Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne11 Big 10.06.2021,
HTP Ne220 Big 10.06.2021, Ha siki 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «[MogBiiiHe cnine paHAoOMi30BaHe naLeb0-KOHTPOIbOBaHe 6aratoLeHTPOBE AOCNILKEHHS BOPTIOKCETUHY
Ana npodpiNakTukM peunanBiB BENUKOro AenpecyuBHOro po3sajy B nefiatpuyHUX nauieHTiB Bikom Big 7 Ao 11
pokiB», ko gocnimpkeHHs 13546A, Bepcis 1.0 Big 07 ciuHa 2021 p., cnoHcop - X. Jlynabek A/C, Denmark
®asza - Il

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YKpaiHa

Ne M.1.6. BignoBigaibHOro AoCniAHMKA
n/n HasBa micus NpoBeAeHHS KiHIYHOTro BUNPOOYBaHHS

1. | A.M.H. MenbHuK E.B.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Opecbkuii 06/1acHUin MeAWNYHUIA LLeHTP NCUXIYHOro
340p0oB'a» OfecbKoi 06/1aCHOI pagmn», BigdineHHs Ne9 (autaue), M. Ogeca

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

KomyHanbHe nignpnemcto «O6aacHuii 3aknag 3 HagaHHa ncuxiatpuyHoi gonomory MonTtaBcbKol
obnacHoi paau», BiggineHHa 9 (nignitkoBe aAuTA4ve), YKpaiHCbka MeguyHa cToMartosoriyHa
akafeMig, kadpegpa ncuxiaTpii, HapKosorii Ta MeAnyHoi ncuxonorii, M. MNontasa

2. «PaHpomi3oBaHe, noggiliHe cnine, nnaue60-KoHTpoboBaHe fochimkeHHs |l dasn B napanensHux rpynax
AN OLiHKM ehbeKTMBHOCTI Ta 6e3neyHOCTi 3acTocyBaHHs npenapaty Bl 425809 oanH pa3 Ha Jo6y NpoTsarom
26-TMXHEBOro nepiogy NikyBaHHA B nauieHTIB 3 wnsodpeHieto (CONNEX-2)», kog nocnimkeHHs 1346-0012,
Bepcis 1.0 Big 16 rpygHsa 2020 poky., cnoHcop - «bepiHrep IHrenbxanm PLIB TM6X eHg Ko KIM», Asctpis /
Boehringer Ingelheim RCV GmbH & Co KG, Austria

®a3za - Il

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

Ne MM.1.6. BignoBiga/IbHOro AoCNiAHMKA

n/n HasBa Micus npoBefeHHs KiHIYHOro BUNPOOYyBaHHSA

1. | K.M.H. [leHucos €.M.

KomyHanbHe HekoMmepLiiiHe nignpuemMctBo «QO6nacHa  K/iHiYHA  ncuxiaTpuyHa  NikapHs
KipoBorpaacbkoi ob6nacHoi paav», NCUXOHEBPO/OriYHE AMCNaHCepHe BiadineHHs, cMmT. Hose,
M. KponuBHMLUBKUIA

2. | A.M.H., npod. MigkopuTos B.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemii
MeOMYHUX HayK YKpaiHuy», BigAin KNiHIYHOT, couianbHOT Ta AMTAY0I ncuxiaTpii, M. Xapkis

3. | 3aB. Big. Bite6¢cbka T.B.

KomyHanbHe HekomepuiiHe nNignpueMcTBO «KuiBCbka MiCbka NCUXOHEBPOSIOriYHa siikapHa No2x»
BukoHaBuoro opraHy KuiBcbkoi Micbkol paan (KWUIBCbKOT MICbKOT AepxaBHOT afMiHicTpauir),
KOHCY/IbTaTUBHE BifAisIeHHd, M. K1iB

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

KomyHanbHe HekomepuiiHe nignpuemMcTso J1bBiBCbKOT 061acHOT paam «J1bBiBCbka 061acHa KniHiYHa
ncuxiatpuyHa nikapHa», sigaineHHs No20, M. JIbsiB

5. | reH. gupektop Bosowyk A.€.

KomyHasibHe HekomepuiiiHe mignpueMmcTBo «Opecbknii 06MacHWiA MeguyHWIn LEHTP MCUXIYHOTO
340poB'a» Oaecbkoi 061acHoi pagy, BigaineHHa Ne2, m. Ogeca

3. «[ocnimpkeHHs a3 2 3 BUBYEHHSA eqIeKTMBHOCTI Ta 6e3neuyHocTi Tucnenisymady (BGB-A317),
MOHOK/IOHa/IbHOrO aHTUTINa Ao PD-1, y noegHaHHi 3 npenapaTtom BGB-A1217, MOHOKIOHa/IbHUM aHTUTINIOM
0o TIGIT, abo 6e3 HbOro B NaLiEHTOK 3 peunamBytoumMmM abo MeTacTaTMYHUM PaKOM LUMIAKA MaTKK, SKi paHile
OTpUMYyBasIN NiKyBaHHS 3 NPUBOAY AAaHOro 3axXBOptOBaHHS», koA, gocnipkeHHs BGB-A317-A1217-202, Bepcist
0.0 Big 04 BepecHsi 2020 poky, cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA

da3za -l

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)



No M.l.6. BignoBigabHOro AocnigHMkKa
n/n HasBa micusa npoBefeHHs KMiHIYHOro BUNPoOGYBaHHSA

1 | A.M.H., npodd. KonecHik O.1.
MepguuHuii ueHTp ToBapucTBa 3 0OMEXEHOH BignoBiganbHICTI0 «OHKoNan», BigaiieHHA AeHHOro
cTauioHapy, M. 3anopixxs

2 | A.M.H., npod. KpmxaHiBcbka A.E.

KomyHanbHe HekomepuiiHe nignpueMcTBo «lpukapnaTCbkuii KNiHIYHUIA OHKOMOTIYHWIA LLeHTp IBaHo-
®paHkiBCbKOi 06/1aCHOI pagu», OHKOMHEKOOrivYHe BigAiNneHHs, |BaHO-PpaHKIBCbKUIA HaLiOHaIbHUIA
MeMNYHWUIA YHiBepcUTET, kadeapa OHKOOriT, M. IBaHO-PpaHKiBCbK

4. «<PaHpomi3oBaHe, NoABiiHe cnine, nnaueb0-kOHTPOIbOBaHEe AOCAIMKEHHS 4718 OLiHKM BNAUBY gynisiyMmady
Ha 3anasieHHs ANXasbHUX LWAAXIB Yepes OLUIHKY OYHKLiT 1ereHb, 3aKynopoBaHHs C/M3y Ta iHWNX napameTpiB
Bi3yasiisauii 1ereHb y naujieHTiB 3 acTMOI», kKoa gocnimpkeHHs LPS15834, 3 nonpasBkoto 02, Bepcia 1 Big 15
6epesHs 2021p., cnoHcop - Sanofi-aventis groupe, France (CaHodi-aBeHTIC rpyn, ®paHuis)

Paza - IV

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

Ne MM.1.6. BignoBiganLHOro gocnigHuKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 K.M.H. Brnaxko B.1.

KomyHanbHe HekomepuiiHe nignpveMctBo «Micbka KiiHiuHa nikapHa Nel3» XapKiBCbkKOi MiCbKOI
paau, NysibMOHONOrYHE BiaaiieHHA No2, M. XapkiB

2 | k.M.H. OJo6psaHcbkuia [.B.

MeguuHuii LeHTp ToBapucTBa 3 OOMEXEeHOH BIAMNOBiJasbHICTIO «MeanyHa KiiHika «bnaromen,
NiKyBaJ/IbHO-AiarHOCTUYHUIA Nigpo3ain, M. Kuis

3 | k.M.H. Hopeliko B.A.

JikyBanbHo-giarHocTnyHWiA ueHTp «XEJNICI EH/, XElMI» ToBapncTBa 3 06MEXEHOH0 BigNOBIAA/IbHICTHO
«XEJICI EHA XEMI», MeanyHWin KNIHIYHWIA OOCMiAHUUBKUA LEeHTP, BiA4in Ny/IbMOHOMOFI i
anepronorii, M. Knis

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

KomyHasnbHe HeKoMepLiiHe NigNPMEMCTBO «|BaHO-PpaHKIBCbKNiA obnacHuii
hTU3I0NYNbMOHONONYHMI  LUEHTP |IBaHO-®PpaHKIBCbKOT 06/1acHOl  pagu», UEHTP JIereHeBux
3aXBOpPIOBaHb, BigdineHHs nynbMoHonorii Ne2, IBaHO-PpaHKiBCbKUA HaUioOHaIbHUIA  MeAnYHWIA
yHiBepcuTeT, kadpeapa dtusiatpii i nysbMOHOMOrT 3 Kypcom npodpeciiHnx xsopob, M. IBaHo-
®paHKiBCbK

5 | 3aB. Big. CmonsHuii O.IM.

KomyHasnibHe HekoMmepuiiiHe nignprueMcTBo «Opgecbka o06s1acHa  KAiHiYHa fikapHsa»  OpgecbKol
o6nacHoi paam», Ny/IbMOHOJIONYHE BigaiieHHs, M. Ogeca

5. «[MoggiliHe cnine, paHAoMi3oBaHe, niaueb0-KOHTPO/IbOBaHe, 6araToLEeHTPOBE KiHIYHE AOCAIMKEHHA dha3u
[la 3 oujiHKM ehbeKTMBHOCTI Ta 6e3neYHOCTi hesib3apTamabdy Ha OCHOBI TIOACHKUX aHTUTIN A0 CD38 y nikyBaHHI

IgA-HedpponaTii — IGNAZ», kog pocnimkeHHs MOR202C206, Bepcisa 1.0 Big 23 nuctonaga 2020 poky,
crnoHcop - MopdoCuc All, HimeuunHa / MorphoSys AG, Germany
dasza - lla

3asBHUK - ToBapucTBO 3 ObMEXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauisi IHHodhapm-
YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micusi npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 O.M.H., npodp. KonecHuk M.O.

JepxaBHa ycTaHoBa «IHCTUTYT Hecdpponorii HauioHanbHOT akagemii MefuuyHuUX HayK YKpaiHu»,
BigAiieHHs Hedponoril, Aianizy 1a IT 3a6e3nevyeHHs, M. Kuis

2 3aB. Bi. Konomiliuyk H.O.

KomyHasibHe HekoMepLiiiHe MigNpMEMCTBO «KWIBCbKMIA MICbKWIA LLEeHTp Hediposorii Ta Aianisy»
BVKOHaBYOro opraHy KuiBcbkoi Micbkol paau (KuiBCbKOT MICbKOI AepaBHOI afMiHicTpadir),
BigAiNneHHs rocnitasibHol Hedoponorii Ta gianizy Ne2, m. Knis

3 3aB. Big. KopHeesa C.IM.

KomyHaslbHe HekomepuiiiHe MigNpUEMCTBO «3anopidbka 06s1iacHa KiHiYHA fikapHs» 3anopi3bKoi
061acHOi pagum, BigaineHHa Hedpoorii Ta gianisy, M. 3anopixks




6. «PaHgomizoBaHe BigkpuTe gocnimkeHHs Il dpasu 3acTocyBaHHA npenapaty kocubenimadé (CK 301) y
noeAHaHHi 3 xiMioTepanieto NeMeTpekceLoM Ta npenapaToM NAaTuHNW y AKOCTi Tepanii NepLuot MiHil y nayieHTis
i3 MeTacTaTUYHUM HENIOCKOKNITUHHUM HefpPiOHOKTITUHHUM pakoM fereHi», kog gocnigpkeHHsa CK-301-301,
Bepcisa 1.0 Big 12 ciuHa 2021 poky, cnoHcop - YeknoiHT Tepan'toTike, IHK., CLUA (Checkpoint Therapeutics,
Inc., USA)

da3za - Il

3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiAnoBigasbHicTio «OCT YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs K/iHIYHOTro BUNPOGYBaHHSA

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

KoMyHasibHEe HekomepLiiiHe nianpuemMcTBo «Micbka KiHiuHa nikapHs Ned» [HINpOBCbKOT MICbKOI
pagu, XimioTepaneBTUYHe BiAAINEHHS 3 IeHHUM CcTalioHapoMm, M. [Hinpo

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

[JepxaBHa ycTaHoBa «IHCTUTYT 3arafibHOI Ta HEBiAKNaAHOI Xipyprii imeHi B.T. 3aiuea HauioHabHOT
akageMii MeguYHNX HayK YKpaiHu», BiaAiNneHHs THiNHOI Xipypril Ha 25 NiKOK 3 nasaTol iIHTEHCUBHOT
Tepanii Ha 6 Nixok, XapkiBCbka MefuyHa akafemis nicnsaamniomMHol ocBiTH, Kadenpa OHKOOTiT Ta
ANTAYOI OHKONOTriT, M. XapkiB

3 | nikap KypoukiH A.B.

KomyHanbHe HekomepuiiHe nignpmeMcTBo Cymcbkoi o6/1acHoi pagm CyMCbKWii 061acHWI KNiHIYHWIA
OHKO/IOTYHWIA AncnaHcep, OHKOTOpakasibHe BigaiieHHs, M. Cymu

4 | o.M.H., npod. CyxiHa O.M.

[JepxaBHa ycTaHoBa «IHCTUTYT MeAuMyHOI pagionorii Ta oHkosorii im. C.IM. I'purop’eBa HauioHanbHOT
akagemii MeanYHUX HayK YKpaiHu», BigAineHHs KNiHIYHOT OHKO/IOriT Ta reMaTosiorii, M. Xapkis

5 | K.M.H. Hedbdpa M.HO.

KomyHaslbHe HekOMepUiiiHe MiANPUEMCTBO XapKiBCbKOi 0611acHOi pagn «O6acHUn  KAiHIYHWIA
cneujianisoBaHuii - AucnaHcep pagiauiiHoro 3axuMCTy HaceNeHHsa», XipyprivHe BiA4ieHHs 3
OHKOJIOTYHMMU JTbKKaMK, M. Xapkis

6 | K.M.H. OpgapuyeHko C.IM.

ToBapucTBO 3 0OMEXEHOK BiAMOBIAAIbHICTIO «MeanyHWIA  LEeHTP iMeHi akagemika HOpis
MpokonoBunya CnixkeHka», BigAiNeHHs OHKoXiMioTepanii, c. KanitaHiBka, Kneso-CBATOLNHCLKWIA p-H,
KuiBcbka 0611.

7 | K.M.H. Bontox A.B.

KoMyHasibHe HekoMepUiiHe NignprueMcTBO «IoAiNbCbKNIA PerioHa/IbHNIN LLEHTP OHKOAOTIT BiHHNLbKOT
06/1aCHOI paau», XiMioTepaneBTMYHE BiA4iIeHHS, M. BiHHMUA

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

ToBapnCcTBO 3 0GMEXEHOL0 BiAMNOBigabHICTIO «OHKoMan», MeAUYHNIA LLEHTP, M. 3anopiXoKs

7. «LIBRETTO 432: MNnauebo-KoOHTpOobOBaHe MOABIHE cnine paHAomi3oBaHe AochigxeHHs 3 da3mn ans
OLiHKW af’toBaHTHOT Tepanii cennepKkaTUHIGOM Micna paavkanbHOI NOKOperioHapHoi Tepanii y naujieHTiB 3
HeAPIGHOKNITUHHUM pakom niereri ctagii IB—IIA 3 HasBHICTHO ribpnaHoro reHa RET», koa gocnigpkeHHs J2G-
MC-JZJX, Bepcis 3 nonpaskoto (c) Big 03 6epesHsa 2021 poky, cnoHcop - Eni Ninni eng Komnawi, CLWA / Eli Lilly
and Company, USA

®a3za - Il

3anaBHuK - «Eni Nlinni Boctok CA», LBeiiyapis

Ne MM.1.B. BigNoBigaLHOro AocigHuKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 | nikap Bep3soii O.A.

KomyHasibHe HekoMepLUiiiHe MignprueMcTBo «Ogecbka o61acHa KniHivHa nikapHsa» Ogecbkoi 061acHoi
paau», BigAiNneHHs TopakasbHoT Xipypril, M. Ofgeca

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

KomyHasibHe HekoMepuiiiHe nignpnemcTBo «O61acHWiA LEHTP OHKOJIOFIT», OHKOXIPYpPriYHE BiA4i/TEHHS
OpraHiB rpyHoO1 NOPOXHUHKU, M. XapkiB

3 | K.M.H. [NoHOoMapboBa O.B.

KomyHasibHe HekomepuiiHe nNignpuemMcTBO «KWIBCbKMIA MICBbKMIA KNIHIYHWMIA OHKOMOTIYHUIA LEHTP»
BMKOHABYOro opraHy KuiBcbkoi Micbkol paan (KWIBCbKOI MICbKOI AepxaBHOT agMiHicTpaui),
BigaineHHs ximiotepanii Nel, m. KuiB

4 | 3aB. Big. lWeBHsa C.IM.

KoMyHaslbHe HeKOMepLUiHe NignprueMcTBO «IoAinbCbKNiA perioHalbHUIM LEHTP OHKOOTIT BiIHHMLbKOT




obnacHol Pagn», BiagineHHs ximiotepanii, M. BiHHMUSA

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

KomyHasibHe HekoMepuiiHe nignpuemcTBo CymcbKoi o6nacHoi pagy CyMCbKuili 061acHUiA KNiHiYHWIA
OHKOJIOTIYHMIA  AnucnaHcep, OHKOTOpakasibHe BiggineHHs, CyMmcbKkuii AepXaBHWUA YHIBEpCUTET,
Kadhegpa oHKosorii Ta pagiosiorii, M. Cymu

6 | nikap Birypo M.C.

MeguuHnii LeHTp ToBapucTBa 3 0OMEXeHOo BiAnoBigasbHICTIO «Mpia Mea-Cepsic», JlikyBasibHO-
npodpiIakTUYHMIA Nigpo3ain 2, Biaain kiHivHMX gocnimkeHs, M. Kpusuia Pir

7 | K.M.H. KapxosH A.B.

MeauuHuii LeHTp ToBapMCTBa 3 0OMEXEHO0 BIAMOBIAa/IbHICTIO «OHKONaWd», AeHHWIA cTauioHap, M.
3anopixxs

8. «[lNopiBHAMbHA OLiHKa edheKTUBHOCTI Ta NepeHocnmocTi npenapaty Fenb guknod)eHaky HaTpito, resib 5%
BupobHuyTtBa MAT «Ximcthapm3aBog «YepBoHa 3ipka», YkpaiHa i npenapaty Auknak® [lenb, renb 5%
BMPOGHMLTBa KOMNaHii «Canotac ®apma MM6X», HimeuyunHa y nauieHTiB 3 4edhopMyoyuM 0CTe0apTPO30M
KOMiHHOTO cyrnobax, kog gocnigpkeHHs CHZ-DCFIGEL 5%, Bepcist npoTtokony Ne 1 Big 04.11.2020p., cnoHcop
- MAT «Ximcpapm3aaBog «UepBoHa 3ipka» (YkpaiHa)

da3za - NopiBHANbHE KNiHIYHE BUNPOGYBaHHS

3asBHuK - MAT «Ximthapm3saBog, «HepBoHa 3ipka» (YkpaiHa)

Ne MM.1.6. BignoBigansLHOro gocnigHuka

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | g.M.H., npod. AumiuH P.I.

KomyHanbHe HekomepuiiiHe nignpueMctBo «O6nacHa KhiHiYHa nikapHa  IBaHO-PpaHKIBCLKOT
06n1acHOI paan», peBMartonoriyde BigaineHHs, M. IBaHO-PpaHKiBCbK

9. OHOB/IEHMI NPOTOKON KNiHiYHOro Bunpo6ysaHHA MK-7902-001, 3 iHKopnopoBaHolo nonpaskoto 05
Big, 17 6epe3Hs 2021 poKy, aHINMiliCbKOK MOBOIO; 3MEHLUEHHA KiNIbKOCTi focnigpKyBaHUX B YKpaiHi 3 72
Ao 66 oci6; Bpowypa aocnigHnka MK-3475, BugaHHA 20 Big 08 6epe3Hsa 2021 poOKy, aHI/iNCbKOO
MOBOI0; YKpaiHa, MK-7902-001, IHcpopMmaLlisa Ta [OKYMEHT npo iHopmoBaHy 3rogy ANAs NauieHTa,
Bepcifa 04 Big 12 kBiTHA 2021 p., yKpAiHCLKOIO MOBOIO; YKpaiHa, MK-7902-001, IHhopmauis Ta LOKYMEHT
npo iHchopmoBaHy 3roay A/1A nauieHTa, Bepcia 04 Big 12 kBiTHA 2021 p., pocilicbkol0 MOBOI [0
NPOTOKOY KNiHIYHOro BUNpobyBaHHA «PaHOoMmi3oBaHe, Bigkpute gocnimkeHHs Il dpasn nemo6ponisymady
(MK-3475) y noegHaHHi 3 neHsaTvHi6om (E7080 / MK-7902) y NOpiBHAHHI 3 XiMioTepanielo nepLuoi iHil
NiKyBaHHS NP1 PO3NOBCIOKEHI abo peunanByoyili kapumnHomi eHgomeTpia (LEAP-001)», koA AOCNiAKEHHS
MK-7902-001, 3 iHkopnopoBaHoto nonpaskoto 04 Bia 15 keiTHA 2020 poky; cnoHcop - «Mepk Lapn EHA Joym
Kopn.», goyipHe nignpuemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIfaUIbHICTIO «MC/[, YkpaiHa»

10. MpoTokon KniHiuHOro pocnigxkeHHs I6T-MC-AMAM 3 iHKopnopoBaHoo nonpaBkoo (¢) Big 01 KBiTHA
2021 poky; CTucna xapaktepucTuka AoCigKyBaHOro sliikapcbKoro 3acooy Crenapa® Big 27 notoro
2020 pokKy; MNoaoBXeHHA TPUBAIOCTI KNiHIYHOro BUNPoOOGyBaHHSA B YKpaiHi A0 30 uepBHA 2023 pokKy [0
MPOTOKO/TY KNiHIYHOrO AocnigxeHHs «baraToueHTpoBe, PaHgomizoBaHe, MNoggiiiHe cnine, Mnaue6o- Ta
AKTUBHO- KoHTponboBaHe AocnimkeHHs 1l ®a3u ana Ouivkn EdyektuBHOCTI Ta Be3neyHocTi 3acTocyBaHHA
Mipikisyma0y y MNauieHTis i3 XBopo6oto KpoHa MomipHoro ta Tsxkkoro Mepe6iry», kog gocnigpkeHHs 16 T-MC-
AMAM, 3 iHKopnoposaHoto nonpaskoto (b) Big 18 rpyaHsa 2020 poky; cnoHcop - Eni Ninni eng Komnawi, CLUA
3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

11. OHoBnenun posgin P.3.1 Manufacturers (RO7049665, Vial, 10 mg/2 ml) Ta posgin P.3.1
Manufacturers (Placebo for RO7049665, Vial, 0 mg/2 ml) Jocbe Ha gocnigkyBaHui 3acié6 RO7049665 Ta
iioro nnaue6o; OHoBNeHu po3gin P.5.4. Batch Analyses (RO7049665, Vials, 10 mg/2 ml) Jocbe Ha
pocnigpxyBaHuii 3aci6 RO7049665; OHoBneHuii posgin P.8.1 Stability Summary and Conclusion
(RO7049665, Vials, 10 mg/2 ml) focbe Ha gocnipgxyBaHuii 3acio RO7049665; OHoBneHuii po3pgin P.8.3
Stability Data (RO7049665, Vials, 10 mg/2 ml) flocbe Ha gocnimKyBaHuii 3acio RO7049665; foaaTok A.2
Adventitious Agents Safety Evaluation — TSE Declaration (RO7049665, Vials, 10 mg/2 ml) locbe Ha
pocnipkyBaHuii 3aci6 RO7049665; fopatok A.2 Adventitious Agents Safety Evaluation - TSE



Declaration (Placebo for RO7049665, Vials, 0 mg/2 ml) Aocbe Ha nnaye6o0 Ana AocNigKyBaHOro 3acooy
RO7049665; OHOB/IeHEe BTOPUHHE Ta NepBMHHE MapKyBaHHA AocnigKyBaHoro npenapary RO7049665
a6o nnaue60, ykpalHCbLKOlo MOBOIO Big 03 6epe3Hsa 2021 poKy [0 MPOTOKOY KNiHIYHOIO AOCNiAKEHHA
«BbaraToueHTpoBe, paHAOMI30BaHe, NoAgiHe cnine, nnaueb0-koOHTPOIbOBaHe AocnimpKeHHS dasm Ib 3 meToto
BMBYEHHA  Ge3neyHoCTi, nepeHocuMocTi,  (hapMakoKiHETUKM,  MnonepefHbOi  edekTMBHOCTI  Ta
thapmakognHamiky npenapaty RO7049665 npu nigLwKipHOMY BBeLEeHHI yYacHMKaM 3 akTMBHUM BUMPAa3KOBUM
KoniTom», ko4 gocnimpkeHHAa WP40161, sepcia 5 Big 20 nuctonaga 2020 p.; cnoHcop - @. XoddpmaHH-/1a Pow
Nta., [F. Hoffmann-La Roche Ltd], LUseiuapis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

12. BknoueHHA npenapaTy nopiBHAHHA — Palbociclib (Ibrance®, Ibrance; IBRANCE; Man6ouuknio;
I6paHc®; IBPAHC); TaGnetka, BKpuUTa OGONOHKOW, 75 Mr; BUPOGHUKM - Pfizer Manufacturing
Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa Ha3Ba -
sanofi-aventis Recherche & Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform, Hungary; Sanofi U.S Services Inc. (iHwa HasBa — Sanofi US
Services Inc.), USA; Fisher Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; BkntoueHHsi
npenapary nopiBHAHHA — Palbociclib (Ibrance®, Ibrance; IBRANCE; NMan6ouukni6; I6paHc®; IBPAHC);
TabGneTka, BKpuTta 060s10HKOW, 100 mr; BupoGHuku - Pfizer Manufacturing Deutschland GmbH,
Germany; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa HasBa - sanofi-aventis
Recherche & Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
Distribution Platform, Hungary; Sanofi U.S Services Inc. (iHwa Ha3Ba — Sanofi US Services Inc.), USA;
Fisher Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA; Creapharm Clinical Supplies,
France; Almac Clinical Services Limited, United Kingdom; BknioyeHHs1 npenapaTty MNOPiBHAHHA —
Palbociclib (Ibrance®, Ibrance; IBRANCE; Man6ouukni6; I6paHc®; IBPAHC); Ta6bnetka, BKpuTa
06010HKOW, 125 mr; BUpoGHUKM - Pfizer Manufacturing Deutschland GmbH, Germany; SANOFI-
AVENTIS RECHERCHE & DEVELOPPEMENT (iHwa HasBa - sanofi-aventis Recherche &
Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest Logistics and Distribution
Platform, Hungary; Sanofi U.S Services Inc. (iHwa Ha3Ba — Sanofi US Services Inc.), USA; Fisher
Clinical Services (iHwa Ha3Ba - Fisher Clinical Services Inc.), USA; Creapharm Clinical Supplies,
France; Almac Clinical Services Limited, United Kingdom; CkopoueHe focbe HemoaudikoBaHOro
nikapcbkoro 3aco6y Palbociclib, TabneTtka, Bkputa 06010HKOIO, 75 mr, 100 mr, 125 mr, Bepcifa Big,
nunHA 2020 poKy, aHrNincbKow MoBOK); KopoTka xXapakTepuctuka nikapcbkoro 3aco6y IBRANCE,
TabneTkn, BKPUTIi 000/1I0HKOIO, 75 Mr, 100 mr ta 125 Mr, aHrNilicbKOK0 MOBOLO; 3pa30K MapKyBaHHA
ynakoBKW npenaparty nopiBHsaHHA Palbociclib 75 mr, Bepcia 2.0 Big 27 rpyaHa 2020p., yKpaiHCbKOIO
MOBOI0; 3pa3ok MapKyBaHHS ynakoBKU npenapaTty nopiBHAHHA Palbociclib 100 mr, Bepcisa 2.0 Big 27
rpyaHsa 2020p., YKpaiHCbKOW MOBOI; 3pa3ok MapKyBaHHs YnakoBKM npenapaty MOPiBHAHHSA
Palbociclib 125 wmr, Bepcia 2.0 Big 27 rpyaHa 2020p., yKpalHCLKOIO MOBOIO [0 NPOTOKO/Y KAiHIYHOro
pocnipxeHHa «PanpomizoBaHe, 6GaratoueHTpoBe, NoAgiiiHe cnine pgocnimkeHHs 3 has3n npenapaty
amueHecTpaHT (SAR439859) y Kom6iHaLil 3 NasidoumKNiboM y NOPIBHAHHI 3 NeTPO30/1I0M Yy KOMOiHaLil 3
nanéoumkni6boMm Ana ikyBaHHA nauieHTiB 3 ER(+), HER2(-) pakom MONO4YHOI 3a103W, AKi paHille He
OTPMMYyBa/IM CUCTEMHOIO MNPOTMPAKOBOrO JliKyBaHHA MOLUMPEHOrO 3axXBOPHBAHHA», KO [AOCAiLKEHHS
EFC15935, 3 nonpaskow 03, Bepcia 1 Big 16 rpyaHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e gesBenonmad, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

13. 3miHa micua npoBefeHHA KNIHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOCNIMKEHHA «24-
TWKHEBE PAHAOMI3OBAHE, I'IOLI,BII7IHE CNNne, BATFATOUEHTPOBE JOCHIDKEHHA Y
MAPAJIENbHUX TPYTIAX 3 AKTVBHM MPEMNAPATOM MNOPIBHAHHA AJ1A OUIHKN EPEKTUBHOCTI TA
BE3MEYHOCTI MPEMNAPATIB PF-06650833, PF-06651600 | TO®AUUTUHIBY HAK B HAKOCTI
MOHOTEPAMI, TAK | B KOMBIHALIII, ¥ MALIEHTIB I3 AKTUBHUM PEBMATOIAHM APTPUTOM
CEPEAHBOIO TA BAXKOIo CTYMNEHA | HEAOCTATHbOKO BIAMOBIAAKO HA TEPAMIKO
METOTPEKCATOM», kof, pocnimpxkeHHa B7921023, octatoyHa Bepcis NPOTOKOy Bif 22 »oBTHA 2019 p.;
cnoHcop - MNdpaiizep IHk., CLUA

3asaBHUK - MNMdcpaiizep IHK., CLUA

BY/NO CTANO
O.M.H., npod. M'nnopnéos A.M. O.M.H., npodd. Mnnopnéos A.M.
MepguuHniA UeHTPp TOBapucTBa 3 OOMeXeHOow | MeAWUYHUI LEeHTP TOBapuUCTBa 3 06MeXeHOo
BignoBiganbHicTIO «PeBMOLEHTp», BigAin KNiHiYHMX | BignoBiganbHicTIO «lHCTUTYT
AocnimkeHb, M. Knis peBMartonorii», Bigadi KAiHIMHUX A0CNIMKEHb,




| m. Kuis

14. BKOUEHHSA [OAATKOBUX Micub NMPOBeAEHHA K/iHIYHOro BUNPOOYBaHHA A0 NPOTOKO/Y KAiHIYHOMO
pocnimpkeHHs «PaHgomisoBaHe, noAgiiHe cnine, nnauebo-KoOHTPoIboBaHe, baraToLeHTpoBe AOCNiAXeHHs 2b
chasu 3 nigbopy Ao3m npenapaty AZD5718 y naujieHTiB 3 XpPOHIYHOO XBOPOOOIO HUPOK 3 NPOTEIHYpPIED», KO
pocnipkeHHa D7551C00001, sepcis 3.0 3 iHkopnopoBaHoto nonpaskoto Ne2 Big, 25 ciyHa 2021 poky; cnoHcop -
«AcTpa3eHeka Ab», LLBeuis / AstraZeneca AB, Sweden

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1. | 4.M.H., npod. CKpunHuK H.B.

KomyHasnibHe HekomepuiiiHe mnignpuemcTBo «O6nacHa KiiHiYHa NikapHa  IBaHO-®paHKiBCHKOI
ob6nacHoi pagu», €HOOKPWHOJONYHE BiAAiNeHHs, |BaHO-OpaHKIBCbKWI HaLiOHANIbHUIA MeaWNYHWiA
YHiBepcuTeT, kadpeapa eHA0KpUHONOrii, M. IBaHO-PpaHKiBCbK

2. K.M.H. MuwaHumy .1,

KuiBcbka KniHiYHA MikapHA Ha 3aslisHUYHOMY TpaHcnopTi Ne2 dinii «LieHTp oxopoHu 340pOB’'s»
aKLiOHEepHOro ToBapucTBa «YKpaiHCbKa 3ani3HULSA», eHAO0KPUHONOrIYHE BiaaineHHs, M. Kuis

3. 3aB. LeHTpy JleryH O.M.

KomyHanbHe HekoMepuiiiHe nignpneMcTBo «O61acHa KhiHiYHa nikapHs |BaHO-®paHKiBCbKOT
obnacHol pagn», LieHTp Hedpponorii, gianisy i TpaHcniaHTauji, BigaiNneHHs iHTeHCMBHOT HEPPOOTiT,
M. IBaHO-®paHKiBCbK

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

KomyHasibHe nignpruemcTBo «llontaBcbka o6nacHa KniHivHa nikapHA iM. M.B. CknichocoBcbKoro
MonTaBcbKOT 061acHOT pagu», eHAOKPUHOOTIYHE BigAineHHs, MonTaBCbkuii epXaBHUA MeanYHWIA
yHiBepcuTeT, kaheapa eHAOoKPUHOIONT 3 ANTAYUMY iHheKUiiHUMK XxBopobamu, M. MNonTasa

5. | o.m.H., npodb. Mepuesa H.O.

KomyHanbHe HekomepuiiHe nignprueMcTBo «Micbka KiHiuHa nikapHa Ne9» [HINpOBCLKOT MiCbKOT
paaw, TepaneBTuYHe BiggineHHsA Ne3, [IHINPOBCLKMIA AepXaBHUIA MeauYHWIA YHiBepcuTeT, kadeapa
E€HOOKpUHoorii, M. AHINpo

15. 3any4yeHHs gopaTKOBUX MiCLb MPOBeAEHHS KMIHIYHOro [OCAiMKEeHHS [0 NPOTOKO/Y KAiHIYHOro
JocnipKeHHa «52-TWKHEBe, paHAoMi3oBaHe, MoABiiHE criine, naauebo KOHTPO/SbOBaHE AOC/IMKEHHS Yy
napanenibHuX rpynax 3 MeTor OLiHKM etheKTUBHOCTI Ta 6e3neyHocTi ABoX A03 npenapaty CHF6001 y chopmi
CYXOro MOPOLLKY ANS iHransauini, Wwo 4o4aTbCs 40 NiATPUMYHYOT NOTPIAHOT Tepanii y NawieHTIB i3 XPOHIYHUM
OOCTPYKTMBHMM  3aXBOpHOBaHHAM siereHb (XO3J/1) Ta XPOHIYHMM  OPOHXITOM», KOL  [AOCHIOKEHHS
CLI-06001AA1-04, sepcia 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K’e3i ®apmauesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanis

3asiBHUK - TOB «KOBAHC KNIHIKA JEBENOMNMEHT YKPAIHA»

No M.1.B. BignoBigasbHOro gocnigHnKa
n/n HasBa micus npoBeAeHHs K/iHIYHOTo BUNPOGYBaHHSA
1. K.M.H. Fognescbka O.M.

KomyHasibHe HekoMepUiitHe NignprueMcTBO «Micbka KNiHiYHa NikapHS WBWAKOT Ta HEBIAKNaAHOI
Meau4yHoi gonomoru iM. npodd. O.l. MeulaHiHoBa» XapkiBCbKOi MiCbKOI paau, TepaneBTuyHe
BigaineHHs Ne 1, M. XapkiB

2. K.M.H. Kypuk J1.M.

[epxaBHa ycTaHoBa «HauioHanbHWIA iHCTUTYT oTr3iaTpil i nynbMoHonorii im. ®.I'. AHOBCbKOro
HauioHanbHOT akageMii MeguuyHUX HayK YKpaiHw», BiggineHHs OGpoHX006CTPYKTUBHUX
3axBoploBaHb fiereHs, M. KuiB

3. K.M.H. CnenyeHko H. C.

KomyHasibHe HekoMmepLuiiiHe MigNpMEMCTBO «BiHHMUbKA Micbka K/iHiYHA nikapHa Ne 1»,
TepaneBTWYHe BifAi/IeHHd, M. BiHHMUSA

4. O.M.H., npodp. AnTATKOBCbKa €.M.

KomyHasibHe HekoMepUiiiHe MiANPMEMCTBO «KliHIiYHa /likapHs WBMAKOT MeAMYHOT A0NOMOrn»
JHINpOBCLKOI MiCbKOI pagu, aneprofaioriyHnii LeHTp, M. JHinpo

5. uneH-kop. HAMH Ykpainu, g.m.H., npod. Naspuciok B.K.

JepxaBHa ycTaHoBa «HauioHanbHWIA IHCTUTYT oTrsiaTpii | mybMoHonorii im. ®.I'. AHOBCLKOro
HaujioHasibHOT akageMii MeANYHNX HAYK YKPaiHW», K/iHIKO-QOYHKLIOHa/IbHE BiAgisieHHs, M. Kuis
6. A.M.H., npod. AwmHa /1.0.




[epxaBHa ycTaHoBa «HaujioHanibHWUIA IHCTUTYT dhbTursiatpii i nynbMoHonorii im. ®.I'. AHOBCbKOro
HaujioHanbHOT akagemii MeanyHMX Hayk YKpaiHu», BigAiNeHHs AiarHOCTVKK, Tepanii Ta KiHiYHOl
hapmakoorii 3axXxBoploBaHb fiereHb, M. Kuis

7. A.M.H., npodh. MocToBoi HO.M.
MpuBaTHe Masie MiQNPUEMCTBO, MeAMYHM LeHTp «[Mynbc», TepaneBTWYHE BiAAiNEHHS,
M. BiHHMUS

8. K.M.H. OniliiHuk O.I.
KomyHanbHe HekomepuiliHe nmignpuemctBo "Micbka nikapHs Ne 6» 3anopi3bkoi MiCbKOT paaw,
as1epro-nyibMOHO/OrYHe BigAiNeHHs, M. 3anopixks

9. 3aB. Big. CmonsaHuia O.11.
KomyHasibHe HekomepuiiHe nignpueMcTBo «Ogecbka obnacHa KiiHiYHa sikapHs» Ogecbkoi
06/1acHOI paauv», Ny/IbMOHOJIONYHE BigaineHHsa, M. Ogeca

10. | A.M.H., npodp. CTaHicnaBuyk M.A.
KomyHasibHe HekomepuiiHe nignpueMcTBO «BiHHMUbKa o6nacHa K/iHiYHa nikapHa im. M.I.
MuporoBa  BiHHMUbKOT ~ 06GnacHoi  pagu», obnacHuii  NiKyBasIbHO-AiarHOCTUYHWIA
NybMOHOIONYHUIA LIEHTP, M. BiHHMUSA

11. K.M.H. Tpuwyk H.M.
HaBuyanbHO-HayKOBUIA  MeAUYHUIA  KOMMMEKC «YHiBepcuTeTCbKa KNiHika»  XapkiBCbKOro
HaLioHa/IbHOro MeIMYHOr0 YHIBEPCUTETY, KOHCY/IbTATUBHO-AiarHOCTUYHA NOAIKAIHIKa, M. XapKiB

12. | nikap Bennuko H.B.
KomyHasibHe HekoMepuiitHe nignpneMcTBo «Micbka nikapHsa Ne 2» 3anopi3bkoi MICbKOT paau,
TepaneBTMYHE BiAAiIeHHA, M. 3anopixKs

13. | A.M.H., npodh. Aweynosa T.B.
KomyHasibHe HekoMepLUiHe nignpuemcTBo «Micbka KniHiuHa nikapHs Ne 13» XapKiBCbKOT MiCbKOT
paju, TopakabHO-XipypriyHe BigaiNeHHs, M. Xapkis

14. | A.M.H., npodh. ®egopos C.B.
KomyHasnbHe HekoMepuiiHe nignpuemcTBo «Micbka kiHiuHa nikapHa Ne 1 IBaHO-®paHKiBCbKOT
MiCbKOI paam», TepaneBTUYHe BiAAiNeHHs, M. IBaHO-PpaHKiBCbK

15. 4.M.H., npodp. KoBaneHko C.B.
O6acHe KOMyHa/lbHe HeEKOMepLiiHe MiANPUEMCTBO «YHepHiBelbka 06/1acHa K/iHiuYHa NTiKapHs»,
Ny/IbMOHOJIOMIYHWIA Nigpo3ain, M. YepHiBLi

16. 3aB. Big. N'yHaepTaiino b. I
KuiBcbka KniHiYHa nikapHA Ha 3ani3HnYHomy TpaHcnopTi Ne 2 dhinii «LIleHTp 0XOpoHW 340p0B’'a»
aKLiOHEPHOro ToBapucTBa «YKpaiHCbKa 3aUTisHUUSA», MYyNIbMOHO0rYHe BiggineHHsa, M. Knis

17. K.M.H. KpacHokyTcbkuin C.B.
Menauko-caHiTapHa YacTuHa NprMBaTHOrO akuioHEPHOTO TOBAPUCTBA «XapKiBCbKWIi TPaKTOPHWIA
3aB0[», TepaneBTUYHe BifAiNeHHs, M. XapkiB

18. | nikap Y3yH K.C.
KomyHasibHe HekoMmepuiiiHe nignpuemctBo «O6nacHe TepuTopiasibHe MeaunyHe 06’€AHaHHS
M. Kpamartopcbka», KOHCY/IbTAaTUBHO-AiarHOCTUYHE BigfifieHHs, M. KpamaTopcbk

19. | A.M.H., npod. WeBuyk C.B.
HaykoBo-gocnigHuii  iIHCTUTYT peabinitauii oci6 3 iHBanigHIiCTI0O (HaBYas/lbHO-HAYKOBO-
NiKyBaNbHWUIA KOMMNMEKC) BIHHMUBKOrO HalioOHa/bHOTO MeAUYHOro YyHiBepcuTteTy M. M.L
Muporosa, Ny/IbMOHONOTIYHE BigAiNeHHs, BIHHUUbKMIA HaUiOHaIbHWIT MeguyYHWIA YHIBEPCUTET iM.
M.l. MuporoBa, katheapa BHYTPIWHLOT MeanumHn Ne2, M. BiHHUUA

20. | A.M.H., npodp. MNmpiHa O.M.
JlikyBanbHO-AiarHOCTUYHWIA LIeHTP ToBapucTBa 3 06MEXEHOI BiANoBiganbHICcTO «/likyBasibHO-
[iarHOCTUYHUIA LLeHTP «AZoHIC Matoc», ambynaTopHe BigaineHHsa, M. Kuis

21. K.M.H. Knanoyx B.O.
KomyHasibHe HekoMepLjiiHe NigNpPMEMCTBO XapkiBCbkoi o6nacHoi pagn «O6nacHa KiHiyHa
nNiKapHs», NyNbMOo-a/1IeprofioriyHe BigAiIeHHs 3 iIMyHOMOTIYHUMY Ta TepaneBTUYHUMK JTDKKaMMU,
M. XapkiB

22. | A.M.H., npodch. KoHonkiHa J1.1.
KomyHanbHe HekomepuiliHe nignpuemcTtBo «Micbka KniHiuHa nikapHa Ne 6» [HiNpOBCLbKOI
MICbKOT paaw, KOHCYNbTaTUBHO-AjiarHOCTUYHE BiaAiNeHHs, JHINPOBCbKMIA AepXaBHUIA MeaNYHWI
YHiBEpcUTET, Kaeapa BHYTPILLHbOT MeanunHn 1, M. [IHINpo

23. | A.M.H., npodp. MoTabawHin B.A.
KomyHasibHe nignpnemMctBo «KpuBopisbka Micbka K/iHiuHa nikapHA Ne2» KpuBOpi3bKOi MiCbKOT
pagw, NyJbMOHOJIONYHE Big4IIEHHS, [HINPOBCHKNIA OepXaBHWI MeANYHWIA YyHIBEpPCUTET,
kacbeapa Tepanii, kapgionorii Ta ciMenHoi mMeanumHu dpakynbTeTy NICASANMNIIOMHOT OCBITH,
M. Kpusuia Pir

24, K.M.H. CagomoB A.C.




KomyHasibHe HekoMmepuiitHe nignpneMcTBo «Micbka nikapHsa Ne 7» 3anopi3bkoi MICbKOI pajau,
TepaneBTUYHE BiAAiIeHHA, M. 3anopixKs

25. A.M.H. AcaHos E.O.

JepxaBHa ycTaHoBa «IHCTUTYT repoHTonorii imeHi 4.®. YeboTapboBa HaujioHanbHoT akagemii
MeguuHuX Hayk AMH», Biggin KniHiyHOT disionorii Ta natonorii  BHYTPILWHIX OpraHis,
3arasibHoTepaneBTMYHe BiaaisieHHs, M. KuiB

26. | K.M.H. o6psiHcbkuii [.B.

MeanyHWii LeHTp ToBapMCTBa 3 0OMEXEHOI BiANOBIAaNbLHICTIO «MeanyHa kiHika «bnaromeny,
NiKyBaJ/IbHO-AjarHOCTUYHWIA Nigpo3ain, M. Kuis

27. K.M.H. [onko O.9.

JlikyBanbHO-AiarHOCTUYHMIA LLEHTP TOBapuCTBa 3 OOMEXEHOH BifNoBiAa/IbHICTIO «MeanyHui
NiKyBaJUTbHO-AjarHOCTUYHWIA LeHTP «MegioH», NonikNiHiYHe BigaineHHs, M. Montasa

16. 3anyuyeHHA [OAATKOBUX MiCLb NPOBeAEeHHS1 K/HIYHOro AOCAiMKEHHA [0 NPOTOKOY KAiHIYHOro
JocnipkeHHs «52-TxHeBe, paH4OMi30BaHe, MOoABiiHe chine, 3 MOABIMHMM MaCKyBaHHSM, 3 KOHTPOJIEM
nnauebo Ta akTMBHUM KOHTponem gochigpkeHHs (Podnyminact, fAanipecn® 500 MKr), L0 NpoBOANTLCS B
napanenbHUX rpynax 3 MeTo OLIHKM e(heKTMBHOCTI Ta 6e3ne4HOCTi ABOX A03 npenapaty CHF6001 y doopmi
CYXOro MOPOLKY A5 iHransuii, Wo AoAaTbea A0 NiATPMMYHUOT NOTPIAHOT Tepanii y NauieHTIB i3 XPOHIYHUM
OGCTPYKTUBHMM  3aXBOPHOBaHHAM fiereHb (XO3J/1) Ta XPOHIYHMM  OPOHXITOM», KO, — OOCHIMKEHHS
CLI-06001AA1-05, Bepcisa 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K’e3i ®apmaueBTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanis

3asABHYVK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. | K.M.H. Jo6psHcbkuii [.B.

MeguuHnii LeHTp ToBapucTBa 3 0OMEXEHO BiANOBigaNbHICTIO «MeauuHa KniHika «bnaromen»,
NiKyBa/IbHO-AiarHOCTUYHMIA Nigpo3ain, M. Kuis

2. | K.M.H. Tognescbka O.M

KomyHasibHe HekomepuiiHe MignpueMcTBo «Micbka KAiHIYHA MiKapHS WBWMAKOT Ta HeBiAKNagHOI
MeauyHoi gornomoru im. npodp. O.l. MeuwaHiHOBa» XapkiBCbKOI MICbKOI pagu, TepaneBTu4He
BigaineHHs Nol, M. Xapkis

3. O.M.H. AcaHos E.O.

JepxaBHa ycTaHoBa «IHCTUTYT repoHTonorii imeHi [.®. YeboTapboBa HauioHanbHOI akagemii
MeAMUYHUX HayK YKpaiHu», Bigain KAiHIYHOI dpisionorii Ta natonorii BHYTPILWHIX OpraHis,
3arasibHOTEpaneBTMYHE BigdineHHs, M. Knis

4. K.M.H. Kypuk J1.M.

JepxaBHa ycTaHoBa «HauioHa/nbHUIA HCTUTYT dpTmaiaTpii i nynbmoHonorii im. ®.I'. AHOBCbKOro
HauioHanbHOT akageMmii MegnuHnX Hayk YKpaiHu», BigaineHHs 6pOHX000CTPYKTUBHUX 3aXBOPIOBaHb
nerexHb, M. KuiB

5. uneH-kop. HAMH Ykpainn, g.m.H., npod. NaBpuctok B.K.

JepxaBHa ycTaHoBa «HauioHa/lbHUIA HCTUTYT dpTmsiatpii i nynbmoHonorii im. ®.I'. AHOBCbLKOro
HaujioHanbHoI akagemii MeanYHNX HayK YKpaiHW», KiHIko-pyHKUIOHa/TbHE BifAiieHHs, M. KWiB

6. | A.M.H., npod. AwwnHa 1.0.

[epxaBHa ycTaHoBa «HaujioHanbHUiA IHCTUTYT doTu3iaTpii i nynbmoHonorii iMm. ®.I'. AAHOBCbKOro
HauioHanbHOT akagemii MeauyHnX Hayk YKpaiHu», BigdiNeHHA AiarHOCTUKW, Tepanil Ta KMiHIiYHOT
hapmakoorii 3aXxBoproBaHb fiereHb, M. Kuis

7. | nikap CmonsaHuia O.I.

KomyHasnibHe HekomepuiiHe nignpMeMcTBo «Ogecbka o6nacHa KhiHiyHa nikapHa» Opfecbkoi
o6nacHol paan», Ny/IbMOHOJIONYHe BigaineHHs, M. Ogeca

8. | o.m.H., npodh. CtaHicnaBuyk M.A.

KomyHasibHe HekOMeEpLiiHe NigNpUeEMCTBO «BiHHMUbKa 061acHa KniHivHa nikapHs im. M.1. Muporoea
BiHHMLbKOT 0G1acHoOi pagy», 061acHWn NiKyBaSIbHO-4IarHOCTUYHWIA MYSIbMOHOJIOTIYHNIA LEHTP, M.
BiHHMUA

9. K.M.H., AoueHT Tpuwyk H.M.

HaByanbHO-HAyKOBUIA  MEAWYHWIA  KOMMJIEKC  «YHIBEPCUTETCbKa  KAiHiKa»  XapKiBCbKOro
HaLiOHaIbHOr0 MeZINYHOr0 YHIBEPCUTETY, KOHCY/IbTATUBHO-AiarHOCTMYHA NOJIiKAiIHIKA, M. XapKiB
10. | nikap Benuuko H.B.

KomyHanbHe HekoMepuiiiHe nignpnemMcTBo «Micbka nikapHsa Ne2» 3anopi3bkoi MICbKOI paaw,
TepaneBTUYHE BiAgjiNeHHs, M. 3anopixKs

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




Mepanko-caHiTapHa 4YacTMHa MNPMBATHOIO akLiOHEpPHOro TOBapUCTBA «XapKiBCbKWI TPaKTOPHWIA
3aB0O/», TepaneBTUYHe BiaaineHHs, M. XapkiB

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

HaykoBo-gocnigHuid iHCTUTYT peabinitauii oci6 3 iHBanigHICTIO (HaBYaslbHO-HayKOBO-/liKyBaslbHUIA
KOMM/eKCc) BiHHWUBKOrO HalioOHa/IbHOTO  Mefu4HOro  yHiBepcuteTy iM. M.l TMuporosa,
Ny/IbMOHO/IOTIYHE BigAiNeHHs, BiHHULbKUIA HaLiOHaNbHWIA MeauyHKiA yHiBepcuTeT iM. M.1. Muporosa,
Kadhegpa BHYTPILIHLOT MeanumHn Ne2, M. BiHHMUA

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

NikyBa/IbHO-AjarHOCTUYHWIA LLEeHTP ToBapucTBa 3 OOMEXEHOW BiANOBIJANLHICTIO «JliKyBaslbHO-
AiarHOCTUYHUIA LeHTPp «AfoHic MNntoc», ambynatopHe BigaineHHs, M. Kuis

14. | k.M.H. F'onko O.9.

JlikyBaNbHO-AiarHOCTUYHNIA LLEHTP TOBapucTBa 3 O0OOMEXEHOH BiAMOBIAAJIBHICTIO «MeguyHuii
NiKyBa/IbHO-AiarHOCTUYHUIA LeHTP «MegioH», nonikniHiYHe BiggineHHs, M. MonTasa

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

KomyHasibHe HekoMmepujiiHe nignpremcTBo «Micbka KniHiYHa nikapHa Ne6» [HINPOBCHKOI MiCbKOi
pagn, KOHCYNbTaTWMBHO-GiarHOCTMYHE  BiAAiNeHHs, [HINPOBCbKUA  AepXaBHUA  MefUYHWiA
YHIiBEpCUTET, Kadpepa BHYTPILLHbOI MeanumHn 1, M. [HINpo

17. 3miHa Mmicua npoBeAeHHA KNiHIYHOrO BUMPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO AOCAIAKEHHS
«PaHgomizoBaHe, noagiiHe cnine gocnigxeHHs, Il dasn, Ans nopiBHSAHHA Npenapaty YnagauuTuHIO
(ABT-494) 3 nnauebo Ta 3 ajasiiMmymadboM y nauieHTiB 3 akTUBHUM NCOPiaTUYHUM apTpUTOM, SKi MalTb B
aHamHe3i HeajekBaTHYy BiAMnoBigb NpUWHaVMHI  HA OAMH  HebionoriyHuiA  XBOPOGO-MOANIKYOUNTA
npotupeBmatuyHuii npenapat (XMMPM) — SELECT - PsA 1», kog pochigpkeHHs M15-572, 3
iHKOpnopoBaHUMK aaMiHiCTpaTUBHUMM 3MiHamMu 1, 2, 3, 415 Ta Monpaskamu 1, 1.01 (ana VHP kpaiH) 2, 3,4, 5
Ta 6 Big 15 TpaBHa 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

BYno CTANO

O.M.H., npod. MTHnnoprnéos A.M.

MeauuyHuii UEeHTP ToBapucTBa 3 OGMEXEHOK
BignoBiganbHiCcTIO «PeBMOLEHTP», Bigain
KNiHIYHUX gocnigxeHb, M. Kni

O.M.H., npod. Mnnoprnéos A.M.

MeauyHuii ULEeHTP ToBapucTBa 3 OOMEXEHOI
BignNoBiganbHIiCTIO «IHCTUTYT peBMaTOJOorii»,
BigAin KniHiuHux gocnipxeHb Nel, M. KuiB

18. 3miHa BignoBiganbHOro pgocnigHMka Ta 3MiHA Ha3BU Micusa nNpoBefeHHA KMiHiYHOro
BUNPOOYBaHHSA; 3MiHA Ha3BU MicLb NPOBeAEHHA KMiHIYHOro BUNPOOYBaHHA [0 NPOTOKOAY KAiHIYHOro
JocnimpkeHHs «BigkpuTte gocnimkeHHs 1 dasn, Wo Bneplue NpoBOAUTLCSA Ha OAMHI, 3 eckanauieto 4o3u
MGDO013, 6icneundiuHoro DART® npoTeiHa, wo 38'a3ye PD-1 1a LAG-3 y nauieHTiB 3 HeonepabenbHMMmn abo
MeTacTaTUYHUMMN HOBOYTBOPEHHAMMU» , Kog, focnimpkeHHs CP-MGDO013-01, 3 iHKOpNopoBaHo NonpasKoo 6
Big 09 uepsHa 2020 poky; cnoHcop - MakpoxkeHikc, IHK. (MacroGenics, Inc.), CLUA

3asaBHUK - TOB «KLIP YkpaiHa»

BYNO

CTANNO

nikap Mununexko I.B.,

nikap Horaesa J1.1.,

KomyHanbHuii 3aknag «Yepkacbkuii o6nacHuii | KomyHanbHe  HekomepuiiiHe MigNpPUEMCTBO
OHKOJIOTiYHMIA AucnaHcep» Yepkacbkoi | «Hepkacbkuii o6nacHwii OHKOJIOTiYHNIA
o6nacHoi papgu, OGnacHuii nikyBasibHO- | AgucnaHcep Yepkacbkoi 06GnacHoOi  pagu»,
[iarHOCTUYHUI  TemMaTosIoOTiYHMIA  UeHTp, M. | O6nacHwuii NiKyBa/IbHO-AiarHOCTUYHNIA
Yepkacu reMartosioriyHuii LeHTp, M. Yepkacu

A.M.H., npod. MoTbko E.C.,
LeHTpasibHA MiCbKa KniHiyHa nikapHA, MicbKknii

OHKOJIOTIYHMA  UeHTp, JepxaBHuii  BULWIA
HaBYaJIbHWIA 3aknap, «YXXropoAcCbKuit
HauioHa/IbHWI YHiBepcurteT», Kacpegpa
OHKonorit Ta papgionorii chakynbTeTy

nicNAAUNJIOMHOI OCBITU Ta AOYHIBEPCUTETCHKOT
NigroToBKU, M. YXxropoa

A.M.H., npod. MloTbko E.C.,

KoMyHanbHe  HekomepuiliHe  NigNnPUEMCTBO
«UeHTpasibHa  MicbKa  K/iHIYHA  NiKapHa»
YXropopgcbKoi MiCbKOI pagu, MicbKuni
OHKONMOTiYHWNIA  UeHTp, JepxaBHuii BuUwMii
HaBYa/IbHWIA 3aknapg «YXXropoacbKuii
HaLiOHaJIbHUIA YHiBepcuTeT», Kacpenpa
OHKonoril Ta paaionorii dhakynbTeTy

nicnsaaMNIOMHOI OCBITU Ta AOYHIBEPCUTETCLKOI
nNiAroToBKU, M. YXXropopa

3aB. Big. LUeBHs C.M.,
MoAinbCbKMii  perioHasibHUE  LEHTP OHKOJIOTii,

3aB. Big. LWeBHs C.M.,

KoMyHasibHe  HeKoMepujiiHe  MignpueMCTBO




BiagAineHHa ximiotepanii, M. BiHHULA «MopinbCcbKnii perioHasIbHUIA LEHTP OHKoMorii
BiHHMUbLKOT o6GnacHoi Paau», BiagineHHs

ximioTepanii, M. BiHHNLA

19. BK/IOYEHHA [OAATKOBOrO MiCUA NpoBeAeHHs K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOJY KNiHIYHOMo
pocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoABiliHe crine, Nnauebo KOHTPO/IbOBaHe, B NapanesibHUX
rpynax, B MOCNIOOBHUX rpynax, afantuMBHe KiHiYHe pJocnimpkeHHa 3 da3n 3 HacTynHUM  BigKpUTUM
NPOLAOBXEHUM NepioLoM A5 OLIHKA eEeKTUBHOCTI Ta 6€e3NeYHOCTI /liKyBaHHA cesiekcinaromM sik JONOBHEHHS
[0 CTaHAapTHOI Tepanii y nauieHTiB i3 HeonepabenbHOW abo CTiliKo / peunamnByUOL Micns XipypriyHoro Ta /
ab0 iHTEPBEHL,NHOTIO JTiKyBaHHS XPOHIYHOK TPOMOOEMOOIYHO SIEFEHEBOIO FiNEPTEH3IE», KOA, AOCNIAKEHHS
AC-065B302, 3 nonpaskoto 3, Bepcid 4, Big 29.09.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB»,
Benbris

3asaBHUK - «<AHCCEH ®APMALEBTUKA HB», Benbris

Ne
n/n

MN.L.B. BignoBiganbHOro gocnigHuka
Has3Ba micusa npoBefeHHs KiHIYHOro BUNpoGyBaHHA
K.M.H. Bacunbea J1.1.
KomyHanibHe MignpuemMcTBo «[HINPONETPOBCbKUI 06GNACHUIA KMIHIYHWI UEeHTp Kapgionorii Ta
Kapgioxipyprii» [JHINpoONeTpoBCbKOT 06/acHOi pagu», BiggineHHs kapaionorii, [AHINPOBCbKUIA
JepXaBHUIN Mean4YHWIA YHIBepcuTeT, Kadleapa BHYTPILWHbLOT MegnumnHmn 3, M. JHinpo

20. 3miHa BignoBigasbHOro AocnigHNKa, 3MmiHa Ha3BU Micusa NpPoBeAEeHHA BUNPOOYBaHHA [0 NPOTOKONY
KIHIYHOTO AocnimKeHHs «PaHAomizoBaHe nofgiliHe cnine gocnigpkeHHs dasu I, wo npoBoanTbes Y
napanenbHUX rpynax 3 MeTol MOPiBHAHHA ePeKTMBHOCTI, 6e3MeYHOCTi Ta iIMyHOreHHOCTI 3anponoHOBaHOro
6iocuminapy npenapaty Putykcuma6 (DRL_RI) 3 npenapatom MabTtepa® y nauieHTiB i3 paHille HenikoBaHo
honikynspHoto nimcpomoro ctagii -1V 3 HU3bKUM NYyX/IMHHUM HaBaHTaXEHHSAM Ta EeKCMNpeciet Kiactepy
AndpepeHuioBaHHA (CD)20», ko gocnigkeHHs RI-01-006, sepcis 4.0 Big 04 nuctonaga 2020 poky; CnoHcop -
Dr. Reddy’s Laboratories S.A., Switzerland / Op. Pegai’'c Jlabopatopis C.A., LLBeiyapis

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

BYNo CTANO
A.M.H. npod. Monoscbka T. M.| nikap Fony6esa /1. B.
JepxaBHa ycTaHoBa «IHCTUTYT MeguuHoi | JlepxaBHa ycTaHoBa «lHCTUTYT  MefUUHOI

pagionorii im. C.M. Fpurop’eBa HauioHanbHOI
akagemii MeAUUYHUX HayK YKpaiHu», BifJineHHs
KNiHIYHOT OHKONOTIi 3 rpynoto remartosnorii, M. Xapkis

papgionorii Ta oHkonorii im. C.MN. Fpurop'eBa
HauioHanbHOi  akagemii MeguuHUX  HayK
YKpaiHu», BiggineHHs  KAIHIYHOT  OHKoAoriT i
rematosorii, M. Xapkis

21. 3mMiHa Ha3BMW MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOIO AOCAIMKEHHS
PaHpomizoBaHe, nNoAgiiHe cnine aocnigpkeHHs asun 3, Wo NpoBOAUTLCA B NapasieflbHUX rpynax 3 MeTor
NOPIBHAHHA €(PEeKTUBHOCTI, 6e3nekn Ta iIMyHOreHHOCTI 3anponoHoBaHOro 6ionoAi6Horo MikapcbKoro 3acoby
YcTtekiHyma6 FYB202 Ta npenapata CTenapa y nauieHTiB 3 6/15LLKOBMM NCopiazoM cepefiHboro Ta BaXKoro
CTYNeHs TAXKOCTI., ko, gocnimkeHHa FYB202-03-01, dhiHanibHa Bepcia 1.0 Big 30 ciuHa 2020p.; cnoHcop -
«bioek 'M6X», HimeuunHa (bioeq GmbH, Germany)

3anBHuUK - TOB «BOPABANA, KNIHIKAM TPAISIC YKP»

BYNO

CTAIO

A-M.H. Pe3HiueHko H.HO.,

BiiicbkoBuiA rocnitasib (BilicbkOBa 4YacTuHa
A3309) BiiCbKOBO-M€eUYHOro KNiHiYHOro
ueHTpy [liBOoeHHOro perioHy, TepaneBTUYHe
BigAiNeHHsa (3 nanaramy AN HEBPOJIOTiUHUX Ta

A-M.H. Pe3HiueHko H.HO.,

BilicbkoBuiAi rocnitasib (BilicbkOBa 4YacTuHa
A3309) BiliCbKOBO-MeAUYHOro KNiHiYHOro
LueHTpy CXigHOro perioHy, TepanesTU4He
BigAineHHsa (3 nanatamu AN HEBPOJIOTIYHUX Ta

JEepMaTOBEHEPONOTNIYHNX XBOPUX), M. 3anOpiXKs

JEepMaTOBEHEPONONIYHNX XBOPUX), M. 3an0piXKs

22. OHoBNeHa 6polypa gocnigHuka BAY 1841788, Bepcis 6.0 Big 04 6epe3HA 2021 poKy, aHIM1iINCbKOIO
MOBOI0; MpPoOAOBXEHHA TepMiHy NPoOBeAEeHHA AOoCNifKeHHA B YKpaiHi go 30 nunHA 2021 poky A0
NPOTOKONY K/IHIYHOro AoChiaKeHHs «MixxHapoaHe paHAoMi30oBaHe NoAgiiHe cine nnauebo-KOHTPo/IboBaHe
pocnimpkeHHs 1l dpasu, cnpsimoBaHe Ha BU3HaAYeHHS e(PEKTUBHOCTI i 6€3Ne4YHOCTi npenapaTty Aaposytamip,
(ODM-201) y 40/0BiKiB 3 HEMeTacTaTUYHUM FTOPMOH-PE3NCTEHTHUM PakoM nepeamixypoBoi 3a/10311 BUCOKOTO
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pu3KnKy», Kog aocnimpkeHHs BAY 1841788 | 17712 ARAMIS, Bepcisa 5.0 3 iHkopnoposaHoto nonpaskoto 04 Bif,
06 nmnHa 2019 poky; cnoHcop - baiiep Al', HimeuunHa
3asaBHUK - TOB «KniHiuHi gocnigpkeHHs AKoH», YKpaiHa

23. bpouuypa gocnigHuka ans npenapaty STELARA® (ustekinumab), BugaHHs 22 Big 17 ntotoro 2021
poKy; 36iNnblUeHHA KiNbKOCTi NayuieHTiB, AKi npuiimaloTb y4yacTb Yy K/iHIYHOMY BUMPOGYBaHHi Ha
TepuTopii YKkpainu, 3 200 go 211 oci6; MopoBXeHHA TPUBAIOCTI KNiHIYHOIO BUNPOGOYBaHHA B YKpaiHi g0
31 rpyaHsa 2021 poKy A0 NpOTOKO/Y KAiHIYHOro BunpobyBaHHA «PaHaoMisoBaHe, noaBiiHe cnine, nnayebo-
KOHTPO/IbOBaHe, baraToLeHTPoBE A0CNiMKEHHS dhasu 3, WO NPOBOANTLCS B NapasienlbHUX rpynax Assi oLiHKN
6e3neyHoCcTi Ta e(PeKkTUBHOCTI 3aCTOCYBaHHSA YCTEKiIHyMaoOy Ans iHAYKUIMHOI Ta nmigTpumyodoi Tepanii y
YYaCHUKIB OCNIIKEHHSA 3 aKTVBHUM BUPA3KOBMM KOJIITOM CepefHbOro abo BaXKKOro CTYNEHS TSHXKKOCTI», KoL,
pocnipkeHHs CNTO1275UC03001, 3 iHKopriopoBaHot nornpaskoto 2 Big 20 keBiTHA 2016 poky; CnoHcop -
«HAHcceH-Cinar IHTepHewHn HB», benbris

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

24. 3any4yeHHA [O[ATKOBUX MiCLib MPOBEAEHHS BUMPOGYBaHHA 40 NPOTOKO/TY KIHIYHOTO AO0CAIAKEHHS
«MixHapogHe, paHZoMi3oBaHe, noggiiHe cnine, nnaue60-KOHTPONbOBaHE AOCAIMKEHHS 3 METOH OLiHKK
BM/IMBY LUKIOCUNIKATY LLUPKOHIIO HATPIlO Ha CepLeBOo-CyAMHHI HAC/MiaKM, NOB’A3aHI 3 apUTMIEID B YHaCHUKIB
3 peunamByOHO0 rinepkaniemieto, siKi 3HaX0AATbCSA Ha XPOHiYHOMY remogianisi (DIALIZE-Outcomes)», kopg,
pocnigpkeHHs D9487C00001, sepcis 1.0 Big 13 ciuHa 2021 poky; cnoHcop - AstraZeneca, AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa MicLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. 3aB. ueHTpom lNnsosaposa H.I1.

KomyHanbHe HekomepUiiHe NignprueMcTBO «BiHHMLbKa 061acHa KniHivuHa nikapHs im. M.I. Muporosa
BiHHMUbKOT 061acHOT pagu», obnacHuii LleHTp Hedopornorii Ta gianisy (06n LiHTal), BiggineHHs
XPOHIYHOro remogianisy, M. BiHHMUA

2. | nikap Xopoc B.M.

KomyHanbHe HekomepuiiHe nignprmeMcTeo «Micbka KiiHiuHa nikapHa Nel0» OpecbKoi MiCbKoi paau,
BiggineHHa yponorii Nel, m. Ofieca

3. | o.m.H., npodh. MapTuHiok J1.1.

KomyHanbHe  HekomepujiiHe  nignpueMcTBO  «TepHOMi/IbCbKa  YHiBEpCUTETCbKa  JliKapHA»
TepHoNiNbCLKOT 06/1aCHOT paaw, BiaAieHHS remogiasi3y, TepHONiNbCbKNiA HaLiOHaIbHUIA MeAUYHWIA
yHiBepcuTeT iMeHi |.A. lopbayeBcbkoro MiHicTEpCTBa OXOPOHWM 340PO0B'A YKpaiHu, kadegpa
BHYTPILWIHLOT MeauuunHn Ne3, M. TepHonisb

4. K.M.H. CTpunxak B.B.

KomyHasibHe HekomepLiiHe NignpuemMcTBO «3akapnaTcbka ob1acHa KniHivHa nikapHsa iMeHi AHgpis
HoBaka» 3akapnartcbkoi 061acHOi paau, BigdiNneHHs Hedposorii Ta NporpaMHOro remogianisy,
M. YXXropoz,

5. | 3aB. LUeHTpy PomaHcbkuii C.A.

KomyHanibHEe HekoMepuiiHe nignpuemMcTBo «LIeHTpanbHa Micbka KAiHiYHA nikapHs |BaHO-
®paHKIBCbKOT MiCbKOT paau», LeHTp Heddpoorii Ta gianisy, M. IBaHO-PpaHKIBCbK

6. | 3aB. Big. KopHeera C.I1.

KomyHasnibHe HekomepuiliHe NignpueMcTBO «3anopisbka o061acHa KAiHiYHa NikapHs» 3anopi3bKoi
obnacHol paaw, BiagineHHsa Hedoponorii Ta gianisy, M. 3anopixksa

7. | nikap Kyuma I./1.

MeguuHnii UEHTP BigOKpemaeHoro nigposginy «HedoponorivHa kniHika npodiecopa [Amutpa
IBaHOBa» TOBapUCTBA 3 OOMEXEHOI BigNoBiAasIbHICTIO «MeanyHa npakTuka», M.Kuis

25. NMonpaBka Ne 1.0 Big 02 kBiTHA 2021 p. Ao Jocbe pocnimxysaHoro npenapary CHF 5993 pMDI (kop,
BokymeHTy CLI-CHF5993-TEST-IMPD-MAIN-00738), Bepcia 1.0 Big 16 uyepBHA 2020 p. aHrAilicbKoo
MOBOI0; 3a/lydeHHA [OAATKOBOrO MiCUs MNPOBEAEHHS KMIHIYHOTO BUMNPOOYBaHHA [0 NPOTOKO/Y
KMIHIYHOTO BUMNpOByBaHHA «MixHapogHe, 6araToueHTpoBe, paH4oMI30BaHe, NoABiiHE Cline [OCMiMKEHHS
hasm Il y 2 napanenbHux rpynax TpBanicTio 52 TWXHI 3 METOK NOPIBHAHHA eqIeKTUBHOCTI, 6e3nekn Ta
nepeHoCMMOCTi doiKCoBaHMX A03 NOTPINHOT KOMOGIHALT «6beknoMeTasoH gunponioHar, opmoTepon ymapar i
rnikonipoHin 6pomia» (CHF 5993) i dhikcoBaHMX A03 NOABIAHOT KOMOGiHaLi «6eknoMeTa3oH AunponioHarT i
cdhopmoTepon cymapar» (CHF 1535), 06uaBi 3 SKMX BBOASATbCA 4epes iHranatop pMDI, y nauieHTiB i3
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XPOHIYHUM OBCTPYKTUBHUM 3aXBOPIOBaHHAM nereHb (XO3/1)», kog pocnigpkeHHs CLI-05993AA3-06, Bepcid
1.0 Big, 21 TpaBHA 2020 poky; cnoHcop - «K'e3i ®apmaueBTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis
3asBHUK - TOB «KOBAHC K/IHIKA AEBENIOMNMEHT YKPATHA»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1. K.M.H. [onko O.9.

JlikyBaNIbHO-AiarHOCTUYHWIA LEeHTP TOoBapucTBa 3 OOMEXEHOH BiANOBIga/bHICTIO «MeguyHuii
NiKyBa/IbHO-AiarHOCTUYHUIA LLeHTPp «MegioH», noaikniHiyHe BiaAineHHs, M. MonTtasa

26. Po3pgin 2.6.1. llokniHiyHe NMCbMOBe pe3loMe — BCTYMHa YacTUHA, Bepcis Big 07 6epe3Ha 2017 poky.
Po3pgin 2.6.2. JokniHiyHe nucbMoBe pestome — chapmakosnorisi, Bepcisa Big 14 6epe3Hsa 2017 poky.
Posgin 2.6.3. TaGnuuHuWiA KOPOTKMIA BUKNap (papmMaKkosioriuHMX BacTUBOCTEd, Bepcia Big 25
nucronaga 2016 poky. Po3ain 2.6.4. flokniHiuHe NnucbMoBe pe3tome — papMakoKiHeTuKa, Bepcis Big 14
TpaBHA 2019 poky. Po3gin 2.6.5. TaGnnuHUiA KOPOTKUI BUKNag drapMakoKiHeTUKK, Bepcia Big 16
TpaBHA 2019 poky. Po3gin 2.6.6. [lokniHiuHe nNUCbMOBE pes3loMe — TOKCUKOOrif, Bepcia Big 25
nuctonaga 2016 poky. Posgin 2.6.7. TaGnuuHWiA KOPOTKWUIA BUKMIAaA TOKCUKOMOrii, Bepcia Big 25
nuctonaga 2016 poKy. ENeKTpoHHMiIT LWOAEHHUK: 3BIiT 3 ekpaHy. Kypc HaB4YaHHs KoMnaHii
«AcTpa3eHeKka» ANA y4YaCHUKIB [OC/iMKEHHA, Bepcia Bif 27 KBiTHA Big 2020 poKy YKpaiHCbKOO
MOBOI0. ENeKTpOHHWIA WoAeHHUK: 3BIT 3 eKpaHy. AHKeTa o0 cTaHy 3a0poB’a EQ-5D-5L, Bepcisa 1.00
Bif 14 kBiTHA 2021 poKy, YKPaiHCbKOI Ta aHrNificbKol MoBaMW. ENEKTPOHHMIA WOAEHHUK: 3BIiT 3
ekpaHy. TecTOBUIA KOHTPONb 3HaHb yYacHUKa, Bepcia 1.00 Big 10 kBiTHA 2020 pOKy, YKpaiHCbKOIO Ta
aHrnificbkoro MoBamu. EneKTpoHHUIA WOAEHHUK: 3BIiT 3 eKpaHy. HaBuasibHe Bigeo Ans yyacHUKIB,
Bepcisa 1.00 Big 10 kBiTHA 2020 poKy, YKPAIHCLKOIO Ta aHINMiliCbKOI0 MOBaMu. ENeKTPOHHWIA WOAEHHUK:
3BIT 3 eKpaHy. IHCTPYKUiT Ta onuTyBanbHUKU, Bepcis 1.00 Big 14 kBiTHA 2021 poKy, YKpPaiHCbKOIO Ta
aHrNincbKkol MoBaMu. ENEKTPOHHMI WOAEHHUK: 3BIiT 3 eKpaHy. 3arajlbHa OLiHKa naui€HTOM
nepeHocumocTi nikyBaHHA (PGI-TT), Bepcia 1.00 Big 14 KBiTHA 2021 poOKy, YKpaiHCbKOK Ta
aHrnincbKo moBamMu. ENeKTpoHHUIA WOAEHHUK: 3BIT 3 eKpaHy. «OnuTtyBanibHUK PRO-CTCAE, Bepcis
1.00 Big 14 kBiTHA 2021 pOKY, YKPAIHCHKOIO Ta aHI/MiNCbKOO MOBamMu. ENEeKTPOHHUI WOAEHHUK: 3BIT 3
eKpaHy. OnutyBasibHUK QLQ-C30, Bepcia 1.00 Big, 14 kBiTHA 2021 poKy, YKPAiHCbKOIO Ta aHINiliCbKOO
MoBamu. ENeKTpOHHMI WoAeHHUK: 3BIT 3 ekpaHy. OnuTyBasibHUK QLQ-OV28, Bepcis 1.00 Big 14 KBiTHA
2021 poKy, YKpaiHCbKOK Ta aHrAificbkolo mMoBaMu. ENeKTPOHHWI LWOAEHHUK: 3BiT 3 €eKpaHy.
HaragyBaHHs1 Npo 3aNnoBHEHHS ONUTYBa/lbHUKA, Bepcia 1.00 Biag 14 KBiTHA 2021 poky, YKpPAIHCLKOIO Ta
aHrnificbkoro MoBamu. ENeKTpOHHMIA WOAEHHUK: 3BIiT 3 eKkpaHy. [oBTOpHe HaragyBaHHA npo
3anoBHEHHA onuTyBasibHUKa, Bepcia 1.00 Big 14 kBiTHA 2021 poOKy, YKPAiHCbKOIO Ta aHr/iliCbKOI
MoBamMu. ENeKTpOHHUIA WOoAEHHMK: 3BIT 3 eKkpaHy. HaBuanibHUiA Mogynb (He0GoB’sA3KOBEe), Bepcia 1.00
Bif 26 KBiTHA 2021 poKy, YKPAiHCbLKOIO Ta aHI/IiACbKOK MOBaMM [0 NPOTOKO/TY K/iHIYHOrO BUNPOBYBaHHS
«PaHgomizoBaHe, nogsiiHe cnine, nauebo0-KOHTPObOBaHe, gocnimkeHHsa Il dasm  nigTpumyroyoi
MOHOTepanii onanapn6éom y ydacHukiB 3 BRCA Wild Type posnosctiogpkenHnm (FIGO crtagia IlI-1V)
BMCOKOoAMhepEHLiioBaHM CEPO3HNM abo eHAOMETPIOTAHUM pakoM SIEYHUKIB NicNsa BiANOBIAl HA cTaHAApPTHY
naaTMHOBMICHY XiMmioTepanito nepLuoi niHii (MONO-OLA1L)», koa gocnimkeHHs D9319C00001, Bepcisa 1.0 Bia
17 rpygHa 2020; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

27. 3miHa Ha3BM Micus NpoBeAeHHSA KNIHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y KNiHIYHOTo BUNPOo6yBaHHSA
«baratoueHTpoBe BigKpUTE MpPoLOBXeHe pocnimpkeHHA (BMA) dasm 2 3a yyacTi nawuieHTiB, XBOpMX Ha
peBMaToigHUA apTpuT, SKi 3aBepwwInM y4yacTb Yy MONepesHbOMY PpaHAOMI30BaHOMY KOHTPOSIbOBAHOMY
BunpobyeaHHi (PKB) hasu 2 3 oujiHIOBaHHSA npenapaty YnagauuTuhio (ABT-494)», kog gocnimkeHHs M13-
538, 3 iHKopropoBaHUMK aZMiHICTpaTMBHUMK 3MiHamK 1 Ta 2 Ta nonpaskamn 0.01, 0.02,0.03, 1, 2,3,4,51a6
Big 01 rpyaHs 2020 poky; cnoHcop - Abbvie Inc, CLLA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

BY/O CTA/O

nikap, TapaceHko O.M. nikap, TapaceHko O.M.

KomyHasnbHe HeKoMepLUiiHe nignprMemcTBo | KoMmyHasibHe HekomepLiliHe nianpnemcTso «Kniscbka
«KuniBcbka  Micbka  KhiHiYHa  nikapHa  Ne3» | MicbKa KniHiYHa NikapHsA Ne3» BWKOHABYOro opraHy
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paaun | KniBcbkoi Micbkoi paay (KMiBCbKOT MiCbKOT AepXXaBHOI
(KviiBcbkoi  MicbkOT — AepxaBHOI  agMmiHicTpauil), | agmiHicTpauii), kapagionoriyHe BigAiNneHHA 3

BiggineHHs peBmatonoril, M. Kuis nanarolo IHTEHCUBHOI Tepanii, B T.4. 3 fKKaMu
iHpapkTHOro Ta peBmaTonoriyHoro npodinio,
M. Knis
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28. OHOBEHUIA NPOTOKON KNiHIYHOro BUNPOGYBaHHsA, Bepcis 7, nonpaBka 6 Big 04 6epesHs 2021 p.;
3MiHa Ha3BM KniHiYHOro BunpoOyBaHHA; LUioHooxi Bi.Bi._1704R2133_YkpaiHa_lHdopmaviiiHuii
nuctok i ¢popma iHpopmoBaHOi 3rogn 6aTbkiB_ Bepcia 2.1.0 Big 15 ciuHa 2021p., yKpaiHCbLKOK Ta
pociiicbkoto moBamu; LUioHogxi Bi.Bi._1704R2133_YkpaiHa_ IHchopmauisa pgna naudieHta Ta dopma
NOBTOPHOI iHPOpPMOBaHOI 3roau ANs NauieHTIB, IKMM Nig Yac yyacTi B JOCiAKEeHHi BUNOBHU/IOCH 18
pokiB_ Bepcia 2.1.0 Big 15 ciuHa 2021p., yKpaiHCbKOK Ta pocilicbkolo moBawmu; LUioHomxi
Bi.Bi._1704R2133_YkpaiHa_ IHcopmaunis pana nauyieHta Ta ¢opma iHchopMmoBaHOi 3rogu
HENMOBHOJITHLOro Bikom 14 - 17 pokiB_Bepcia 2.1.0 Big 15 ciuHa 2021p., yKpaAiHCbKOIO Ta POCIiCbKOI0
moBamu; LLioHopxi Bi.Bi._1704R2133_YkKpaiHa_ IHchopmauia gna nauieHta Ta coopma iHchopmMmoBaHOi
3roau ana guTuHM Bikom 11 - 13 pokiB_Bepcifa 2.1.0 Big 15 ciuHAa 2021p.,yKpaiHCbKOI Ta PocCiiicbKoto
MmoBamu; LioHopxi _Bi.Bi._1704R2133_ YkpaiHa_ IHchopmauia ansa nauieHTa Ta oopma iHchopmoBaHoOi
3rogn pUTUHU Bikom 6 - 10 pokiB_Bepcia 2.1.0 Big 15 ciuHA 2021p., yKpaiHCbKOK Ta POCIifiCbKO
moBamu; 1704R2133_YkpaiHa_ IHcpopmauiiiHuii nucToK i popma iHhbopmoBaHOi 3rogn Ans BariTHOI
napTHepKU yyacHuKa gocnigpxkeHHs_ Bepcisa 2.1.0 Big 15 6epesHs 2021p., yKpaiHCbKOK Ta POCiliCbKOIO
MoBamu; 3MiHa Ha3BM 3asiBHMKa KNiHiyHOro sBunpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«CiHeoc Xenc YkKpaiHa» [0 TMPOTOKOMY K/HIYHOrO BUMpPobyBaHHA «Bigkpute AoChifKeHHAa 3
HepaHAoMI30BaHOK (ha3or NpUnoMy 0AHOPAa30BOI 403M Y NALIEHTIB i3 MiA03pHOBaHNMN abo NigTBEPIKEHNMM
iH(heKUiAMN, BUKIMKAHUMU aepobHMMK FpaMHeratMBHMMMK GakTepisMy, 3 MOfANbLUOK PaHLOMI30BaHOK
chazoro gocnimKeHHs baraTtopa3oBoro NpuiioMy npenapaTy i3 KOHTPO/IEM aKTUBHUM NpenapaToM y NalieHTiB i3
nigo3poBaHo abo NiATBEPMKEHOK YCKNagHeHow iHdekuieto cevoBmBigHuX wnsAxie (yICL) gns ouiHkm
6€e3neYyHoCTi, NTepeHoOCMMOCTi i hapMakokiHETUKM LeddiaepPoKoy y rocnitaslisoBHUX NegiaTpuyHnX nauieHTIB
BiKOM Big, 3 MicALiB A0 MeHLIe HiXX 18 pokiB», kog aocnigxeHHs 1704R2133, sepcis 4, nonpaska 3 Big 07
TpasHA 2020 p.; cnoHcop - WioHoaxi Bi.Bi. [Shionogi B.V.], HinepnaHan

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

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

29. 3miHa micua npoBeAeHHs1 BUNPOOYBaHHA [0 MPOTOKOJY KIHIYHOIO AOCNiMKeHHA «OnTuMizoBaHe,
GaraToueHTpoBe, paHAOMi30BaHe, MOABINHE cnine, Niaueb0-KOHTPO/IbOBaHE AOCIMKEHHS Y NapanenbHux
rpynax i3 BUBYEHHS BM/VMBY eMnarnicpsio3uHy Ha 4yacToTy rocnitanisauil 3 NpuBoAy cepueBol HeJOoCTaTHOCTI
Ta BM/IMBY Ha piBEHb CMEPTHOCTI Yy NaLEHTIB i3 rocTpuM iHhapKTOM Miokapaa», kof, AocnifgxeHHs 1245-0202,
Bepcisa 1.0 Big 03 nunHa 2020 poky; cnoHcop - Boehringer Ingelheim International GmbH, HimeuunHa
3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

BYNO CTANO
A.M.H., npodb., Llenyiiko B.A. A.M.H., npodp., Llenyiiko B.1A.
KomyHanbHe HekomepuiiHe nignpuemcTtBo «Micbka | KOMyHanbHe  HekomepuiiiHe  nignpueMCTBO
KniHiyHa nikapHA Ne 8» XapkiBCbKOi MICbKOT paau, | «Micbka KhiHidyHa nikapHA Ne 8» XapKiBCbKOI
KapgionoriyHe BigdineHHs 1, XapkiBCbka MeguuHa | MICbKOI pagw, KapaionoriyHe BiggdineHHsa 1,
Akagemia nicnagunaomMHoi oceitu MO3 YkpaiHu, | M. XapkiB
Kacpegpa Kappgionorii Ta chyHKUiOHaNbHOT
AiarHoCTUKN, M. Xapkis

30. bpowypa pgocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3sHs 2021 poKy, aHI/NiACbKOIO MOBOIO;
Bpowypa aocnigHuka eHpopTymad BefotuH (Enfortumab Vedotin; ASG-22CE), BugaHHAa 10 Big 12
Gepe3Hsa 2021, aHrniicbkol MOBOLO; YKpaiHa, MK-3475-B15, Bepcia 01 Big 29 kBiTHA 2021 p.,
YKpaiHCbKOI0 MOBOIO, iH(hopMauiss Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHTa; YKpaiHa,
MK-3475-B15, Bepcisa 01 Big 29 kBiTHA 2021 p., pOCiiCbKOIO MOBOIO, iH(popMaLis Ta JOKYMEHT Npo
iHcbopmoBaHy 3rogy gnsa naudieHta; MK-3475-B15 300paXeHHA Ha €/IeKTPOHHMX LWOAEeHHUKAX ANA
nauieHTa (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health
Questionnaire; Standard Application Screenshots; Version History) ansa YkpaiHu yKpaiHCbKOI MOBOIO,
Bepcia 2.0 Big 13 Gepe3HAa 2021p; MK-3475-B15 306paXeHHs Ha €NIeKTPOHHUX LWOAEeHHUKax AnA
nauieHTa (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health
Questionnaire; Standard Application Screenshots; Version History) gnsa YkpaiHu pocificbKoio MOBOI0,
Bepcis 2.0 Big 13 6epes3Hs 2021p; 3anyyeHHA A0AAaTKOBUX MiCLib NPOBeAeHHA BUNPOGYBaHHA B YKpaiHi
00 NPOTOKO/Y KNiHIYHOTO AOC/iAKeHHA «PaHAoMmi3oBaHe, Bigkpute pocnimkeHHs 1l dasu gna ouiHku
nepionepawiiHoro 3acTocyBaHHS eHJQOpTyMaby BefoTMHY Y KOMOGiHauii 3 memGponisymadom (MK-3475)
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MOPIBHAHO 3 HEOA'tOBAHTHOIO Tepaniel reMumnTabiHoM Ta LUCMIaTUHOM Y YYaCHUKIB 3 M'A30BO-iHBA3MBHUM
pakom Ce4yoBOro Mixypa, npugaTHux Ana nikysaHHa uucnnatnHom (KEYNOTE-B15 / EV-304)», kopg
pocnipkeHHa MK-3475-B15, sepcia 00 Big 04 nuctonaga 2020 poky.; cnoHcop - «Mepk Wapn EHg Ooym
Kopn.», gouipHe nignpuemcTtBo «Mepk EHA Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa
n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS
1. | A.M.H., npod. CTychk B.T.
KomyHasibHe nignpruemcTBo «[HinponeTpoBcbka 06s1acHa KhiHivHa nikapHA iM. |.I. MeuHukoBa»

[JHIiNponeTpoBCbKOI 06/1aCHOT paamn», BigaineHHs yponorii Ne2 (oHKonoriyHe), M. JHinpo

2. | 3aB. Big. HanbaHasH T.A.

KomyHanbHe HekoMepuiiiHe nignpneMcTBo «OO6MACHUA LEHTP OHKOMOri», OHKOYpPOsoriyHe
BigAineHHsi, M. XapkiB

31. OHOB/IEHUI NPOTOKO/ KNiHIYHOrO BUNpo6yBaHHA MK-6482-005 3 iHKOpnopoBaHOK nonpaBKoto 04
Big 16 ntotoro 2021 poKy, aHrniicbKolo mMoBo; Bpowypa gocnigHuka MK-6482, BugaHHa 8 Big 25
noToro 2021 poky, aHrnilicbko MoBOO; YKpaiHa, MK-6482-005, Bepcis 2.00 Big 31 6epe3Hsa 2021 p.,
YKpaiHCbKOI0 MOBOHO, iH(hopMauifs Ta AOKYMEHT Nnpo iHhopmMoBaHy 3rony ANnA nauyieHTa; YKpaiHa,
MK-6482-005, Bepcis 2.00 Big 31 6epe3Hs 2021 p., pociiicbkoo MOBOlO, iH(hopmaLisi Ta AOKYMEHT Npo
iHhbopmoBaHy 3rogy AnA nauieHTa; OHOB/IEHMIA 3pa3OK MapKyBaHHA A/ AO0CHigKyBaHOro
nikapcbkoro 3aco6y Everolimus Wallet, Bepcia 2.0 Big 01 ntotoro 2021 poKy, aHrniicbkow Ta
YKpaiHCbKOK MOBaMu [0 NPOTOKO/Y KNiHIYHOTO BUNPOOYBaHHA «Bigkpute, paHaoMi30BaHe OOCMIIKEHHA 3
thasn npenapaty MK-6482 B nopiBHAHHI 3 npenaparoM eBeposliiMyC Yy YYacCHUKIB 3 NOLUMPEHUM HUPKOBO-
KNITVHHAM pakoMm, SIKMiA nporpecyBaB nicns nonepefHboi PD-1/L1 ta VEGF-TapreTHoi Tepanii», Kog
pocnipkeHHs MK-6482-005, 3 iHkopnopoBaHoto nonpaskoto 02 Big 14 TpaBHa 2020 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgovipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

32. bpouwypa gocnigHuka gnsa npenapaty STELARA® (ustekinumab), BugaHHsa 22 Big 17 niotoro 2021
poky; IHhopmauisa ansa nauieHTa i Popma iHchopmoBaHOi 3roan - Mogenb ana YkpaiHu | Bepcisa 8.0 Big,
21 kBiTHA 2021 poKy (YKpaiHCbKOK Ta POCI/iCbKOK MOBaMW) [0 MPOTOKONY KAIHIYHOTO AOC/iAXKEeHHS
«PaHgomizoBaHe, noggiiiHe cnine, nnaueb60-KOHTPO/IbOBaHe Ta 3 aKkTMBHUM KOHTpOJSieM, 6araToLeHTpoBe
pocnimpkeHHa asn 2/3, Wwo npoBOAMTBLCA Yy MapaneflbHUX rpynax 3 MeTOH OLiHKM edeKTUBHOCTI Ta
6e3MeyYyHOoCTi rycenbKymaby y naujieHTiB i3 XBopo6ow KpoHa B akTuBHIl pasi Big cepeaHboro 40 BaXKKOro
CTYMEHA TSXKKOCTI», koA gochnigxkeHHss CNTO1959CRD3001, 3 nonpaskow 3 Big 20 oBTHA 2020 poky;
crnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmauestuka HB, Benbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

33. Martepianu gns yyacHukiB gocnigpkeHHs: «MogudikoBaHuii paHKOBUI ONUTYBa/IbHUK A1 OLiHKN
cuMmnTomiB peditoKCy - eNeKTPOHHUIA WwoaeHHuK» (Modified Morning Reflux Symptom Questionnaire
Electronic Diary) (Custom study version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcis
1.0 Big 01 motoro 2021 poKy, YKpaiHCbKOWO MOBOK ANA YKpaiHu; «ONEeKTPOHHUWA [HEBHUK:
MOANMLNPOBAHHbIW YTPEHHUI ONMPOCHUK No cumntomam pecdntokca» (Modified Morning Reflux
Symptom Questionnaire Electronic Diary) (Custom study version for Cinclus Pharma AG, CX842A2201
clinical protocol), Bepcia 1.0 Big 28 ciuHAa 2021 poKy, pOCiIl/iCbkol0 MOBOI pAnA  YKpaiHu;
«MogudikoBaHMii BEeYipHiIA ONUTYBaJIbHUK ANA  OUWIHKA CUMMTOMIB  pedpoKCy-efIeKTPOHHUIA
woaeHHuk» (Modified Morning Reflux Symptom Questionnaire Electronic Diary) (Custom study
version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcisa 1.0 Big 01 notoro 2021 poky,
YKPAiHCbKOIO MOBOK ANA YKpaiHW; «JJIEKTPOHHUIA [HEBHUK: MoAUULMPOBaHHbII BevepHuit
onpocHuK no cumntomam pechnrokca» (Modified Evening Reflux Symptom Questionnaire Electronic
Diary) (Custom study version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcis 1.0 Big 28
CiuHA 2021 poKy, pociiiCbKOl0 MOBOK ANA YKpaiHu; «OnutyBasibHUK (QOLRAD) ansa nauieHTIB i3
cumntToMmamu nedii» (GerdQ, Ukraine-Ukrainian, version 1. date 13Mar2008), Bepcis 1. Big 13 6epe3Ha
2008 poKy, YKpaiHCbKOIO MOBOLO Ana YKpaiHu; «OnpocHuk (QOLRAD) ans nauneHToB ¢ cMMATOMamu
uaxorn» (GerdQ, Ukraine-Russian, version 1. date 13Mar2008), Bepcis 1. Big 13 6epesHs 2008 poky,
POCIACbKOI0 MOBOIO A/1s YKpaiHM [0 NPOTOKO/Y KIIHIYHOrO JOC/iMKEHHS «PaHAoMmi3oBaHe, 3 NoABiliHOW
iMiTaLi€t0 Ta 3 aKTUBHUM KOHTPOsIEM A1 Nig60py A03M, NOABIVHE Crine AOCAIMKEHHS Y NALEHTIB 3 pedu/toKe-
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e3odaritom ctyneHss C abo D 3a Jloc-AHOKeNecbkor knacugikalieo, a Takox y MauieHTiB 3 NpUHaiMHI
yacTKoBUMM cumnTomMamun pediatoke-e3ocharity, ane 6e3 3aroeHHA 3a pesy/bTaTtoM eHAOCKOMiYHOro
OOCNiHKEeHHA NiCNA OTPUMAHHA HUMWU 8-TUXHEBOro KypcCy 3arotoBaslbHOI CTaHAapTHOI Tepanii iHribiTopom
nNpoToHHOT nomnu (IMM), 38419 BUBYEHHA 6e3MeYHOCTi Ta NePeHOCUMOCTI MiKyBaHHS, LWBUAKOCTI 3arotoBaHHSA
epo3siii nicna 3actocyBaHHA X842 abo naHconpasoy NPOTAroM 4 TUXHIB, & TaKoX XapakTepy 3MiH CUMNTOMIB
MPOTArOM HACTYMHOro 4-TMXXHEBOTO Mepioay MiKyBaHHSA slaHCOMPas3osioMm», Kog, JocnimpkeHHs CX842A2201,
Bepcis 1.0 Big 03 BepecHs 2020 poky.; cnoHcop - «CiHknyc ®apma Al», LWeeliyapis/ Cinclus Pharma AG,
Lisenuapis

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

34. 3miHa 3asiBHUKA K/iHIYHOro BUNpoGyBaHHA B YKpaiHi 3 «kAHCCEH ®APMALIEBTUKA HB», Benbrisa
Ha TOBAPUCTBO 3 OBMEXEHOK BIANOBIAA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»); IHcdopmauiiiHa KapTka nauieHta ans YkpaiHu
Bepcia 2.0 Big 09 kBiTHA 2021 poKy YKpaiHCbKOI Ta POCi/iCbKOK MOBaMW [0 MPOTOKO/Y KAiHIYHOrO
BUNpobyBaHHA «baraToueHTpoBe BiAKpWUTe AOBrOCTPOKOBE MOAOBXEHE K/iHiYHe pocnigkeHHa 3b dhasu
npenapaty PCI-32765 (I6pyTuHi6)», kopn pocnimkeHHs PCI-32765CAN3001, 3 nonpasko INT-5 Big
19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HBx», Benbris

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

Byno Cmasio
«AAHCCEH ®APMALIEBTUKA HB», benbais TOBAPUCTBO 3 OBME)XEHOHIO
BIAMOBI4A/IbHICTIO «PAPMACBIOTIKA/T
PICEPY ACCOYLLUNENTC YKPAIHA» (TOB «®PA
YKPAIHA»)

35. Bpowypa gocnigHuka MK-3475, BugaHHa 20 Big 08 6epe3Hs 2021 poKy, aHrNiiCbKOK MOBOLO;
Bpowypa gocnigHuka AZD2281, LYNPARZA®, olaparib, KU-0059436, BupgaHHA 20 Big 21 ciuHa 2021
POKy, aHrnilicbKoo MOBOIO; YKpaiHa, MK-7339-012, IHchopmauis Ta [OKYMeHT npo iHhopMoBaHy 3rony
AnAa nauieHta, Bepcia 1.02 Big 27 kBiTHA 2021 p., yKpaiHCbKOIO MOBOW; YKpaiHa, MK-7339-012,
IHhopMauifa Ta [OKyMeHT npo iHhopmoBaHy 3roay Ans nauieHTa, Bepcia 1.02 Big 27 6epesHa 2021 p.,
POCIACbKOI0 MOBOK [0 MPOTOKO/TY KAIHIYHOIO AoChigpkeHHs «JocnimkeHHs 1l da3n nemGponizymady
(MK-3475) y koMb6iHaL,ii 3 CynyTHLO XiMiOMPOMEHEBOI0 Tepani€to 3 No04asIbLUMM BBEAEHHSM NeMbponizymady
3 onanapnbom abo 6e3 HbOro NOPIBHAHO 3 CYMYTHLOK XiMIOMPOMEHEBOI Tepanieto 3 N04a/IbLUMM BBEAEHHAM
JypBasiymMaby B y4yacHvKiB 3 HeonepabesbHUM JIOKa/lbHO PO3MNOBCIOKEHUM HeAPIOHOKNITUHHUM pakoM
nerexis Il ctaaii (HOP/)», kog gocnipkeHHs MK-7339-012, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 01 XOBTHSA
2020 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpmemctso «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BignoBigasbHICTI0 «MC/ YkpaiHa»

Byno Crano

3anasneHHs1 nediHKu, npu sikomy y Bac | 3ananeHHsi nediHku, npu sikomy y Bac mMoxymb
MOXymb 3’s8Uumucsi Xgopoo6iusi giouymms | 3’ssumucsi Hyooma ma 6/1r08aHHs, BIOCYmMHicmb
Yy )xusomi ma 671108aHHs1, 8ioHymmsi 207100y, | anemumy, Bioyymmsi smomu, HeBeJluKe
BidHymmsi smomu, HegesiuKe MiOBUWEHHS | Ni0BUWEHHsT memMnepamypu mina, 6inb y npasil
memnepamypu mina, 6isb y npasili YacmuHi | YacmuHi >xusoma, MNOXO0BMIHHS ckKsep o4del i
JKusoma, rnoXxosmiHHs1 cksep odel i wKipu, | wkipu, nomeMHiHHS ce4i (2enamum).

nomeMHiIHHS1 cedi (2zenamum).

36. Bpowypa gocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HAa 2021 poKy, aHI/iACbKOIO MOBOIO;
YKkpaiHa, MK-7339-009, IHhopmauisa Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans nauieHta, Bepcis 03 Big
28 KkBiTHA 2021 p. yKpaiHCbKOK MOBOIO; YKpaiHa, MK-7339-009, IHcdhopmauia Ta [OKYMEHT npo
iHbopmoBaHy 3rogy AnA nauieHta, Bepcisa 03 Big 28 KBiTHA 2021 p. pocCilicbKO0 MOBOLO; YKpaiHa,
MK-7339-009, IHchopmaLiiiHKIi TUCTOK | AOKYMEHT Npo iHthopmoBaHy 3rofy Ha MailiGyTHe BiomepuuHe
pocnipkeHHs, Bepcia 00 Big 28 kBiTHA 2021 p. yKpaiHCbKOKO MOBOIO; YKpaiHa, MK-7339-009,
IHbopmauiliHMiA NNCTOK | AOKYMEHT Npo iHhopmMoBaHy 3roay Ha MaiibyTHeE GiomeAnUHe [OC/iAKEHHS,
Bepcia 00 Big 28 kBiTHA 2021 p. pOCIACbKOW MOBOK [0 MNPOTOKO/Y KIIHIYHOTO [AOC/iAKEHHS
«PaHfomi3oBaHe Bigkpute dochnimkeHHs a3y 2 Ta 3 Onanapuby y kombGiHauii 3 Memoponisymadoom y
MOPIBHAHHI 3 XiMioTepanieto y KombiHauii 3 Membponisymabom nicnia iHAYKUIT KIHIYHOT nepeBarn 3 nepLuoto
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nNiHielo  ximioTepanii 'y kom6iHauii 3 Tem6ponizymabom Yy nauieHTiB 3 MiCLEeBO-peunanByoummM
HeonepabenbHMM abo MeTacTaTUYyHUM MNOTPIAHO-HEraTMBHMM  pakoM  MosiouHoi  3a03n (TNBC)
(KEYLYNK-009)», kog, gocnimkeHHs MK-7339-009, Big 24 nunHa 2019 poky; cnoHcop - «Mepk LWapn EHA,
Joywm Kopn.», godipHe nignpuemctso «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

37. OHOB/IEHUIA NPOTOKO/ KNiHIYHOTO AOCNiMKEeHHA 3 nonpaBKkokw 2 Big 15 notoro 2021 poky
aHrniicbKkoo MOBOLO. loaaTtok A0 iHdhopmauiiHOro IMCTKa nawieHta Ta oopmu iHchopmMoBaHOi 3roau:
nnaH Aivi nig yac HenepepGavyyBaHUX OGCTaBUH Y 3B’A3KY 3 KOPOHaBipyCHOM iHekuito COVID-19,
Bepcis 1.0 Big 17 6epe3HAa 2021 poKy yKpaiHCbLKOIO Ta POCiicCbKO MOBaMu; 3aslyyeHHs A0AATKOBOI
BUPOOGHMUOT AiNAHKU ANA [OCAIfAKYBaHOro nikapcbkoro saco6y TD-1473 (THRX-139060), Ta6netka,
BKpuTa 060/10HKO0, 10 Mr, 40 mr Ta 100 mr: Millmount Healthcare Ltd, Ipnangia 4o npoTokony KNiHiYHOro
JocnipkeHHa «baratoueHTpoBe, TPUpPIYHE JOCNIAKEHHS OBroCTPOKOBOI 6e3neyHocTi (4b), Wo NnpoBoAnUTLCA
0N OUiHKK 6e3neyHOoCTi Ta nepeHocuMocTi npenapaTy TD-1473 B nauieHTiB i3 Bupa3kosum konitom (BK)», Koz
pocnipkeHHs 0164, 3 nonpaskoto 1 Big 07 nuctonaga 2018 poky; cnoHcop - Theravance Biopharma Ireland
Limited, IpnaHgis

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

38. Bpowypa pgocnigHuka MK-3475, BugaHHAa 20 Big 08 Gepe3HA 2021 poKy, aHrNiliCbKOK MOBOIO;
YKkpaiHa, MK-3475-641, IHchopmauis Ta AOKYMEHT npo iHhopMmoBaHy 3rogy A1 naudieHTa, Bepcia 1.01
Big 05 TpaBHA 2021 p., yKpaiHCbKOI Ta pociiicbkolo MoBamu; MK-3475-641, XXypHan peecTtpauii
npuiiloMmy 3HeGoMIOBa/IbHUX npenapartiB, Bepcia v1.0_00_1.0, ana YKpaiHW YKpaiHCbKOK Ta
pociiicbkoto moBaMmu; MOCIGHMK 3 BMKOPUCTaAHHA Balloro efnieKTPOHHOrO WOoAEeHHUKA A1 yYaCcHUKa
pocnipkeHHa MK-3475-641 (A-1346-0052-5151 QRG ukUA), Bepcis 1 Big 29 kBiTHA 2021 p., 4N YKpaiHu
YKpalHCbKOI0 MOBO10; MOCIGHUK 3 BUKOPUCTaHHA Balloro eneKTPoHHOro WoAeHHUKa AN yYacHUKa
pocnipkeHHsa MK3475-641 (A-1346-0052-5151 QRG ruUA), Bepcist 1 Big 27 kBiTHA 2021 p., ANa YKpaiHu
POCIACbKOI0 MOBO10; 306PaXXEHHA HA €/IEKTPOHHMUX LWoAEeHHUKax ansA nauyieHta MK3475-641 (A-1346-
0052) - Subject Facing Screen Report, MpucTpiii: TrialMax Touch, A-1346-0050_51-diary-v1-p1, Bepcis
1 Big 27 kBiTHA 2021 p., ANA YKpaiHW YKPAIHCbKOIO Ta POCIiICbKOI MOBamMu; 300paXeHHsA Ha
€NIeKTPOHHUX WoAeHHUKaxX Ana nauieHTa MK3475-641 (A-1346-0052) — Subject Facing Screen Report,
MpucTpiii: TrialMax Slate, A-1346-0050_51_52-slate-v1-pl, Bepcisa 1 Big 27 kBiTHA 2021 p., ANA YKpaiHu
YKPaiHCbKOK Ta pOCiiCbKOI MoBamu; 3pa3oK MapKyBaHHA €/IeKTPOHHOro wogeHHuka MK3475-641
(A-1346-0052), Bepcis 1 Big 01 kBiTHA 2021 p., ANA YKpaiHU YKPaiHCbLKOIO Ta POCICbKO MOBaMu;
3pas3oK MapKyBaHHS [0CAigKYyBaHOro fikapcbkoro 3aco6y EH3anyTtamig, Enzalutamide_Bottle, Bepcis
2.0 Big 27 kBiTHA 2021 pOKy, aHrNIiCbKOK Ta YKPAIHCbKOK MOBaMM [0 MPOTOKOMY KAiHIYHOro
pocnigxeHHs «PaHaomizoBaHe, noggiiHe cnine pocnigxeHHs |l a3 nem6ponizymady (MK-3475) y
KOMOiHaUii 3 eH3anyTaMigoM MOPIBHAHO 3 eH3asyTamifom 3 nnauebo y yyacHUKIB 3 MeTacTaTUyHUM
KacTpauiiiHO- pe3NCTEHTHMM pakom nepeamixypoBoi 3as103n (MCRPC) (KEYNOTE-641)», kog, JOCAigKEHHS
MK-3475-641, Bepcis 3 iHkoprnoposaHot nonpaskoto 04 Big 11 rpyaHs 2020 poky; cnoHcop - «Mepk LWapn eHp,
Joym Kopn.», goyipHe nignpuemctso «Mepk eHz Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

39. 3HiIMKM eKpaHy MOPTATUBHOIO MPUCTPOIO ANIA peecTpaLii eIeKTPOHHUX KAiHiYHMX gaHux (eCOA
Screen Report Handheld), Bepcis 5.0 ykpaiHCbKOI MOBOI ANA YKpaiHU; 3HIMKU eKpaHy NopTaTUBHOIoO
NPUCTPOIO AN peecTpauil eNleKTPOHHUX KiHiuHMX gaHux (eCOA Screen Report Handheld), Ta Bepcis
3.0 pocilicbkol0 MOBOK A YKpaiHW [0 NpOTOKO/Y K/HIYHOTO JocnimxeHHs «baraToueHTpose,
paHA4oMi30BaHe, NoABiiiHe chine, nnauebo-KOHTPObOBaHE AOCiMKEHHS ddasn 2 B napasiesibHuX rpynax ans
OLiHKM edheKTUBHOCTI Ta 6e3neyHoCTi iIHAYKLiHOT Tepanii AgBoMa fo3amu npenapaty TD-1473 y naujieHTis i3
XBOpPO60t0 KpoHa Big MOMIPHOrO 0 B&XXKOI0 CTYMEHS aKTUBHOCTI», KOg, AocnigpkeHHs 0173, 3 nonpaskoto 4 Bif
09 yepBHA 2020 poky ; cnoHcop - Theravance Biopharma Ireland Limited, IpnaHgis

3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

40. Bpouwypa pgocnigHuka 4113 MK-3475, BuaaHHs 20 Big 08 6epe3Hs 2021 poKy, aHrNilicbKoo MOBOIO;
IHcbopmaLia Ta OKYyMeEHT npo iHhopMmoBaHy 3roay ANA nauieHTa, YKpaiHa, MK-3475-B21 | ENGOT-enl11
| GOG-3053, Bepcia 01 Big 11 TpaBHA 2021 p., yKpaiHCbKOIO MOBOIO; IHhopMaLis Ta AOKYMEHT Npo
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iHbopMoBaHy 3rogy AN nauieHTa, YKpaiHa, MK-3475-B21 | ENGOT-enl1l /| GOG-3053, Bepcis 01 Big 11
TpaBHA 2021 p., poCilicbKO0 MOBOK [0 MPOTOKO/Y KAiHIYHOro AocnigkeHHs «PaHgomizoBaHe, noAgiliHe
cnine gocnimkeHHs Il dasn ons ouiHkM neMopoisymady NopiBHAHO 3 M1aLebo y KoMbiHaLil 3 af'loBaHTHO
ximioTepanieto 3 abo 6e3 NpoMeHeBOT Tepanii AN1A NiKyBaHHA NauiEHTOK 3 HeJaBHO AiarHOCTOBaHWM pakoMm
eHAOMEeTPIA 3 BUCOKUM PU3UKOM nicna onepadii 3 nikysasibHoo metolo (KEYNOTE-B21 / ENGOT-enll /
GOG-3053)», koa pocnimkeHHs MK-3475-B21 | ENGOT-en11 | GOG-3053, Bepcis 00 Big 09 BepecHs 2020
poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpuemcteo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

41. 3anyuyeHHA [O[ATKOBOro MicLsA NPOBeAEHHA K/HIYHOro BUNPOOYBaHHA [0 NPOTOKOY K/IHIYHOro
BUNpobyBaHHA «baraToueHTpoBe BigkpuTe focnimkeHHsa a3 1b ana ouiHkmM 6e3neyHocTi, NnepeHOCUMOCTI,
edpekTMBHOCTI, (hapmakokiHeTUKM Ta chapmakoguHamikm npenapaty AEVI-007 y nauieHTiB i3 xBopo6oto
CTinna, Wwo po3BUHyacs y Aopocaomy Bili», kog gocnipkeHHs AEVI-007-AOSD-101, sepcis 3.0 Big 14
rpyaHs 2020 poky; cnoHcop - Cerecor, Inc. (Lepekop, IHk.), CLUA

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

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micusi npoBeAeHHS KIIHIYHOrO BUNPO6YBaHHS

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

KomyHaslbHe  HekomepuiiHe MiANPUEMCTBO  «TEpPHONI/IbCbKAa  YHIBEPCUTETCbKA  JliKApPHS»
TepHoOMiNbCbKOT 06M1acHOT paan, peBMartosioriyHe BigdineHHsi, TepHONiIbCbKWI HaLuioHaNbHWI
MeAWNYHUIA yHIBepcuTeT iMeHi |.A. FTopbavyeBcbkoro MiHICTEpPCTBA OXOPOHM 3[0POB'st YKpaiHu,
Kadheapa BHYTPIiLUHLOT MeanumHn Ne2, M. TepHoninb

42. BKMIOYEHHA [O0[ATKOBOro Micus MpoBefeHHA KNiHIYHOro BUNPOOYBaHHA; ONUTYBa/lbHUK
«ABQOL» ana YkpaiHu, BanigoBaHuii 03 nitotoro 2021 poky, yKpaiHCbKOIO MOBOI; ONUTYBaJIbHUK
«ABQOL» pgna YkpaiHu, BanigoBaHuii 08 rpygHa 2020 poky, pociiicbkolo moBoto; IHchopmauia ans
nauieHTa, Wo Oyae HajaBaTUCA Ha efNleKTPOHHOMY npucTpoi «ARGX-113-1904 1905 (A-1458-
0004_5)_Subject Facing Screen Report_Ukrainian (Ukraine)», Bepcia 1 Big 04 6epe3Hs 2021 poky,
yKpaiHCbKOI0 MOBOIO; IHhopMaLia anAa nauyieHTa, Wo 6yae HagaBaTUCA HA €NTIEKTPOHHOMY NMPUCTPOI
«ARGX-113-1904_1905_(A-1458-0004_5)_Subject Facing Screen Report_Russian (Ukraine)», Bepcis 1
Big 07 ciuHa 2021 poKy, pPOCifiCbKOO MOBOIO [0 MPOTOKOJ/TY KAIHIYHOTO AOCNIMKEHHS «PaHfomi3oBaHe,
noAgiiHe cnine niaueb0-KOHTPO/IbOBaHE AOCAIMKEHHA A1 OUiHKM  edeKkTMBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty Edprapririmog PH20 ans nigwkipHOro BBEAEHHS Yy AOPOC/MX MNauieHTiB 3
NyXmMpyaTkoto (3BMyaiHo abo nnctonodibHow) (ADDRESS)», koa gocnimpkeHHss ARGX-113-1904, sepcis 2.0
Big 10 ntoToro 2021 poky; cnoHcop - apaxeHke bB, benbrisa / argenx BV, Belgium

3asBHUK - ToBapuncTBO 3 ObMEXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka Oprarizauisi IHHodhapm-
YkpaiHa»

Ne MM.1.B. BigNoBigaIbHOro Aoc/igHMKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS
1 O.M.H., npody. OdwoatoH AL,
KomyHanbHe nignpnemctBo «O61acHW LWKIPHO-BEHEPOIOriYHMIA AncnaHcep» [HINponeTpoBCbKOI
obnacHoi pagu», AEHHWIA CcTauioHap MOJIK/IHIYHOrO BigAineHHs, [HINPOBCHKNIA AepPXaBHWIA
MeANYHUI YHIBEPCUTET, Kadleapa LKIpHUX Ta BEHEPUYHNX XBOPO6, M. [IHINpo

43. IHcpopmauiiiHMii GlonieTeHb ANnA nauieHTa «Mporpama KniHiyHux gocnigpkeHb «YELLOWSTONE»
npwu nikyBaHHi xBopo6u KpoHa» (Advocacy Fact Sheet), pegakuis 3 ykpaiHCbKOIO MOBOIO A/l YKpaiHu
Big, 25 oBTHA 2020 p., peaakuia 3 pociicbKO MOBOIO AJis1 YKpaiHu Big 25 )oBTHA 2020 p.; IHCTpyKUiA
3 HapaHHA iHchopMoBaHOI 3roan «Balwa iHCTPYKUiA 3 HagaHHA iHopmoBaHoi 3rogu» (Flipchart),
peaakuia 3 ykpaiHCbKOK MOBOIO A1 YKpaiHu Big 25 »XoBTHA 2020 p., peaakuia 3 pociiicbKolo MOBOIO
AN YKpaiHu Big 25 XoBTHA 2020 p.; IHCTPYKLIA 3 NpoOXoaKeHHA Bi3UTIB «Baw rig y gocnigxeHi 3 OLiHKK
nigTpumyroyoi Tepanii 3a nporpamoio «YELLOWSTONE» ornsg BisuTiB y pamkax Bauwoi yyacTti y
LboMy KniHiuHOMY pocnimkeHHi» (Visit Guide), pegakuia 3 ykpaiHCbKOO MOBOIO A/1s1 YKpaiHu Big 25
XOBTHSA 2020 p., peaakuia 3 pociiicbkoo MOBOIO ANA YKpaiHu Big 25 )oBTHA 2020 p. 0O NpOTOKONy
KIiHIYHOTO gocnimpkeHHs «baraToueHTpoBe paHAoMi3oBaHe, MNOABINHO chine, nnaue60-KOHTPONbOBaHe
pocnipxkeHHs Il da3m 3 MeTol ouiHKM o3aHimoAdy [A75 NepopasibHOro npuiioMy Mpu MNpPOBEeAEHHI
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nigTpUMytoHOi Tepanii nauieHTam i3 cepeAHbOTSXKMM abo TSHXKMM nepebirom xBopobwu KpoHa B akTWBHIl
dhopmi», kog pocnimkeHHs RPCO01-3203, pegakuis 5.0 Big 28 cepnHa 2020 p.; cnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), Lseiuapis

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

44. bpowypa pocnigHuka, pocnigKyBaHuii  nikapcbkuii  3aci6  Olanzapine/Samidorphan
(OnaHnsaniH/CamipgopdaH), Bepcia 9.0 Big 28 kBiTHA 2021 pPOKy. YTOYHEHHA HA3BU AOCiAKYyBaHOro
nikapcbkoro 3aco6y ALKS 3831 y 3B’A3Ky 3 fofaBaHHAM OHOB/EeHOI Ha3Bu Olanzapine/Samidorphan
(OnansaniH/CamigopdaH). ®Popma iHhopmoBaHOI 3roaun nayieHTa Ta 3aXUCTy NEepPCOHa/IbHUX AAaHUX,
Bepcia 4.0 gna YKpaiHu Big 22 KBiTHA 2021 poKy, YKPAIHCHKOKO Ta POCIiliCbKOKO MOBaMu [0 NPOTOKOY
KNiHIYHOrO AOCAIMKEeHHA «[OoCnifpKeHHA ANns OuiHkM BnAvBy npenapaTy ALKS 3831 B MOpiBHSAHHI 3
oNaH3aniHoOM Ha Bary Tinay [OpoCc/vX nauieHTiB MOMI040r0 Biky, SKi HELLOAaBHO 3aXBOPI/IM Ha LWM30MPeHito,
LWn3ohpeHohopmMHMiA po3nag abo 6inonapHuii po3nag | Tuny», kog gpocnigpkeHHs ALK3831-A307, 3
nonpaskoto 5.0 Big 19 uepBHA 2019 poky; cnoHcop - «Ankepmec, IHK.» (Alkermes, Inc.), CLUA

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

45. OHoBneHHA Bpowypu focnigHuka (JloHadapHi6), Bepcis 8.0 Big 21 ciuHA 2021 poKy (aHrMinCbKOK
MOBO10); OHOBJIEHHA [locbe pJocnigkKyBaHOro nikapcbkoro 3aco6y (/loHadapHi6), Bepcia 4.0 Big 11
BepecHss 2020 poky (aHrniiicbkoro MOBOI); OHOBJ/IEHHA CKOpo4YeHOoro Jocbe [OC/igKyBaHOro
nikapcbkoro 3aco6y (Hopsip (PutoHaBip) Ta MEFACIC (MerinboBaHuii iHTepepoH anba-2a)) Big 13
cepnHA 2020 poky (aHrniicbKoO MOBOIO) A0 MPOTOKO/Y KAIHIYHOrO A0CAIMKEHHSA «PaHaomizoBaHe,
4yacTKOBO MoABiliHe cnine, MatpuuHe gocnigxeHHs 1l dha3n 3 BUBYEHHSA eeKTUBHOCTI Ta 6e3nekn 50 mr
noHacpapHioy/100 mr putoHaBipy ABiYi Ha f06Y B NOEAHAHHI 3 NeriiboBaHUM iHTepdepoHOM anba-2a y
003 180 Mkr abo 6e3 HbOro NPOTArom 48 TWXHIB Yy MOPIBHAHHI i3 MOHOTEpanNIE NerifiboBaHNM iIHTEPdIEPOHOM
anbtha-2a Ta nikyBaHHAM nnauebo y nauieHTiB 3 XpOHiYHO iHeKLieo Bipycy renatuty AenbTa, CTaH AKMX
NigTPMMYETHLCA 3a A0NOMOrol0 HyK/1e03UAHOT (HyKneoTuaHor) aHTu-HBV Tepanii (D-LIVR)», ko, AOCNifKEeHHS
EIG-LNF-011, nonpaska 02 Big 12 nwoTtoro 2020; cnoHcop - «Eiirep Bio®apmacbioTikans, IHk.» (Eiger
BioPharmaceuticals, Inc.), USA

3aaBHuUK - «biopaci, En-En-Ci», CLUA

46. BKNOUeHHs A0[aTKOBOro Micus NpoBeAeHHA KAiHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOro
AocnimpkeHHss «PaHaomizoBaHe, naueb0-KOHTPoNbOoBaHe, NOABINHE crine K/iHiYHe AocnimkeHHs 3 dhasu
npenapaTty Hipanapnb B KOMO6iHauii 3 abipaTepoHa aueTtaTtoM Ta NpeaHi30HOM Y MOpPIBHSIHHI 3 abipaTepoHa
auetatoMm Ta nNPeAHi30HOM A5 JliKyBaHHA MaUieHTIB 3 MeTacTaTUYHUM KacTpaT-YyT/IMBUM PakoMm
nepegmixyposoi 3as103n (MCSPC) 3i WKigMBOK repmiHasibHOK abo COMaTUYHOK MyTaui€lo reHiB, Lo
BignoBifaloTb 3a penapaudito  WAAXoM  roMonoriyHol  pekombGiHauii  (HRR)», Kog — [ochigpkeHHA
67652000PCR3002, 3 NMonpaskoto 1 Bif 21.12.2020 p.; cnoHcop - «AHCCEH ®APMALEEBTWKA HBx», Benbris
3asaBHUK - «AHCCEH ®PAPMALIEBTUKA HBx», Benbris

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa MicLsl NpoBeAEHHS KIIHIYHOIO BUNPO6YBaHHS

1. | nikap MNigsepb6eubka A.B.

O6nacHe KOMyHa/lbHE HeKOMepLUiiHe MigNPUEMCTBO «BYKOBVMHCBKUIA K/IHIYHUA OHKOJIOTIYHWIA
LEHTP», CTPYKTYPHWIA Nigpo34in AEHHOTO cTalioHapy, M. YepHiBLi

47. IncdhopmauiliHuia GloneTeHb gns nadieHta "Mporpama KniHiyHux gocnigxkeHb "YELLOWSTONE" npu
nikyBaHHi xBopo6u KpoHa" (Advocacy Fact Sheet), pegakuis 3 yKkpaiHCbKOIO MOBOIO A1 YKpaiHu Big,
25 XoBTHA 2020 p., peaakuis 3 pocilicbkolo MOBOIO A/ YKpaiHu Big 25 oBTHs 2020 p.; IHCTpyKLUifa 3
HagaHHA iHhopMoBaHOi 3rogu "Bala iHCTPYKUiA 3 HapgaHHA iHopmoBaHoi 3rogu” (Flipchart),
peaakuif 3 ykpaiHCbKOI MOBOIO AJisi YKpaiHu Big, 25 »xoBTHsA 2020 p., pegakuis 3 pociiicbkoo MOBOLO
ANnA YKpaiHn Big 25 »oBTHA 2020 p.; IHCTPYKUis 3 NpoOXo[mKeHHsA Bi3vTIB "Baw rig y Bigkputomy
AoaaTtkoBoMy aocnigkeHi 3a nporpamoto "YELLOWSTONE" ornapg, BisuTiB y pamkax Bawoi yyacTi y
UbOMY KNiHiYHOMY AocnimkeHHi" (Visit Guide), pegakuis 3 yKkpalHCbKOIO MOBOIO A1l YKpaiHu Big 25
XOBTHSA 2020 p., pefakuifa 3 pociiicbKolo MOBOK A/isl YKpaiHu Bif 25 xoBTHA 2020 p. [O NpoTOKONy
KMiHIYHOrO BUNpobyBaHHA «[logaTkoBe bGaraToueHTpoBe Bigkpute gocnigpkeHHs Il dasn 3 MeTow OLuiHKK
o3aHiMopgy /15 MepopasibHOro NPUnoMy NpK NiKyBaHHI NALEHTIB i3 CEPEAHbOTIXKAM ab0 TSHXXKMM nepebirom
XBOpo6u KpoHa B akTuBHili hopmi», kog gocnimxkeHHs RPC01-3204, pegakuisa 5.0 Big 03 BepecHsa 2020 p.;
cnoHcop - «CenmxeH IHTepHelHn || Capn» (Celgene International 1l Sarl), Lseliuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAA/BHICTIO «Ml EC AU-YKPAIHA»
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48. IHhopmauisa Ta hopma 3rogm Ha AUCTaHLiiHY NepeBipKy AaHMX yYacHUKa [AOC/iKEHHA B nepiop,
naHgemii COVID-19 Big 04 ntotoro 2021 poky, yKpaiHCbKOIO MOBOIO; IH(hopmaLia Ta chopma 3rogm Ha
OVCTaHUilfiHy nepeBipKy AaHMX yyaCHUKa AOCnimKeHHsA B nepiog naHgemii COVID-19 Big 04 niotoro
2021 poKy, pOCIACbKOIO MOBOK [0 NPOTOKO/Y KiHIYHOro BMnNpobyeaHHsa «PROCLAIM: PaHgomizoBaHe,
nnaue60-KOHTPOIbOBaHEe, NMOABINHO chine JochimpkeHHA 3 a3 AN OUiHKM POMIMJIOCTUMY NPU MiKyBaHHI
BMK/IMKAHOI XimMioTepanielo TPOMOOLMTONEHIT y NauieHTIB, SKMM MPOBOAATL XiMioTepanito A1 AikyBaHHS
HeAPiOHOKNITUHHOIO paKy /lereHb, paky SEYHNKIB abo paky MOJIOHYHOT 3a/103U», KoA, AocnimkeHHs 20170770,
iHKOpnopoBaHuin nonpaskoto 7 Big 08 uepsBHA 2020 poky; cnoHcop - «AmxeH IHK.» (Amgen Inc.), CLUA
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC YkpaiHa»

49. Nopatok 2.0 Bif, 16 kBiTHA 2021 poky ao bpowypu gocnigHuka SEP-363856, Bepcii 10.0 Big 14
rpyaHa 2020 poKy, aHr1iiCbKOK MOBOIO 10 NPOTOKONIB KAIHIYHUX AoCNimKeHb «PaHaomi3oBaHe, noaBiliHe
cnine, nnauebo-KOHTPONbOBaHe, 6araToLeHTPOBE AOCNIMKEHHS, WO NPOBOAUTLCA B NapasiesibHUX rpynax, i3
3acTocyBaHHAM (pikcoBaHMX [03 AN OUIHKM edeKTMBHOCTI Ta 6e3neyHocTi npenapaTty SEP-363856 y
NavieHTIB i3 LWM30PEHIED Y rTOCTPOMY MCUXOTUYHOMY €ni3osi», kof, gocnimpkeHHA SEP361-301, sepcisa 4.00 3
iHKOpropoBaHoo cyTTEBOL nonpaskoto 3.00 Big, 26 ciuHA 2021 poky; «Bigkpute poslumpeHe AoCNifKeHH:A Ans
OUiHKM 6e3neyHocTi Ta nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 WM30bpeHieo», Kkog
pocnigpkeHHss SEP361-303, Bepcis 3.01 3 iIHKOpNOPOBaHOK HecyTTEBOK nonpaskot 2.00 Big 25 ciuHa 2021
poKy; «PaHgomizoBaHe, noAgiliHe chnine, nnauebo-koHTPOsibOBaHe, OGaraToueHTPoBe [AOCNIMKEHHS, WO
NpoOBOAMTBLCA B NapasiefNlbHMX rpynax, i3 3acToCyBaHHAM (RIKCOBaHMX A03 AN OUIHKA egIeKTMBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30PEHIEND ¥ TOCTPOMY NCUXOTUYHOMY €ni3oAi», Kopg,
pocnipkeHHs SEP361-302, sepcis 3.00 3 iHKOpnopoBaHoo cyTTeBOKO nonpaskoto 2.00 Big 26 ciuHa 2021 poky;
«PaHpomizoBaHe, noAgiliHe cine AOCAIAKEHHS, WO NPOBOANTLCA 3 BUKOPUCTAHHSIM aKTUBHOrO nNpenapaTy B
SAKOCTi KOHTPOJIKO O/19 OUiHKM A0BroTpuBaniol 6es3nedvHocTi i nepeHocuMmocTi npenapaty SEP-363856 y
nauieHTiB i3 Wu3opeHieo», kog pocnimkeHHa SEP361-304, Bepcia 3.00 3 iHKOPNOPOBaHOK CYTTEBO
nonpasko 2.00 Big 14 ciuHa 2021 poky; cnoHcop - «CyHOBiOH ®apmacbloTikasic IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

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

50. MociGHuK i3 gocnimKkeHHA ansa nauieHTta, 14 ciuHa 2021 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
MociGHUK i3 gocnimkeHHA pNA nauieHTiB, 14 ciuHa 2021 poky [VO1 UKR(ru)], pocilicbkolo MOBOLO;
JlucTiBKa 3 BUCNIOBNEHHAM Noasku, 27 ciuHa 2021 poky [V01 UKR(uk)], ykpaiHCbKOlo MmoBoOIO; KapTka 3
BAAYHICTIO, 27 ciuHA 2021 poky [V01 UKR(ru)], pociiicbkolo MOBOI [0 MPOTOKO/Y K/iHIYHOIO
pocnigxeHHsa «PaHgomisoBaHe, NoAgiiHe chine, nnaueb0-KkoOHTPoIboBaHe, 6araToueHTPOBE AOC/iIAKEHHS B
napanenbHux rpynax A/s ouiHku thapmMakoguHamiky, hapmakokiHeTUkM, 6e3neyYHOCTi Ta NepeHOCMMOCTI
npenapaty GLPG3970 npv nepopasibHOMY 3aCTOCYBaHHi NPOTATOM 12 TWXHIB Yy AOPOC/AMX NauieHTiB 3
aKTVBHUM CUCTEMHUM YepBOHMM BOBYAKOM», Kog pocnipkeHHs GLPG3970-CL-102, sepcis 1.0 Big 17
BepecHs 2020 poky; cnoHcop - Galapagos NV, Belgium

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

51. Bpowypa pgocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HA 2021 poKy, aHrNilicCbKO MOBOIO;
YKpaiHa, MK-7339-008, IHhopmauisa Ta AOKYMEHT npo iHhopMoBaHy 3roay A/ nauieHTa, YKpaiHCbKOKo
MoBOI0, Bepcia 5.0 Big 14 tpaBHA 2021 poky; YKpaiHa, MK-7339-008, IHthopmaLis Ta JOKYMEHT Nnpo
iHbopmoBaHy 3rogy pAnsa nauieHTa, pocificbkolo MoBol, Bepcia 5.0 Big 14 TpaBHA 2021 poky A0
NPOTOKONY KNiHIYHOTO AJocnimkeHHs «JocnimkeHHsa 1l dasum gna nemoéponisymady y kombGiHauii 3
kap6onsaTuHom / TakcaHoM (naknitakces abo Hab-nakniTakcen) 3 nogasibLMM BBEAEHHAM neMbponizymady y
KOMOiHaLi 3 NiATPUMYHOYMM NiKyBaHHAM osianapmoom abo 6e3 Hboro B AKOCTI Tepanii nepLuUoi NiHil y naujieHTiB
i3 MeTacTaTUYHUM MNJIOCKOKAITUHHUM HeApiGHOKNITUHHUM pakoMm nereHis (HAKP/)», koA [ocCnioKeHHA
MK-7339-008, 3 iHkopnoposaHoto nonpaskoto 03 Big 08 rpyaHa 2020 poky; crnioHcop - «Mepk LWapn EHA Joym
Kopn.», goyipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

52. OHoBneHuii npotokon pocnimpkeHHs CBP-307CNO002, Bepcis 6.0 Big 25 rpygHa 2020 poky,
aHrnificbkoro mMoBoto; Bpowypa gocnigHuka ana npenapaty CBP-307, Bepcis 6.0 Big 15 rpyaHa 2020
POKy, aHrniicbKolo mMoBolo; IHhopmauiiiHuii nucTok i popma iHchopmoBaHoOi 3roamn, anAa cragii 1,
Bepcia V5UKR(uk)1.0 Big, 05 kBiTHS1 2021 poKy, nepeknaj yKpaiHCbKO MOBOIO Bif 12 KBiTHA 2021 poKy;
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IHpopmauiiiHuii nuctok i chopma iHhbopmoBaHoi 3roau, ana cragii 1, Bepcia V5UKR(ru)1.0 Big 05
KBiTHA 2021 poKy, nepeknapg, pocilicbkolo moBoto Big 12 kBiTHA 2021 poky; IHhopMaLiiiHWii INCTOK i
c¢opma iHchopmoBaHoOi 3roau, ana ctagii 2, sepcia VS5UKR(uk)1.0 Big 05 kBiTHA 2021 poKy, nepeknap,
YKpaiHCbKOIO MOBOHO Bif, 12 kBiTHA 2021 poKy; IHchopmauiiiHuii nucToK i hopma iHchopmoBaHoi 3rogu,
Aana ctagii 2, Bepcia VS5UKR(ru)1.0 Big 05 kBiTHA 2021 poky, nepeknag pocilicbkoio MoBoto Big, 12
KBiTHA 2021 pokKy; IHchopmauiiiHuiA nuctok i popma iHhopmoBaHOi 3rogn BariTHOI MapTHEPKU Ha
npoBefeHHs1 aHaNi3y Ha BariTHICTb i BignoBigHe nogasblle crnocrepexeHHs, sepcia V2.0UKR(uk)1.0
Big 05 kBiTHA 2021 poky, nepeknapg yKpaiHCbKOK MOBOIO Big 09 kBiTHA 2021 poky; IHopMauiiHniA
nuctok i popma iHhopmoBaHOI 3rogu BariTHOI MapTHEPKM Ha NMPOBeAEHHA aHasli3y Ha BariTHICTb i
BignoBigHe noganblie crnocrepexeHHs, Bepcia V2.0UKR(ru)1.0 Big 05 kBiTHA 2021 poKy, nepeknap,
pocilicbkoro MoBOIO Big 09 KBiTHA 2021 poky; KapTka yuacHuka gocnigkeHHs, sepcia 3.0 Big 29 ciuHa
2021, nepeknag yKpaiHCbKOL MOBOLO Big 12 KBiTHA 2021; KapTka yyacHuKa pocnigxeHHs, sepcia 3.0
Big 29 ciuHAa 2021, nepeknag pociiicbkolo MOBOK Big 12 kBiTHA 2021 [0 NPOTOKOAY KiHIYHOrO
pocnipkeHHs «baraTtoueHTpoBe, paHAOMi30BaHe, MoABiliHe chnine, nnauebo-KOHTPO/IbOBaHE KAiHIYHE
pocnimpkeHHs a3 Il ansa ouiHkm edekTuBHOCTI Ta 6e3nedvHocTti npenapaty CBP-307 y nauieHTiB i3
BMpPa3KoBMM KoJiTOM (BK) cepeiHbOro Ta BaXKoro cTyneHs», Kof gocnigxeHHs CBP-307CN002, sepcisa 5.0
Big 17 rpygHa 2019 poky; cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

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

53. OHoBneHuii MpoTokon gocnigxkeHHs — NMpoTtokon NN1436-4478, Bepcisn 3.0 chiHanbHa, Big 14 KBiTHA
2021 p. (Protocol NN1436-4478, version 3.0, Final, dated 14 Apr 2021). CynyTHi MaTtepianu, o MOXYTb
HagaBaTUCb NaUieHTaM — KaTaJjior CTapTOBOro Habopy yuyacHuUKa gocnigxeHHs, piHanbHa Bepcisa 1.0-
UA(UK) Big, 21 kBiTHA 2021 p., YKPAiHCbKOIO MOBOLO [10 MPOTOKO/Y KMiHIYHOIO AOCAIMKEHHSA «26-TUXKHEBE
JocnigxeHHA eddeKTUBHOCTI Ta 6e3nekun LWOTMKHEBOrO NpuUiAoMy iHCyniHy aiikogek (icodec) y NOpiBHAHHI 3
LLOAEHHM npuiioMoM iHCyniHy pgernogek (degludec) y nauieHTiB 3 LyKpoBMM diabeTom 2-ro Tuny, siKi
NikytoTbCA 6a3anbHUM iHCY/IIHOM 3 ab0o 6e3 3acToCyBaHHA HeiHCYNiHOBMX NPOoTUAiabeTUYHUX npenaparie».,
koA pocnimpxkeHHs NN1436-4478, sepcia 2.0, dpiHasbHa, Big 30 nuctonaga 2020 p.; cnoHcop - Novo Nordisk
A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

54. OHOBNEHNiA NPOTOKO KNiHiYHOro BunpoGyesaHHA HLX10-005-SCLC301, Bepcia 4.0 Big 05 ntotoro
2021 poky; Bpowypa pocnigHuka gnsa HLX10, Bepcia 4.1 Big 25 xoBTHA 2020 poky; dopma
iHbopMoOBaHOi 3rogun ansa yyacTi Y KNiHiMHOMY HayKOBOMY AOCAIMKEeHHi, Mogenb ansa YKpaiHu, Bepcis
5.0 Big 30 Gepe3Ha 2021 poKy (yKpaiHCbKOK Ta pociiicbkolo MoBamu); [oaatkoBa dopma
iHhopMoBaHOI 3roau Ha NikyBaHHSA MicnA nporpecyBaHHA 3axBOplOBaHHA (HEO60B’A3KOBa), MoAe b
AN YkpaiHu, Bepcis 4.0 Big 30 6epe3Hs 2021 poky (YKpaiHCbKOI Ta POCificbKOo MoBaMu) 40 NPOTOKO/Y
KIHIYHOTO JocnimxkeHHs «PaHAoMi3oBaHe nofgiiiHe crine 6aratoueHTpoBe focnimxkeHHs dasm Il ana
NOPIBHAHHA  KNiHIYHOT ed)eKTUBHOCTI Ta 6e3neyHocTi HLX10 (pekom6GiHaHTHOrO rymMaHi3oBaHOro
MOHOK/TOH&/1bHOT0 aHTuTINa Ao PD-1 (aHTK-PD-1) ans iH'ekuiii) B kombiHauii 3 ximioTepanieto (kapbonnaTtuH +
eTonosuf) y paHille HenikoBaHUX NnavieHTiB 3 NoWmMpeHo JopmMo ApPiIGHOKTITUHHOIO paky nereHi (AKPJT)»,
koA pocnigpkeHHs HLX10-005-SCLC301, sepcia 3.0 Big 08 kBiTHA 2020 poky; cnoHcop - Shanghai Henlius
Biotech, Inc., China / WaHxai Xenniyc balioTek, IHK., Kutaii

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

55. OHOBMEeHuit NPOTOKOJ KiliHiYHOro Bunpo6yBaHHA MK-3475-585 3 iHkopnopoBaHoto nonpaBkoto 08
Bif, 16 KBiTHA 2021 p.aHrniiicbkoto MoBOtO; Bpowypa gocnigHuka MK-3475, BugaHHs 20 Big 08 6epe3HaA
2021 poky, aHrnificbkolo MOBOI; YKpaiHa, MK-3475-585, Bepcis 03 Big 21 kBiTHA 2021 p. yKpaiHCbKOIO
MoBolo, iHchopMaLisi Ta AOKYMeHT npo iHopMoBaHy 3rogy ANA nauieHTa; YkpaiHa, MK-3475-585,
Bepcia 03 Big 21 kBiTHA 2021 p. pociiicbkolo MOBOIO, iHpopMaLisi Ta AOKYMEHT Npo iHchopmoBaHy
3rogy A9 nauieHTa 4O MPOTOKOMY KAIHIYHOro focnigpkeHHs «PaHgomizoBaHe, nofgiliHe-chine KiHivHe
pocnigpkerHa 11l pa3n nemo6ponisymady (MK-3475) ta ximioTepanii (XP a6o FP) B nopiBHAHHI 3 n1auebo T1a
ximiotepanieto (XP abo FP) B fAkocTi Heoaz'toBaHTHOro / af'toBAHTHOrO JliKyBaHHA nauieHTiB 3
a/leHOKapLUMHOMOK LUNMYHKY Ta LWJ/IYHKOBO-CTpaBoXxigHoro 3'‘egHaHHA (LLUC3) (KEYNOTE-585)», kopg
pocnipkeHHss MK-3475-585, 3 iHkopnopoBaHoto nonpaskot 07 Big 11 ciuHs 2021 poky; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», govipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTIO «MC/, YkpaiHa»

20



56. OHoBNeHu MpPOoToKOoJ1 KNiHIYHOro BUNPoGyBaHHs 63935937MDS3001, 3 nonpaBKoto 6 Big 01 KBiTHA
2021 poKy [0 NPOTOKOMY KNiHIYHOTO AochimpkeHHA «JJocnifpkeHHsa 3 ouiHku npenapaty Imetenbcrar
(GRN163L) y nikyBaHHi 3an1eXHux Big TpaHcysiil nauieHTiB 3 MienogucnaactuuHum cuHgpomom (MAC) 3
«HU3bKUM» ab0 «MPOMDKHUM-1» CTyneHem pu3nky 3a wkanot IPSS, 3 nporpecyBaHHAM abo BiACYTHICTIO
BiAMOBiAi Ha Tepanito eputponoes-cTtumynoynmmn areHtamm (ECA)», ko gocnigpkeHHsa 63935937MDS3001,
3 nonpaekoto 5 Bifg 29 yepBHs 2020 poky; cnoHcop - MepoH KopnopeiiwH, CLUA / Geron Corporation, USA
3aasHuK - TOB «MAPEKCEJT YkpaiHa»

57. OHOBNeHWiA NPOTOKON KAiHIYHOro BUNPOOGYBaHHA, Bepcia 2.0 Big 11 nuctonaga 2020 poky
aHrniicbKkoto moBoo; IHhopmauiiiHnii NMCTOK nauieHTa Ta hopma iHhopMmoBaHoi 3roau, Bepcis 3.0 Big,
19 Gepe3Hs 2021 poKy YKpaiHCbKOK Ta pocilicbKolo moBamu; IHhopMauiliHUI IMCTOK NauieHTa Ta
thopma iHchopmoBaHOi 3rogu Ansa moayns reHeTUUHOro AocnigkeHHs, Bepcia 1.0 Big 19 6epe3Hsa 2021
POKY YKpaiHCbKOIO Ta pociiicbkolo MmoBamu; KapTka yuacHUKa K/iHIUHOro AOCNIAKEHHA HA BUNaAOK
Haa3BU4YaiiHOI cuTyauii, Bepcisa 2.0 Big 22 rpyaHa 2020 poKy YKpPaiHCbKOK Ta pPOCIiiCbKO MOBaMWu;
3arasibHa oOLUiHKa CMiBBiAHOWEHHA PU3MKY Ta KOpucTi, Bepcia 2.0 Big nuctonaga 2020 poky
aHrNincbKo MOBOIO; MoAOBXEHHA TEPMiHY NPOBEAEHHSA KNiHIYHOro BUNPoGyBaHHA B YKpaiHi fo 26
ciuHa 2025 poky; BkniiouyeHHA A[0[ATKOBOro AO0CAiAKYBaHOro JikapcbKoro 3acoby - Hipanapi6
(Niraparib)/ 3epgxyna (Zejula) (L-001946812-005R, MK-4827, C1508283, GSK3985771), kancynu, 100 wr,
BUPOGHUMKUN: Mayne Pharma, Inc., CLLUA; Quotient Sciences - Philadelphia, LLC, CLUA; Shanghai STA
Pharmaceutical Product Co. Ltd., Kutaii; Almac Clinical Services Limited, Benuko6purtatis; Almac
Clinical Services, CLLUA; Almac Clinical Services (Ireland) Limited, IpnaHgia; BkntoueHHs o[/aTKOBOro
pocnipkyBaHOro nikapcbkoro 3acoGy - Mnauye6o ao Hipanapioy (Niraparib)l 3epxyna (Zejula),
Kancynu, BupoGHuku: Patheon Inc., KaHapa; Mayne Pharma, Inc., CLUA; Quotient Sciences -
Philadelphia, LLC, CLLUA; Almac Clinical Services Limited, Benuko6purtaHisi; Almac Clinical Services,
CLLUA; Almac Clinical Services (Ireland) Limited, IpnaHgifa; BkntoueHHs A40AaTKOBOro A0CNifKyBaHOro
nikapcbkoro 3acooy - Hipanapio (Niraparib) (L-001946812-005R, MK-4827, C1508283, GSK3985771),
TabneTkn, BKPUTI NNiBKOBOIO 000J/10HKO, 100 mr, BUpoGHUKU: Mayne Pharma, Inc., CLLUA; Wuxi STA
Pharmaceutical Co., Ltd., Kutaii; Almac Clinical Services Limited, Benuko6putatis; Almac Clinical
Services, CLLWA; Almac Clinical Services (Ireland) Limited, IpnaHgis; GlaxoSmithKline Research &
Development Limited, Benuko6putadisa; GlaxoSmithKline Research and Development Limited,
IpnaHgin; GlaxoSmithKline LLC, CLUA; DHL Supply Chain (Ireland) Limited, IpnaHgia; BknioueHHs
[O0AAaTKOBOIro AOC/iAKyBaHOro nikapcbKoro 3acooy - Mnaue6o go Hipanapioy (Niraparib), Ta6neTtku,
BKpUTi NNiBKOBOKO 0G0/10HKOI0, BUPOOHUKN: Mayne Pharma, Inc., CLLUA; Wuxi STA Pharmaceutical Co.,
Ltd., Kutai; Almac Clinical Services Limited, Benuko6putaHifi; Almac Clinical Services, CLLUA; Almac
Clinical Services (Ireland) Limited, IpnaHgia; GlaxoSmithKline Research & Development Limited,
Benuko6puTtaHis; GlaxoSmithKline Research and Development Limited, Ipnangis; GlaxoSmithKline
LLC, CWIA; DHL Supply Chain (Ireland) Limited, IpnaHaif; Bpowypa gocnigHuka gocnigxyBaHoro
nikapcbkoro 3aco6y Hipanapi6 (Niraparib), Bepcis 11 Big 17 uepBHs 2020 poKy aHrNifiCbKOIO MOBOIO;
Aocbe pocnimxyBaHoro nikapcbkoro 3acooy Hipanapié (Niraparib) y kancynax, Bepcia 10.0 Bipg,
BepecHs 2020 poKy aHr/iicbKolo MOBOMO; flocbe mocnigkyBaHOro nikapcbkoro 3aco6y Hipanapic
(Niraparib) y Ta6netkax, Bepcia 2.0 Big nunHA 2020 poKy aHr1iiCbKOKO MOBOIO; 3pa30oK MapKyBaHHSA
nepBUHHOI ynakoBku ans Hipanapioy (Niraparib) a6o BignoBigHoro nnaye6o, kancynu, 100 mr, Big 16
NoTOoro 2021 poKy yKpaiHCbKOK MOBOI; 3pa30oK MapKyBaHHS NMePBUHHOI ynakoBku ansa HipanapiGy
(Niraparib) a6o BignoBigHoro nnaue6o, Taénetku, 100 mr, Big 12 6epe3HAa 2021 poKy YKpaiHCbKOLO
MOBOI0; flocb€ foCnigKyBaHOro likapcbKoro 3aco6y JocTtapniimvad, Bepcis 7.0 Big 6epe3Hsa 2021 poky
aHrniicokolo moBolo; [flogaHHA kopy «GSK4057190A» o onucy AOCAiIfAKYyBaHOro JiKapCbKoro
3aco0by: Ooctapnima6 (Dostarlimab) (TSR 042, WBP-285), po3uuH gnsa iHdysiin, 500 mr/10 mn (50
Mr/imn); 3any4dyeHHs A0AaTKOBUX BUPOOGHUUUX AINAHOK ANA [OCNIAKYBaAHOro /iKapcbKOro 3acooy
AocTtapnima6 (Dostarlimab) (TSR 042, WBP-285), po3uuH gns iHdysiii, 500 mr/10 mn (50 mrimn): Fisher
Clinical Services GmbH, HimeuuuHa; Almac Clinical Services Limited, Benuko6puTtaHdis; Almac Clinical
Services, CLUA; Almac Clinical Services (Ireland) Limited, IpnaHaia a0 npoTokony K/iHIYHOro
JocnipkeHHs «PaHpgomizoBaHe noAgiiHe cnine GaraTOUeHTPOBE [OCNIMKEHHS hasum 3 gocTapnimady
(TSR-042) B koMGiHauji 3 KapbonnatvuHOM i nakiTakcenom MopiBHAHO 3 nnauebo B KOMOiHauii 3
Kapbon1aTUHOM i NakNiTakcesI0M y NauieHTOK 3 peuuamBHUM abo NEPBUHHMM NOLUMPEHUM PaKOM EHAOMETPI0
(RUBY)», kog gocnigpkeHHa 4010-03-001, sepcis 1.1 Big 13 6epesHsa 2019 poky; cnoHcop - TESARO, Inc.,
CWA

3asBHMK - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

58. OHoBneHwuit MpoTOKON KNiHIYHOrO AocChifKeHHA, koa gocnimkeHHA: FCZIDXIGIGI-01, Bepcia Ne 3
Big 03.03.2021; oHoBneHa IHchopmauia gna nauieHTa (iHpopMauiliHMii INCT yYacHUKa [OCiAKEHHSA Ta
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thopma iHpopMOBaHOI 3rogM nauieHTa Ha yyacTb B K/liHIMHOMY AOChifXeHHi) YKpalHCbKOI0 MOBOIO,
koA, pocnipkeHHsn: FCZIDXIGIGI-01, sepcis Ne 3 Big 03.03.2021; oHoBneHa IHchopmauis ansa nauieHTa
(iHchopmauiiiHnii NnUCT yyacHuKa gocnigkeHHs Ta popma iHhopMoBaHOI 3roau nauieHTa Ha yyacTb B
KMiHIYHOMY AocnimKeHHi) pocilicbkolo MOBOIO, Koa pgocnimpkeHHs: FCZIDXIGIGI-01, Bepcia Ne 3 Big
03.03.2021; oHoBneHa lHAuBiAyasibHa peecTpaudiiHa copma, Kog aocnimkeHHAa: FCZIDXIGIGI-01,
Bepcia Ne 3 Big 03.03.2021; oHoBneHuit CuHoncuc MMPOTOKOJly KI/HIYHOTO AOCNIMKEHHA, KOpA
pocnipkeHHa: FCZIDXIGIGI-01, Bepcia Ne 3 Big 03.03.2021; oHoBneHuii LoaeHHUK nauieHTa
YKpaiHCbKOI0 MOBOIO, Kog pocnipkeHHs: FCZIDXIGIGI-01, Bepcia Ne 3 Big 03.03.2021; oHOBneHwii
LLlogeHHUK nauieHTa pociiicbkolo MoBOLO, Kog pocnipkeHHs: FCZIDXIGIGI-01, Bepcia Ne 3 Big
03.03.2021; MopoBXeHHA TepMiHY NPUAATHOCTI AOCNiAKYBaHOrO /liKapCbKOro 3acody flekca-300poB’s,
renb, 3 30 no 36 MmicAuiB; oHoBneHun Po3gin 3.2.P.8 «CrtabinbHiCTb» [OCLE AOCNILKYBAHOIO
nikapcbKoro 3aco6y flekca-300poB’s, renb, kog 122/CT/24/18/UA, Bepcia 03/2021; oHoBneHuii TekcT
MapKyBaHHSA NepBUHHOI yNakoBKu (Ty6a) ANA KNiHIYHUX BUNPOGYBaHb A0CNIAKYBAHOIO NiKapCbKOro
3acoby [ekca-3gaopoB’s, renb, Bepcia 03/2021; oHoBNeHWW 3pa3oK ETUKETKU AN  KNiHiYHUX
pocnipkeHb AOCNigKYBaHOro JslikapcbKoro 3aco6y [fekca-3popoB’s, renb, Bepcia 03/2021; 3miHa
BianoBiganbHoro gocnigHuka i Micus npoBefeHHA KiHIYHOro BUNpooyBaHHA: Byno- nikap optonep-
TpaBmartosior — MasHsakoB Cepriii Muxainosny KomyHanibHe HekomepuiiHe nignpuemctBo «Micbka
KniHiyHa 6aratonpodyinbHa nikapHA Ne 17» XapkiBCbKOI MiCbKOI pagu, TpaBMaToJIOriyHe BigAineHHs,
npocn. MockoBcbKuiA, 6ya. 195, m. XapkiB, 61037, YkpaiHa; Ctano-3aBigyBay 06/1aCHOrO JlikyBaJ/lbHO-
[iarHOCTUYHOro peBMarTonoriyHoro ueHTpy - TlopgieHko OneHa BikTopiBHa KomyHanbHe
nianpuemctBo «lMontaBCcbka oGslacHa KhiHiuHa nikapHA im. M.B. CknichocoBcbkoro lMontaBCcbKoOi
o6nacHoi pagu», 06nacHUii NiKkyBaNlbHO-A4iarHOCTUYHUI peBMaToorivuHNi LeHTp, M. MonTtasa, By”n.
LLleBueHka, 23, 36011, YKpaiHa 40 NPOTOKO/Y KIIHIYHOrO fOCAiMKEeHHS «[opiBHAMbHA OLiHKa eDeKTUBHOCTI
Ta nepeHocuMmocTi npenapaTy [ekca-3gopoB'a, renb Bupo6HUUTBA TOB «PapmauleBTUYHa KOMMaHis
«30poB'A» Ta npenaparty EHaHrens, renb BUPoOHMLTBA kOoMNaHil «Laboratorios Menarini, S.A.» y nauieHTiB 3
TpaBMaTUYHUMW YLIKOKEHHAMMN CYXOXWU/IbHO-3B'A3KOBOrO anapary», ko gocnimpkeHHs FCZIDXIGIGI-01,
Bepcia npoTtokosny Ne 2 Big 14.12.2019; CnoHcop - ToBapuCTBO 3 0OMEXEHOI BiAMNOBIAa/ILHICTIO
«dapmaLeBTMUYHa KOMMaHia «340p0oB'a», YkpaiHa

3aaBHUK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAA/IbHICTIO «PapMaLeBTUYHa KoMNaHis «340poB'A», YKpaiHa
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