiCbKa  K/iHiYHA  NikapHs
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| iMm. €.€. Kapabenelua» XepcoHCbLKOT MIiCbKOT paau, racTpoTepaneBTUYHE BigdifieHHs, M. XepCoH
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